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KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay CoBMecTHbIH puka3 MUHHCTpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 18 utons 2025 roga Ne
67 u Munuctpa nudpoBoro
Ppa3BUTHS, MHHOBALUIA 1
A9POKOCMHUYUECKON
MPOMBILIIEHHOCTH PecryOnuku
Kasaxcran ot 22 utons 2025 roga Ne
380/HK

«0O npoBeeHUN MIJIOTHOTO MPOEKTA MO rOCYIaPCTBEHHON perucrpanumn
JIEKAPCTBEHHBIX CPEJCTB U MEAUIUHCKUX U3/1eJIUil 0 MPUHLIMILY «eJHHOT0 OKHA)

B cootBeTcTBUU co cTatbeit 22 3akona Pecny6nuku Kazaxcran «O
rOCYJIapCTBEHHBIX YCIYrax», a TAKXKe B LEJIX ONTUMU3AIUU MPOIECCOB OKa3aHUs
rocynapcteernHoit ycinyru IIPUKA3BIBAEM:

1. Bo Bcex obOmacTsix, ropogax pecimyOIMKaHCKOTO 3HAYSHHUS, CTOTHIIBI
Pecnry6nmku KazaxcraH 3amyCcTUTh MIJIOTHBIN MPOEKT 1O OKa3aHUIO TOCYIapCTBEHHON
yciyru «Beimada peructpanun 1eKapCTBEHHBIX CPEACTB U MEAUIIMHCKUAX U3JIEIHH 110
NPUHIIUITY «EIHHOTO OKHAY.

2. YtBepauTts [IpaBuiia peructpanuu J€KapCTBEHHBIX CPEJICTB U MEAUIIUHCKUX
W3JIEIIAN 110 IPUHLHNIY «EAUHOTO OKHA» COTIACHO MPUJIOKEHUIO K HACTOSALIEMY
IIPUKa3y.

3. Komurery meaunmHCKOTO U (hapMareBTUYeCKOro KOHTpoJisi MuHuCTEepCTBA
3npaBooxpaHeHus Pecry6nuku Kazaxcran B yCTaHOBIIEHHOM 3aKOHOJATENbCTBOM
PecnyOnuku Kazaxcran nopsike 00ecrneunTh:

1) pa3MenieHre HACTOSIIIIETO MPUKa3a Ha HHTEPHET-pecypce MuHucTepcTBa
3npaBooxpaHeHus Pecnyonuku KazaxcraH mocie ero opumuanbHOro onyOJInKoBaHNUS,

2) B TEUCHUE MATU KaJIEHAAPHBIX JHEN CO JAHS YTBEPKACHUS HACTOSAILIETO
COBMECTHOTO MpHKa3a HarpaBjieHue B PecryOiMKaHCKOe rocy1apCTBEHHOE
NpEeANpPUSATUE HA MTPABE XO3SIMCTBEHHOTO BeaeHUs « MHCTUTYT 3aKOHOJaTENbTBA U
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npaBaBoil uHpopmanuu Pecnyonuku Kazaxcran» MuHucTepcTBa I0CTUIIUN
Pecny6nuxu Kazaxcran mist opunpianbHOro onyOIMKOBaHUS U BKIIOYCHUS B
DTaJIOHHBIH KOHTPOJILHBIN OAHK HOPMATHUBHBIX MTPABOBBIX aKTOB PecmyOnnku
Kazaxcran.

4, KOHTpOJIB 3a UCIIOJTHCHUCM HACTOAIICIO COBMCCTHOI'O IIPpHKa3a BO3JIOKHUTHL HA

KypHUPYIOILEro BUIIe-MUHHUCTpA 3/ipaBooxpaHeHus: Pecriyonuku Kazaxcran u

KyPHUPYIOLLEro BUIIE-MUHHUCTPA HU(POBOro pa3BUTHUS, UHHOBALIMN U a3pOKOCMUYECKON

npoMeblItieHHOcTH Pecniy6nuku Kazaxcran.

5. Hactosimuii COBMECTHBIA IPUKa3 BBOAUTCS B ICMCTBUE CO JHS €r0 MEPBOTO

o(pUIIMATBHOTO OIyOJMKOBAHUS M PACIIPOCTPAHSAETCSA HAa MPABOOTHOIICHHS BO3HUKILINE

c 1 uronsg 2025 roxa u nevictyet a0 31 gexabps 2025 rona.

Munuctp ungpoBoro pa3BuTus, UHHOBALMN U MuHucTp

23POKOCMHUYECKON MPOMBbINLIeHHOCTH Pecny0iuku 31PAaBOOXPAHEHUS]

Ka3axcran Pecny0simku Ka3zaxcran
K. Magues A.

AJIbHA3apoBa
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[Ipunoxenue
K COBMECTHOMY IIPUKA3y
MunucTp uuppoBOro pa3BuTHs,
VHHOBALIMHN U a3POKOCMUYECKON
MPOMBIIIJIEHHOCTH
PecnyOnuku Kazaxcran
ot 22 nrois 2025 roxga
Ne 380/HK u
MuHuCTp 31paBOOXpaHEHUS
PecnyOnuku Kazaxcran
ot 18 urona 2025 rona
Ne 67

HpaBn.ﬂa PerucTpanum JEKapCTBCHHbIX CPEACTB U MEAUIUHCKUX I/I3I[eJII/II7[ o
INPUHIHAIY «KCAUHOI'0 OKHA)»

I'1aBa 1. O0mue moJI0KeHUS

1. Hacrosinue npaBuiia perucTpaluuu JEKapCTBEHHBIX CPEACTB U METULIMHCKUX
U3JIeUI M0 MPUHIUITY «eIUHOr0 OKHa» (Hanee — [IpaBuia) pazpaboTaHsl B
COOTBETCTBHHM cO cTaThel 22 3akoHa Pecnybnuku Kazaxcran «O rocygapcTBeHHBIX
yciyraxy» (nanee — 3akoH), cratbeit 19 3akona Pecriy6nuku Kazaxcran «O6
uH(pOpMaTU3aALUN» U OMPEACIIAIOT MOPSAAOK OKa3aHUS 110 IPUHIIUITY «EAMHOTO OKHA»
roCyJapCTBEHHBIX YCIyT «PerucTpanys LeHbl Ha JIEKapCTBEHHBIE CPEACTBA U
MEIULIHUHCKUAE U3AENUN», «['ocy1apcTBEeHHAs: perucTpamus, NepeperucTparus
JIEKapCTBEHHOT'O CPEICTBA MM MEAUIIMHCKOIO U3/1€NUsl, BHECEHUE U3MEHEHUH B
PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOT'O CPEICTBA MU MEIULIUHCKOTO U3AEIH,
«Bpiaya 3akinoueHus 0 6€30MaCHOCTH, KauecTBe U 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX
CPEICTB U METUIIMHCKUX U3JIEIHI», a TaK)Ke IPOBEeHHE MPOo(hecCHoHaNbHOM
AKCHEPTU3BI A1 BKIIIOUeHUS B KazaxcTaHCkuil HAlTMOHAIBHBIN JIEKAPCTBEHHBIN
bopmyIisip ¥ IPUMEHSIOTCS] Ha JOOPOBOJILHOM U aJIbTEPHATUBHON OCHOBE.

2. DKcnepTu3a JEKapCTBEHHBIX CPEICTB WIM MEAULMHCKUX U3JIEINN,
perucrpanus LEeHbl, BHECEHUE U3MEHEHUN B LIEHY IIPOU3BOAUTENSA IIPOBOAUTCS
rocyJapCTBEHHOW SKCNEPTHOM opranu3auuei B cpepe oOpamieHus JeKapcTBEHHBIX
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CPEICTB U MEIUITMHCKUX M3ICTUH (J1ajiee — rocyJapCTBEHHAs IKCIIepTHAs
OpraHu3aIus).

3. l'ocy1apcTBEHHYIO PErUCTPALMIO, IEPEPErUCTPALIMI0, BHECEHHE N3MEHEHUH B
PErUCTPAIMOHHOE JOChE JICKAPCTBEHHBIX CPEACTB WU MEIUIIMHCKUX U3ICIIHMA
OCYIIECTBIISIET TOCYIaPCTBEHHBIN Opra B cepe oOpaleHus JeKapCTBEHHBIX CPEICTB
Y MEIMLIUHCKUAX U3JIEIIHMN.

4. IpodeccrnonanpHas IKCIIEPTH3a OCYIIECTBIICTCS TI0IBEIOMCTBEHHOM
OpraHU3alHeH YIIOJIHOMOYECHHOTO OpraHa, B KOMIIETEHITNIO KOTOPOM BXOSIT BOTIPOCHI
MIPOBEJICHUS SKCTIEPTU3BI, TPETyCMATPUBAIOIIEH OIICHKY JaHHBIX 10 KIIMHUYECKON
6e30macHOCTU U 3()PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA, MOATBEPKICHHBIX B
KIIMHUYECKUX MCCIICIOBAHUAX, a TAK)KE B METa-aHAIN3axX U (WJIM) B CHCTEMATUIECKUX
0030pax (nanee — LleHTp).

5. DKcnepTrsa, B TOM YKCJIE OCYIIIECTBICHUE TIEPEeBOia JOKYMEHTOB Ha
KAa3aXCKUM SI3bIK, PETUCTPALIHS LICHbI, BHECEHUE U3MEHEHUN B LIEHY MIPOU3BOIUTEIIS, a
Takke mpodeccuoHanbHas SKCIepPTU3a JIEKaPCTBEHHBIX CPEICTB TN MEIUITMHCKUX
W3/1EJIMI IPOBOJIUTCS HA OCHOBAHUHM 3aKJIIOUEHHOTO JIOTOBOPA B COOTBETCTBUU C
IpakIaHCKUM 3aKOHOJIaTeIbcTBOM PecryOimmku Ka3zaxcraH 10 okazaHus KOMIIO3UTHOM
roCy1apCTBEHHOM YCITyTH.

6. Omiara CTOUMOCTH PETUCTPALlMU LIEHBI IPOU3BOIUTEIISI 1 BHECEHHE
M3MEHEHU B IIEHY MPOU3BOIUTENS, a TaKKe NPOEeCCHOHATIBHOM SKCIIEPTU3bI
OCYIIECTBIISIETCA B COOTBETCTBUU C IIPEUCKYPAHTOM LI€H, YCTAHOBIIEHHBIM
rOCyJIlapCTBEHHOW 3KCIIEPTHON opranu3anuen u Lieatpom.

7. OmnnaTta CTOUMOCTH 3KCIIEPTU3bI JIEKAPCTBEHHOTO CPEJCTBA WU
MEIULMHCKOIO U3/I€NUsl OCYLIECTBISETCS B COOTBETCTBUU C MPEHCKYPAHTOM,
yCTaHaBIMBAEMbIM YIIOJTHOMOYEHHBIM OPTraHOM IO COTJIACOBAHUIO C
AHTUMOHOIIOJIBHBIM OPTaHOM B COOTBETCTBUU C MPUKA30M UCIOJIHSIOIIETO
o0s3anHOCTH MuHKCTpa 3paBooxpanHeHus Pecriyonuku Kazaxcran ot 20 suBapst 2021
roja Ne KP ICM-7 «O0 yTBep>kKaeHuM 1IEH Ha TOBaphI (paboThl, YCIyTH),
IPOU3BOANMBIE U (WJIH) peau3yemMble CyOBEKTOM roCyAapCTBEHHOW MOHOIIOIUI
(3apeructpupoBaH B PeecTpe rocyjapcTBeHHOM perucTpalud HOPMaTUBHBIX TPABOBBIX
akToB 110 Ne 22096) .

8. OmnaTa CTOMMOCTH IOCYIapCTBEHHOM PETUCTPALIMH, IEPEPETUCTPALUU
JIEKapCTBEHHOT'O CPEICTBA WM MEAUIIMHCKOTO U3/1E€IUs1, BHECEHUS NU3MEHEHUN B
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PETUCTPALMOHHOE J10CHE JIEKAPCTBEHHOI'O CPECTBA WIM MEAULIMHCKOTO U31EINs
ocymiecTBisieTcs: B coorBeTcTBuM ¢ Konekcom PecnyOnuku Kazaxcran «O Hanorax u
JIpyrux 00s13aTeIbHBIX M1aTexax B 010pkeT (Hamoroblil kogekc)».

9. Peructpatiysi 11eHbl UM BHECEHUE U3MEHEHHI B 3apETUCTPUPOBAHHYIO LIEHY
IPOU3BOIUTENS JIEKAPCTBEHHOT'O CPEJICTBA U MEAULMHCKHUX U3JIETUN OCYLIECTBIISIETCS B
HalMoHanbHOU BanmtoTe Pecnyonuku Kazaxcran.

10. DkcnepTuse, a TakkKe perucTpaly HEHbl 1 BHECEHUIO U3MEHEHUI B LIEHY
IPOU3BOAUTENS MOAJIEKAT Npou3BeieHHbIe B PecniyOnnke Ka3axcraH, a Takxe
BBO3MMBIE HA €€ TEPPUTOPHUIO JIEKAPCTBEHHBIE CPEICTBA MIIM MEJULUHCKHUE U3/1EIIH.

11. /o monauu 3asBi€HUS HA SKCIIEPTU3Y JICKAPCTBEHHBIX CPEJICTB WUIIU
MEIMUIUHCKUX U3IEIUNA, TOCYAAPCTBEHHYIO PETUCTPALMIO, IEPEPETUCTPALIUIO
JIEKapCTBEHHBIX CPEJICTB I MEAULIMHCKUX U3/ICIUNA, BHECEHHUSI U3MEHCHUN B
PETUCTPAIMOHHOE JI0ChE JIEKAPCTBEHHOT'O CPEJICTBA MM MEAUIIMHCKOTO U3ICIIUS U
perucTpaluy, BHECEHUSI U3MEHEHUSI B 1IEHY ITPOU3BOIUTENS 3asIBUTEIb IO COOCTBEHHOM
MHUIIMATUBE Ha JOTOBOPHOW OCHOBE ITOJYYa€T B TOCYJapCTBEHHOW 3KCIIEPTHOMN
OpraHu3alvy 3aKJIOUYCHUE IO UTOraM SKCIIEPTHU3bI TPUHAJIC)KHOCTH MPOLYKIIUU K
MEUIIMHCKAM H3JISIUSIM U HEOOXOIMMOCTH €€ TOCYapCTBEHHON PETHCTPAINH B
Pecnybnuke Kazaxcran, a Takke HH(GOpMAIMOHHBIE M KOHCYJIbTAIlMOHHBIE YCIYTH 110
BOIIPOCAM, CBSI3aHHBIM C MMPOBEACHUEM IKCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA WU
MEIUIMHCKOTO U3EIHS.

HJ’I?I I[MOJYUYCHUA 3aKIIOYCHHA 110 IIPUHAJICKHOCTHU IIPOAYKIUMHU K MCAUITMHCKHUM
HU3ICIIUAM 3aABUTCIIb ITOCPEACTBOM ITOPTAIa rocy):[apCTBeHHoﬁ 3KCHepTHOI>'I
opraHu3anuu IpeaoCTaBACT CIICAYIOIMUE MAaTCPpHUallbl © JOKYMCHTEI ¢ aYTCHTUYHBIM
ImepeBoaAOM Ha Ka3axCKHUH U pYCCKI/Iﬁ S3BIKH:

1) HauMeHOBaHUE MPOAYKIINH;
2) HaMMEHOBAaHKE MPOU3BOIUTEISI, CTPAHBI,

3) MHCTPYKIUS IO MPUMEHEHUIO WA SKCIUTyaTallMOHHBINA JOKYMEHT, WU
PYKOBOJICTBO IOJIb30BATEIS;

4) potorpaduueckoe n300paxkeHue, 0ToOpakarolee BHEMIHUN BUJT TPOAYKIIUH,
pa3MepoM He MeHee 18 x 24 canTumeTpa;

5) uadopMaIio 0 perucTpaluy B CTpaHe IPOU3BOIUTENIS, BBIIAHHYIO
roCyapCTBEHHBIM YIIOJTHOMOYEHHBIM OPTaHOM CTPaHbl IPOU3BOAUTENS;
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eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.07.2025

6) TEXHUYECKOE OMHCAaHKe, 00IacTh MPUMEHEHHS, 1IeJIEBOE Ha3HAUYCHNE
npoayKiuu (MHGOpPMAIIHS OT TPOU3BOAUTEIS).

['ocynapcTBeHHAs SKCIIEpTHAS OpraHU3aus IPOBOIUT YKCIIEPTU3Y
MPUHAJICKHOCTH MPOIYKIIMU K METUIIMHCKUM U3JIeTTUsIM B TeueHue 15 (marHaamnarh)
pabounx JHEH ¢ JaThl pETUCTPALMH 3asBICHUS U IIPEAOCTABICHHUS 3aIBUTCIIEM
JIOKYMEHTOB B TOCY/IAPCTBEHHYIO SKCIIEPTHYIO OpPraHU3alIUIO.

B ciiyuyae npeaoctaBieHus 3a9BUTEIEM HEAOCTOBEPHBIX JAHHBIX, HETIOJIHOTO
NakeTa JOKYMEHTOB U HaJlM4yus 3aME€UaHUN K MIPEACTaBICHHBIM JOKYMEHTaM U (UJIN)
MaTepuaiiaM, B UH(QOpPMaIMOHHOM CHUCTEME roCyJapCTBEHHOM SKCIIEPTHOM
OpraHU3alliy B JINYHOM KaOMHETE 3asIBUTEIIS pa3MeENIaeTcs yBeIoMieH e (B
IPOU3BOJIBHON (hOpME) 0 HEOOXOIMMOCTH YCTPAHEHUS BBISIBIICHHBIX 3aMEYaHHI B CPOK,
HE TpeBbIIAMUN 5 (MATh) padoYuX JTHEH, CO THS BBHICTABJICHUS 3aMEUaHUN
rOCyapCTBEHHOM SKCIIEPTHOW OpraHU3alUEN.

Ha Bpems ycTpanenus 3ame4aHuid, CPOKH PAaCCMOTPEHUS 3asBIICHUS
IIPUOCTaHABIINBAOTCS.

[Ipu He ycTpaHEeHUU 3asBUTENIEM 3aMEYaHHM, YKa3aHHBIX B HACTOSIIIEM ITyHKTE
yKazaHHbIX [IpaBui, rocyaapcTBeHHAs SKCIIEPTHAS OpraHU3allns HallpaBJIseT
3asIBUTENIO PEIICHUE O MPEKPANEHUN YKCIIEPTU3BI TPUHAIIICKHOCTH MPOTYKIIHHA K
MEIUIIMHCKAM H3JICTHSIM U HEOOXOIMMOCTH €€ TOCYJapCTBEHHOM PErHCTpaliy B
Pecnybnuke Kazaxctan B mpou3BoJIbHOM Gopme.

9KCHCpTI/I33 MNPHUHAIJICKHOCTH ITPOAYKIHWH K MCAUTTUHCKUM HU3JICIIUAM
OCYHICCTBIIACTCA IIYTCM IIPOBCACHHUS aHAJIN3a IIPCACTABIICHHBIX MATCPHUAJIOB U
AOKYMCHTOB C YUCTOM o0nacTu INPUMCHCHUS U Ha3HAUCHUA 3asBJICHHOM IMPOAYKIIHUH.

[Ipu npoBeaeHNM aHalr3a YYUTHIBAIOTCS AaHHbIEC U3 ['0CYy 1apCTBEHHOTO peecTpa
JIEKaPCTBEHHBIX CPEACTB U MEJULIMHCKUX U3JICIIHUM.

ITo pe3ynpTaTaM 3KCHEPTU3bI TPUHAJICKHOCTH TPOIYKIIMU K METUIITHCKUM
U3JICTIUSIM 3asIBUTENIS TIOCPEACTBOM HH(POPMAITMOHHON CUCTEMBI TOCYapPCTBEHHOM
AKCIEPTHOM OpraHU3alluy B «JIMYHBIM KAOMHET» 3asiBUTEIISI HAMPABIISIETCS 3aKII0OUCHHE
0 MPUHAICKHOCTH MPOAYKIIMN K MEAUITMHCKUM HU3CIHUAM B MPOU3BOJIBHOM (hopMe CO
CpokoM jeicTBus He OoJiee 12 (n1BeHaAaTh) MECAIIEB CO JIHS €0 BbIJayH.

12. B mactosmux [IpaBunax ucnoib3yroTcs CIEAyOIKNE TEPMUHBI U
OIIPENEIICHMUS:
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1) MeguuuHCKKe U3Aenus JUIs in vitro TMarHoOCTUKU OTKPBITOTO THUIA —
MEAMIMHCKHUE U3JIEHs JUIsl TMarHOCTUKY 1n Vitro, SKCIuTyaTalusi KOTOPbIX B
COOTBETCTBUHM C UX (YHKLIHOHATBHBIM Ha3HAYEHHEM BO3MOXKHA MPU UCIIOJIb30BAaHUU
peareHToB (PeakTHUBOB) MIMPOKOT0 Kpyra Nporu3BOAUTENEH;

2) mporpaMMHOE 00eCTIieYeHHE SIBISETCS MEAUITMHCKAM U3/ICIIMEM TIPU YCIIOBUHU
COOTBETCTBHUS €r0 BCEM CIEAYIOLIUM KPUTEPUSIM:

npencrapisier codboi mporpammy uist 9BM unu ee Moty BHE 3aBUCUMOCTH OT
UCTIOJIb3yEeMO anmapaTHON MmIaTQOopMBl, a TAK)KE CIOCOO0B pa3MEIICHUs
IPOrpPaMMHOTO OOECTICYSHHS U MPEIOCTABJICHHS IOCTYTa K HEMY;

HE SIBJISIETCSI COCTABHOM YaCThIO APYIroro MCIUIUHCKOIO U3ACJINA;
MMpCAHa3HAYCHO ITPOU3BOAUTCIICM IJIAA OKa3aHHA MGI[I/II_II/IHCKOﬁ ITIOMOIIIH,

pe3yiibTaT I[GﬁCTBHﬂ IIporpaMmMHOI'O oOecreyeHMs 3aKII04aeTCs B
HHTCpHIpPETAlIMU B aBTOMATUYCCKOM PEKUME, B TOM YHUCIIC C UCITIOJIb30BAHUEM
TEXHOJIOT UM HCKYCCTBCHHOT'O MHTCIIJICKTA, UJIN 110 3a/laHHBIM MEAUTTHUHCKHUM
pa6OTHI/IKOM mapamMeTpaM, BIUAIOIMINM HaA IIPUHATHUC KIMHUYCCKUX pemeHMﬁ, Ha60pa
JaHHBIX, IMOJYYCHHBIX OT MCAUIIMHCKHUX I/ISI[GJIPIfl, AOIMMYIICHHBIX K 06pau1eHmo B
YCTAHOBJICHHOM ITOPAAKES UJIKM BBCIACHHBIX MCIUITUMHCKHUMHU pa6OTHI/IKaMI/I B OCJIAIX
OKa3aHuA MGI[HHHHCKOﬁ ITOMOIIIH,

3) 6MoaHaNOTUYHBIN JIeKapCTBEHHBIN MTpenapar (0rnoaHanor, OMOnoA00HBIHM
JIEKapCTBEHHBIH MpernapaT, OMOCUMUIISP) — OMOJIOTHYECKUN JIEKapCTBEHHBIN Mperapar,
KOTOPBI COAEPKUT BEPCUIO ICMCTBYIOIIETO BELIECTBA, 3aPETUCTPUPOBAHHOTO
OHMOJIOTMYECKOTO OPUTHHAIBHOTO JIEKAPCTBEHHOIO Mpernapara Ui pepepeHTHOro
JIEKapCTBEHHOTO Mpernapara u Mo KOTOPOMy HPOJAEMOHCTPUPOBAHO CXOJICTBO (110100HE)
Ha OCHOBE CPaBHUTEJIBHBIX UCCIEIOBAHUI 110 TTOKA3aTENsIM KauecTBa, OMOJIOTMYECKOM
aKTUBHOCTHU, O€30macHOCTH U 3 (PEKTUBHOCTH;

4) mporenypa «OMOBEHBEP» — MPOIEAYPa, B COOTBETCTBHH C KOTOPOU
ornpe/ieieHre SKBUBAJIEGHTHOCTH BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOT'O CPEICTBA
(reHepuKa) IPOBOJUTCS HA OCHOBAHUU OMO(apMalieBTUUECKON CUCTEMBI
KJ1acCU(UKAIUU U Pe3yJIbTaTOB CPABHUTEIBHBIX HCCIICIOBAHNN BHE Oprann3ma (1H-
BUTPO) C UCIIOJIb30BAHUEM UCIIBITaHUS «PacTBOpeHUE» U MPUMEHSETCS I TBEPABIX
JIEKapCTBEHHBIX (DOpM HEMeAJIeHHOTO BhICBOOOXKAeH!s (1 1 3 Kimacc mo
onodapmareBTHIECKON cCucTeMe KiacCu(uKaImm),
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5) GMOOCTYITHOCTh — CKOPOCTh M CTENEHb, C KOTOPOM aKTUBHOE BEILIECTBO
BCAChIBAETCS U3 JIEKAPCTBEHHOM (hOPMBI M CTAHOBUTCS JIOCTYITHBIM B MECTE JICHCTBUS,

6) 6uosornyeckasi 5KBUBAJIEHTHOCTH (OMO3KBUBAJICHTHOCTh) — OTCYTCTBHE
3HAYUMBIX Pa3IMYUi IO CKOPOCTH M CTETICHU, C KOTOPHIMH JICUCTBYIOIIEE BEIIECTBO
WIM aKTUBHAS YaCTh MOJICKYJIbI IEHCTBYIOIIETO BEIIeCTBa (papMaIieBTHUECKIX
SKBHUBAJICHTOB WU (papMalleBTUIECKUX aTbTEPHATHB CTAHOBSTCS JOCTYITHBIMH B MECTE
CBOETO JCHCTBUS IIPH BBEJCHUU B OJITMHAKOBOW MOJISIPHON JI03€ B CXOXKUX YCIOBHSX B
UCCJIEIOBAHUHU C HAJUICKAIUM JU3aHHOM;

7) 6uoOrMYECKHi IEKapCTBEHHBIN MTpenapar — JIEKapCTBEHHBIN MTpenapar,
JEHCTBYIOLIEE BEIIECTBO KOTOPOTO MPOU3BEIECHO WM BBIJEICHO U3 OMOJIOrMYECKOTO
MCTOYHUKA | JIJISl OTIMCAHMS CBOMCTB M KOHTPOJISI KAYECTBA KOTOPOTO HEOOXOIUMO
coueTaHre OMOJIOTUYECKHUX U (PU3UKO-XUMHUYECKUX METO/I0B aHaIM3a C OLEHKON
IIPOU3BOJICTBEHHOTO ITPOLIECCA U METOJOB €r0 KOHTPOJIS;

8) OMOTEXHOJOTHYECKHI JIEKAPCTBEHHBIN IIpenapar — JIEKapCTBEHHbIN IIpenapar,
IPOU3BEICHHBINA IPU MOMOLIY OMOTEXHOJOTUYECKUX MTPOLIECCOB U IPUMEHEHUS
METOJIOB C UCIOJIb30BAHUEM TEXHOJIOTUU PEKOMOMHAHTHOM J€30KCUPUOOHYKIEUHOBOM
KHCJIOTBI, KOHTPOJIUPYEMOI 3KCIPECCUU T'€HOB, KOJUPYIOUINX BbIPaOOTKY
OMOJIOrMYECKN aKTUBHBIX OEJIKOB, THOPUIOMHBIX TEXHOJIOTUI, MOHOKJIOHAJIBHBIX
AHTUTEN WU APYTHX OMOTEXHOJIOIMYECKUX MPOLIECCOB;

9) 6uodapmaiieBTrueckas cucrema kinaccudukanuu (nanee — bCK) — nayunas
cucTema KiaccuuKaIii akTUBHBIX BEIIECTB HA OCHOBE UX PACTBOPUMOCTHU B cpejax ¢
OTPEICJICHHBIM MMOKa3aTeJIeM KUCIOTHOCTH (11es09HocTH) (pH) 1 cTenenn npoHuKaHus
4yepe3 CTCHKY KUIICUHUKA,;

10) opuruHabHBIN JIEKAPCTBEHHBIN MpernapaT — JISKAPCTBEHHBIN Mpemnapar ¢
HOBBIM JICHCTBYIOIIUM BEIIECTBOM, KOTOPBII ObLT MEPBBIM 3apETrUCTPUPOBAH U
pa3MelieH Ha MUPOBOM (hapMalleBTUUECKOM PhIHKE, HA OCHOBaHUU JIOChE,
COJIepKAallleTo Pe3yIbTaThl MOJTHBIX JOKIMHUYECKUX (HEKIMHUYECKUX) U KIIMHUYECKUX
UCCJIeIOBaHUM, TOATBEPKIAIOIIUX €ro 0€30MaCHOCTh, KaueCTBO U 3P(HEKTUBHOCTD;

11) aHanu3 1eH MEIUIIMHCKOTO U3ACJINS I TUarHOCTUKHU BHE KUBOTO
opranusma (in vitro), mpou3BoaUMbIC Ha Tepputopun Pecrybnuku Kazaxcran B pamkax
JIOJITOCPOYHBIX IOTOBOPOB MOCTaBKH, 3aKIIFOUEHHBIX ¢ EAMHBIM TUCTpUOBIOTOPOM -
CUCTEMA aHaJIM3a IEHOOOPAa30BaHUsI HA TOPIOBOE€ HAUMEHOBAHHUE U TEXHUYECKYIO
XapaKTEPUCTUKY MEIUIIMHCKOTO U3ENUS JIJIsl MATHOCTUKY BHE KUBOT'O Opranu3ma (in
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vitro), npousBoauMbI€ Ha TeppuTopun PecryOonuku Kazaxcran B pamkax
JOJTOCPOYHBIX JOTOBOPOB MOCTaBKH, 3aKIIOYEHHBIX ¢ EAMHBIM 1ucTprOBIOTOpOM
OCHOBaHHAas Ha OMPEEICHNH [IEHBl MEAUIIMHCKOTO U3IENUS JUISI TUATHOCTHKHU BHE
’KUBOTO opraHusma (in vitro), mpou3BoguMble Ha Tepputopuu Pecriyonuku Kazaxcran B
paMKax JOJTOCPOYHBIX IOTOBOPOB MIOCTABKH, 3aKIFOUEHHBIX ¢ EquHbBIM
JIUCTPUOBIOTOPOM B pa3pe3e KOMIUIEKTYIOMINX OT MPOU3BOIUTENS, PACX0I0B
CBSI3aHHBIX C JJOCTABKOW M HALICHKU MPU peaTn3alliu;

12) EnnHnna u3mepeHuss MEAUIMHCKOTO U3EIUS I JUAarHOCTUKH BHE )KMBOTO
opranusma (in vitro), mpou3BoguMbIe Ha Tepputopun PecnyOnuku Kazaxctan B pamkax
JOJTOCPOYHBIX JOTOBOPOB IMOCTaBKHU, 3aKIIOYEHHBIX ¢ EAMHBIM 1UCTpUOBIOTOPOM -
0JIHa MOJIeJIb METMIIMHCKOTO U3ENUs JIJIsl AMATHOCTUKY BHE )KMBOT'O OpraHusma (in
vitro), npou3BoaAuMbIe Ha TeppuTopun PecryOnuku Kasaxcran B pamkax
JOJTOCPOYHBIX JOTOBOPOB MOCTaBKH, 3aKIIOYEHHBIX ¢ EAMHBIM 1HCTpUOBIOTOPOM;

13) Mogens MEAUIIMHCKOTO U3AENHS 1JI1 TUarHOCTUKHU BHE KUBOTO OpraHu3Ma
(in vitro), mpousBoauMble Ha TeppuTopun Pecniyonuku Kazaxcran B pamkax
JOJTOCPOYHBIX JOTOBOPOB IMOCTaBKH, 3aKIIOYEHHBIX ¢ EAMHBIM 1UCTpUOBIOTOPOM -
CaMOCTOATENbHAS €UHUIA MEIUIIMHCKOTO U3IeTUs ISl TMarHOCTUKU BHE KUBOTO
opranusma (in vitro), mpou3BogUMbIe Ha Tepputopun PecnyOnuku Kazaxctan B pamkax
JOJITOCPOYHBIX IOTOBOPOB MOCTaBKH, 3aKIIOUEHHBIX ¢ EAMHBIM TUCTpUOBIOTOPOM,
UACHTU(PUIUPOBAHHAS POU3BOIUTEIEM MEAUIIMHCKOTO U3JIETUS ONPEIEICHHBIM
OYKBEHHBIM, IU(PPOBHIM WM OyKBEHHO-ITU(DPOBHIM 0003HAUCHUEM;

14) ruGpuaHbIN JTeKapCTBEHHBIN Mpenapar — JEKapCTBEHHBIN Mpemnapar, He
NOANaAAOIINN O] ONPEIEIEHHE BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO Ipenapara npu
HEBO3MOXHOCTH MOATBEPKICHNS €r0 OMO3KBUBAJIECHTHOCTH C IOMOUIBIO UCCIIEA0BAHMIM
OMOJOCTYITHOCTH, a TAKXKE B ClTydae, €CJIM B IAaHHOM Tpernapare MpoU30IILId N3MEHEHHUSI
JEHCTBYIOUIETO BELIECTBA (BEUIECTB), MOKA3aHUM K IPUMEHEHUI0, TO3UPOBKH,
JI€KapCTBEHHOM (POPMBI WIIH ITyTH BBEICHHUS MO CPABHEHUIO C OPUTHHAIBHBIM
npenaparom;

15) romeonaTudeckuii JiekapCTBEHHBIN Mpenapar — JIeKapCTBEHHbBIN Mpenapar,
MPOU3BEICHHBIN MO TOMEONATUYECKOW TEXHOJIOTHUHU C UCTIOIBb30BAHUEM
TOMEOIATUYECKOTO CHIPbS B COOTBETCTBUU ¢ TpeOoBaHUAMH papmakomneit PecriyOmuku
Kazaxcran u (unu) EBpazuiickoro 3koHOMUYECKOT0 COI03a WU B ClIy4yae ux
OTCYTCTBUS B COOTBETCTBUU C TPEOOBAHUSAMH rOMEONATUYECKHUX (hapMaKoIei;
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16) nexapcTBEHHOE CPEICTBO — CPEACTBO, IPEACTABIISAIONIEE COOOH MITH
coJieprKaliiee BemecTBo JIM00 KOMOMHAIMIO BEIIECTB, BCTYNAIOIEe B KOHTAKT C
OpraHu3MOM YeJIOBEKa, MpeHa3HAYCHHOE /IS JIeUeHHUsI, MPO(UIaKTUKH 3a00JIeBaHUN
YeJIOBEKa WJIM BOCCTAHOBJICHUS, KOPPEKIIMH UM U3MEHEHHSI €70 (PU3HOTOTHIECKUX
byHKIUH TocpeacTBOM (HapMaKoJIOrH4eCcKOro, UMMYHOJIOTMYECKOT0 JIN00
METa00JIMYECKOr0 BO3IEUCTBHYS, WIN 11 JUArHOCTHUKHU 3a00JIEBAHUU U COCTOSHHUS
YeJI0BEKa;

17) 3aknouenne o 6€30macHOCTH, kKauecTBe U 3 (HEKTUBHOCTH JIEKAPCTBEHHOTO
CpelcTBa — JOKYMEHT, COJICPKAIIHKA Pe3yIbTaThl IKCIIEPTU3HI 3asIBICHHOTO Ha
rOCYZIapCTBEHHYIO PETUCTPAIINIO, IIEPEPETUCTPAIINIO UM BHECEHUE U3MEHEHUH B
PETUCTPAIIMOHHOE JOChE JICKAPCTBEHHOTO CPE/ICTBA;

18) HepanroHaabHas KOMOMHAIMS COCTaBa JIEKAPCTBEHHBIX CPEJICTB — COCTAB
JIEKAPCTBEHHOTO CPEACTBA, HE COOTBETCTBYIOLIUI ITPEAIIOIATaeMbIM
(dbapMaKoIOrH4eCKUM CBOMCTBAM U JCHCTBUIO;

19) rocynapcTBeHHbII oprat B cepe oOpallieHus JeKapCTBEHHBIX CPEACTB U
MEIUIMHCKUX U3JIEINH (J1aree — rocyAapCTBEHHBIA OpraH) — rocyJapCTBEHHBINA OpraH,
OCYIIECTBIISIOUINI PyKOBOJCTBO B chepe oOpaleHust IEKapCTBEHHBIX CPE/ICTB U
MEAMLHMHCKUX U3/ENINI, KOHTPOJIb 32 00pallleHUEM JIEKAPCTBEHHBIX CPEACTB U
MEINLIUHCKNAX W3JIEIINN;

20) IN'ocynapcTBEHHBIN peecTp JEKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3IETUN
- DJICKTPOHHBINA HH()OPMAITMOHHBINA PECYPC, COAEPKAIIUN CBEIEHUS O
3apEerUCTPUPOBAHHBIX U PA3pPEIIEHHBIX K MEIUIIMHCKOMY TTPUMEHEHUIO B PecryOinke
Ka3zaxcran nekapCTBEHHBIX CPEICTB U MEUIIMHCKUX U3JIEIINI;

21) rocynapcTBeHHAs SKCTIIEpTHAS OpraHu3aIus B cepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3ACIIUNA — CYOBEKT TOCyAapCTBEHHOM
MOHOIIOJINH, OCYIIECTBIISIONINHA MPON3BOICTBEHHO-X03SIMCTBEHHYTO ACSITEIIBHOCTD B
00J1aCTH 3IpaBOOXPAHEHHUS 0 00ECTIeueHNI0 0€30MacHOCTH, YPHEKTUBHOCTH U
Ka4yecTBa JICKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3/ICINN;

22) BHECEHHE U3MEHEHHH B PETUCTPAIIMOHHOE J1I0ChE JIEKAPCTBEHHOI'O CPE/ICTBA
WJIM MEULUHCKOTO U3JIECNINS — IPOLEAYPA, OCYIIECTBIIIEMas HA OCHOBAHUU
AKCIIEPTU3bI U3MEHEHU, BHOCUMBIX B PETUCTPAIMOHHOE JI0ChE B TCUCHUE CPOKA
JNEUCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHUS,
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23) HOpMATUBHBIN TOKYMEHT MO KAYECTBY JIEKAPCTBEHHOTO CPEACTBA —
JIOKYMEHT, YCTaHABJIMBAIOIINKN TpeOOBaHUS K KOHTPOJIIO Ka4eCTBa JIEKApPCTBEHHOTO
CpPEACTBa B MOCTPETUCTPALIMOHHBIN NIEPUOJ HA OCHOBAHUU MTPOBEJEHHON AKCIEPTU3bI
JIEKapCTBEHHOTO CPEJICTBA MPHU €r0 PETUCTPAIUU U COJAEPKAIIUN crieluDUKAIUIO,
OTMMUCAHUE AHATUTUYECKUX METOAUK U UCTIBITAHUH JICKAPCTBEHHOTO CPEACTBA MU
CCBUIKM Ha TaKUE UCIIBITAHUS, a TAK)KE COOTBETCTBYIOIINE KPUTEPUU TPUEMIIEMOCTHU
JIUIS TIOKa3aTesiel KauecTBa;

24) npou3BOIUTEIIH JICKAPCTBEHHBIX CPEJACTB — OpraHU3aIlusl, OCYIECTRIISIONIAS
NEeATEeNbHOCTD 10 MPOU3BOJICTBY JICKAPCTBEHHBIX CPEACTB U UMEIOIIAs JTUIEH3UIO Ha
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

25) pedepenTHoe ieHOOOpa30BaHKUE HA JIEKAPCTBEHHOE CPEICTBO - CUCTEMA
aHallM3a [eH Ha TOProBO€ HAMMEHOBAaHUE JIEKApCTBEHHOTO CPEACTBA, OCHOBAHHAS Ha
MIPE/ICTABIICHHBIX 3asBUTEIIEM II€HAX OJHOTO M TOTO K€ MPOU3BOIUTENS
JICKapCTBEHHOTO CPEJICTBA C OJHUM M TEM K€ aKTUBHBIM BEIIIECTBOM, C yUETOM
JIEKapCTBEHHOM (POPMBI, KOHIICHTpAIH, 00beMa U JJO3UPOBKHU B PEPEPEHTHBIX CTPAHAX
Y IaHHBIX CATOB MEXITyHAPOIHBIX OpraHU3aIiii, B TOM YHCIIEC B CTPaHE
npousBoautens JIC mpu ero peanusamnu, a Takke (PaKTUIECKON IIEHBI BBO3A B
Pecny6nuky Kazaxcran;

26) enqvHMLIA U3MEPEHMUS JICKAPCTBEHHOTO CPEACTBA (€MHNUIIA 3aKyIla) — €AMHULIA
JO3UPOBAHHOM (pa3eICHHON ) JIKapCTBEHHOU (DOPMBI MITH OTPAaHUYCHHOTO ITEPBUYHOM
YIAaKOBKOM 00beMa (Macchl) HEI03UPOBAHHOM (HEpa3eJI€HHOMN) JIEKAPCTBEHHOM
(dbopMBI 1J15 JIEKapCTBEHHOT'O CPE/ICTBA;

277) nexapCTBEHHBIN PaCTUTENbHBIN MTpenapar — JIeKapCTBEHHBIN Mpenapar,
COJIEp Kallliii B KAY€CTBE aKTUBHBIX KOMIIOHEHTOB UCKJIFOUUTEILHO JICKAPCTBEHHOE
pacTUTENbHOE ChIPhE U (WIIM) MPEnapaThl HAa €ro OCHOBE;

28) neKapCTBEHHOE PACTUTEIBHOE ChIPbE — CBEKHE WIIM BBICYILIEHHBIE PACTEHUSI,
BOJIOPOCIIH, TPUOBI WIIH JIMIIAWHUKA JTUOO MX YaCTH, 1IeJTbHbIC WU U3MEIbUYCHHBIC,
UCIIOJIb3YyEMbI€ JIJIsl TPOU3BO/ICTBA JICKAPCTBEHHBIX CPECTB;

29) o6mias xapakTepucTHKa JIeKapcTBEHHOro npenaparta (nanee - OXJIII) -
JTOKYMEHT, YTBEPKIAEMbIH YIIOJTHOMOUYEHHBIM OPTaHOM ITPH FOCYAapCTBEHHOM
PETUCTpALNU JEKAPCTBEHHOTO CPECTBA, COAEPKAIINI HHPOPMAIIHIO IS
MEUITUHCKUX PAOOTHUKOB 0 O6e30macHOM U 3 ()EKTUBHOM TPUMEHEHUHU
JIEKapCTBEHHOTO Mpemnapara;



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.07.2025

e‘ ‘ a ,' , DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE e
JlaTta ckaunBaHMs 30.07.2025

30) uHCTPYKIMS IO MEAUIIMHCKOMY MMPUMEHEHUIO JIEKAPCTBEHHOTO Mpenapara
(;muctok-BriapI) (nanee - UMII) — nokymeHT, conepxkaniuii nHpopMaruio 11
NOTPEOUTEIISI U COMPOBOKIAAIONINM JIEKAPCTBEHHBIN Mpenapar B yIaKOBKE;

31) cranmapTHbie 00pa3Ibl JEKAPCTBEHHBIX CYOCTAHIIMI U UX TPUMECEH —
BELECTBA CPABHEHUS, UCIIOJIb3YEMbIE ITPU MPOBEJEHUY IKCIIEPTU3bI HCIBITYEMBIX
JIEKapCTBEHHBIX CPECTB;

32) ynoJIHOMOYEHHBIN OpraH B 00J1aCTH 3/IpaBOOXpaHeHus (fanee -
YIOJHOMOYEHHBIN OPraH) - HEHTPaIbHbIN UCIIOTHUTEIBHBIN OpraH, OCYIIECTBISIOMINMA
PYKOBOJICTBO U MEXOTPACJIEBYIO0 KOOPIMHAIIMIO B 00JIACTH OXPAHbI 3/J0POBbS FPAXKIAH
Pecnybnuku KazaxcraH, MeIUIMHCKON U (papMarieBTUUECKON HAyKH, METUIIMHCKOTO U
dbapmareBTHYECKOTO 00pa30BaHUsl, CAHUTAPHO-IITHUIEMUOIOTHUYECKOTO OJIaronoydus
HaceJeHusl, 00paIeHus JIEKapCTBEHHBIX CPEJICTB M MEAUIIMHCKUX U3/ICTUI, KauecTBa
OKa3aHUs MEAUIIMHCKUX YCIYT (IIOMOIIIN);

33) no3upoBKa — KOJIMYECTBO (COAECPKAHUE) NEHCTBYIOIIETO BEUIECTBA B €AUHULIC
JICKapCTBEHHOU (POPMBI, a TaK)KE B €AMHUIIC MACCHI WJIH 00beMa JIEKapCTBEHHOTO
npenapara, 3HauuMoe JIJIsl TPaBUIILHOW HICHTU(DHUKAITMN U IPUMECHEHUS
JIEKapCTBEHHOTO TIpernapara;

34) MeIUIIMHCKWE U3IeTUs AJIA in Vitro JMAarHOCTUKU 3aKPBITOTO TUTIA —
MEIUIMHCKNUE U3/IeNUs JUIsl IMarHOCTUKY 1n VItro, SKCIUTyaTausi KOTOPhIX B
COOTBETCTBHMH C MX HaA3HAYEHUEM BO3MOKHA TOJIBKO MPHU UCIOIb30BaHUU CIICIIMATIBHBIX
peareHToB (PeakTUBOB), IPEYCMOTPEHHBIX MPOU3BOIUTENIEM VISl JTAHHOTO
MEUIMHCKOTO U3ENHS U €ro MO (UKaIHii, BKIFOYEHHBIX B €70 KOMILICKTAIUIO;

35) pacxoiHble MaTepralbl K MEIUIIMHCKOMY U3JICJIUIO in Vitro JUarHOCTUKH
3aKPBITOTO TUIA — PACXOHBIE MAaTEPUAIIBI, 00ECIIEYNBAIOIINE €T0 MOJTHOIIEHHOE
(GYHKIMOHUPOBAHKUE B COOTBETCTBUHU C 33JIaHHOM 1I€JIbIO U BKIJIFOUEHHBIE B €70
KOMJICKTAIMIO JIJI UCTIONb30BAHUS C JAHHBIM MEIUIIMHCKUM U3JICIIUEM;

36) nexkapCTBEHHBIN MpenapaT ¢ XOPOIlo U3YUYEHHBIM MEIUIIMTHCKUM
NPUMEHECHHEM — JICKaPCTBEHHBIN Iperapar, akTHBHOE BEIIECTBO KOTOPOTO XOPOIIIO
U3YYCHO B X0JI€ MEIUITMHCKOTO MPUMEHEHUS, TIPH 3TOM IIPU3HAHKI €T0 3P HEKTHBHOCTH
U IIpueMjIeMasl CTeTlIeHb 0€30IMaCHOCTH, ITOITBEPIKICHHBIC ITOAPOOHBIMU
oubauorpaduIeCKMMHU CChUTKAMH Ha OIMyOJIMKOBaHHBIC TAHHBIE O
MOCTPETUCTPAINMOHHBIX U (WJIH) STTUACMHUOIOTHUECKIX UCCIISTOBAHMSIX, U TIPOILIO HE
MeHee 10 JieT ¢ 1aThl IEPBOTO CUCTEMATHYECKOTO M JIOKYMEHTHPOBAHHOTO MPUMEHEHUS
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JEHCTBYIOLIETO BEIECTBA (AEMCTBYIOMIMX BEIECTB) JAHHOTO JIEKAPCTBEHHOTO
npenapara;

37) UMMYHOJIOTUYECKUI JIEKAPCTBEHHBIN MpenapaT (MMMYHOOHOIOTHUECKHI
JIEKapCTBEHHBIH MpernapaT) — JeKapCTBEHHBIN Mpenapar, npeaHa3HauyeHHbIN 15
(dbopMHUpOBaHUS AKTHBHOTO HJIA MTACCUBHOTO UMMYHHUTETA WM TUAarHOCTUKU HATMYHUS
UMMYHUTETA, WA IMarHOCTUKH (BBIPAOOTKH) CIEIU(DUIECKOTO MTPUOOPETEHHOTO
U3MEHEHHS] IMMYHOJOTHYECKOTI0 OTBETA Ha AJJIEPTU3UPYIOLIUE BELIECTBA;

38) MeIUUIMHCKUE U3JETUS JJIsl AMArHOCTUKY 1n Vitro (MH BUTPO) — JIIOObIE
MHCTPYMEHTBI, alaparsl, IpuoOpsl, 000py10BaHUE, MAaTEpUabl, PEareHThI,
KauOpaTopbl, KOHTPOJIbHBIE MATEPUAIIbl U TPOUYUE U3/IENHS, IPUMEHSIEMbIE B
MEJMIUHCKUX 1eNIIX OTACIbHO WU B COYETAaHUU MEX]y COOOH, a TaKKe BMECTE C
NPUHAATICKHOCTSIMU, HEOOXOUMBIMU JIJIsl TPUMEHEHUS YKA3aHHBIX U3EIHM 110
HA3HAYEHUI0, BKJIIOYAs CHEUAIBHOE TPOrpaMMHOE 00ECTIEUeHHE, U ITPEHA3HAUCHHbIE
IPOU3BOAUTENEM MEIULIMHCKOTO U3/eNus 1)1 IPUMEHEHHUS TP UCCIIEIOBAaHUAX INVitro
00pa31oB OMOJIOTMYECKUX MAaTEPUAJIOB YEJIOBEKa IS MOIyYeHUs] HHGOpMALH
OTHOCHUTENBHO (PU3MOJIOTHYECKOTr0 WIIH MAaTOJIOTUYECKOTO COCTOSHUS, BPOXKICHHOM
NaTOJIOTUH, TIPEAPACIIONOKEHHOCTH K ONPEAECICHHOMY KIMHUYECKOMY COCTOSIHUIO WU
00J1€3H1, COBMECTUMOCTH TKaHEH C MOTEHLIUAIBHBIM PELIMITUEHTOM, TPOrHO3UPOBAHUS
peakiuii Ha TepaneBTUYECKUE BO3/ICUCTBHS, BBIOOpA TEPANIeBTUUECKUX CPEJICTB U (MIIH)
KOHTPOJIS JICUEHHUS,

39) unkotepmc 2020 - MeKIyHAPOAHBIA TOPTOBBIM TEPMUH CTAaHAAPTHBIX
YCIIOBUI IOTOBOPOB MEXKIYHAPOIHOM KYILIU-TIPOJIaXKH, KOTOpPBIE pa3paboTaHbl U
orpenesneHbl MexIyHapOoJHOM TOProBOM MaJIaToM;

40) yciayromnoyydaTeiab — CyOBEKThI MMOJTYyUYCHHS YCIyTH (GU3UIECKHUE U
IOPUANYECKUE JTULIA, 33 UCKIIOUEHUEM LIEHTPAJIbHBIX TOCYAaPCTBEHHBIX OPTraHOB,
3arpanyupexaeHuii PecryOnmknu Kazaxcran, MECTHBIX HCTIOJTHUTEIIBHBIX OPTaHOB
obJiacteil, ropoJI0B PeCyOIMKAHCKOTO 3HAYEHUSI, CTOJIMIIBI, PAHOHOB, TOPOJIOB
00J1aCTHOTO 3HAYEHHUS, aAKHMOB PailOHOB B IOPO/Ie, TOPOJAOB PAMOHHOTO 3HAYCHHS,
MIOCEIIKOB, CeJl, CEIbCKUX OKPYTOB;

41) yciyrogatelb — IIEHTPaJbHbIE TOCYIapCTBEHHBIE OPTaHbl,
3arpanyupexaenus PecnyOnuku KazaxcTan, MECTHBIE UCTIOJTHUTEIbHBIE OPTraHbl
obmnacTei, TopoJI0B peciyOIMKaHCKOTO 3HAUEHHUS, CTOJIUIIBI, PAOHOB, TOPOJIOB
00J1aCTHOTO 3HAYEHUS], AKUMBI palilOHOB B TOPO/JIE, TOPOJIOB PAOHHOTO 3HAYEHUS,
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MIOCEJIKOB, CEJI, CETTbCKUX OKPYTOB, a TAaKXKe (PU3NUECKUE U IOPUINUECKUE JIHIIA,
OKa3bIBAIOIINE TOCYJAPCTBEHHBIC YCIYTH B COOTBETCTBHH C 3aKOHOIaTE€ILCTBOM
Pecnybnuku Kazaxcran;

42) KazaxcTaHCKU HAIIMOHAIBHBIN JIEKAPCTBEHHBIN POPMYJISIp — MEPEeUCHb
JICKapCTBEHHBIX CPEJICTB C JIOKa3aHHOW KIIMHUYECKON 0€30MaCHOCTHIO U
3(PEKTUBHOCTHIO, a TaKKe OppaHHBIX (PEIKHUX) JEKApPCTBEHHBIX MPENapaTos,
SIBJISTFOIIMICS 00s13aTeNIbHOM OCHOBOM ISl pa3paOO0TKHU JIEKAPCTBEHHBIX POPMYIISIPOB
MEUIMHCKUX OpraHu3aiuii 1 GOPMUPOBAHUSI CIIMCKOB 3aKyTia JIEKaPCTBEHHBIX
CPEIICTB B paMKaX rapaHTHPOBAHHOTO 00beMa OSCIUTATHON MEAUITMHCKON TTOMOIITH U
(unn) B cuctemMe 00s3aTEIbHOTO COITMATLHOTO MEUIIMHCKOTO CTPAXOBAHUS;

43) maH ynpaBjieHHs pUCKaMU — ITOJAPOOHOE ONMKMCaHUE CUCTEMBI YIIPaBICHUS
pHUCKaMUu;

44) neproguyeckuii OOHOBIISIEMBIN OTUYET MO0 0€30MACHOCTH — OTUET JepKaTes
PETUCTPALIMOHHOTO yIOCTOBEPEHHSI IEKAPCTBEHHOTO MIpeTmapaTa 3a Onpe/IeIeHHbIH
NEPHOJ] BpEMEHU B TEUCHHE IMOCTPETUCTPAIMOHHOTO MEPUO/Ia IPEAOCTABIISIEMbIHN 15
OILICHKH COOTHOIIICHUS «II0JIh3a — PUCK» JIEKApPCTBEHHOTO Mpemnapara;

45) Bocipou3BEACHHBIN JIEKaPCTBEHHBIN NpenapaT (FTeHEepUK) — JIeKapCTBEHHbBIN
npenapar, KOTOPbId UMEET TaKOM K€ KOJUYECTBEHHBIN U KAYECTBEHHBIN COCTAB
JEMCTBYIOLUX BELIECTB U TY K€ JIEKApCTBEHHYIO ()OPMY, YTO U OPUTHHAIBHBIN
JIEKapCTBEHHBIH MpernapaT, 1 OMO3KBUBAIIEHTHOCTh KOTOPOI'O0 OPUTMHATIBHOMY
JIEKAPCTBEHHOMY IIpenapary IOATBEPKAAETCS COOTBETCTBYIOIIMMHU UCCIIEIOBAHUSAMHU
ouogoctynHocTH. Pazinuunble conu, 3pupbl, K30MEPbl, CMECH U30MEPOB, KOMILIEKCHI
VJIU TIPOU3BOJHBIE JEMCTBYIOIIETO BEIECTBA IIPU3HAIOTCS OJHUM U TEM Ke
JEMCTBYIOLUM BEIIECTBOM, €CIIU X 0€30MaCHOCTh U A(P(PEKTUBHOCTh CYLIECTBEHHO HE
oTinyaroTcs. Pa3nnunele iekapcTBeHHbIE (DOPMBI ISl IPUEMA BHYTPh C HEMEIJIEHHBIM
BBICBOOO’KJICHHEM BEILECTB MPU3HAIOTCS B paMKax UCCIIe10BaHUI OMOIOCTYITHOCTH
OJIHOM M TOM ke JIEKapCTBEHHOU (POpMOi;

46) xKOMMepUECKOe MPEIIOKEHUE - TOKYMEHT, COAEPKAIIUN HH(OPMAIIUIO O
MEIUIMHCKOM H3J/IeNINe, KOMIUIEKTYIOIIMX U PACXOJIHBIX MaTepraax, KOJIM4eCTBE,
HAaUMEHOBaHUHU, MOJIENH, IPOU3BOJIUTENS, C YKa3aHUEM CTOMMOCTH B pa3pese
KOMILIEKTAIlMH, a TaKXe HH(OpMaIUio 00 YCIOBUAX MOCTABKHU, TPOBEACHUN
TapaHTUMHOTO U TMTOCTTapAaHTUHHOTO CEPBUCHOTO 00CTyXKUBaHUS (yKa3aHHUEM CPOKOB) U
BO3MOKHOCTHIO 00YUEHHSI CIIEIUATIUCTOB OPTaHU3AINH 3/I[PAaBOOXPAHCHUS;
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47) MCOUMIMHCKUE NU3ACIINA — U34S MCAUIIMHCKOI'O HAa3HAYCHUA U
MCAMIIMHCKAas TCXHHKA,

48) HauMeHOBaHWE MEUITMHCKOTO U3/IENUS — CIIOBECHOE 0003HAYCHUE
MEIUIMHCKOTO U3/, ONpeaestoniee ero GyHKIUruoHaIbHOE Ha3HAaUeHHE, MOJEIIb,
Pa3HOBUIHOCTh, MOJIU(DHUKAITNIO, THIT;

49) KOMIUIEKTYIOIIEE MEAUIIMHCKOTO U3JIeNUs — YaCTh MEUIIMHCKOTO U3/ENHs,
HE SIBJISIONIASCS CAMOCTOSITEILHBIM MEIUIIMHCKUM H3EJIMEM, B TOM YHCJIE OJIOKH,
YacTH, HJIEMEHTHI U3/IEIUs1, MaTepUalibl, 3aMacHbIC YACTH, IPEAYCMOTPEHHbBIE
MIPOM3BOJIUTEIIEM JIJISl UCTIOJIB30BaHUS B COOTBETCTBUHU ¢ (DYHKITMOHAIBLHBIM
Ha3HaYCHUEM, IKCIUTyaTallMOHHBIMU XapaKTEPUCTUKAMU, PYKOBOJICTBOM
IIPOM3BOJIUTEIIS 110 CEPBUCHOMY OOCITY)KHBaHUIO;

50) Habop (KOMITIEKT) METUITUHCKHUX U3JIETTUH - COBOKYITHOCTh MEIUITMHCKUX
U3JIeNIUi, 00beAMHEHHBIX 00ITUM (DYHKITMOHATIBLHBIM Ha3HAYCHUEM U 00JIACThIO
MPUMEHEHMS], UMEIoIIasi OOIIYI0 MAPKUPOBKY C YKa3aHUEM MEPEUHs] MEAUITUHCKUX
U3JICNIUH, BXOSIINX B COCTaB Habopa (KOMILIEKTa), B COOTBETCTBUU C JOKYMEHTAIMEH
IPOU3BOIUTEIIS;

51) npuHAUIEKHOCTh K METUIIMHCKUM U3JICTUSIM — U3JIeNIUE, HE SBIISIONICECS
MEIUIMHCKHAM U3AETUEM, NMPEIHA3HAYCHHOE TPOU3BOIUTEIEM IS COBMECTHOTO
MIPUMEHEHHUS C OJJHUM WJIM HECKOJIBKUMU MEIUIIMHCKUMU U3IETIUSIMHA IS
HCIIOJIB30BAaHMUA B COOTBETCTBHUU C MX Ha3HAYCHHEM,

52) 0e30MacHOCTh MEAUIMHCKOTO U3/IETUSl — OTCYTCTBUE HEJTOMYCTUMOIO prUcCKa
IIPU UCIIOJIb30BAaHUH MEIULIMHCKOTO U3EIINsI, CBSI3aHHOTO C IPUYNHEHUEM Bpeaa
KU3HHU, 3I0POBbIO YEJIOBEKA, a TAKXKE OKPY KaIOILEH CpeJie;

53) 3akitoueHue o 0€30MacCHOCTH, KayecTBE U 3PHEKTUBHOCTH METULIUHCKOTO
U3/IENUA — TOKYMEHT, COJEP KaIINid pe3yIbTaThl IKCIIEPTU3HI 3asBICHHBIX HA
AKCHEPTU3Y MEAULIUHCKUX WU3IEIINH;

54) cocTaBHas 4acTh MEAUITMHCKOTO W3IEJIUsI — OCHOBHOM OJIOK (Y4acTh)
MEIUIIMHCKOTO U3JIENHS, KOMIUICKTYIOIIEe, MTPUHAICKHOCTh, PACXOAHBIN MaTepua,
peareHT K MEAUIIUHCKOMY HU3/IEIIUIO;

55) MmoauduKaIysa MEIUITUHCKOTO U3ICTNS — PA3HOBHIHOCTh MEAUITMHCKOTO
U3JIeIIUsI, UMEIOoIast O0IIUEe C OCHOBHBIM METUIIMHCKUM U3J€TMEM KOHCTPYKTUBHEIE,
TEXHOJIOTUYECKHE MTPU3HAKH, pa3pab0oTaHHBIC HA Oa3e OCHOBHOTO U3/EIHUSA C IEIBI0 €ro
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YCOBCPIICHCTBOBAHUWA, pACIIUPCHUA ®YHKHHOHMBHOFO HAa3HA4YCHUA, IPUMCHCHHA
h1%(s10) CIICHaAJIN3alIuy IIPUMCHCHHNA B MCAUIIMHCKUX TCJIAX,

56) ocHOBHO# OJIOK MEIUITMHCKON TEXHUKH (amnmapaToB, IpruOOpoB,
000pyI0oBaHUs) — JIEMEHT (y3€J1) MEIUIIMHCKON TeXHUKH (TIPU HATUYUH ),
MPEIYyCMOTPEHHBIA MPOU3BOIUTEIIEM, SIBIISIFOIIUICS HEOTHEMIIEMOUN YaCThIO
MEIUIMHCKON TEXHUKH, O0ecreunBaromui €€ (yHKIIMOHUPOBAaHUE B COOTBETCTBHUHU C
Ha3HAYE€HUEM U PYKOBOJICTBOM 10 SKCIUTyaTaIluu M CEPBUCHOMY OOCTY>KUBAHHIO
IPOU3BOIUTEIIS;

57) equHuULIAa U3MEPEHUS U3IEIUS MEIULIMHCKOTO Ha3HAYEHHUS - OHA €ANHULIA
U3JIeNIUSI MEAUIIMHCKOTO HA3HAYCHUS C YUeTOM (PACOBKH, KOMITJIEKTHOCTH WIIH
MIEPBUYHOMN YIIAKOBKHU;

58) mpou3BOAUTENH METUITMHCKOTO U3ENHS — CyOBEKT B chepe oOpaieHus
JIEKapCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3ENINiA, OTBETCTBEHHBIH 32 pa3paboTKy U
W3TOTOBIICHUE METUITMHCKOTO U3/AEINs, ACIAIOIINA €T0 TOCTYITHBIM IS
UCIIOJIb30BaHUS OT CBOET0 UMEHH HE3aBUCHUMO OT TOTO, pa3padoTaHo U (WJIH)
W3TOTOBJICHO 3THM JIUIIOM WJIH OT €70 UMEHU JAPYTHM JIUIIOM (JIUIIAMHU), ¥ HECYIITUH
OTBETCTBEHHOCTH 32 €r0 0€30MacHOCTh, Ka4eCTBO U A((HEKTUBHOCTH;

59) Ka4CeCTBO MCIUIIMHCKOI'O U3JCJINA — CTCIICHb COOTBCTCTBHA COBOKYITHOCTH
CBOMCTB U XAPAKTCPHUCTUK MCOAUITUHCKOT'O U3ACIINA LHECJIAM €T0 ITIPCIHA3HAYCHHOT'O
HUCIIOJIBb30BAaHMUA,

60) TOKYMEHT 10 KaueCTBY MEAUIIMHCKOTO U3/ieNus (Janee — TOKYMEHT Mo
KAueCTBY) — JOKYMEHTHI (MEXAYHAPOHbIE, PETUOHAJIbHBIE), HAIIMOHATIbHBIE
CTaHJapPThl, CTAHIAPTHI OpPraHU3aIlMy, YCTaHABIUBAIOIINE KOMIUIEKC TPEOOBaHUM K
KauecTBY, 0€30MaCHOCTH, METOAMKAM HCIBITAHUH, a TAKXKE TPAHCIIOPTUPOBKE U
XPaHEHUIO MEAUIIMHCKUX U3JIEIINM;

61) a3¢pdekTHBHOCTh METUIIMHCKOTO U3JIENHS — COBOKYITHOCTb CBOMCTB U
XapaKTePUCTUK METUIIMHCKOTO U3ENHs, 00ECTICUNBAIOIINX JOCTHKEHUE LIeTen
peAHa3HAYCHUS, YCTAHOBJIEHHBIX MPOU3BOAUTEIEM MEAULIMHCKOTO U3/IEIIUS U
MOATBEPKACHHBIX MPAKTUKON €ro UCII0JIb30BaHMUS;

62) pacXxoJIHbI} MaTepral K MEAUIIMHCKUM U3JCIIUSIM — U3JIEIUS U MaTepualbl,
pacxoyemMble MPU UCIOIb30BAaHUN MEIUIIMHCKHUX U3ENHM, 00ecleurnBaroye
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MPOBEICHNE MAHUMYJISIIIUN B COOTBETCTBUU C (DYHKIIMOHAIBHBIM Ha3HAYCHUEM
MEIUITUHCKOTO U3/, IKCIUTYyaTallMOHHBIMU XapaKTePUCTUKAMH, PyKOBOJICTBOM I10
CEPBUCHOMY 00CITY>KMBAHUIO MPOU3BOIUTES;

63) cTpanbl peruoHa MexayHapoAHOW KOH(EpEeHLIUH 110 TapMOHU3aLUN
TEXHUYECKUX TPEOOBAHUI K PErUCTpaIH JIEKAPCTBEHHBIX MPENApaTOB IS
meauuuHckoro npuMmenenus (ICH) (AinCuDdiiu) — rocyiapcTsa, peryisiTOpHbIE OpraHbl
KOTOPBIX BXOASAT B COCTaB yupeauTeneil u noctostHHbIX wieHoB ICH (cTpansl
EBpomnetickoro corosa, BenmukoOpuranus, Coequnennsie [ltater AMepuku, SAnoHus,
[setinapus, Kanana) (nanee — ctpansl peruona ICH (AiCudit));

64) uznenusi MEIUIIMHCKOTO HA3HAYEHUs1 — MaTepualbl, U3/I€IuUsl, paCTBOPBI,
peareHThl, KOMIUIEKTbI, HA0OPbI, UCIIOJB3YEMBIE I OKa3aHUs MEAUIIMHCKONW TOMOIIIH
B COOTBETCTBHUHM C (DYHKLIMOHAJIBbHBIM Ha3HAYEHUEM U MHCTPYKLUEH TIPON3BOAUTEIIS;

65) pedepeHTHOE IeHOOOpa30BaHNE HA U3/ENNs MEAUIIMHCKOIO Ha3HAYEHMUS -
CHCTEMA aHAJIN3a LIEH Ha TOPIrOBOE€ HAMMEHOBAHUE U TEXHUYECKYIO XapAKTEPUCTUKY
U3JIeNIAs MEAULMHCKOrO Ha3HAYE€HUA, OCHOBAHHAsl HA IPEICTABICHHBIX 3aBUTEIIEM
LIEHaX MPOU3BOAUTENS, B cooTBeTCTBUU ¢ ycnosusiMu DDP MHKOTEPMC 2020,
OJIHOTO U TOTO K€ MPOU3BOAUTENS OJHOTO U TOTO K€ MEAULMHCKOTO U3JIEIUs C YYETOM
KOMIUIEKTHOCTH, BUJIa U TUIIOPA3MEPHOIO psijia, a TaKke (PaKTUUIECKOHN 1IEHbl TOCTaBOK
B PecnyOnuky Kazaxcran;

60) MeAMIIMHCKAsA TEXHUKA — annapatkl, IpuOopkl, 000pyA0BaHHE, KOMILIEKCHI,
CUCTEMBI, IPUMEHSIEMbIE OTJIEIIBHO WM B COUETAaHUH MEXKIY COOOM sl OKa3aHUs
MEIUIMHCKON TOMOIIY B COOTBETCTBUH C (PYHKIIMOHAIbHBIM HA3HAUYECHUEM U
IKCILUTYyaTallMOHHBIMU XapaKTEPUCTUKAMH, YCTAHOBIEHHBIMH ITPOU3BOJUTENIEM;

67) rocynapcTBEHHas yCiyra - oaHa u3 GopM peann3aliii OTAeTbHBIX
TOCyIapCTBEHHBIX (DYHKIIUN WIIM UX COBOKYITHOCTH, OCYIIIECTBIIIEMBIX MO0 OOpaIICHHUIO
win 6e3 oOpalleHus yCayronoixyvyareeil 1 HapaBlIeHHBIX Ha pean3alHio UX Ipas,
CB0O0OO/JT ¥ 3aKOHHBIX UHTEPECOB, MPEIOCTABICHHE UM COOTBETCTBYIOIIUX
MaTepHAIbHBIX WM HEMaTepUAIbHBIX OJiar;

68) DKCIepTHBIN COBET rOCYIapCTBEHHOM PKCIIEPTHON OpraHu3alum (1aaee —
DKCIEPTHBIN COBET) — KOJUIETUATIbHBIN OpraH, CO3/1aBa€MbIil B TOCYIapCTBEHHOM
AKCIEPTHOM OpPraHU3aIMy N0 PACCMOTPEHHIO CIIOPHBIX BOIIPOCOB B PE3YJIbTATAX
AKCHEPTU3bI, OCHOBAHUH (TPUYMH) BbIIAYH OTPUIIATEIbHBIX 3aKIIOUYEHUN O
0e30macHOCTH, KauecTBe U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB U METUITUHCKHUX
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V3NN U PUHATHIO OKOHYATEIBHOIO PEIICHNUS, 33 UCKIIOUEHUEM OTKa3a 1o
HapyLIEHHUIO CPOKOB KOMIIO3UTHOM I'OCYIAPCTBEHHOMN YCIIYTH 3asBUTEIIEM;

69) Mozenb — caMoCTOATENIbHAS €AUHUIIA METUIIMHCKOTO U3IETus,
UACHTU(PUITUPOBAHHAS TIPOU3BOIUTEIIEM MEAUIIMHCKOTO U3JICTHUS ONPEICIICHHBIM
OYKBEHHBIM, IU(PPOBHIM WM OYKBEHHO-ITU(DPOBHIM 0003HAUCHUEM;

70) nexapcTBeHHBIE IpenapaTsl nepeanoBoi tepanuu (nanee — JINIIT) —
JIeKapCTBEHHBIE MpernapaThl MEIUIIMHCKOTO MPUMEHEHUS, SBIISIOIIHECS
JIEKApCTBEHHBIMU TpenapaTaMy reHHOW Teparuu, Teparnui COMaTHYECKUMU KIJIETKaMH,
TKAaHEHMH)KEHEPHBIMU MperapaTaMy Wi KOMOMHUPOBAHHBIE MPeEapaThl Il epeI0BOM
Teparuu;

71) opdannblil (peakuii) TeKapCTBEHHBIN MpenapaT — JeKapCTBEHHBIN npemnapar,
npeaHa3HaYeHHbBIN 17151 AUarHOCTUKY, ITHONATOTeHETUYECKOTO WM MaTOr€HETUYECKOTO
neueHus oppaHHbIX (peAKUX) 3a00I€BaHMI, YACTOTa KOTOPHIX HE IIPEBBIIIAET
opuIHMAIIBHO OMNpeesieHHOro ypoBHs B Pecniybnuke Kazaxcran;

72) npon3BOJICTBEHHAS IIOIIA/IKa — TEPPUTOPHAITIBEHO 000COOIEHHBIM KOMILIEKC
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB, MEAULIMHCKUX U3JIETUN, TPEAHAZHAYCHHBIH
JUTSL BBITIOJTHEHUST BCETO TMpoIlecca MPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB,
MEIUIMHCKUX U3JIeJIUIA WA €T0 ONPEICTICHHBIX CTaauil;

73) yHOJIHOMOYEHHBIN MPEACTABUTEIb MPOU3BOAUTEINS — FOPUANUYECKOE TN
bu3nyuecKoe JUI0, 3apETUCTPUPOBAHHOE B KAUYECTBE WHIUBUTYAIbHOTO
npeAnpuHUMAaTes, apistoileecs pesuaeHToM Pecnyonuku Kazaxcran,
YIIOJTHOMOYEHHBIE IOBEPEHHOCTHIO MPOU3BOAUTENS MEIUIIMHCKOTO U3IEIIHS
IPEACTaBISATh €r0 MHTEPECHI MO BOMPOCaM OOpAIICHUSI METUIIMHCKOTO U3/EIHS Ha
tepputopun Peciy6nmku KazaxcTan B COOTBETCTBUH C JACHCTBYIOITUM
3akoHoJaTenbCTBOM PecnyOnuku Kazaxctan B 001acTH 3paBoOXpaHeHNUS;

74) 3asBUTEND — PU3NUECKOE WIH IOPUANUECKOE JIULIO, SBISIOLIEECS
IPOU3BOAUTENEM (M3rOTOBUTEND) WIH UX MPEICTABUTENEM, Pa3pabOTUHKOM,
BJIAJICJIBLIEM HJIU JAEPKATEIEM PErUCTPALMOHHOTO yIOCTOBEPEHHSI MIIM UX IOBEPEHHOE
JMII0, YIIOJTHOMOYEHHOE T0/1aBATh 3asiBJIEHUE, TOKYMEHTHI U MaTepUasbl U BBIIOIHSTh
NENCTBUS, TPELYCMOTPEHHBIE JOBEPEHHOCTBIO JOBEPUTEIS HA TPOBEICHHUE SKCIEPTU3BI
JIEKapCTBEHHOTO CPEACTBA U MEAULIMHCKOTO U3JIEHS ISl pErHCTpalyH,
NEPEPErucTPaALK, BHECEHHSI H3MEHEHUI B PETMCTPALIMOHHOE JI0ChE, IPABOMOYHOE
110/1aBaTh 3asBJICHUS, JOKYMEHTBI 1 MAaTEPHAJIbI 111 PETUCTPALUU LIEHBI WU
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NepPEPErUCTPALIMU 3aPETUCTPUPOBAHHOM IEHBI Ha JIEKAPCTBEHHOE CPEJICTBO WIIU
MEIUITMHCKOE U3JIenne, MPOoPeCCUHOHAITBHON AKCIIEPTUHI;

75) pangunodapmaneBTUYECKU JIEKapCTBEHHBIN MpenapaT — JeKapCTBEHHbIN
Mpernapar, CoACpKali B TOTOBOM JIJIsl HPUMEHEHHUSI COCTOSIHUM OJIMH UJIU HECKOJIBKO
PaTUOHYKIUIO0B (PaMOAKTUBHBIX U30TOIOB) B KAYECTBE JIEHCTBYIOUIETO BEIIECTBA WU
B COCTaB€ JICMCTBYIOILIETO BEUIECTBA;

76) pedepeHTHBIC CTPaHbI — CTPAHBI €BPOINEHCKOTO U IIEHTPATIbHO-a3UaTCKOTO
peruoHa, MakKpoO3IKOHOMUYECKH cornocTaBuMeble ¢ PecyOnukoii Kazaxcran,
OTHOCSIIIIAECS K TPYIIIE CTPAH BBICOKOTO, BBIIIE CPEJHETO WIIM HUXKE CPETHETO YPOBHS
JI0XOJIOB, COTJIACHO KJlaccudukauu BcemupHoro 6aHka mo oleHOYHOMY YPOBHIO
BAJIOBOI'0 HAIMOHAIILHOTO JIOXO/a HAa AYIly HACEJIEHHUS, U3 KaTETOPUHN KPEAUTYEMBbIX
MexyHapoJHbIM 0aHKOM PEKOHCTPYKIIUM U pa3BuTus (A3epbOaiikaH, benapychs,
Bonrapus, Benrpus, Keipreizcran, [Tonsina, Poccus, Cnosenust, Typuusi, Y30ekucran);

77) peepeHTHBII JIeKapCTBEHHBIN MTpenapar — JIEKapCTBEHHBIN MTpenapar,
KOTOPBIA UCIOJIB3YETCS B KAUECTBE IIperapaTa CPaBHEHUS U SABIIIETCS HTAJIOHOM, I10
KOTOPOMY OIPENEISAIOTCS (HOPMUPYIOTCSI) CBOMCTBA JIEKAPCTBEHHOIO IIPENapaTa;

78) Hajyexarias Ipou3BOICTBEHHAs MTPAKTHUKA — COCTaBHAsI 4YaCTh CUCTEMBI
o0OecrieueHus1 KauecTBa, FapaHTUPYIOIIasi IPOU3BOJICTBO U KOHTPOJIb KauecTBa
JIEKAPCTBEHHBIX CPEJICTB MO CTAHAAPTAM B COOTBETCTBUH C UX MPEAHAZHAYEHUEM U
TpeOOBAaHUSAMU PETUCTPALIMOHHOTO J10ChHE;

79) TunIOpa3MepHbBIN P — P U3ACIHM, U3TOTOBJICHHBIX U3 OJTHOPOIHOTO ChIPhS
¢ o0MMu QU3UKO-XUMUYECKUMH CBOMCTBAMHU MO 00IIEMY TEXHOJIOTHYECKOMY
MpoIIeCCy, UMEIOIINE eTUHOE (PYHKIIMOHATbHOE Ha3HAUEHNE U TPUMEHEHHUE,
OTJIMYAIONTUECS TOJIBKO pa3MepamMu U (W) 00beMOM U (WIH) IIBETOM, B COOTBETCTBUU
C JOKYMEHTAalEN IPOU3BOIUTEIS;

80) perucTpaioHHOE 10ChE — KOMIUIEKT TIOKYMEHTOB U MaTEpHaIOB
YCTAHOBJIEHHOT'O COJIEp KaHUs, MIPEJCTABISIEMBIN K 3asIBJICHUIO HA IKCIIEPTU3Y
JIEKAPCTBEHHOTO CPEACTBA WM MEIUIIMHCKOTO U3/IETUS;

81) nepxaresib perucTpalliOHHOTO YAOCTOBEPEHUS — FOPUIUYECKOE JIULIO,
SIBJISTIOIIIEECS] PE3UICHTOM WK HepesuaeHToM Pecryonuku Kazaxcran, Ha ums
KOTOPOTO BBIAAHO PETUCTPALIMOHHOE YAOCTOBEPEHHUE HA JICKAPCTBEHHBIN Mpenapar;
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82) 3aperucTprupoBaHHas 1I€Ha JJIsi ONTOBOM M PO3HUYHOM peaiN3aliu, a TaKkKe
B paMKaxX rapaHTUPOBAHHOTO 00beMa OecIIaTHONW MEIUIIMHCKON MOMOIITH U (WJIH) B
CHUCTEME 0053aTeJIbHOTO COIMATBHOIO0 MEUIIMHCKOTO CTPAX0OBaHUs — pacueTHas
0a30Bas 1leHa HAa TOPrOBOE HAMMEHOBAHHWE JIEKAPCTBEHHBIX CPEJICTB /I (POPMUPOBAHUS
MPEAETBbHON [IEHBI HA TOPrOBOE HAMMEHOBAHHUE JIJI1 ONITOBOM M PO3HUYHOM peaau3alui,
a TaK)Ke B paMKax B paMKaxX rapaHTUPOBAHHOTO 00beMa OeCIIaTHOW MeIUITUHCKOM
MOMOIIY U (WJIH) B CUCTEME 00513aT€JIbHOTO COMAIbHOTO MEUIIMHCKOTO CTPAaxOBaHUsI,
COCTOSIIIAs U3 [ICHBI TPOU3BOIUTEIIS;

83) nccienoBaHue 3KBUBAIICHTHOCTH — UCCIIEA0BAHUE, KOTOPOE ONPEIEISIET
SKBUBAJICHTHOCTb MEXK/y T€HEPUKOM U OPUTHHAIIBHBIM (pe(epeHTHBIM)
JIEKAPCTBEHHBIM CPEACTBOM IMPU UCIIOIH30BAHUU UCCIEIOBAHUN UH-BUBO (BHYTPHU
opranu3Ma) u (Win) UH-BUTPO (BHE OpraHU3Ma);

84) anekrporHas nudponas noanuck (ganee - D1III) - HaOOp PAEKTPOHHBIX
1TU(POBBIX CUMBOJIOB, CO3/ITAHHBIN CPEICTBAMHU IJICKTPOHHOM ITU(POBOM ITOAITUCH U
MIOITBEPIKIAIOIINI TOCTOBEPHOCTD AJIEKTPOHHOTO JJOKYMEHTA, €0 MPUHAJIC)KHOCTh U
HEU3MEHHOCTD COACPIKAHUS;

85) dapmaneBTHueckas cyocTaHIus (aKTUBHAs GapMalieBTHIeCKast CyOCTaHIIH)
— JIEKapCTBEHHOE CPEJICTBO, MPEIHA3HAYCHHOE JJIsl IPOU3BOCTBA U U3TOTOBJICHHS
JIEKapCTBEHHBIX MTPENapaToB.

I'naBa 2. Ilopsinok okazaHusi rOCyJapCTBEHHOM YCIYIH «JKCIEePTH3a,
perucrpanusi, nepeperucTpanus, BHeceHrue U3MeHEHU I B PErUCTPAIlMOHHOE 10Che
JIEKAPCTBEHHOI'0 CPeICTBA WJIH MEJUIMHCKOI0 U3/1eJIUs U PerucTpanus HeHbl,
BHecCeHHe U3MeHeHHsI B IleHY MPOU3BOUTE/IS, a TaKkKe GopMUPOBAHUS
Ka3zaxcTaHCcKoro HaMOHAJBHOIO JIEKAPCTBEHHOT0 (DOPMYJIAPay»

13. Ins nosyyenus rocynapctBeHHo# yciyru «llopsanok okazanus
rOCy/IapCTBEHHON YCIYTH «DKCIEPTU3a, PETUCTPALUS, IEPEPETUCTPALIUsI, BHECCHHE
U3MEHEHHI B pErUCTPAILIMOHHOE J0ChEe JIEKaPCTBEHHOTO CPEICTBA UM MEIUITUHCKOTO
U3JIENNS U PETUCTPAIUs 1ICHbl, BHECCHHE N3MEHEHUS B IIEHY MTPOU3BOIUTENA, a TAKKE
¢opmupoBanus KazaxcTaHCKOro HallMOHAJILHOTO JIEKAPCTBEHHOTO (POpMYIIsipan»
(manmee — rocyJapCTBEHHAS yCIiyra) 3asBUTENb (J1aliee - yCIIyromnojydyaTeb) yepes
UH(POPMAITMOHHYIO CUCTEMY YIIOJTHOMOUYEHHOTO OpraHa MmojaeT 3asiBiIeHue o Gopme,
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COrJIacHO npuiokeHusaM | u 2 k HacrosmuM [IpaBunam, noanucannoe DI
YCIIYyTOIIOJIyYaTess WK YIOCTOBEPEHHOE OJHOPA30BbIM NIAPOJIEM, IIPU PETUCTPALIUU U
HOJKIIIOYEeHHS] aDOHEHTCKOI0 HOMEPA YCIYTonoiay4aTes, MPeJ0CTaBICHHOTO
OTIepaTOPOM COTOBOM CBSI3U, K YUETHOM 3armucu HHPOPMAITMOHHOM CUCTEMBI
YIOJIHOMOYEHHOI'O OpraHa.

14. HanmeHoOBaHUE TOCYJapCTBEHHON YCIIyTH, HAMMEHOBAHUE YCITyTONaTENs,
CIocoObI MPEJOCTaBIEHHUS, CPOK OKa3aHusl, popMy, pe3yabTaT OKa3aHUs
rocyJapCTBEHHOM yCIyTH, rpaduk paboThl ycIoyroaatens U 00beKTOB HH(POPMAIIUH,
nepeyeHb TOKyMEHTOB U CBEICHNH, HCTPEOYEMBIX Y yCIyTrOMoayJaTess A OKa3aHus
roCy/IapCTBEHHOM YCIYTH, OCHOBAHHMS JUIsl OTKa3a B OKA3aHUHU T'OCYIapCTBEHHOMN
yCIIyTH, YCTAaHOBIIEHHBIC HACTOSIUMU [IpaBunamMu mpuBeeHbI B IEpeYHE OCHOBHBIX
TpeOOBaHMI K OKa3aHUIO IOCYJapCTBEHHOM yCIyru (anee — TpeOOBaHMS K OKa3aHHIO
rOCyIapCTBEHHOMN YCIYTH) COTIIACHO MPHIIOKEHHUo 3 K HacTosmM [IpaBumam.

[Ipu aTOM, yCmyromnoy4yareib BHIOMPAET BCE BUJIBI YCIYT, BKIIFOUEHHBIX B
KOMITO3UTHYIO FOCYJapCTBEHHYIO YCIYTY, JIUOO MO OTIEIbHOCTH.

15. YcnyrononyyaTenb JaeT corjacue Ha UCMOJIb30BAHUE CBEICHUI,
COCTAaBJISIFOIINX OXPaHAEMYI0 3aKOHOM TaifHY, COJIepKaIUXCsl B UHOOPMAITMOHHON
CUCTEME YTOJIHOMOYEHHOTO OpraHa, Mpu OKa3aHUM rocyJapCTBEHHOM YCIIyTH, €Cliv
MHOE HE peaycMoTpeHo 3akoHaMmu Pecniyonnku Kazaxcras.

16. Ycnyrogarenu noiay4aroT HU(PpPOBbIE TOKYMEHTHI U3 CEpBUCA [IUPPOBBIX
JOKYMEHTOB U€pE3 PEAIM30BAaHHYI0 MHTETPALIMIO IIPU YCIOBUU COTJIACUs BIaAEIIbla
JOKYMEHTA, IPEAOCTaBIEHHOTO OCPEICTBOM 3apPErUCTPUPOBAHHOTO B
UH(POPMAITMOHHOM cHCTEME YIIOJIHOMOYEHHOT0 OpraHa abOHEHTCKOT0 HOMEpa COTOBOM
CBSI3M I10JIb30BATENS IyTEM MEpeAadn OJJHOPA30BOr0 MAPOJIs WIH ITyTEM OTIPABICHMUS
KOPOTKOT'O TEKCTOBOT'O COOOIIEHHS B KAUECTBE OTBETA HA YBEIOMIICHUE U3
MH(POPMAIIMOHHOMN CHUCTEMBI YIIOJTHOMOYEHHOTO OpraHa.

17. Tlpu oOpaiiieHny yCcIIyronoxydaTelis Mocjie OKOHYaHusi pabo4yero BpeMeHH, B
BBIXOJHBIE U MPA3JHAYHBIC IHU COTJIACHO TPYJIOBOMY 3aKOHOAATEIbCTBY, IPUEM
3asBJICHUH U BblJaya Pe3yJbTaTOB OKA3aHUS FOCYAAPCTBEHHOM YCIYTH OCYILIECTBIISAECTCS
CIEAYIOIIUM pabOUurM JTHEM.
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18. TIpu npenocTaBaeHUH yCIyTronoydaTeieM MOCPeICTBOM HH(OPMaLlMOHHON
CUCTEMBI YITOJIHOMOYEHHOI'O OpraHa JOKyMEHTOB, IPEAYCMOTPEHHBIX TPeOOBAaHUEM K
OKAa3aHMIO TOCYIAPCTBEHHOM YCIYTH, B (JVIMYHOM KaOMHETE» YCIyronoaydaTess
0TOOpaXkaeTcs CTaTyC O MPUHATUH 3asBJICHUS JIJIsl OKa3aHUS rOCYJapCTBEHHOM YCIyTH.

19. YcnyromnonyyaTenb 00€CeUUBAET TOCTOBEPHOCTD, IIOJIHOTY U COJICPKAHUE
IIPEAOCTABIEHHBIX TOKYMEHTOB B COOTBETCTBHHM C IEVCTBYIOIIUM 3aKOHOATEIbCTBOM
PecnyOnuku Kazaxcran u Hacrosmumu [IpaBunamu. [IpenocraBnenue
YCIYTONOJIy4aTeJIEM HEJOCTOBEPHBIX TAHHBIX SIBJIIETCSI OCHOBAHUEM JUJIS OTKA3a B
OKa3aHWHU rOCYIapCTBEHHOM YCIIyTH.

20. B ciyyae nony4eHus yCIIyronojiay4daresieM MUCbMEHHOTO OTKa3a B OKa3aHUU
roCyJIapCTBEHHOU YCIIyTH, IPOU3BEICHHAS UM OIUIaTa HE BO3BPAILIAETCS.

21. Ilo pe3ynpTaTtam OKa3zaHHs TOCYJAPCTBEHHOW YCIYTH YCIYTOMOIYYaTeto
BBIJJAETCSA OJUH U3 TIOKYMEHTOB, IIPEAYCMOTPEHHBIX NPWIOKEHUAMU 4, 5, 6, 7 1 8
Hactosmux [IpaBun wim MOTUBUPOBAHHBIN OTKA3 B OKa3aHUM I'OCYIapCTBEHHOU
yciyru, o ¢gopmaM mpeaycMOTpeHHBIM npuiioxkeHusymu 9, 10, 11 u 12 Hactosmux
[TpaBum, KOTOpBIC HAMIPABISIOTCS B «JIMYHBIA KaOWHET» YCIyromnoiydarens B hopme
3IEKTPOHHOTO JOKYMEHTA.

22. Cpok oka3aHus rocyapcTBeHHOH ycuayru He npesbimaet 100 (cTo)
padoumnx JHe.

B cpoku oka3zaHusi rocy1apCTBEHHOH YCJIYId HE BXOAMT:
1) BpeMsi BOCIIOJIHEHHSI HEKOMILJIEKTHOCTH PEruCTPANMOHHOIO 10Che;

2) BpeMs npeaocTaBJIEeHHA YCJIYTonoJyyareieM J0KYMEHTOB H MAaTepHaJIoOB
110 3aNPOCY HA JH0O0M M3 3TANOB IKCIEPTH3bI;

3) BpPEMs OpraHm3aliii U MPOBEACHUS WHCIICKIUA.

Ycayronoay4aresasb B Tedenue 30 (Tpuauarb) padoumx JaHel co AHS
MOJIyYeHHsl YBeJOMJICHHUSI 0 HEO0OXO0AMMOCTH NMPOBeIeHUS HUHCIIEKIIUN
NpeaocTABJIsAET MMCHbMO O COTJIACHYU H MPEJ0CTABJsSIET B FOCY/IapCTBEHHYIO
IKCIEPTHYI0 OPraHU3ALUMIO 3asiBJICHNE O NPOBEIeHUU MHCIIEKINH.

IpoaoKNTETIbHOCTH OPraHU3ALMHU U NPOBEIeHUS HHCTEKIIMU
NMPOU3BOJACTBA He nMpeBbIIaeT 90 (1eBIHOCTO) pad04YUX JHEH €O THSA MoAaYH
ycJIyromnoJiydyaresieM 3asiBJIeHUsI HA TPOBeleHUe MHCIeKIMH.
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4) opraHu3anus v NpoBeieHHe JKCIEPTHOTO COBETA, MPOA0JIAKUTEIbHOCTh
OPraHM3aluyu U MPOoBeeHUs JKCIEPTHOI0 coOBeTa He npeBbimaeT 30 (TpUALATH)
KAJICHIAPHBIX JIHEM CO JHSA YBeIOMJIEHUS 3asiBUTEJIsl 0 BbIHECEHHMH MATEPUAJIOB HA
JKCHepTHBII COBET;

5) corjiacoBaHus yciayromoJaydarejeM UTOroBbiX 10KYMEHTOB.

23. XKanoba Ha pewieHue, aeicTBus (0e31eMCTBUS) yCIyroaaress o Bonpocam
OKa3aHUs TOCYJIJapCTBEHHOM YCIYT' MOXKET OBbITh M0JIaHa HA UM €r0 PYKOBOAMTEIS, B
YIOJTHOMOYEHHBIH OpTraH MO OLIEHKE U KOHTPOJIIO 32 KAa4eCTBOM OKa3aHHsI
rOCy/IapCTBEHHBIX YCIYT B COOTBETCTBUU C 3aKOHOJATENIbCTBOM PecmyOnuku
Kazaxcras.

B cnydae mocTymiieHus xano0bl B COOTBETCTBUU C MyHKTOM 4 cTaThu 91
AJIMHUHUCTPATUBHOIO MPOLETypPHO-TIPOIECcCyalbHOTo Kojiekca PecyOnuku Kazaxcran
(manee - AIIIIK PK) ycnoronarenem HanpaBisieTCsl B OpraH, pacCMaTpPUBAIOLIUN
*ajno0y B TeueHue 3 (Tpex) pabouux JHEN o AHS €€ MOCTYTUICHHUS.

XKanoba yciyrogaresns He HalpaBJseTCs B OpraH, pacCMaTPUBAIONIMIA kajno0y B
Ciy4ae MpUHSTHS OJaronpusiTHOTO aKTa, COBEPIICHUS aIMUHACTPATUBHOTO JACHCTBUS,
MOJIHOCTBIO YAOBIIETBOPSIONIME TpeOOBaHUSA, YKa3aHHbIE B JKajlo0e.

24. )Kanob6a yciyromnojydatesisi B COOTBETCTBUH C ITYHKTOM 2 cTaThu 25 3aKOHA
HOJJIEKUT PACCMOTPEHUIO:

yciayrogaTesiem - B TeueHue S (MmsITh) padbodyux THEHW cOo JHS €€ perucTpaluu;

YIIOJTHOMOUYEHHBIM OPTaHOM MO OLIEHKE U KOHTPOJIIO 32 KAYECTBOM OKa3aHMsI
roCyJIapCTBEHHBIX YCIYT - B TeueHue 15 (maTHaaiaTi) pabounx JHEH co JHS ee
perucTpauu.

25. Cpok paccMOTpEHHUS Kano0bl yCIIyroiaTesieM, YIIOJTHOMOUYEHHBIM OPTaHOM
MO OLICHKE U KOHTPOJIIO 33 KaU€CTBOM OKa3aHUs TOCY/IapCTBEHHBIX YCIYT B
COOTBETCTBHHM C IMMyHKTOM 4 ctaTtbu 25 3akoHa mpo/ijieBaeTcs He 6osee yem Ha 10
(mecsiTh) pabouux AHEH B CydasiX HEOOXOIUMOCTH:

1) npoBeieHHs AOMOTHUTEIBLHOTO U3YUEHUS WU TPOBEPKHU IO Kajno0e JTubo
IPOBEPKH C BBIE3/IOM Ha MECTO;

2) moy4eHus AOTOTHUTEIbHON NH(GOPMAIIHH.
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B ciyuae npojyieHns cpoka pacCMOTPEHUS KaloObl TOKHOCTHOE JIUIIO,
HaJeJICHHOE TTOJIHOMOUYHUSAMH 110 PACCMOTPEHUIO kano0, B TeueHue 3 (Tpex) padbouux
JHEW ¢ MOMEHTa MPOJICHUSI CPOKa PACCMOTPEHUS Kallo0bl COOOIIAET B MUChMEHHON
dbopme (pu mojaye xano0bl Ha OYyMaKHOM HOCHUTEIIE) UK JIEKTPOHHOM dhopme (TIpu
nojayue >KajnoObl B JIEGKTPOHHOM BHJIE) YCIYTOIOIYy4YaTelto, MoaBlieMy Kajnooy, o
IPOAJIEHUU CPOKA PaCCMOTPEHUS 7KajI00bl ¢ YKa3aHUEM MPUYHH MTPOJJICHUS.

26. Ecniu unoe He npemycmoTpeHo 3akoHamu PecryOnmku Kazaxcran,
o0ykajIoBaHME B CY/JIE JOITyCKaeTCs MOCie 00)KaTOBaHUS B aIMUHUCTPATUBHOM
(mocymeGHOM) MOpsiAKE B COOTBETCTBUH C myHKTOM 5 ctathul 91 AIIIIK PK.

I'nasa 3. Ilopsaaok npoBeeHUs IKCNEPTU3bI, PErHCTPALIUN, NePeperuncTpannm,
BHECEHNsI U3BMEHEHNH B PerucTPauMoOHHOE 10Che JIEKAPCTBEHHOT0 CPe/ICTBA,
perncTpany HeHbl U BHECEHUsS] H3MEHEHUS B LIeHY IPOU3BOAUTEIS
JIEKAPCTBEHHOTO CPeICTBA

27. DkcnepTu3a JEKapCTBEHHOTO CPEACTBA COCTOUT U3 CIEIYIOIIUX ATAIOB:
1) HauanbHas SKCIIEPTH3A;

2) cnenuaiu3upoBaHHAas IKCIEPTHU3a;

3) nabopaTopHbIE UCTIBITAHUS.

28. [Insa mpoBeneHus SKCIEPTU3HI JIEKAPCTBEHHBIX CPEACTB IPU UX
roCyJapCTBEHHOW PErMCTPALlMU U IEPEPErUCTPALIMH YCIIYTOMOIYyYaTeNb OCPEACTBOM
MH(POPMAIIMOHHON CHCTEMBI YIIOJJHOMOYEHHOI'O OpIraHa IIPEIOCTABISAET CIEAYOINE
JOKYMEHTBL:

1) 3asiBIIeHHE Ha IPOBEACHUE IKCIIEPTU3BI JICKAPCTBEHHOTO CPE/ICTBA (J1ajiee —
3asiBJICHHUE) B 3JIEKTPOHHOM BHJIE 110 (POpME COTIIACHO MPUIIOKEHUIO | K HACTOSALIUM
[IpaBunawm;

2) perucTpaloHHOE JOChE B AJIEKTPOHHOM BHJI€ B (hopmaTe
MEXIIITIaT(MOPMEHHOTO JIEKTPOHHOTO JoKyMeHTa («pdD» ¢opmar):

[IEpEUCHb JOKYMEHTOB, MPEIOCTABISAEMBIX IS KCIIEPTU3bI IPOU3BOAUTEIISIMU
Pecny6nuku Kazaxcran o ¢opme coriacHo npuioxkennto 13 k HactosiuM [IpaBuiam;
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MepPEeYCHb IOKYMEHTOB, MPe0CTaBIsieMbIX B (hopmaTe OOIIEro TeXHUIECKOTO
JIOKYMEHTA, 10 (hopMe coryiacHO npuioxkeHuto 14 x Hacrosmum [Ipasunam;

3) cBelleHus, MOATBEPKAAIOUIUE OIIATY YCIYTonoaydaTesaeM Ha pacyeTHBIN CUeT
roCyJIapCTBEHHOM 3KCIEPTHOM OpraHu3allii CyMMBI JIJIsl TPOBEJACHUS SKCIIEPTHUDL;

4) 0Opa31bl JEKAPCTBEHHBIX CPEACTB, CTAHIAPTHBIE 00Pa3Ibl XUMUYECKUX
BEIIECTB, CTaHAAPTHBIE 0OPA3I[bl OMOJIOrMUYECKHX JIEKAPCTBEHHBIX MPENapaToB, TECT-
IITAMMbI MUKPOOPTaHU3MOB, KYJIbTYpPbI KJIETOK, B KOJIMYECTBAX, JOCTATOUHBIX JIJIS
TPEXKPATHBIX JJAOOPATOPHBIX UCIBITAHUHN U BepU(UKALIMYA aHATUTUYECKUX METOIUK
KOHTPOJISl KaUeCTBa C OCTATOYHBIM CPOKOM T'OAHOCTU HE MeHee 9 (neBaTH) MecAleB (3a
UCKJIFOUEHUEM CIIy4YaeB, HE TPEOYIOIUX MPOBEAEHUS 1a00PATOPHBIX UCIIBITAHMI), a
TaKXe crenn(uuecknue peareHTbl, pacXoAHble MaTepUallbl, IPUMEHIEMbIE TIPU
POBEICHUN JA0OPATOPHBIX UCIIBITAHUH JIEKAPCTBEHHBIX CPEJCTB, 00pa3LIbl
JIEKapCTBEHHBIX CPEACTB, COAEPKALUE HAPKOTHYECKUE CPEJCTBA, ICUXOTPOITHbIE
BEILIECTBA U MIPEKYPCOPHI, a TaK¥Ke TPEOYIOIUe 0COOBIX YCIOBUM XpaHEHUSI
(TemMmepaTypHbBIN PEKHUM, BIAXKHOCTb) YCIyTOMOIYYaTeNlb IPEJOCTABIISIET B TEUEHUE 2
(1Ba) pabouux JHEH ¢ MOMEHTA [T0/1a4yM 3asBJICHMsI HAPOUYHO [0 aKTy IpUeMa-nepesadn
B UCIIBITATENIbHYIO JTAOOPATOPHIO FOCYJAPCTBEHHOM 3KCIEPTHOM OpraHU3aALIMH.

[Ipu nepeperucTpannu J€KapcTBEHHBIX CPEACTB MPEIOCTaBICHUE 00Pa3LOB,
PEyCMOTPEHHBIX JAHHBIM IIYHKTOM HE TpeOyeTcs.

5) nepedeHp NPeA0CTaBIEMbIX MATEPUAIOB PETUCTPALMOHHOIO JOChE B
3aBUCHMOCTH OT THUIIA JIEKAPCTBEHHOI'O CPEJICTBA COOTBETCTBYET NPUIIOKEHUIO 15 K
HacrosamuM [IpaBunam.

[Ipu npoBeaeHUN SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB O COBMECTHOM
npoleaype peructpanuu ¢ BecemupHoit opranuzanueit 3apaBooxpanenus (najiee - BO3)
yCIIYTOonoJiy4aTeab MPEA0CTABISAET JOKYMEHTHI, IPEeIyCMOTPEHHBIE B MOAMYHKTaX 1),
2) u 3) Hactosimero nyHkta [IpaBuin, a Takxke:

nucbMo oT BO3 o cornacuu B mpeocTaBiIeHUU JOCTYNa K MaTepualiam
PETUCTPALMOHHOTO JJOCKE U DKCHEPTHOMY OTYETY IO OLEHKE U OTYETAM
(dbapMaleBTUYECKUX UHCTIEKIIHIA;

JeKJIapanuio 00 UIEHTUYHOCTU (OHU U T€ )K€ MPOU3BOJACTBEHHbBIC ILIOMIAAKU
aKTUBHOM (papMarieBTHUECKOM CyOCTaHIIMM M TOTOBOTO Mpernapara, UJeHTUIHBIN
KaueCTBEHHBIN U KOJUYECTBEHHBIM COCTAB JICKAPCTBEHHOTO Mpernapara)
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PErHCTPALIMOHHOTO JI0CHE 3asBJICHHOIO JIEKAPCTBEHHOI'O MIpenapara
npexkBanupuurpoBanHomy BO3 nekapcTBeHHOMY IpenapaTy Wik 0100peHHOMY
PErYJISTOPHBIM OPraHOM €O CTporoi perynstopHoit cucremoit (SRA) (CIIA, EC
(EMA), Benuko6puranus, AnonHus).

29. Ilpu BHecenun u3MeHenuit tuna [A yciayrononyyaTenas npeAcTaBiseT
3asiBJIeHHE MO (hOpME COMTACHO MpuiokeHuto 1 k HacTosiiuM [IpaBunamM u JOKYMEHTbI
COTJIACHO NpUiIokeHUIo 16 k HacTosmuM [IpaBunam.

VYcnyronoayyarens U3BEIIAET TOCYAAPCTBEHHYIO SKCIIEPTHYIO OpPraHu3aluio B
ciy4ae u3MeHeHus tumna [A, TpeOyromiero HeMeUIEeHHOTO U3BEIICHUS C IIEeIIbIO
HEIMPEPHIBHOTO KOHTPOJIS JIEKAPCTBEHHOTO CPECTBRA.

JlepkaTenb perucTpalluOHHOTO YJIOCTOBEPEHHUS B paMKax OJHOTO 3asBICHUS
YKa3bIBA€T O HECKOJIbKUX HECYIIECTBEHHBIX U3MEHEHUAX TUMa [A, Kacarommuxcs 0JJHOro
PETUCTPALIMOHHOTO Y/IOCTOBEPEHHUS.

B ciiyyae BHeceHUs1 H3MEHEHUM, TPEOYIOMNX U3MEHEHHUS IAaHHBIX
PETUCTPAIMOHHOTO YAOCTOBEPEHUS, TOCYJaPCTBEHHBIM OPTaHOM BBIIAETCSI HOBOE
PErUCTPAMOHHOE YI0CTOBEPEHHUE MO TPEKHUM HOMEPOM HA OCTATOYHBIA CPOK
JEUCTBUS PETUCTPALIMOHHOTO Y I0CTOBEPEHUSI.

30. IIpu BHeceHun n3mMeHennil Tuna Ib ycinyronoiyyaTens IpeACcTaBIseT
3asBIIeHUE 10 (hopMe coriacHo NpuioxkeHuto 1 k HacTosiuM [IpaBuiam 1 TOKyMEHTHI
COIJIaCHO NMpUIIOkKEeHUIo 16 k HacTosmuM [IpaBunam.

JlepkaTeny perucTpalioOHHOIO YAOCTOBEPEHUS B paAMKax OJTHOIO 3asBJICHUS
YBEIOMJISIIOT O HECKOJIBKUX U3MEHEHHUsX TuIa Ib, kacarommxcs oqHoro
PETrUCTPALMOHHOIO YIOCTOBEPEHHUS, WIN CIPYIIIUPOBATH OJHO WIM HECKOJIBKO
u3MeHeHni tuna Ib ¢ apyrumu n3meHenusamu tumna [A, cBSI3aHHBIMU C OTHUM
PErUCTPALMOHHBIM YIOCTOBEPEHUEM, IIPU YCIIOBUH, YTO TaKas IPyNIIUPOBKA
COOTBETCTBYET yCIIOBUSM, IIEPEUUCIICHHBIM B IIPHWIOKEHUH 16 Kk HacTtosmmMm IIpaBunam.

B ciiyuae BHeceHUsT H3MEHEHUM, TPEeOYIOMNUX U3MEHEHHUS TaHHBIX
PETUCTPAIMOHHOTO YAOCTOBEPEHUS, TOCYJaPCTBEHHBIM OPTaHOM BBIIAETCS HOBOE
PETUCTPAMOHHOE YIOCTOBEPEHHUE MO]] TPEKHUM HOMEPOM HA OCTATOUYHBIA CPOK
JENUCTBUS PETUCTPALIMOHHOTO Y I0CTOBEPEHUSI.
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31. B cyuae BHeceHus usmeHenus tuna Ib, Biaekyiiero 3a coboit apyrue
nocjeaoBareNbHble n3MeHeHus Tuna [A u tuna Ib, mogaercst onHO 3asaBiIeHUE,
COJZIepIKalllee BCE MOCIIEI0BATENIbHBIE H3MEHEHUS TuIa |.

32. B cityyae BHECEHUS 3HAUUTENBbHBIX W3MEeHEeHUH Thna Il ycmyronomnydarens
IPECTaBIISIET 3asBJIEHUE O (hopMe cornacHo npuioxeHuto 1 k HactosiuM [IpaBunam
Y JOKYMEHTBI COTJIACHO NMPUIOKEeHUIO 16 k HacTosmuM [IpaBunam.

3asBIICHHE COJEPKUT OJHO N3MeHeHue Tuna Il. B ciyyae BHECEHUS HECKOIBKUX
n3MeHeHui tuna Il, oTaeapHOe 3asaBIeHNUE MOJAETCSI OTHOCUTEIBHO KaX0T0
M3MEHEHUS, KAXKI0€ 3asiBJICHUE COJICPKUT CChUIKU HA JIPYTrO€ 3asiBJICHUE;

B cnyuae ecnu usmeHnenue tuna Il npuBOAUT K APYTUM MOCIENOBATEIbHBIM
n3MmeHeHusM tuna I, oqHo 3asBiIeHNE BKIIIOYAET BCE MOCIEA0BATECIbHBIC N3MCHCHUS
BMECTE C ONMCAHUEM COOTBETCTBUM MEKIY TAKUMHM ITOCIICI0BATEIIbHBIMU
n3MeHeHus My tumna II.

B cnyudae ecnu nusmenenue tuna Il npuBoauT K ApYyrum NoCiaea0BaTEIbHBIM
W3MEHEHUSAM Tumna I, oJHO 3asBiaeHHEe BKIIOUAET BCE MOCIEA0BaTEIbHBIC N3MEHEHUS
BMECTE C ONKMCAHUEM COOTBETCTBHUI MEXK/ly TAKUMHM MOCJIEA0BATEIbHBIMU
n3MeHeHussMH tuna I u I1.

Ilonaya 3asBieHUs Ha SKCNIEPTU3Y BHECEHU n3MeHeHni tuna [A, Ib, II B
PETUCTPALIMOHHOE JOChE OCYIIECTBISETCS YCIyTronojlydyareieM B TedeHue 3 (Tpu)
MECSAILIEB MTOCIE YTBEPKICHUS BHOCUMBIX U3MEHEHNUN B CTPAHE IPOU3BOAUTENS NN
JepKaTeNsi pETUCTPALIMOHHOTO YIOCTOBEPEHHS.

33. [Ipu BHECEHUHU U3MEHEHH, TPEOYIOIUX HOBOM PETUCTPALIMU
JIEKapCTBEHHOTO IIpenapara, yciIyronojyyareib MpeACcTaBiIsIeT 3asBiaeHue no Gpopme
COTJIacHO TMpuiIokeHuto 1 k HactosmuMm [IpaBunaM ¢ ykazaHueM TUma Ipoleayphl
«pEerucTpalus» U JOKYMEHTBI COTJIACHO MPUIIOKEHUAM 13 mnn 14 k HacTosSIIIMM
[IpaBunam, a Takxe CBEACHMS, MOATBEPKIAIOIINE OIUIATY yCIyTronoixyyaTesieM Ha
PACUETHBIN CYET TOCYNAPCTBEHHOM SKCIIEPTHOM OPraHU3alUU CyMMBI JJISl IPOBEICHUS
AKCIEPTU3BI IPU PETUCTPALIHH.

34, yCKOpeHHaH OKCIICPTH3a JICKAPCTBCHHLIX CPCACTB OCYHICCTBIISACTCA 110
PCIICHUTIO YIIOJITHOMOYCHHOI'O Oprada 1 rnpoBOJUTCS B ClIydaax:

1) mpeaHa3zHaYeHUs JIEKAPCTBEHHBIX CPEJICTB ISl NPO(UIAKTUKY, JICUEHUS,
JMAarHOCTUKH peAKUX 3a00JIeBaHUN;
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2) BO3HUKHOBEHHUS U YCTPAHEHUU TOCJIEACTBUM SMUJIEMHUH, TAaHAEMUU
MH(EKIIMOHHBIX 3a00JIeBaHM (JIeKapCTBEHHBIE TTPEnapaThl 3THOMATOreHETUYECKOM
Tepanuu, IPUMEHSEMBbIE B SKCTPEHHBIX CUTYAIUAX B OTBET HA YTPO3bI 3JOPOBBIO
HaceJieHus (MaHAEeMHUH) U BKIIOUEHHBIE B KITMHUYECKHUE TTPOTOKOJIBI JICUCHUS,

3) BOGHHBIX JEUCTBUM M JIMKBUJALMHU UX TOCIEICTBUM, BOBHUKHOBEHUSI,
NPEIYNPEXKICHUS U TUKBUAAIMA TTOCIIEACTBUM YpE3BbIUANHBIX CUTYalIUM, YTPO3bl
BO3HUKHOBEHUSI, PACIIPOCTPAHEHUSI HOBBIX 0CO00 OMACHBIX MH(PEKIIMOHHBIX
3a00JIEBaHMI ¥ TUKBUIAINU UX MOCJIEICTBHIL;

4) npenHa3HAYEHUS JICKAPCTBEHHOTO Mpenapara, HHOCTPAHHOTO MPOU3BOIUTENS,
TSt TpaHcdepa TEXHOJIOTUH Ha TIPOU3BOJICTBEHHYIO IUIOIIAIKY HA TEPPUTOPUA
Pecny6nuku KazaxcraH.

[Tpu mpoBeeHNN yCKOPEHHON YKCIIEPTU3BI HE CHIDKAIOTCST TPEOOBAHUS K
0€30MacHOCTH, KauyeCTBY U 3PHEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB.

35. CoBmecTHas npouenypa perucrpaunn ¢ BO3 nmpoBoaAUTCS IPU SKCIIEPTU3E
JIEKAPCTBEHHBIX CPEJICTB, B paAMKax MPOIeAYphl NpeKBATUPUKAIIMY U (W) POLETYPbI
pU3HAHUSA JIEKAPCTBEHHBIX MPENapaToB, 0A00PEHHBIX PETYIATOPHBIM OPTaHOM CO
ctporoi peryistopHoit cuctemoit (SRA) (CILLIA, EC (EMA), Kanana, [1Iseitiapus,
BenukoOputanusi, ABcTpaiusi, SIOHKSA) U OCYIIECTBISIETCS B COOTBETCTBUH C
npunoxenusMu 8 u 11 Cepun Texunueckux noknagoB BO3, Ne 996, 2016 r.
«IIpouenypa COBMECTHOM PErUCTPaALNA MEXKTY TPYIIIION IO IPEABAPUTEIBLHOM OLIEHKE
BcemupHoii opranuzanuu 3apaBooxpanenus (BO3) u HamoHanbHBIMU OpraHaMu
peryJupoBaHUs JJISI OLIEHKU U YCKOPEHHOW HAIIMOHAJILHOU perucTpaiuu
dapmareBTHYECKUX MPOAYKTOB M BaKIIUH, IPOIIEAIINX PEIBAPUTEIHLHYIO
kBanudukaiuo BO3y.

Maparpa¢ 1. Ilopsiaok npoBegeHUsT HAYAJIBLHOM IKCIEPTU3BI JIEKAPCTBEHHBIX
CpeaAcTB

36. Ilocne peructpauuu 1OKyMEHTOB, YKa3aHHBIX B TyHKTax 28, 29, 30, 31 u 32
HacTosmux [TpaBuit mpoBOAUTCS HaYadbHAs SKCIEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA!
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MPH TOCYAAPCTBEHHOM PETUCTPALNH, IIEPEPETUCTPALIUN, TPU BHECEHUU
W3MEHEHUN B PETUCTPALIMOHHOE 10ChE, YCKOPEHHOM perucTpauuu — B TedeHue 10
(mecsiTh) padoO4YMX JHEH;

IIPY COBMECTHOM Tpouenype perucrpaunu ¢ BO3 — B cpok He nmpeBbIaromumii 3
(Tpu) paGoyux aHeM.

B cnyuyae Hanmuus 3aMe4aHUi yCIIyronoJy4daTellb YCTPaHsAET 3aMe4YaHus B
Teuenune 30 (TpuauaTh) padounXx JHei.

37. Ilpu HayaIBbHOM SKCIEPTU3E JIEKAPCTBEHHOTO CPEJICTRA!

MPOBOJIUTCS OIIEHKA MOJTHOTHI, KOMIUIEKTHOCTH U TTPABUIIBHOCTH O(OPMIICHHS
JOKYMEHTOB, MPEACTABICHHBIX YCIYTOMOMydaTesieM B PETUCTPAITMOHHOM JIOCHE B
OTHOIIEHUU JI0Ka3aTeIbCTB 0€30MacHOCTH, KauecTBa U A3((PEKTUBHOCTH
JIEKapCTBEHHOTO CPEJICTBA,

MIPU 3asIBJIEHUU HOBOMU (HOBBIE) TPOU3BOICTBEHHOM TIONIAKH
(IpoW3BOACTBEHHBIE ILTOMIAJKN) JIEKAPCTBEHHOTO MpenapaTa Ha3HayaeTcs
dapmareBTHUYECKass MHCIIEKIUS B IOPSJIKE U CPOKHU IIpeaycMoTpeHHble [IpaBunamu
npoBejieHus (papMaleBTUUECKUX UHCIICKIIUN 10 HaJJIekKauM (hapMarieBTUIeCKuM
MIPAKTUKaM, YTBEP>KICHHBIMU TTPHKa30M MUHHUCTpa 3paBooxpanenus PecriyOnmku
Kazaxcran ot 27 suBapst 2021 roga Ne KP JICM-9 (3apeructpupoan B Peectpe
roCcyJIapCTBEHHOM perucTpalii HOPMaTUBHBIX MPaBOBBIX akTOB Mo Ne 22143) (nanee
— mpuka3 Ne KP JICM-9).

38. Ilpu HenpeacTaBIeHUU JOKYMEHTOB, IIPETYCMOTPEHHBIX B TyHKTax 28, 29,
30, 31 n 32 nactosmux [IpaBui, rocynapcTBeHHas SKCIIEPTHAS OPTaHU3ALMS
HAIPaBJISIET YCIYTOMOMy4daTesio yBeJoMIIeHHE (B TPOU3BOJIbHON (hopme) o
IPEeKpalleHNH SKCIEePTU3bI JIEKAPCTBEHHOTO CPEICTBA B COOTBETCTBUU € MOAIYHKTOM
1) mynkra 4 cratsu 239 Kopaekca.

39. Ilo pe3ynbpTaTam Ha4yaabHOM 3KCIEPTHU3BI JIEKAPCTBEHHOIO CPEICTBA
COCTABJISIETCS] OTYET HAYAJIbHOM SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEICTBA COIVIACHO
npuiokeHuto 17 k HacrosmuM [IpaBunam uinm oT4eT HaYaIbHOM DKCIIEPTU3bI
WU3MEHEHNUW, BHOCUMBIX B PETUCTPALIMOHHOE JOCHE JIEKAPCTBEHHOTO CPEACTBA COIIACHO
npunoxennto 18 k Hactosmum IIpaBunam.
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IMaparpa¢ 2. Ilopsgok npoBeaeHus CieNMAJIN3UPOBAHHON IKCIIEPTU3BI
JIEKAPCTBEHHBIX CPEACTB

40. [TonoxuTEeNbHBIA PE3yNbTAT HAYATBHOM SKCIEPTU3BI JIEKAPCTBEHHOTO
CpEACTBA SABJISIETCS OCHOBAHUEM JIJISI POBEICHUS CIICIUATIU3UPOBAHHON AKCIEPTU3bI
JIEKAPCTBEHHOT'O CPEJICTBA.

41. Cneunanu3upoBaHHas SKCIEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA BKIIFOYAET
OLICHKY 0€30MMacCHOCTH, KauecTBa U 3(P(HEKTUBHOCTH U COOTHOUIEHUS MOJIb3a-PUCK
JIEKapCTBEHHOT'O CPEJICTBA HA OCHOBAaHUM aHAJIN3a U KCIEPTU3BI JaHHBIX B
JOKYMEHTAX PErUCTPALMOHHOTO JOChE, aHAIU3 OTYETA IO pe3yJibTaTaM
(apmaneBTUYECKON MHCIIEKLIUU [TPU TOCYIapCTBEHHON PETUCTPALIH,
NEPEPETUCTPALIMN WU BHECEHUU U3MEHEHUN B PETUCTPALIUOHHOE JOChE
JIEKapCTBEHHBIX CPEACTB, a TAKXKE OLEHKY PALIMOHATLHOCTH KOMOMHALINU
JNENCTBYIOLIUX BEIIECTB B COCTABE JIEKAPCTBEHHOI'O CPEICTBA B COOTBETCTBUH C
[lepeunem HepallMOHATBHBIX KOMOMHAIMH JIEKAPCTBEHHBIX CPEJICTB COTJIACHO
npuioxkennto 19 k nacrosmum [IpaBunam.

B nepuon nmposeneHns cnenuain3upoOBaHHON SKCIIEPTU3BI JIEKAPCTBEHHOIO
CpeACTBa MPOBOAUTCS IPOBEPKA ayTEHTUYHOCTH MIEPEBOA WU IIEPEBOJ HA Ka3aXCKUU
A3BIK OOLIEH XapaKTepUCTUKH JIEKAPCTBEHHOI'O MTpenapara, MHCTPYKIUH 110
MEIUIMHCKOMY TPUMEHEHHIO JIEKAPCTBEHHOTO Tpenaparta (JIMCTOK-BKIabII), MAKETOB
MapKHPOBKH YIIAKOBKH, STUKETOK, CTUKEPOB C MAPKUPOBKOIA.

42. I'ocynapcTBeHHasl dKCepTHas opranu3aius B Teuenue 10 (necsats) padbounx
JHEW O AHS Hayajia CIeluaaIn3upOBaHHON IKCIEPTU3bI HAITPABISET
yCIIYTOIOIYYaTeNI0 YBEIOMIICHUE O HEOOXOAMMOCTH MPOBEACHUS (hapMaIleBTUIECKON
WHCIIEKIIUHU (B MPOU3BOJILHOUN (hopMe) B CICAYIOMINX CIydasX:

MIPU BHECEHUHU HOBOT'O TUIIA JIGKAPCTBEHHOTO Mpenapara (PeKOMOMHAHTHBIN
IIpernapar, npenapartsl KIETOYHOW TEpaInu, penapaTbl TEHHON TEPAuu, JEUCTBYIOIICE
BEILIECTBO, SBJISIONICECS HOBBIM XUMUYECKUM COEMHEHUEM, MIPENAPAThl KPOBH,
opdaHHbI Tpenapat, NepBbIi BOCIPOU3BEAEHHBIN WK OMoaHanor (OMOCUMUIISAP) HA
tepputopuro Pecrry6ukn Kazaxcran;

[P BHECEHUU HOBOM (HOBBIE) MPOU3BOACTBEHHON ILIOIIAJAKN
(MpOM3BOACTBEHHBIC IUIOMIAJAKN) OMOJIOTHYECKON (MMYHHOOMOJIOTHYECKOM) aKTUBHOM
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(dbapMaleBTHYECKON CYOCTAaHIIMK WIIM KIMHUYECKOTO IIEHTPa (KIMHUYECKHUE [ICHTPHI)
VICCIIEIyEMOTO JIEKaPCTBEHHOIO IPENapara;

MIPY BBISIBJICHUH (PAKTOB, CTaBAILIUX I10J] COMHEHHE IOCTOBEPHOCThH CBEJICHUH,
peACTaBICHHBIX YCIYTOMOIydaTesieM B PETUCTPAIIMOHHOM JIOCh€ B OTHOIIIEHUU
MPOBEAECHHBIX TOKIMHUYECKUX (HEKJIIMHUYECKUX) UCCIIeI0BaHUMN (MCIIBITAHUI)
JIEKapCTBEHHBIX CPEACTB U KIMHUYECKUX UCCIEA0OBAHUM (UCTIBITAHUMN) JIEKAPCTBEHHBIX
penapaTroB WM MPOU3BOJICTBA JEKAPCTBEHHOTO CPENICTBA;

[P NPUBJIEYEHUHN ayTCOPCUHTOBBIX YCIYT JJI CUCTEMBI (hapMaKOHaA30pa
JepKaTelIsi pErUCTPAllMOHHOIO YIOCTOBEPEHNS,

MIPU MPOTUBOPEUNBOCTH JAHHBIX: OTCYTCTBUE MJIM HEJTOCTATOUHOCTH B IPOTOKOJIE
¥ OTYETE O KIIMHUYECKOM HCCJICOBAHHMH CBEICHHM, OMTUCHIBAIONINX OINPEICIICHNE
nokasaresneit 23 HEeKTUBHOCTH | (K1) 0€30MMaCHOCTH;

IIPpHY BKIKOYCHHUH B KIIMHUYCCKHUC NCCICA0OBAHNA ueneBoﬁ IomyJisinuun (I[GTI/I,
IMamUCHTBI B KPUTHYICCKOM COCTOHHI/II/I).

43. Cneunanu3upoBaHHas SKCIEPTU3A JIEKAPCTBEHHOI'O CPENICTBA
OCYILECTBIISIETCS TPYIIIONA SKCIIEPTOB TOCYAAPCTBEHHON dKCIIEPTHOM OpraHU3aluu ¢
npuBiiedeHUEM (TIPU HEOOXOJMMOCTH ) BHEILITATHBIX MPOQPHUIBHBIX IKCIEPTOB.

44. o pe3ynpTaTaM U3y4eHHs JOKYMEHTOB PETHCTPAIMOHHOTO I0ChE Ha dTare
CTHETIMATTU3UPOBAHHOMN SKCTIIEPTU3HI YCITYTOMOIyYaTe 0 HaMpaBiIsieTCsl CBOAHBIN 3aIpoc
(B mpou3BOJILHOM (hopMe) TT0 0€30MaCHOCTH, Ka4eCTBY U (P PeKTUBHOCTH
JICKapCTBEHHOTO CPEJICTBA:

NPHU rOCyAAPCTBEHHOM PerucTpanu, B TOM YHcJ/ie BHECEHHE U3MEHEHMH,
TPeOYIOLIUX HOBOM PerucTpauuu, Npu nepeperucTpaumu, Npu BHECEHUH
U3MEHEHUH B perucrpanuoHHoe aocbe Tuna Ib u Tuna Il ¢ nposeaenuem
JJa0OpaTOPHBIX UCNIBITAHUN — B TeueHune 60 (mecTpaecsiT) padoumnXx JaHei;

NP BHECEHUN U3MEHEHHM B perucTpaunmonHoe gocse tuna [IA, tuna Ib u
Tuna Il 0e3 npoBeaeHus 1a00paTOPHBIX HCNIBITAHUH — B TeueHue 30 (Tpuanarnb)
padouux aHei;

NPH YCKOPEHHOM PerucTpanyu JeKapCTBEHHOI0 CPeCTBA - B TedeHue 35
(TpuaAnATH NATH) PA00YHX THEI;
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NPHU COBMECTHOI npoueaype perucrpauuu ¢ BO3 - B cpok He
NpeBbIAMUN 5 (IATh) pado4uXx JAHei.

CBoaHbIH 3a1poc, BKIKOYAst 3aMedaHus K 0OLIei XapaKTepUCTHKE
JIEKAPCTBEHHOTO IPEIapaTa, MHCTPYKIMH M0 MEAUIMHCKOMY IIPUMEHEHUIO
JIEKapCTBEHHOT' O IIpenapara (JIMCTOK-BKJIA/IbIII), MAKETAM MAapKUPOBKH YIIAKOBKH,
JTUKETOK, CTUKEPOB C MAPKUPOBKOW, HOPMAaTUBHOMY JIOKYMEHTY, 3aBEPEHHBIN
HOCPEAICTBOM 3JIEKTPOHHOM LIM(PPOBOI MOANKCH HAMPABIISETCS Yepe3
MH(OPMAIIMOHHYIO CUCTEMY YCIYTOIMOJIyYaTelto B «JIMYHbIA KaOUHET» B ICHb
NOANMCAHNS UCXOALIETO 3apoca.

45. Ycmyromnoaydaresib HaIpaBiIsieT B TOJTHOM 00bEME OTBET U HEOOXOAUMBIE
MaTtepualbl Ha 3alpoc TOCYJapCTBEHHOW SKCIIEPTHOM OpraHu3aluu B CPOK HE
npeBbimaromnil SO (maTbaecar) padouunx JHeu.

46. I1o pe3ynpTaram CreuanIi3upoOBAHHON HKCIIEPTU3BI B CPOK HE
npesbimaromuii 10 (aecsite) pabouux AHEH rocyapCTBEHHON SKCIEPTHOM
OpraHu3alien COCTaBJISETCS CBOAHBIA OTUET HKCIIEPTOB IO OLEHKE JIEKAPCTBEHHOTO
npenapara no ¢popme coriaacHo npriioxenuto 20 k HacTosuM [IpaBuiiam ¥ CBOAHBIM
OTYET SKCIEPTOB IO OLIEHKE JIEKAPCTBEHHOI'O Mpernapara MNpyu N3MEHEHHIX, BHOCUMBIX B
PETUCTPAIIMOHHOE JIOChE COTJIACHO MPUIOKEeHUIO 21 k HactosiuM [IpaBuiiam.

IIpu sxcepTU3bI IO COBMECTHOM ITponieAype peructpanuu ¢ BO3 no
pe3yJibTaTaM CHelUaIu3upOBaHHOMN IKCIEPTU3BI B CPOK HE MPEBBIIAIONINN 3 (TpH)
pabouux JHEeW COCTABIISIETCS CBOJHBIN OTUET IKCIIEPTOB MO OIIEHKE JEKAPCTBEHHOTO
npenapara no ¢popme coriaacHo nprioxenuto 20 k HacTosuM [IpaBuiiam v CBOAHBIM
OTYET SKCIEPTOB IO OLICHKE JIEKAPCTBEHHOI'O Mpenapara Mnpyu W3MEHEHHIX, BHOCUMBIX B
PETUCTPAILTMOHHOE JIOChE COTJIACHO MPUIOKEeHUIO 21 k HactosiuM [IpaBuiam.

47. OCHOBaHUSAMH COCTABJIEHUS CBOJHOIO OTYETA HKCIEPTOB MO OLIEHKE
JIEKapCTBEHHOI'O Mpenapara ¢ OTPULIATEIbHBIM PEIICHUEM SIBIISIFOTCS:

1) HenpeicTaBiIeHUE OJIHOTO KOMILJIEKTa PETUCTPALIMOHHOTO JI0ChE MOCTe
BbIJIAUM 3aMEYaHUN YCITYTOMOIy4YaTeNio B MPOLIecce MPOBEACHUS SKCIIEPTU3bI B CPOKH,
yCTaHOBJIEHHbIE HacTosAUMHU [IpaBunamu;

2) npeACTaBICHUE YCIYTronoaydaTeaeM HEJ0CTOBEPHBIX CBEICHUM;

3) OTHOLICHUC O)KHI[aeMOfI ITOJIB3bI K BO3MOXHBIM PHUCKaM, CBA3aAHHBIM C
IMPUMCHCHHUCM JICKAPCTBCHHOTI'O IIpCIIapara, HC ABJISACTCA 6J'IaFOHpI/IHTHI>IM;
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4) GoJiee HU3KME NTOKA3ATENN KauyecTBa U 0€30MaCHOCTH, PErJIaMEHTUPOBAHHbIE
INocynapcrBennoit hapmakorneeii Pecryonuku Kazaxcran unu dhapmakonesmu,
PU3HAHHBIMU JIEHCTBYIOMIMMHU Ha Tepputopun Pecrryonuku Kazaxcran, nim B
CPaBHEHUU C paHee 3apEeTrUCTPUPOBAHHBIMU aHAJIOTAMU;

5) Hanu4ue B COCTaBe JICKAPCTBEHHOT'O CPE/ICTBA BEILIECTB U MAaTEPUAJIOB,
3anpenieHHbIX K npuMeHnenuto B Pecniybnuke Kazaxcran;

6) HaJIM4KE B COCTAaBE TBEPBIX JIEKAPCTBEHHBIX (HOPM KOHCEPBAHTOB;

7) moy4YeHUE OTPULIATENNbHBIX PE3YJIBTATOB OJHOIO U3 ITAIOB IKCIIEPTU3BI U
(M) OTpULATENBHBIX 3aKIIFOUEHHUI SKCIIEPTOB MPO(HUIBHBIX OPraHU3aUH;

8) HecooTBeTCTBUE (DAKTUYECKUX YCIOBUN MPOU3BOJICTBA U CUCTEMBbI
obecrieueHuUsI KauecTBa yCIOBHUSAM, 00CCIICUMBAIOIIUM 3asBJICHHYIO 0€3011aCHOCTb,
3 PEKTUBHOCTH U KA4E€CTBO, MO Pe3yJIbTaTaM OLIEHKU CUCTEMbI O0ECIIeUeHUs KaUeCTBa,

9) oTka3 yciayromnoiaydaTteis OT OpraHU3alMK MMOCEUICHUS TPEANPUATUS
(MpOU3BOICTBEHHOM IJIOLIAIKH) C IIEJIbIO OLIEHKU CUCTEMBI O0eCTIeueHUsI KaUeCTBa B
COOTBETCTBHUHM € TpeOOBaHUAMM 3aKOHOaTenbcTBa Peciybnuku Ka3zaxcran, a Taxke He
opraHu3zauus GpapMaleBTHYeCKON HHCIIEKIUU CPOKH, MMPEAYCMOTPEHHBIE MyHKTOM 42
HacTosmux IIpasui;

10) BBIsIBIICHUE HEPAIIMOHATBHBIX KOMOWHAIMH JICKAPCTBEHHBIX CPEJICTB;

11) ycnyromony4areneM He JoKka3aHa KIMHUYECKast 9PPEKTUBHOCTD U
0€30MacHOCTh JIEKAPCTBEHHOT'O MIpenapara;

12) xayecTBO JIeKapCTBEHHOTO Mpernapara He MOATBEPKICHO;

13) noxazaHHOE HEOIArONPUATHOE COOTHOLIEHUE «IIOJIb3a-PUCK» WUIH
BBISIBJIEHHOE OTCYTCTBUE TEPANEBTHUECKON 3(DPEKTUBHOCTU IPU COOIIOACHUM YCIOBUI
IPUMEHEHUS JIEKApCTBEHHOTO NpernapaTa, ONUCaHHbIX B YTBEPKICHHON 0011eH
XapaKTEPHUCTHUKE JIEKAPCTBEHHOTO MpernapaTa B HOCTPErUCTPAallMOHHBIN MepUo;

14) ycraHOBIEHHBIE 110 JAaHHBIM (PapMaKoHa30pa (PaKThl, yKa3bIBAIOIIME HA
HEOJAaronpUsATHOE COOTHOIICHUE «I10J1b3a-PUCK» JIEKAPCTBEHHBIX CPEJCTB, B TOM YHUCIIE
IPEBBIIIEHUE YaCTOThI PEIOPTUPOBAHUS HEXKENIATENbHBIX PEAKIUI 110 CPAaBHEHUIO C
JAHHBIMH, YKa3aHHBIMU B YTBEPKIACHHOU 00ILIEH XapaKTEPUCTHKE JIEKAPCTBEHHOTO
npenapara;
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15) HecoOTBETCTBUE KAUECTBEHHOI'O U KOJIMYECTBEHHOTO COCTaBa Mmpenapara
3asBJICHHOMY WJIM HEOJHOKpPATHOE HECOOTBETCTBHE KAUeCTBA JICKAPCTBEHHOTO
npemnapara B Iepuo/] €ro oOpallleHus Ha PbIHKE 3asiBICHHOMY HA MOMEHT €ro
perucTpanuu;

16) HEBBITIOMHEHHUE JIEPIKATEIEM PETUCTPAIIMOHHOTO YI0CTOBEPEHUS
00s13aTeNbCTB 110 (hapMaKOHAA30PY;

17) BHOCHUMBIC USMCHCHUSA OKA3bIBAIOT OTPHULATCIIbHOC BIIMSIHUC HA COOTHOIICHHUC
«II0JIb3a-PUCK» JICKAPCTBCHHOI'O IIPCIIapara.

48. Pe3ynpTaThl CBOJHOTO OTYETA IKCIIEPTOB IO OLIEHKE JEKAPCTBEHHOTO
npenapara ¢ OTpULATEIbHBIM PELICHUEM U MaTEPUAJIbl PETMCTPALIMOHHOTO 10ChE
HAIPABJISIIOTCSA B DKCIEPTHBIA COBET AJI IPUHATHUS PELLICHMS.

JKCIEPTHBIN COBET pacCCMATPHUBAET MOCTYNUBIINE MATEPHAJIBI €KEMECAYHO,
U Pe3yJIbTATHI PelIeHHUs ¢ YKAa3aHHeM NPUYMH HANIPABJISIOTCH 3asiBUTEJII0 B
TeyeHue S (MATh) pado4Yux JHeMH.

IIpu 3xcnepTH3e 0 COBMECTHOM nmpoueaype perucrpauuu ¢ BO3
pe3yJbTaThl PellIeHUs ¢ YKa3aHHeM NPUYUH HANPABJIAKTCSH YCJIYronoay4yaresro B
TeyeHue 2 (1Ba) padovero aHs.

49. 1o pe3ynpTaram DKCIEPTHOTO COBETA FOCYIaPCTBEHHAS SKCIIEPTHAS
opraHu3aiys B TeueHue 5 (MmsTh) pabodyux JTHEH JOTMOTHSAET CBOIHBINA OTYET SKCIEPTOB
0 OIIEHKE JIEKAPCTBEHHOTO TIpemnapara mno ¢Gopme coriiacHo npuiiokeruro 20 K
HacTosiiuM [IpaBusiaM U CBOAHBINA OTYET IKCIIEPTOB IO OLEHKE JIEKAPCTBEHHOTO
npenapara npu U3BMEHEHHUSX, BHOCUMBIX B PETUCTPAIMOHHOE JOChE COTJIACHO
npuioxenuto 21 k HacrosmuM [IpaBunam.

[Ipu coBmecTHOI npouenype peructpaunn ¢ BO3 rocynapcTBeHHas SKcriepTHAs
opranuzanus B TeueHue 1 (ogun) paboyero HS TOMOJHSIET CBOJHBIN OTYET SKCIIEPTOB
0 OIIEHKE JIEKAPCTBEHHOTO TIpenapara mno ¢Gopme coriiacHo npuiiokenuro 20 K
HacTosiiuM [IpaBusiaM U CBOAHBINA OTYET IKCIIEPTOB IO OLIEHKE JIEKAPCTBEHHOTO
npenapara npu U3BMEHEHHUIX, BHOCUMBIX B PETUCTPAIMOHHOE JOChE COTJIACHO
npuioxennto 21 k HacrosmuM [IpaBunam.

B oTdere skcniepToB 1O OlIEHKE JIEKAPCTBEHHOTO Mpenapara OTpakaroTcs BCe
acIeKThl 0€30MacHOCTH, KauecTBa U 3P(HEKTUBHOCTH JIGKAPCTBEHHOIO Mpenapara.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.07.2025
™ ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 18.07.2025

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.07.2025

50. Uadopmanms 8 UMII (TMCcTOK-BKIIA IBINT) OPUTHHATHHOTO JIEKAPCTBEHHOTO
npenaparta, npeaiaraeMoit s Pecry6nuku Kazaxcran cooTBeTCTBYET HH(popMaiuu,
uznoxeHHoi B OXJIIT o100peHHO# yTOTHOMOYEHHBIMU OpTraHaMH CTPAHbI
IIPOU3BOIUTENSL UIIM CTPAHBI IEPKATENST PETUCTPALMOHHOTO yA0CTOBEPEHHS.

B OXJIIT, UMII nexapcTBeHHOTO Iipenapara (JIMCTOK-BKJIA/IBIIT) OTpaXkaeTcs
uH(popMaIs O BCIIOMOTaTeNIbHbIX BEIIECTBaX, HOMUHAIBHOM UX COJEPKAHHUH B
JIEKapCTBEHHBIX MPEINaparax, a TAKKE€ OrPaHUYCHUS IPUMEHECHUS JIEKAPCTBEHHOTO
npenapara COrjlacCHO MPUIIOKEHUIO 22 K HacTosmuM [IpaBunam.

51. OXJIII, UMII (ucTok-BKIIabIII) BOCHPOU3BEACHHOI0, OMOAHAIOTMYHOTO
JIEKapCTBEHHOT'O IIpenapara COOTBETCTBYET OOILEH XapaKTEPUCTUKE OPUTMHAIIBHOTO
JIeKapCTBEHHOTO Mpenapara. B ciydae oTanuusi B MHCTPYKIMHU 110 METULIUHCKOMY
MPUMEHEHUIO (JIMCTOK-BKJIAbII) BOCIIPOU3BEACHHOTO, OMOaHATIOTUYHOTO
JIEKapCTBEHHOT'O IIpenapara OT OPUTHHAIBHOTO IIpenapara o nokKa3aHusM K
IPUMEHEHUIO B CTOPOHY PACIIMPEHUS, WM PeXXUMa JI03UPOBAHUS WM IMyTH BBEICHHUS
IPEIOCTABISIOTCS PE3YIbTaThl COOTBETCTBYIOIIMX KIIMHUYECKUX UCCIIEIOBAHU.

52. Jlepkatenb perucTpallioOHHOIO YAOCTOBEPEHUS OPUTHHAIBHOTO IIpenapara
nojacT 3asBiicHUe Ha BHeceHue n3menennii B UMII (mucrok-Bkiassii) B Teuenue 70
(cembaecsT) padouux nHei nocie ooHosinenusa OXJIII B crpane npou3BoaAUTENS WIH
JIepKaTEN PETUCTPALMOHHOTO YI0CTOBEPECHUS.

53. I'ocynapcTBEHHAs 3KCIIEPTHASI OpraHu3alus MOoCcie BHECEHUS] U3BMEHEHUN B
WHCTPYKIIMIO OPUTHMHAIBHOTO JICKAPCTBEHHOTO TIpernapaTa Uil Ipu OTCYTCTBUHU
perucTpanuu opurnHaibHoOro npenapara B Pecniybnuke KazaxcraH, mpu BbISIBICHUH 1O
MEXTYHapOIHBIM UCTOYHUKAM U pe3yibTaTaM apMaKkoHaa30pa 00 U3MEHEHUSX B
oO011el XapaKTeprUCTUKEe OPUTHHAIBHOTO JIEKAPCTBEHHOTO IIpenapara U3BEIIaeT Yepes
nH(OPMAITMOHHBIE PECYPCHI BCEX JeprKaTeNeil perucTpaliMOHHbBIX YA0CTOBEPEHUI
TeHEePUYECKUX TMPernapaToB 0 HEOOXOIUMOCTH BHECEHUSI COOTBETCTBYIOIIUX U3MEHEHU N
B UMII (nuctok-Brianpiin) u OXJIIT yepe3 npoiieAypy BHECEHUSI U3BMEHEHU B
peructpanronHoe ocke B Teuenue 70 (cembrecar) pabounx JHEH mocie BHECEHUS
W3MEHEHUM B MHCTPYKIIUIO OPUTHHAJIBHOTO Mpenapara nHGOpMaIluu 1Mo 0€30MacHOCTH
C 1aThl pa3MenieHuss THGOPMAIIMK Ha CaliTe YKCIIEPTHON OpraHu3aIuu.

Jlepxkareisib perucTpalOHHOIO yAOCTOBEPEHUSI OPUTMHAIIBHOTO IIpenapara
BHOcUT u3MeHeHus: B UMII (sucrok-Bkianapiin) u OXJII Ha ocHOBaHUM pa3MenieHHON
Ha THGOPMAIIMOHHOM PECYPCe TOCYNapCTBEHHON IKCIIEPTHOM OpraHu3aIiu
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uH(pOpMAaIMKU IO HECOOTBETCTBUSM, BBISIBIEHHBIM B pe3yJibTaTe (hapMakoHaa30pa U 1o
opuIMATBHBIM MEKyHAPOAHBIM HCTOYHUKAM B TedeHue 70 (cembaecsT) pabounx aHen
C 1aThl pa3MelieHuss THPOPMALIMK Ha CaliTe SKCIIEPTHON OpraHu3aluu.

Jlep>kaTenu perucTpalioOHHbBIX YIOCTOBEPEHU MOAI0T 3asBJICHUE HA BHECCHUE
U3MEHEHHI B PETUCTPAIIMOHHOE 10Che B TeueHue 70 (cempaecsT) pabouux JHEH ¢ 1aThl
pa3MelleHrs TapMOHU3UPOBAHHON MH(OpMAIMKU Ha cailTe SKCIEPTHON OpraHU3aluU 110
3apErucTpUPOBAHHBIM JieKapcTBEHHBIM npenapataMm B OXJIIT u UMII nekapcTBeHHOTO
npenapara (JIMCTOK-BKJIA/IBII ) JICKAPCTBEHHBIX MTPENAPATOB C OJHUM U TEM KE
MEXTyHapPOIHBIM HETIATEHTOBAHHBIM Ha3BAHUEM UJIU C OJTHUM U TEM XKe JACHCTBYIOIINM
BEILIECTBOM.

54. ITpu HEBBITIOTHEHUHU YCIOBUS, YKa3aHHOTO B MYHKTax 52 U 53 HACTOSIIIMX
[IpaBun, rocyiapcTBeHHask SKCIIEPTHASL OpraHU3aLMsl YBEIOMIISIET (B MPOU3BOJIBHOM
dbopme) rocyJapCTBEHHbBIN OpraH 0 HEOOXOJUMOCTH MPUOCTAHOBIICHHUSI 1UCTBUS
PErUCTPAMOHHOTO YAOCTOBEPEHHUSI.

55. DkcrnepTr3a U3MEHEHU, BHOCUMBIX B PETUCTPALIMOHHOE J0ChHE,
OCYILIECTBIISIETCS HA JIEKAPCTBEHHOE CPEACTBO B MIEPUOJ IEUCTBUS PErUCTPALMOHHOTO
YIAOCTOBEPEHUS U HE OKA3bIBAET OTPULIATEIILHOTO BIIUSIHUS HA COOTHOIIEHUE MOJIb3a-
PHCK JIEKAPCTBEHHOT' O IIpenapara.

56. VI3aMeHeHus kinaccupuuupyroTcs B cooTBeTcTBuM ¢ [lepeunem BuoB
WU3MEHEHUM, BHOCUMBIX B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOTO CPEACTBA COTIACHO
npuioxkennto 16 k HactosiuuM [IpaBunam Ha:

1) HecyiecTBEHHOE U3MEHEHUE TUIA [A — U3MEHEHHE, KOTOPOE OKa3bIBAET
MHUHUMAaJIbHOE BIMSIHUE WJIM HE OKA3bIBAET BIUSHUS HA 0€30M1aCHOCTh, KAYECTBO U
3¢ (HEeKTUBHOCTH 3aPETUCTPHUPOBAHHOTO JIEKAPCTBEHHOTO MIpernapaTa, oJaHHOE B
NEePUOJ ACUCTBUS PETUCTPAIMOHHOIO YAOCTOBEPEHUS JICKAPCTBEHHOTO MperapaTa u He
TpeOyrollee HOBOM perucTpaluy;

2) HecyllecTBeHHOE n3MeHeHnue tumna Ib - u3MeHenue, KOTopoe He MONaIaoIIee
o1 onpeneneHus uaMenennit Tuna [A u tuna 1, He TpeGyroriee HOBOW perucTpaIuy;

3) 3Haunmoe uzMmenenue tumna Il - Tro0sie n3MeHeHus K MaTepuaiam
PErUCTPALIMOHHOTO 10Che, HE TPeOYyIOUIMe HOBOU PErucTpaliy J€KapCTBEHHOTO
npenapara u KOTOpble OKa3bIBalOT 3HAUYUTENIHHOE BIIMSIHUE HA €ro 0€30MacHOCTb,
KauecTBO 1 3(PHEeKTUBHOCTb;
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4) u3MeHeHus1, TPEOYIOIIMEe HOBOM pErucTpallvy JICKAPCTBEHHOTO Ipernapara;

5) cpouHbIe U3MEHEHUS, Kacaroluecsi 0€30MaCHOCTH JIEKaPCTBEHHOI'O CPEICTBA -
CPOYHBIE BPEMEHHBIE OTPAaHUYCHHSI, CBSI3aHHbBIE C 0€30MMACHOCTHIO UCTIOIB30BAHMS
JIEKapCTBEHHOTO IIpenapara, KOTOpble BHEAPSIOTCS YCIyTOMnoyyaTesieM B ciydae
BBISIBJICHUS PUCKA IS OOIIECTBEHHOTO 370POBBS MTPU MPUMECHEHHUH
3apEruCTPUPOBAHHOTO (TIEPEPErUCTPUPOBAHHOTO) JIEKAPCTBEHHOIO Mpemnapara.

Jlep>kaTenb perucTpalliOHHOTO yI0CTOBEPEHUS B TeueHue 24 (1BaaTh YeThIPE)
4acoB YBEJOMJISIET O BBOJUMBIX UM OTPAHUUYEHUSIX TOCYNAPCTBEHHBIN OpraH.

Ecnu B Teuenue 24 (nBaanaTh 4Y€ThIPE) YACOB MOCIE MOJYYSHUS STON
uH(pOpMaIMK OT TOCYIapCTBEHHOTO OpPraHa He MOCTYITHIIO BO3PAKECHHH, SKCTPEHHBIE
OTPaHUYCHUSI, CBS3aHHBIE C O€30MACHOCTHIO, CUMTAIOTCS MPUHSITHIMHU.

Cpoxku peanuzaiuy OrpaHUYeHU OrOBapUBAIOTCS IepKaTeIeM
PETUCTPALMOHHOTO YAOCTOBEPEHUS U TOCYITAPCTBEHHBIM OPraHOM.

3KCTpeHHBIe OIrpaHHUYCHUA, CBA3AHHBIC C 6630HaCHOCTBIO, HMHUIOUHUPYKOTCA
ToCyaapCTBCHHBIM OPraHOM IIpU HAJIMYWU PUCKA AJIA ) KU3HU U 310POBbA YCIIOBCKA.

3asiBieHHEe Ha BHECEHUE N3MEHEHUMN, KaCAIOIINXCS BBEACHUS YKCTPEHHBIX
OTpaHUYCHUN (MHUIMMPOBAHHBIX JIEpKATENIEM PErUCTPAIMOHHOTO YAOCTOBEPEHUS U
rOCyJIapCTBEHHBIM OPraHOM ), IOJIAE€TCS IEPKATEIIEM PETUCTPALMOHHOTO
yAOCTOBEPEHUS HA PACCMOTPEHUE HE TTO3/IHEE, UeM B TeUueHHE 45 (COpOK MATh) pabounx
JHEW ¢ MOMEHTA YBEJIOMIICHHUS.

57. B ciiyuyae BHECEHUSI UBMEHEHUS], KOTOPOE HE KJIACCU(DPHUIIMPOBAHO B
HACTOSLINX PAaBUJIAX, YCIYyTrONodyyaTeslb 00paliaeTcsi B ToCy1apCTBEHHYIO
AKCIIEPTHYIO OPTaHMU3ALMIO Ye€pe3 NPOLENYPY KOHCYIbTALMHU C LIENIBIO TOJIYyYEHHUS
PEKOMEH/IAlIU 10 KJIAaCCU(PUKAIUU U3MEHEHHUSL.

['ocynapcTBeHHast SKCniepTHAsI opranu3aius B TedeHue 20 (1Baanarh) padbounx
JTHEH 1mociie MoJy4YeHHsI 3aIIpoca HAIMPaBJIseT OTBET YCIYTOMOIY4YaTEeN0 B AIEKTPOHHOM
U (wn) OyMaKHOM BHUJIC.

58. [lepxareib peruCTPalMOHHOTO YAOCTOBEPEHUS MPEIOCTABISAET ICKIAPALIHIO
o ToM, uto B ipoektax OXJIIT u UMII BocniponsBeieHHOTO, THOPUTHOTO WIIH
OnoaHagornyHoro (OMONoI00HOr0) JIEKAPCTBEHHOTO Ipenapara OTCYTCTBYIOT OTJIMYHUS
ot nerictBytomux OXJIIT u UMII opurunansaoro (pegepeHTHOr0) JIeKapCTBEHHOTO
npenapara, 3a UCKJIIOUeHUEM OTJIMYMNA HH(OpPMAIUU O IPOU3BOAUTEIIE, CPOKE
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TOJTHOCTH, COCTAaBE BCIIOMOTATEIbHBIX BEIIECTB U PA3TUINi B OMOJOCTYITHOCTH A
dbapMaKOKMHETHKE.

59. Jlepkatenb perucTpalioOHHOrO YI0CTOBEPEHHUS MPEAOCTABIISET MTOCTPOUHOE
(pacmonoXxeHHOE MapaJUieIbHO Ha OJHOM JiucTe) cpaBHeHue AeicTByrommx OXJII u
NMII opurnnansHOTO (pedepeHTHOTO0) IeKapCTBEHHOTO npemnapara u nmpoektoB OXJIIT
u UMII Bocipou3Be1IeHHOTO, THOPUTHOTO WM OMOaHATIOTUYHOTO (OMOT0100HOTO)
JIEKapCTBEHHOTO Mpernapara ¢ BhIJICICHUEM U 000CHOBAaHUEM BCEX OTIUUHA.

60. [lepxxarenb perucTpallMOHHOTO YAOCTOBEPEHUS MPH MOAAYE 3asIBJICHUS Ha
BHeceHne ndmenenuit B OXJIIT u UMII npegocTaBiisieT BEAOMOCTh U3MEHEHUM C
YKa3aHUEM MOCTPOYHO PACMOJIOKEHHOTO CPABHEHUSI TEKCTa BHOCUMBIX U3MEHEHUM C
TEKCTOM YTBEPKIECHHOW BEPCUH.

61. DxcnepTHasi opraHu3alus MHULMUPYET MPOLETypPY IPUBEICHUS B
COOTBETCTBHE (rapMOHU3AIMS) HTHPOPMALIMH 10 3aPETUCTPUPOBAHHBIM JIEKAPCTBEHHBIM
npenaparaM B OXJIIT u UMII nekapCTBEHHBIX IpenapaToB C OJHUM U TEM XKE
MEXIYHapOIHbIM HENATEHTOBAHHBIM HAa3BAaHWEM WJIM C OJJHUM U TEM K€ JEHCTBYIOIUM
BELIIECTBOM.

62. Jlep>xaTenb perucTpalluOHHOTO ya0cToBepeHus npu pazpadotke OXJII u
NMII Bocnipon3BeIeHHOTO, THOPUIHOTO WU OMOaHATIOTHIHOTO (OMOTI0T0OHOTO)
JIEKApCTBEHHOTO Ipernapara Ipyu noJayde 3asBJICHUS HA SKCIEPTHU3bI IIPU PETUCTPALIH, a
TaKKe MPH NEPEPETUCTPALNNA U BHECEHU N3MEHEHUN PYKOBOJACTBYETCS ITPUBEIECHHOM
B COOTBETCTBHE (rapMoHu3upoBanHoii) uadopmarmeit mo OXJII u UMII mo
MEXTYHapOIHOMY HEMAaTeHTOBAHHOMY Ha3BaHUIO WJIM COCTaBY JACHCTBYIOIIMX BEILIECTB,
pa3MEIEHHBIX Ha CaliTe HKCIIEPTHOM OpraHnu3aliy Ha Ka3aXCKOM U PYCCKOM SA3BIKaX.

IHaparpa¢ 3. Ilopsigok npoBeaeHust 1a00PATOPHBIX HCIBITAHUH JIEKAPCTBEHHbBIX
CpeACTB

63. JJaGopaTtopHbie UCTIBITAHUS JIEKAPCTBEHHOTO CPEJICTBA OCYILIECTBISIOTCS B
cpoku He npeBbimaromue 70 (cembaecaT) pado4ux JHel CO JHS MOCTYIUICHUS
JIOKYMEHTOB Ha CHEIUATU3UPOBAHHYIO SKCIIEPTU3Y B UCMBITATENIbHBIX J1a0OPATOPUIX
roCyapCTBEHHOM SKCIIEPTHOW OPraHU3alMU B LEJISAX TOATBEPKICHUS COOTBETCTBUS
nokasaresyieil 0€30aCHOCTH U Ka4eCTBa JIEKAPCTBEHHOI'O CPEACTBA U BKIIIOYAIOT:
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1) aHanu3 aHATUTUYECKOTO HOPMATUBHOI'O IOKYMEHTA JIEKAPCTBEHHOT'O CPE/ICTBA
B YaCTH METOJUK MTPOBEIACHUS UCTIBITAHUN;

2) npoBeAieHHUE TA0OPATOPHBIX UCTIHITAHUN HA COOTBETCTBUE TPEOOBAHUIM
HOPMAaTHUBHOT'O JOKYMEHTA 10 KaYEeCTBY;

3) ompejeneHue BOCIPOU3BOIUMOCTH aHATUTHYECKUX METOJIUK KOHTPOJIS
KauecTBa.

UcnbiTanne 00pa3ioB JIEKAPCTBEHHBIX CPEACTB C UCIIOIb30BAaHUEM KOMILIEKCA
(UBUKO-XUMUYECKUX, OMOJIOTHYECKUX HCCIIEIOBAHUN HAIIPABJICHO HA ONpE/IeICHHE
KOJIMYECTBEHHOTO M KaU€CTBEHHOTO COAEPKAHUS JECHCTBYIOIINX U BCIIOMOTATEIIbHBIX
BEIIECTB, MPUMECEH, a TAK)Ke CTENEHN OMOJIOTUYECKON 6€30MacHOCTH
(MUKpPOOHMOJIOTHYECKAS] YUCTOTA, TOKCUYHOCTh, MUPOTEHHOCTB ).

64. JJabopaTtopHbie UCTIBITAHUS HE MPOBOASTCS MPHU:
1) nepeperucTpanny JeKapcTBEHHOTO CPECTBA;

2) sKcrepTr3e JIEKApCTBEHHOTO CPECTBA, MPOU3BEJACHHOIO B COOTBETCTBUU C
GMP ctpan perunona ICH (AitCuDdiiu), B Pecy6iuke Kazaxctan B COOTBETCTBHH C
GMP Pecny6mnuku Kazaxcran v MMEIOIIETO pEerucTpaliMoHHOE 10Cke B (hopmate
OO011ero TEXHUYECKOTO JOKYMEHTA;

3) sKcnepTU3e JEKAPCTBEHHBIX CPEACTB, B PAMKaX MPOLEAYPHI
npexkBanupupuranuy 1 (WIn) OpoLeaypbl NPU3HAHNSA HAYYHOU OLIEHKU
JIEKapCTBEHHBIX MPENapaToOB PETYISTOPHBIX OPTaHOB CO CTPOrOM PeryIsaTOpHON
cucrtemoii (SRA) (CIIA, EC (EMA), Kanana, [lIselinapus, Benukoopurtanusi,
ABcTpanus, SInoHMs) HA OCHOBaHUHM COBMECTHOW MPOLEAYPbl PETUCTPALIUU C
BcemupHo# oprannsanuen 3ApaBoOXpaHEHNs;

4) yCKOpPEHHOM! 3KCNEePTU3E JIEKAPCTBEHHBIX CPEJICTB.

65. B ciyuae BbISIBIEHUS 3aMEUaHUN MIPU POBEJICHNUN 1a00paTOPHBIX
uCnbITaHUN B TedeHue 20 (A1BaguaTh) padbo4ux JHel yCIyronoayyarennto yepes
MH()OPMAIIMOHHYIO CUCTEMY B «JIMYHBIM KAOWHET» HaAIPaBIIIETCS MUCHMO C YKa3aHUEM
BBISIBJICHHBIX 3aMEYaHUN U HEOOXOJIUMOCTH UX YCTPAHEHHUS B TIOJIHOM 00bEME B CPOK,
He npeBplmaromuii 30 (TpuanaTh) pado4ux JHeM.

66. [Ipu He yCcTpaHEHUHU UIIM HE MOJHOM YCTPAHEHUU 3aMevyaHuil B TeueHue 10
(mecsiTh) pado4YMX AHEH CO JHS MOITYUYEHHS OTBETA TOCYJAPCTBEHHAS IKCIIEPTHAS
OpraHM3als HAIPABIISAET yCIYTONOJyYaTeN0 IMCbMO € YKa3aHUEM JOIOJIHUTEIbHBIX
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3aMeyaHuil 1 He0OXOJUMOCTH UX yCTpaHEHHH B TedeHue 20 (1Ba1aTh) padoumnx
JTHEeM.

67. I1pu He peaoCTaBIECHNUH YCIYTOMOIy4YaTeIeM MOJIHOTO OTBETa Ha
BBICTABJICHHBIE B TUCbME IOCYJaPCTBEHHOM SKCIIEPTHOW OpraHu3aluy 3aMEeUaHus u
OTPHUIIATEIBHBIX PE3yJIbTaTax JIA00PATOPHBIX UCTIBITAHUN MaTEepHAIbl HATIPABIISIFOTCS B
DKCHEPTHBIN COBET JJIsl MPUHATHS PELICHUs 00 0TKa3e U MPEKPaIEHUN IKCIIEPTU3BI
JIEKapCTBEHHOT'O CPEJICTBA COTJACHO MyHKTY 48 HacToammx [IpaBuir.

68. I1o pe3ynbTaTam J1a0OpaTOPHBIX UCIBITAHUN JTEKAPCTBEHHOTO CPEJICTBA
UCTIBITaTEeNbHOM JTabopaTopueil B Teuenue 10 (aecsTh) pabounx JTHEH COCTaBISETCS
IIPOTOKOJI UCTIBITAHUM MO (popMe cortacHO MpuIokKeHUIo 23 K HacTosuM [IpaBunam.

69. He TpeGyeTcs mpeacTaBieHne 00pas3ios, cneuduuecKux peareHToB u
JIPYTUX MAaTePUAIOB MPU HEBO3MOKHOCTH MPOBEJCHUS UCTIBITAHUIA B SKCIIEPTHON
OpTraHM3AINH BCIIEACTBHE:

TPYAHOAOCTYIHOCTH 00pa3I0B JIEKAPCTBEHHBIX MPenapaToB CTaHIAPTHBIX
00pa31oB, cnenuUUecKrX peareHToB U APyrux Marepuanos (B TOM YUCIE, IPU UX
OTHECEHUH K KaTeropuu op(aHHbIX, BBICOKOTEXHOJIOTUYECKUX,
paanodapMaleBTHIECKNX, HAPKOTHUECKUX, ICUXOTPOITHBIX WX TPEeTHA3HAYCHHBIX TSI
Jie4eHUs] BRICOKO3aTPATHBIX HO30JIOTUHN BCIIEICTBUE UX BHICOKOH CTOMMOCTH);

HEBO3MOYKHOCTH COOTIOZICHUS YCIOBUN TPAHCTIOPTUPOBKHU YKA3aHHBIX 00Pa3I[0B
Ha TeppuToputo PecniyOnuku Kazaxcran u (Mm) ux XpaHeHus,

OTCYTCTBHSI CIIELMAIIBHOIO 000PYI0BaHUS U PACXOAHBIX MaTEPHAJIOB B
AKCIEPTHOW OpPraHU3alNY;

JIPYTUX IPUYHH 10 PEUISHUIO YIIOJIHOMOYEHHOTO Oprana (9KCIepTHOM
OpraHu3alliK) TIPU BO3HUKHOBEHUH OOCTOSITEILCTB HETPEO0IMMON CHITBI HITH
00CTOSATENIBCTB, HE3ABUCAIINX OT BOJIM CTOPOH, B TOM YHCJI€ B CBSI3U C OCOOCHHOCTSIMU
MIPOU3BOACTBA U KOHTPOJIA Ka4€CTBa JIEKAPCTBEHHOTO Mpenapara.

B ciiyuasix, yka3aHHBIX B IaHHOM ITYHKTE, JJaOOPAaTOPHBIC UCTIHITAHUS
MIPOBOJISITCS B 1a0OpATOPUU KOHTPOJISI KaueCTBA MPOU3BOAUTENS JIEKAPCTBEHHOTO
npernapara B IPUCYTCTBUM MPEACTABUTENEH SKCIIEPTHON OpraHU3aluy Uild B
KOHTPAKTHOM J1abopaTopuu, UCIIOIH3yEeMOU MPOU3BOJUTENEM, B IPUCYTCTBUU
NIPEACTABUTEIIEH SKCIIEPTHON OpraHU3aluu.
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B cnydasx HEBO3ZMOXXHOCTH MPOBEJCHUS 1a00OPATOPHBIX UCTIBITAHUI B
7a00paToOpUsX KOHTPOJISI Ka4ecTBa MPOU3BOIUTENS JIEKAPCTBEHHOTO MpernapaTa uin
KOHTPAKTHBIX J1a00paTOPUIX, UCIIOIB3YEMBIX TPOU3BOAUTENIEM (TIPH YTPO3e
BO3HUKHOBEHUS, BOSHUKHOBEHNHU YPE3BBIUAHON CUTYAllMH U JINKBUIALNU €€
MOCJIEACTBUI U (MJIK) TIPU YTPO3€ pacpoCcTpaHeHUs 3a00I€BaHU, MPEICTABISIOMINX
OMACHOCTbD JUIsl OKPYKAIOIINX, 3a00I€BaHUM U TIOPAKEHUH, MMOJTYyUYEHHBIX B pe3yJIbTaTe
BO3JICUCTBUS HEOJArOMPUATHBIX MPUPOIHBIX, XUMUUYECKUX, OUOTOTUYECKUX,
paauaIMoHHBIX (PaKTOPOB, TPU KOTOPBIX MPUCYTCTBHUE MPEIACTABUTENS IKCIIEPTHON
OpraHu3alliy HE MPEACTABIISIETCS] BO3MOXKHBIM, WM MPU APYTUX 00CTOATEIHCTBAX
(Hanmpumep, CBA3aHHBIX C OCOOEHHOCTSIMU MPOU3BOACTBA U KOHTPOJIS KauecTBa
KOHKPETHOTO JIEKAPCTBEHHOT' O IIpenapara), o COrIaCOBaHUIO C 3KCIIEPTHON
OpraHu3alyen SKCIepTrU3a KauecTBa MPOBOJIUTCS HA OCHOBAHUU JOKYMEHTALIMHU
POU3BOIUTENS (TPOTOKOJIOB aHAJIM3a MTPOU3BOJIUTENISA) B TOM YUCIIE C UCIIOIb30BAHUEM
CPEACTB AUCTAHLIMOHHOTO B3aMMOJICHCTBHUS, BKIIFOUAs AyIUO- WIH BUAEOCBA3b.

[Tp1 HEBO3MOXKHOCTH MPOBEAECHUS 1a00PATOPHBIX UCTIBITAHUH JIEKAPCTBEHHOT'O
CPEICTBA M0 OTIEJBHBIM I10KA3aTeIsIM, JJA0OPATOPHsL KCIIEPTHONW OpraHU3aluu
IpU3HAET Pe3yJIbTaThl 1a00PATOPHBIX UCIBITAHUM 110 OTAEIBbHBIM I10Ka3aTeNsIM,
yKa3aHHbIM B cepTuduKaTe (MpOTOKOJIE) aHAIU3a MPOU3BOIUTENS, 3 UCKIIOUEHUEM
OMOJIOTMYECKUX U UIMMYHOJIOTHYECKHIX IIPErapaToB.

ITo pe3ynbpTaTaM 1a00paTOPHBIX UCOBITAHUN cocTaBisieTcst OTUET O pe3yabTarax
POBEICHUS TAOOPATOPHOTO UCTIBITAHUS B JIA0OPATOPUM KOHTPOJISI Ka4eCTBa
MPOU3BOJIUTENS UM B KOHTPAKTHOM J1a00paTOpuu, UCIIOJIB3yEMON MTPOU3BOIUTEIIEM
COTJIaCHO MpuiokeHuto 24 k HacrosmuM [IpaBunam.

IMaparpa¢ 4. Ilopsaok popMUpPoOBaHUS Pe3yJIbTATOB MPOBEACHHON IKCIEPTU3BI
JIEKAPCTBEHHBIX CPEACTB

70. ITo OKOHYaHUU SKCIEPTU3BI YCIYTONOIy4daTeb COrJIaCOBBIBACT C
rocyJapCTBEHHOU 3KCIEPTHOM OpraHu3alueil B 3JIEKTPOHHOM BUJIE 00LIMe
(aIMHHHCTPATUBHBIE) CBEACHMS O JIEKAPCTBEHHOM IIPENApaTe, UTOTOBBIE JOKYMEHTBI
(HOpMaTUBHBIN JTOKYMEHT 110 KaYECTBY, UHCTPYKIUHUIO 110 MEAUIIUHCKOMY PUMEHEHHIO
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Y MaKETOB MAapKUPOBKHU YIAKOBKH, STUKETOK, CTUKEPOB C MAPKHUPOBKOW ), B TOM UHUCIIE
KOPPEKTHOCTh 3aHECEHHBIX JJAHHBIX B CPOK He npeBblmawinmni 10 (1ecsaTs) padbouux
JTHEH.

B cnydae oTCyTCTBHSI COTVIACOBAaHUSI YCIYTOMOAy4YaTeIeM 3aKIII0UEHUE O
Oe30macHOCTH, KauecTBe U 3((HEKTUBHOCTH JIGKAPCTBEHHOTO CPEACTBA (hOPMHUPYETCS
0€e3 ero coriacoBaHMs.

71. 'ocynapcTBeHHas SKCIIEPTHAS OpraHru3alus MPOBOJUT CBEPKY
npeACTaBICHHON MHPOPMAIIMU YCIIyTOnoy4yaTesieM, a TAaKKe MPU BbISBICHUU
HECOOTBETCTBUS KOPPEKTUPYET 3aHECEHHBIE IaHHBIE U OOHOBJISIET HTOTOBBIC
JIOKYMEHTHI:

MIPU TOCYJAPCTBEHHOM PErUCTpaIlii, B TOM YUCJIE BHECCHUE U3MEHEHUH,
TpeOYIOIUX HOBOM perucTpaluu, Mpy nepeperucTpauu, Ipu BHECCHUU U3MEHEHUN B
PETUCTPAIIMOHHOE - B CPOK He MpeBbIIamuid 3 (Tpu) padoumnx JaHei;

IPU YCKOPEHHOM perucTpalny JIEKaApCTBEHHOTO CPEICTBA U TP COBMECTHOM
npoueaype peructpaunu ¢ BO3 - B cpok He npeBbiaomuii 1 (oauH) padoumnx aHei.

72. I1o pe3ynbpTaTaM NPOBEICHHONW SKCIEPTU3HI JIEKAPCTBEHHOTO CPEACTBA
rocy/IapCTBeHHasl SKCIIEPTHAsi OpraHu3alvs COCTABISET 3aKI0YeHHEe 0 0€30MacHOCTH,
KauecTBe U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA, 3aBJICHHOIO HA HKCIIEPTURY
COTJIACHO MPUJIOKEHUIO 25 K HacTosAmuM [IpaBunam u 3akiatoueHre 0 0€30MacHOCTH,
KayecTBe U 3 (HEKTUBHOCTH JIEKAPCTBEHHOI'O CPEJICTBA, 3asBJICHHOIO Ha 3KCIEPTU3Y
U3MEHEHHI, BHOCUMBIX B PETUCTPALIMOHHOE 10ChE COTIIACHO MPUJIOKEHHUIO 26 K
HacTosmuM [IpaBunam:

IIPU TOCYJAPCTBEHHOW PErUCTpali, B TOM YUCJIE BHECEHUE U3MEHEHNH,
TpeOyIOLIMX HOBOW PEruCTpaliu, IPU NepeperucTpaluu, Npyu BHECEHUH U3MEHEHUN B
peructpanmoHHoe gocke Thna IA, tuna Ib u tuna Il ¢ npoBenennemM nadopaTopHbIX
VCIIBITAHU, P BHECEHUU U3MEHEHHI B PETUCTPALIMOHHOE Tocke Tuma [A, tuna Ib u
tuna Il 6e3 npoBeaeHMs 1a0OPaTOPHBIX UCIBITAHUN, IPH YCKOPEHHOM perucTpauuu
JIEKAPCTBEHHOT'O CPEJICTBA - B CPOK He MPeBbIIIAKIINKA 7 (IAThH) pado4uX qHENH;

IIpU COBMECTHOM npoueaype peructpauuu ¢ BO3 - B cpok He npeBbimaomuii 1
(oauH) pado4ux qHeMH.

73. Tlo pe3ynbTaTam NOJOKUTEIBHOTO 3aKIIOYEHHS 0 0€30MaCHOCTH, KA4eCTBE U
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOT'O CPEJCTBA, 3a4BICHHOIO HA SKCIIEPTU3Y U 3aKIIFOUECHHUS
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0 0e30IacHOCTH, KauecTBE U 3PPEKTUBHOCTH JIEKAPCTBEHHOI'O CPENICTBA, 3asIBJIEHHOIO
Ha 3KCNEPTU3y U3MEHEHHH, BHOCUMBIX B PETHCTPALIMOHHOE JJOChe, GOPMUPYIOTCA
CJIEYIOIINE AJIEKTPOHHBIE IOKYMEHTHI, TOAMMCAHHBIE SJIEKTPOHHO-ITU(POBOI
HOJIMUCHIO0 PYKOBOAUTENS TOCYAapCTBEHHOTO OpraHa:

1) peructpanmoHHOE YAOCTOBEPEHHE, IEUCTBYIOMIEE HA TeppuTopun PecyOnmku
Kazaxcran cornacHo npmioxenus 4 k HactosmmMm [IpaBumam;

2) 3aperucTpUpPOBAHHBIE HHCTPYKIHMS (JTUCTOK-BKIIAJBII) IO METUIIUHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOI'O CPEJICTBA WIIM MEAUIIMHCKOTO U3JIeTUs U 001Ias
XapaKTEPUCTHUKA JIEKAPCTBEHHOTO CPEJICTBA HA Ka3aXCKOM M PYCCKOM SI3bIKAX;

3) 3aperucTpUupOBAHHBIE MAKETHI YIAKOBOK, 3THKETOK, CTUKEPOB Ha
JIEKApCTBEHHBIE CPEICTBA, MEUIIMHCKUE U3/CIIHS HA Ka3aXCKOM U PYCCKOM SI3bIKAX.

74. Jlns nexapCTBEHHBIX CPEACTB OTEYECTBEHHOTO TPOU3BO/ICTBA,
IPOU3BOJIUMBIX JIJIS1 KCIIOPTA U BHYTPEHHETO PbIHKA CTPAHBI O/ pa3HbIMH TOPTOBBIMU
Ha3BaHUSMH, SKCIIEPTU3A IPOBOAUTCS C BbIIaY€il OAHOIO 3aKJIFOUEHUS! 0€3011aCHOCTH,
KayecTBe U 3P (HEKTUBHOCTH JIEKAPCTBEHHOT'O CPECTBA.

75. B cilyyasix oTpUIIaTEIbHOTO 3aKII0UEHUS O 0€30MaCHOCTH, KAYeCTBE U
3¢ (HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA WIIM OT3bIBA YCIYTOMOIyYaTeIeM
3as1BJICHUA Ha YKCIEPTU3Y MOCJIE Hayajaa MPOBEACHUS SKCIIEPTU3bI, CTOUMOCTh
MIPOBEICHUS SKCTIEPTHBIX Pa00T yCIIyTOMOIy4YaTeNIi0 HE BO3BPAIIACTCS.

76. Ilo pe3ynbpTaram 3KCHEPTU3BI TOCYIaPCTBEHHAS SKCIIEPTHASI OpraHU3aUs
dbopMUpYET CBOJIHBIN OTYET MO OE30MaCHOCTH, KaueCTBY U 3 (HEKTUBHOCTH
JIEKApCTBEHHOTO Mpernapara B COOTBETCTBUU C MPUIIOKEHUEM 27 K HACTOSIITUM
[IpaBunam, He KOHPUACHITHATBHAS YaCTh KOTOPOTO Pa3MEIIaeTCs Ha HHTEPHET-pecypce
roCyJIapCTBEHHOM SKCIIEPTHON OpraHU3alluH.

7°7. Ilocne 3aBepuieHUs TPOLEAYPBI KCIIEPTU3BI TOCYAAPCTBEHHAs DKCIIEpTHAS
opraHuzanus GopMUPYET FIEKTPOHHBIN apXUBHBIN IK3EMIUISIP PETUCTPAITMOHHOTO
JIOChE, COJIEPKAIMNA TOKYMEHTBI M MAaTEPUAJIBI PE3YJIbTaTa SKCIIEPTU3bI
(1OTIOTHUTEIBHBIE MAaTEPUATIbI, MPEICTABICHHBIC YCIYTOMOIy4YaTesIeM 10 3anpocy
FOCYyJIapCTBEHHOW 3KCIEPTHON OpPraHU3aIMU, OTYET BATUIAIIMN PETUCTPALIMOHHOTO
JIOChE, 3aKJIFOUUTEIbHBIN CBOAHBIA OTUET DKCIIEPTOB [0 KPUTHYECKON OLIEHKE
JIEKapCTBEHHOI'O Mpemnapara, MPOTOKOJIbI HCIIBITATEILHON J1TA00PaTOPHUH ), 3aKJIFOUYEHUE O
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6e3onacHocTH, kauecTBY U 3 dextuBHocTr, OXJIIT, UMII (mucToK-BKIabIII),
HOPMAaTUBHBIA TOKYMEHT 110 KaUE€CTBY JIEKAPCTBEHHBIX CPEACTB, 3apETUCTPUPOBAHHBIC
MaKeThl YITaKOBOK, STUKETOK, CTUKEPOB, XPAHAIIUECS B AJIEKTPOHHOM apXUBE.

Bo Bpems AeiCTBHS pErMCTPAlMOHHOIO YIOCTOBEPEHUS ApXUBHOE
PErUCTPALMOHHOE A0ChE, NOMOIHACTCA PErUCTPALMOHHBIM JOChE, IIOJAaHHBIM Ha
BHECCHUE U3MEHEHUM, COAEPKAIIUM JOKYMEHTHI U MaTepUaibl pe3yJbTaToB
JKCIEPTU3BI.

PeructpanioHHOE 1OChE XPAHUTCS B SJIEKTPOHHOM apXUBE HA SJIEKTPOHHOM
HocuTene B TeueHue 10 (mecars) ner.

78. I1pu rocy1apCTBEHHOM pErMCTpallii YCTaHABINBAETCS CPOK JIEUCTBUS
PErUCTPAlMOHHOTO YAOCTOBEPEHUS ISl JIEKAPCTBEHHBIX CPEACTB — S5 JIET, 32
UCKIIIOYEHUEM JIEKApCTBEHHBIX CPEJICTB, MpOoU3BeIeHHbIX B PecyOnuke KazaxcraH.

[Ipu rocy1apcTBEHHOM perucTpaluu JeKapCTBEHHBIX CPEJICTB, MPOU3BEICHHbBIX B
Pecny6nnke Kaszaxcran BbijaeTcsi 6€cCpoUHOE PETUCTPAIIMOHHOE YI0CTOBEPEHHE.

[Ipu nepeperucTpanuu BoIaeTCsi 6€CCPOUHOE PETUCTPAIMOHHOE YI0CTOBEPEHHE
Ha JIEKapCTBEHHbIE CPEICTBA.

MMaparpa¢ S. Ilopsaok perucrpanuu HEeHbI HA JIEKAPCTBEHHbIE CPEICTBA U
BHECEHHSI M3MECHEHHSI B LIEHY NPOU3BOAUTEJIA

79. s perucTpalvy WM BHECEHUSI U3BMEHEHUN B 3aPETUCTPUPOBAHHYIO LIEHY
IIPOU3BOIUTENS JIEKAPCTBEHHOI'O CPEJICTBA, YCIYTOIMOIY4YaTelb MPEAOCTABIISET B
roCyJapCTBEHHYIO 3KCIEPTHYIO OPraHU3aIUIO0 3asiBJIEHUE MO (hOpME, COTIIaCHO
npuioxkennto 1 k Hactoamum [IpaBunam.

B cnydae BBO3a JiekapCTBEHHOTO CpEeJICTBA Ha TeppuToputo PecnyOnmku
Kazaxcran nocie peructpaiuu 1eHbl Ha JIEKapCTBEHHOE CPEACTBO, YCIYTONOIyYaTeNlb
B TeyeHue 60 (ecThaecsT) KaleHIapHBIX JHEH CO JHS BBO3a B 00S3aTEILHOM MOPSJIKE
BHOCUT U3MEHEHHE B paHee 3apEruCTPUPOBAHHYIO IIEHY MPOU3BOIUTEIS.

80. Ilpu peructpanuu 1eHbl NPOU3BOIUTENS JIEKAPCTBEHHOTO CPEJCTBA K
3asIBJICHUIO IPUIIATal0TCs CAEAYIOIIHNE JOKYMEHTBI:

I[.]ISI OTCYCCTBCHHBIX IIpOPI3BOI[PIT€JICﬁ:
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1) 1OKYMeHT, MOATBEPKAAIOMINIA IPABO YCJIYTONOJIYy4YaTe s OCYIeCTBIATH
PerucTpanuio HeHbl WM BHeCeHHe U3MEeHEeHMH B 3aperiCTPUPOBAHHYIO LIEHY
NPOM3BOAUTE/ISI HA TOPrOBOE HAUMEHOBAHME JIEKAPCTBEHHOI0 CPeICTBA;

2) nadopmanus ¢ NOATBEPAKAAIUMH JOKYMEHTAMH (KOHTPAKT, I0r0BOP) 0
LeHAX JIEKAPCTBEHHBIX CPEACTB, peaju3yeMbIX B IPYyrux crpaHax 3a 12 mecsiues,
NpeAecTBYOIINX aTe MOAA4YH 3asIBJCHUS HA PErHCTPALMIO I[EHBbI.

B ciryyae oTCyTCTBHSA peajiu3aluy B IPYrUX CTPaHAX, YCJAYronoaydareib
NOATBEPKIAET OTCYTCTBHE pealu3alui Ha pupMeHHOM OJ1aHKe
YCJIyromnoJsy4areJisi, 3aBepeHHOM MOANHUCHI0 YIIOJTHOMOYEHHOI0 JINIA
yCJayronosayqareJis.

JIJ1s1 MHOCTPAHHBIX MPOU3BOANTEIEH JIEKAPCTBEHHBIX CPEACTB M 1JIA
3aKa3YMKOB KOHTPAKTHOI'O NPOU3BO/ICTBA JIEKAPCTBEHHOI0 CPe/ICTBA:

1) 1OKYMEHT, NOATBEPKAAOIIUI MPABO YCJIYTrOMOoJIy4aTesisi OCylleCTBIATh
PEerucTpPauMIO LEeHbI WM BHECCHUE U3MEHEHUH B 3aperdCTPUPOBAHHYIO LIEHY
NPOU3BOJNTE/ISI HA TOPrOBOE¢ HAMMEHOBAHUE JIEKAPCTBEHHOI'0 CPEeICTBA;

2) nndopmanusa Ha GUPMEHHOM OJIAHKE YCJIYTromnoJyqdarTe’isi, 3aBepeHHas
NOANUCHIO YIIOJJHOMOYEHHOI0 JIUIA YCJIYIONnoJIy4yaresisi 0 ieHaX B pe)epeHTHBIX
CTPaHax, B CJIy4yae OTCYTCTBHS IleH B pepepeHTHbIX CTPAHAX - B CTPaHe
NPOU3BOAUTEJIS;

3) Konusi JOKYMEHTA, NOATBEPKAAI0IIAS 1eiiCTBYIOIIYI0 NATEHTHYIO 3a1UTY
OPUTHHAJILHOIO0 JIEKAPCTBEHHOT 0 MpenaparTa ujiu 6MoJI0ru4ecKoro
OPUTHHAJIBLHOTO JIEKAPCTBEHHOT 0 Mpenapara ¢ yka3aHueM JaThl HCTeYEeHUs
AeMCTBUSI NATEHTHOM 321U THI, JIUO0 MUCHMO OT 3aBO/Ia-NIPOU3BOAUTEIIS WIH
JAepKaTeis perucTPAlMOHHOI0 YA0CTOBEPEHNs, OATBEP:KIaI0IIee
OPUTMHAJBHOCTD Mpenapara.

81. Perucrpanus neHbl NpOU3BOIUTENS JIEKAPCTBEHHOTO CPEACTBA U BHECEHUE
VU3MEHEHUN B 3apETrUCTPUPOBAHHYIO LIEHY IMPOU3BOJAMTEIS JIEKAPCTBEHHOTO CPEICTBA
OCYLIECTBJISIETCS. HA OCHOBAHMH MOJAHHOTO 3asBJICHUS B CPOK He no3aHee 10 (aecsatp)
pabouux JIHEW CO HS MPEJOCTABICHUS YCIYTOnoayyaTeIeM 3asBICHUS.

82. T'ocynapcTBeHHas HKCIIEPTHASI OpraHU3alns PErUCTPUPYET LIEHY
MPOU3BOJIUTENS P COOTBETCTBUU KPUTEPHIO:
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1) mpenocTaBieHHas 1IeHa TPOU3BOIUTENS JIJIs BBO3UMBIX JICKAPCTBEHHBIX
cpeacts s PecriyOnuku Kazaxcran He mpeBBIIIacT CpeIHEE 3HaUSHUE TPEX
MUHHUMAaJIBHBIX 1I€H U3 YUCJIa MOIaHHBIX B 3asBJICHUH pePEpPEHTHBIX CTPaH, a TAK)Ke HE
MIPEBBIIIACT CPEIHEE 3HAUCHUE TPEX MUHUMAJIbHBIX IIE€H, MOJYUYEHHBIX U3 TAHHBIX
caliTOB MEXIyHApOHBIX OpraHu3aiuii. B ciyuae eciu koaudecTBo pedepeHTHBIX
CTpaH MEHEE TPEX, LIEHA TPOU3BOAUTENS HE MIPEBBIIIAECT CPEAHETO 3HAUCHUS LIEH
IpEACTaBICHHOT0 KOJIMYeCTBA peePEHTHBIX CTPaH, a TAKXKE HE MPEBHIIIACT CpeaHEE
3HAYEHHE 1IEH, MMOJYYEHHBIX U3 JAHHBIX CAUTOB MEXYHAPOIHBIX OPraHU3AIUN.

[Ipu OTCYyTCTBUU TOCYAAPCTBEHHON PErUCTPALlUU JIEKAPCTBEHHOTO CPEJICTBA B
pedEepeHTHBIX CTpaHax, lieHa MPOU3BOIUTEISI HE IPEBBIIIACT 3HAYEHUS 1IEHbI B CTpaHe-
IPOU3BOAUTEIIS.

2) npeaocraBjJdcHHAdA HEHA OTCIYCCTBEHHOI'0O ITPOU3BOJAMUTE/ISA HE ITPEBLIIIACT
IEH JICKAPCTBEHHBIX CPEACTB, P€AJIN3yEMbIX B IPYI'UX CTPpaHaXx.

83. IIpn BHECEHMU U3MEHEHNN B 3apETUCTPUPOBAHHYIO LIEHY IPOU3BOAUTEINS
JIEKAPCTBEHHOT'O CPEACTBA, K 3asBJIICHUIO IIPUJIAratOTCs CIEAYIOIIUE JOKYMEHTHI:

JI1s1 OTeYEeCTBEHHBIX MPOU3BONUTEIICH:

1) TOKyMEeHT, MOATBEPKAAOIINI MPABO YCIYTONOIydaTels OCyIeCTBISATh
pPETUCTPAIUIO IIEHBI WM BHECEHUE U3MEHEHUN B 3apETUCTPUPOBAHHYIO LIEHY
MIPOU3BOAUTEIIS;

2) uadopmanus ¢ MOATBEPKIAIOIMMUMEI JOKYyMEHTaMU (KOHTPAKT, JOTOBOP) O
[IEHAX JIEKAPCTBEHHBIX CPEJICTB PeaIn3yeMbIX B IPYTUX CTpaHax 3a 12 MecsIies,
MPEANIECTBYIOMIUX JaTe MOAa4U 3asBJICHUS HA PETUCTPAIUIO TUOO BHECEHUS
W3MEHEHUN B 3apErUCTPUPOBAHHYIO LICHY.

B cityyae oTcyTCcTBUS peanu3alu B JPYTrUxX CTpaHax, yCIayronoiaydareib
MOJTBEPKIAAET OTCYTCTBUE peau3aliKi Ha PUPMEHHOM OJIaHKE YCIyTronoyyqyaress,
3aBEPEHHOM MOANKCHIO YIIOJTHOMOYEHHOTO JIMIA YCIYTOMOay4aTes;

3) Uit IEKapCTBEHHBIX CPEJCTB, CPOK JIEUCTBUSI PErUCTPALIMOHHOTO
YAOCTOBEPEHUS KOTOPBIX HA MOMEHT MOJAa4M 3as1BJICHUS HUCTEK, IPOU3BEICHHBIX HA
teppuropun Peciybnmku Kazaxcran 10 uctedueHus cpoka ASMCTBUS PEruCTPalMOHHOTO
YAOCTOBEPEHMS JIEKAPCTBEHHOT'O CPEJCTBA, IPEIOCTABISAIOTCA JOKYMEHTHI,
MOJATBEPKAAOUIUE POU3BOJICTBO JIEKAPCTBEHHOTO Cpe/IcTBA (Konus cepTuduKara o
COOTBETCTBUM NMPOAYKIMH).
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P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.07.2025

I[J'I?I 3aKa3YMKOB KOHTPAKTHOT'O IIPOU3BOJACTBA JICKAPCTBCHHOI'O CPCACTBA:

1) TOKyMEHT, MOATBEPKIAIOIINNA [TPABO YCIYTrONOJy4aTeNsi OCYLIECTBIATh
PETMCTPALIMIO LIEHBI WIM BHECEHUE U3MEHEHUI B LIEHY IIPOU3BOJAUTEILS;

2) undopmarus Ha GUPMEHHOM OJIaHKE YCIYTomnoaydaTess, 3aBepeHHas
TIOJIMUCHIO YITOJTHOMOYEHHOTO JIUIIA YCIIYTOIOIy4YaTesl O IieHaX B peepeHTHBIX
CTpaHax, B CIy4ae OTCYTCTBUS IIeH B pe()epEHTHBIX CTPAaHAX, B CTPAHE MPOU3BOIUTEIS;

3) Komusi JOJTOCPOYHOTO JOTOBOPA MOCTABKU C 3aKa3UMKOM KOHTPAKTHOTO
IIPOU3BOJICTBA JIEKAPCTBEHHOTO CPEeACTBa ¢ HHpopMaluen o rieHe npousBoaurens JIC,
JEUCTBYIOIIEr0 HA MOMEHT MOJIauy 3asiBJICHUSI HA PETUCTPALIUIO JTMOO BHECEHUS
WU3MEHEHU B 3apErUCTPUPOBAHHYIO LIEHY;

4) nns 1eKapCTBEHHBIX CPEJNICTB, CPOK JIEUCTBUS PETUCTPALUOHHOTO
YJOCTOBEPEHUSI KOTOPBIX HA MOMEHT I0JIa4M 3asBJICHUS UCTEK, TPOU3BEICHHBIX Ha
tepputopun Peciy6nmku Kazaxcran 1o ucTedeHus cpoka ACHCTBUS PETUCTPAITMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO CPEACTBA, ISl U3BMEHEHUS 3aPETUCTPUPOBAHHON LIEHBI
MPEIOCTABIISIOTCSA TOKYMEHTHI, TOATBEPKAAIOIINE TPOU3BOACTBO JIEKAPCTBEHHOTO
cpenctBa (komus cepTudukaTa O COOTBETCTBUH MPOTYKITHH).

JI1s1 THOCTPAaHHBIX TPOU3BOAUTEIICH:

1) TOKyMEeHT, MOATBEPKAAOIINI MPABO YCIYTONOIydaTels OCyIeCTBISATh
PETUCTPAIUIO IIEHBI WM BHECEHUE U3MEHEHUN B LIEHY NMPOU3BOIUTENS, BKIIOUAs TPABO
IPEIOCTaBIATh HH(GOPMAIIHIO O IIEHaX B pe)ePEHTHBIX CTPAHAX M O IEHAX
(haKkTUYECKHX BBO3OB;

2) KOsl TOKYMEHTA, MOATBEPIKIAIOIIETO IIEHY JISKAPCTBEHHOTO CPEJICTBA
(xomusi UHBOMCA (HaKJIaIHOM), cUeT-(PaKTyphl) MOCAEAHEr0 BB03a 32 BLIYE€TOM CKHIKH
3a 12 MecsiieB, NpeAIeCTBYIOIINX IaTe MOAA4YH 3asiBJIeHsl (IIpU HAJTUIUU
(haKTUYECKOT0 BBO3a), 32 UCKIIFOUCHUEM CITydaeB BBO3a Ha TEPpUTOpHI0 PecryOnnku
Kazaxcran nekapCTBEHHOIO Cpe/ICTBa HA OCHOBAHUSX, IPEAYCMOTPEHHBIX MOAITYHKTOM
4) cratbu 252 Konekca.

[Ipu orcyTcTBUM (haKTHUECKUX BBO3OB 3a MocienHue 12 MecAiies,
MPEAOCTABIISIOTCS KOMUU IOKYMEHTOB 3a MpeAbIayuii nepuo 12 Mecsiies.

[Ipu orcyTcTBUM (haKTUUECKUX BBO30B 32 YKa3aHHBINA MEPUO/I, YCIyTOMOIyYaTelb
MOJTBEPKIAET OTCYTCTBUE BBO3a HAa (PUPMEHHOM OJIaHKE yCIIyTrOMoydaTes,
3aBEPEHHOM IMOAIUCHI0 YIIOJHOMOYEHHOTO JIMIA YCIYTONOIyYaTes;
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3) Komus TaMOXXEHHOU JeKJIapaluu K JOKYMEHTY, YKa3aHHOMY B IIOJITYHKTE 2)
nyHkTa 83 [TpaBun (AJ1s1 HHOCTPAHHBIX TPOU3BOIUTEIIEH);

4) KoTMsl KOHTPAKTa WJIN JIOTOBOPA O MMPHOOPETCHUH JICKAPCTBEHHOTO CPEICTBA C
LIEHOM, IEUCTBYIOIIEH HA MOMEHT MOJa4YM 3aABJICHUS HA U3MECHECHUE
3apErUCTPUPOBAHHON IIEHBI JIEKAPCTBEHHOTO CPEACTBA;

5) Konusi AOKYMeHTA, MOATBEPKAAI0NIasA AeliCTBYIONIYI0 NATEHTHYIO 3aIUTY
OPUTMHAJBHOIO JIEKAPCTBEHHOT0 Npenapara ujin 0MoJ0rn4ecKoro
OPUTHHAJILHOTIO JIeKAPCTBEHHOI'0 NMpenapara ¢ yKa3aHueM JAaThl HCTeYeHHs
AeficTBUS MATEHTHOM 321U ThI, JIN0O0 MUCHMO OT 3aBOA-IIPON3BOANTEJISA UIH
JAeprKaTesisi perHCTPAIMOHHOTO YA0CTOBEPEHN s, MOATBEPKIAI0IIee
OPUTHHAJILHOCTH NMpenapara;

6) 1JiM1 JIeKapPCTBEHHBIX CPEACTB, CPOK e CTBHS PErHCTPAIUOHHOTO
YAOCTOBEPEHHUS KOTOPBIX HA MOMEHT MOJAAa4H 3asiIBJICHUS UCTEK, BBE3CHHbIX HA
Teppuropun Pecnyosmmku Kazaxcran 10 ucreueHusi Cpoka aeicTBUs
perncTpaunoHHoro ynocrosepenus JIC, npenocraBisiloTcsi JOKYMEHTBbI,
NMOATBEPKIAIIINE BBO3 JICKAPCTBEHHOI0 CPEACTBA: KONMS cepTH(PUKATA
COOTBETCTBUM MPOAYKIMH, KON TAMOKEHHOM AeKJIapauuu.

Csenenus o JIEKAPCTBECHHOM CPEACTBE B 3adiBJICHUH YKAa3bIBAIOTCH B
COOTBCTCTBHMA C PErUCTPAIMOHHBLIM Y10CTOBECPCHHUEM.

I'ocymapcTBeHHas SKCEpTHAS OpraHn3anus IPOBOAUT CPAaBHEHHE
IPEIOCTABICHHBIX JJAHHBIX YCIYrONoIy4aTeIeM Ha COOTBETCTBUE TPEOOBAHUAM
HacTosiuux [IpaBun v JaHHBIX U3 UHTETPUPOBAHHON MH(OPMAIITMOHHON CUCTEMBI
TaMOKEHHBIX OPraHoOB.

84. BHeceHne U3MEHEHM B 3apETUCTPUPOBAHHYIO LIEHY ITPOU3BOAUTENS
JIEKapCTBEHHBIX CPEACTB IPOU3BOINUTCA Ha OCHOBAHUM 3asIBJICHUS U ITPUIIATa€MbIX
JNOKYMEHTOB, YKa3aHHBIX B IyHKTE 83 Hacrosmux [Ipasuir.

85. BHeceHne N3MEHEHNI B 3apETUCTPUPOBAHHYIO LIEHY POU3BOAUTEINS IS
BBO3MMBIX JIEKAPCTBEHHBIX CPEJICTB, CPOK JAECUCTBUS PETUCTPALMOHHOIO YA0CTOBEPEHUS
KOTOPBIX Ha MOMEHT T10J1a4M 3asBJICHUS UCTEK, BBE3CHHBIX HA TEPPUTOPHUIO
PecnyOnuku Kazaxcran 10 ucTedeHUs: CpoKa AEHCTBHS pErUCTPALIMOHHOTO
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YAOCTOBEPEHMUSI, OCYILECTBIISIETCS HA OCHOBE CBEICHUH O 1IeHaX (PaKTHUYECKUX BBO30OB B
Pecny6nuky Kazaxcran 3a mocnennue 12 MecsiieB cpoka JeHCTBUS PETUCTPAIIMOHHOTO
YAOCTOBEPEHHUSL.

B ciiyuae orcyTcTBus (pakTUUECKUX BBO3OB 3a MocieaHue 12 Mecsies,
MPEAOCTABISAIOTCS KOMUU IOKYMEHTOB 3a MPEAbIAyuii nepuo 12 Mecsiies.

Bnecenre u3MeHeHU B 3apeTUCTPUPOBAHHYIO IIEHY TPOU3BOIUTENSI CPOK
JEUCTBUS PETUCTPAIIMOHHOTO YI0CTOBEPEHUSI KOTOPHIX HA MOMEHT TTOJa4M 3asBICHUS
MPUOCTAHOBJIEH, OCYILECTBIISIETCS B MMOPSJKE U B CPOKH, IPEAYCMOTPEHHbBIE TyHKTAMU
79, 80, 81, 82, 83, 84 u 85 nacrosmux [IpaBui.

86. Ilpu oTcyTcTBHM BBO3a Ha TeppuToputo Pecniybnuku Kazaxctan BBO3UMOTo
JIC B Teuenue nocieaaux 24 MecsIeB 10 BHECEHHU U3MEHEHUN B
3apPErUCTPUPOBAHHYIO LIEHY ITPOU3BOAUTENIA, LIEHA TPOU3BOIUTEIISI PETUCTPUPYETCS HA
OCHOBAHUU:

1) KOHTpaKTa WM I0rOBOpa O MPUOOPETEHUH JIEKAPCTBEHHOT'O CPEACTBA
JNEeUCTBYIONIEr0 HA MOMEHT MO/1auy 3asiBJICHUS] HA BHECECHUE U3MEHEHUN B
3apErUCTPUPOBAHHYIO LIEHY IPOU3BOIUTES;

2) cBeZIeHHH O 1IeHE B pe)epEeHTHBIX CTpaHaxX WM B CTPAHE-IIPOU3BOIUTENS IPU
OTCYTCTBUHU FOCYJApPCTBEHHOM PErucTpaliy JEKapCTBEHHOTO CPEICTBA B pehepeHTHBIX
CTpaHax.

87. 'ocynapcTBeHHas 3KCIIEPTHAS OPraHU3alKs TPOU3BOAUT BHECCHUE
U3MEHEHHI B 3apErUCTPUPOBAHHYIO IIEHY MPOU3BOAUTENS IPU COOTBETCTBUU
CIEAYIOIIUM KPUTEPHUSIM:

1) mpenocTaBieHHas eHa TPOU3BOAUTENS U1l BBO3UMBIX JIEKAPCTBEHHBIX
cpenctB s Pecriybnuku Kazaxcran He mpeBBIIAET CpeiHee 3HAUCHUE TPEeX
MUHHUMAaJIBHBIX 1IE€H U3 YUCJIa TIOIaHHBIX B 3asBJICHUH peEpPEHTHBIX CTPaH, a TAK)Ke HE
MPEBBIIIACT CPEAHEE 3HAUCHHUE TPEX MUHUMAIbHBIX 1I€H, MOJYYEHHBIX U3 JaHHBIX
CalTOB MEXIYHAPOHBIX OpraHu3anuii. B ciydae ecnu kKonuuecTBo peepeHTHBIX
CTpaH MEHEE TPEX, LIEHA MPOU3BOAMUTENS HE IPEBBIIIAET CPEIHETO 3HAUCHHUS LIEH
MIPEICTaBIIEHHOTO KOJMYeCTBa pe(hepeHTHBIX CTpaH, a TAK)KE HE MPEBBIIIAET CPETHEE
3HAYEHHUE LIEH, OJYYCHHBIX U3 JAHHBIX CATOB MEXTyHAPOIHBIX OpraHU3aLIUM.
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[Ipu oTCYyTCTBHM rOCYJapCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOT'O CPEACTBA B
pedepeHTHBIX CTpaHax, [IeHa MIPOU3BOIUTENS HE MPEBHINIACT 3HAUCHUS LIEHBI B CTPaHe-
MIPOU3BOIUTEIIA.

2) npenocTaBlieHHAs 1IeHa TPOU3BOIUTEIIS HA BBOZUMBIC JICKAPCTBEHHbBIC
CpeJlICTBA HE BbIIIE 3HAYEHUS 1I€H, YKa3aHHBIX B MPEJOCTABICHHBIX IOKYMEHTAX,
MOATBEPKAAIOIINX IIEHY JICKAPCTBEHHOTO CpeACcTBa (KOMUsI HHBOMCA, TAMOXXEHHON
JEKIapayy Win c4eT-QaxTypbl (HaAKIaTHON)) MOCIETHETO BBO3a 32 BBIYETOM CKUIIKU;

3) npenocTaBIeHHAA LEHA POU3BOAUTEISI HA BBO3MMBbIE JIEKAPCTBEHHbIE
CPEACTBA He BbILIE 3HAYCHUSA LEH, 1eiICTBYIOIIMX HA MOMEHT IOAA4H 3asiBJICHUS
HAa BHECEHUE M3MEHEHUH B 3aPeruCTPHMPOBAHHYIO LIEHY IPOU3BOAMTEIS H
YKa3aHHBIX B MIPEIOCTABJICHHBIX JOKYMEHTAX, NOATBepkAamux ueny JIC
(koHTpaKT MM 10r0oBOP 0 npuodperenuu JIC, neiicTByOIUii HA MOMEHT NOAAYH
3asiBJICHMS);

4) mpcaOoCTaBJICHHAA ICHA OTCYCCTBCHHOI'O IMPONU3BOJANUTCIIA HC ITPCBBIMIACT IICH
JICKAPpCTBCHHLIX CPCACTB, pCAIN3YyCMbBIX B JJPYI'UX CTpaHAX;

5) IMpCaAOCTAaBJICHHAA LICHA ITPOU3BOAUTCIIA HC IIPCBBIIIACT LICH Ha JICKAPCTBCHHLIC
cpeacTBa J0JIrOCPpOYHOro A0roBopa moCTaBKu € 3aKa3YMKOM KOHTPAKTHOI'O
IMPOU3BOACTBA JICKAPCTBCHHLIX CPCIACTB.

88. 'ocymapcTBeHHas SKCIIEpTHAS OpraHU3alysl POBOJAUT CPAaBHEHUE
IIPEIOCTaBICHHBIX JAHHBIX, YKa3aHHBIX B IyHKTe 87 Hacrosauux [IpaBui, Ha
COOTBETCTBHE TPEOOBaHUAM HACTOSIIIMX [IpaBui v TaHHBIX U3 UHTETPUPOBAHHOM
MH(POPMAITMOHHON CUCTEMbI TAMO>KEHHBIX OPT'aHOB.

89. I'ocynapcTBEHHAas SKCIIEPTHAsT OpraHU3alMsl BBIIAET 3aKJIFOUEHHE O
perucTpaluru UeHbl MO0 0 BHECEHUU U3MEHEHUH B 3apErUCTPUPOBAHHYIO IIEHY
IPOU3BOJUTENS, COTJIACHO MPUIIOKEHUIO 5 K HacTosiuuM [IpaBuiam.

90. B cityyae HECOOTBETCTBUS 3apETUCTPUPOBAHHON LIEHBI KPUTEPHUSIM,
yKa3aHHBIM B IyHKTaxX 82 u 87 Hacrosmmx [IpaBui, rocygapcTBeHHas SKCIIEpTHAS
OpraHU3alys HAMPaBJIIeT MOTUBUPOBAHHBIA OTKA3 B PETUCTPAIIMH IICHBI, JITOO BO
BHECEHUU W3MEHEHUH B 3apErUCTPUPOBAHHYIO IIEHY MPOU3BOIUTEINS 110 hopMme,
coriacHo npuioxenuto 10 k HacTosmuMm [IpaBumam.
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91. YcnyromnonyyaTenb 00eCIEUrBAET TOCTOBEPHOCTD, TIOJIHOTY U COJICPKAHUE
NPE0CTaBICHHBIX IOKYMEHTOB B COOTBETCTBHUH C JCHCTBYIOIINM 3aKOHOIATEIHCTBOM
PecnyOnnku Ka3zaxcran n Hactosiiuumu [IpaBunamu.

[IpenocraBneHne yCciIyronoiay4dareaeM HETOCTOBEPHBIX JAHHBIX SIBIISIETCA
OCHOBAHHUEM JJI OTKAa3a B PETUCTPALlMU LIEHbI UM BHECEHUN U3MEHEHUI B
3apETUCTPUPOBAHHYIO LIEHY IPOU3BOIUTEIIS.

92. IleHbl MpOU3BOAUTENA HA JIEKAPCTBEHHBIE CPEACTBA PETUCTPUPYIOTCS 32
NOTPEOUTENBCKYIO YIIAKOBKY, OT/IETFHO HAa KaK10€ TOPrOBOE€ HAUMEHOBAHUE C yIETOM
JIEKapCTBEHHOM (DOPMBI, IO3UPOBKH, KOHIICHTpAIIMHU, 00beMa, (PacoBKH, MPOU3BOIUTENS
Y PETUCTPALIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO CPEACTBA HA ATy MOJaun
3asIBJICHUS O PETUCTPALIMHU [IEHBI POU3BOIUTENS, TNOO U3MEHEHUS
3apEruCTPUPOBAHHON LIEHBI POU3BOIUTEIS.

93. B cnyyae ecnu B paMKax OJJHOTO PETUCTPALIMOHHOTO YIOCTOBEPEHUS
3apEeruCTPUPOBAHO HECKOJIBKO MPOU3BOAMTEIEl, BADHAHTOB MOTPEOUTEIbCKUX
YIaKOBOK, JO3UPOBOK, (pOPMBI BbINYKA, 00beMa U (hacOBOK JICKAPCTBEHHBIX CPEICTB,
YCIIyTOIOIyYaTeNb MPEJOCTABIISET 3asBJICHUE OTIEIBHO JIUISl KaXK0T0 U3 BApUAHTOB.

94. IIpu KOHBEpTALIMM WHOCTPAHHOM BAJIFOTHI IIEH YKA3aHHBIX B 3aBJICHUN: LICHBI
IPOU3BOIUTENS, KOMTMU UHBOMCA (HAKIAAHON) WM CUET-(PaKTypPhl, a TAKKE B KOHTPAKTE
WJIH JIOTOBOPE O MPUOOPETEHUH JIEKAPCTBEHHOT'O CPEACTBA B HALIMOHAIBHYIO BAIIOTY
Pecny6nuku Kazaxcran ncnonb3ytorces oduiiMaibHbie KypChl HHOCTPaAHHBIX BajiOT B
CpellHEM 3a Mecsill, MPEIIECTBYIOIIMM mojaue 3asBiaeHus (cpeaHnii 0OMEHHBIN KypC)
Hauuonansaoro banka PecnnyOnuku KazaxcraHn.

95. Ilpu oTCYyTCTBUM O(PHUIMAIBHOIO Kypca BaIIOT B IEPEUHE NHOCTPAHHBIX
BAJIIOT, YTBEPKIECHHOM NocTaHoBIeHUEM [IpaBnenns HanmonansHoro banka
Pecny6nuku Kazaxcran ot 24 aBrycra 2012 roma Ne 242 «OG0 ytBepxaenuu [Ipasun
YCTaHOBIJICHUS O(QUIMATIEHOTO Kypca HallMOHAIbHOUM BaOThl PecyOnmmku Kazaxcran k
MHOCTPaHHBIM BaJIIOTaM» (3aperUCTpUpOBaH B PeecTpe rocy1apcTBEHHON perucTpaluu
HOPMAaTHUBHBIX MPAaBOBBIX akTOB 1o Ne 7977), unpopmaius 0 neHe B pePepeHTHBIX
cTpaHax nojaaercd B nosuapax CoenuHeHHbIX LITaToB AMEpUKH COINIACHO PACUETHOMY
KypcCy Omnepaluii 3a NpeecTBYOIINI Mecs, NPEeJIOCTABICHHBIX Ka3HAUYEHCTBOM
Opranuzanuun O0beaguHeHHBIX Harunii, Ha caiite https://treasury.un.org.

96. B nepuo/1 OrpaHUYUTENIbHBIX MEPOIIPUATUI, B TOM YUCJIE KApAaHTHUHA,
BBEJICHHS YPE3BBIYANHOIO OJIOKEHUS, BOSHUKHOBEHUSI UYPE3BbIYAHBIX CUTYallUN
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COIMAJILHOTO, IPUPOJHOTO M TEXHOTEHHOT'O XapaKTepa Ha TeppuTopun PecryOnuku
Kazaxcran, ocymectBisercs ocoOblil mopsaok (opMUpOBaHUA MpeAesbHbIX 1eH Ha JIC
JUTSl OITOBOM M pOZHUYHOM peanu3aliuu, a Takxke B pamkax (ganee — [OBMII) u (wim) B
cHUCTEeMe 0053aTEILHOTO COIMAILHOI0 MEAUITMHCKOTO cTpaxoBaHus (nanee — OCMC).

97. Ilpu ocoboM TopsIKEe YITOJTHOMOYCHHBIA OpraH HaIPaBJsIeT B
rocyJapCTBEHHYIO SKCIEPTHYIO opranu3anuio crnucok JIC ¢ yueTom jJekapcTBeHHOM
(popMBbI, 103MPOBKH, KOHIEHTPALMN U 00beMa 110 MEXITYHAPOJHOMY
HEMaTeHTOBAaHHOMY HAMMEHOBAHUIO 1Jis (POPMUPOBAHMS MTPEIETbHBIX 1IEH HAa TOPTOBOE
HanMeHoBaHue JIC s onTOBOM M pO3HUYHOM pealin3alny, a Takxke B pamkax ['OBMII
u (mn) B cucteMe OCMC, B COOTBETCTBUM C PETPECCUBHOM MIKATOM HAIICHOK.

98. B cityyae MecI4HOT0 U3MEHEHUS 0OOMEHHOTO Kypca TeHIe K HHOCTPAHHBIM
BaytoraM Ha 10 mam Gosee MpoIeHTOB U (WJIK) MPEBbIIeHUS (aKTUUECKON TOJI0BOM
UHQIISIIIMY BepXHEH IpaHUIlbl [IEJIEBOTO KOpuaopa Oosee ueM B 1,5 paza, npeneiabHbie
1IEHBI POPMUPYIOTCS IO TOProBOMY HanMeHoBaHuIO Ha JIC myTeM HagOaBKH K IICHE
MIPOU3BOJIUTENIS MPOIEHTHOT'O 3HAYEHHS, MPEIOCTABISIEMOr0 YIIOJHOMOYEHHBIM
OpTaHOM.

99. B ciiyyae MecI4HOT0 U3MEHEHUS 0OOMEHHOTO Kypca TeHIe K HHOCTPAHHBIM
BamtoraM Ha 10 miam 6osee MpoIeHTOB U (MJIM) YMEHbIIEHUs (PaKTUUECKOM ro10BOM
UHQIISIIMY BepXHEN IpaHUIlbI [IEJIEBOTO KOpuaopa Oosee ueM B 1,5 paza, npeneiabHbie
IIEHBI POPMUPYIOTCS IO TOPrOBOMY HanMeHoBaHMO Ha JIC myTeM BbIYETa OT I[EHBI
MPOU3BOJIUTENS MPOIEHTHOT'O 3HAYEHUS, MPEIOCTABISIEMOr0 YIIOJTHOMOYEHHBIM
OpTaHOM.

100. ®opmupoBanue npeaenbabix red JIC mpoBoauTtcst B HGOPMAITMOHHON
CUCTEME YTOJIHOMOYEHHOTO OpraHa ImyTeM aBTOMaTHYECKOTO J00aBICHUS K
3apETUCTPUPOBAHHON 1IEHE MPOU3BOAUTENS HALICHKU JJIs1 ONTOBOW pealIn3allui,
b depeHInpoBaHHOM UCXO/ISI U3 BETMYHUHBI 3aPETUCTPUPOBAHHOM 11€HBI
IIPOU3BOJUTENS U COCTABIIAIOT:

1) 25 % nns JIC, croumocthio 70 350,00 TeHTe BKIIOUYUTEIBHO;

2) 23,5 % nns JIC, croumocthio cBbimie 350 Tenre u 1o 1000,00 Tenre
BKJIFOUNTEILHO;

3) 22 % nns JIC, croumocTtsto cBbiiie 1000 tenre u 1o 3000,00 Tenre
BKJIFOUUTEIHHO;
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4) 20,5 % nns JIC, croumoctsio cBbiiie 3000 tenre u g0 5000,00 Tenre
BKJIFOYUTEIBHO;

5) 19 % naa JIC, croumoctsto cbitiie S000 tenre u 1o 10000,00 Tenre
BKJIFOUMTENHHO;

6) 17,5% nnsa JIC, croumocTtsio cBoire 10000 terre u o 20000,00 Tenre
BKJIIOYMTENILHO;

7) 16 % nns JIC, croumocthio cBbiiie 20000 tenre u g0 40000,00 Tenre
BKJIFOUHMTEIILHO;

8) 14,5 % nnsa JIC, croumoctsio cBbitie 40000 tenre u 1o 100000,00 Tenre
BKJIFOUMTENHHO;

9) 13 % nns JIC, croumocTtsto cBbiiie 100000 tenre u o 200000,00 Tenre
BKJIFOYUTEIBHO;

10) 11,5 % nnsa JIC, croumoctsio cBbiiie 200000 Tenre u 10 500000,00 Tenre
BKJIFOUUTENBHO;

11) 10 % nns JIC, croumocTtsio cBaimie S00000 Tenre.

101. OnrroBbie HaneHku Ha JIC npu oco6om nopsiike aAudepeHIupyoTes B
COOTBETCTBHUH C PETPECCUBHOM MIKATOM HAIIEHOK U COCTABJISIOT:

1) 10 % nns JIC, croumocthio 10 350,00 TeHTe BKIIOUYUTEIBHO;

2) 9,75 % nns JIC, croumocthio cBoiiie 350 Tenre u 1o 1 000,00 Tenre
BKJIIOUMTEBHO;

3) 9,5 % nas JIC, croumocTtsio cBbiiie 1 000 tenre u g0 3 000,00 Tenre
BKJIFOUHTENHHO;

4) 9 % nns JIC, croumoctbio cBaiie 3 000 Tenre u 1o 5 000,00 Tenre
BKJIIOUHUTEIILHO;

5) 8,5 % nna JIC, croumoctsio cBbitie 5 000 terre u g0 10 000,00 Tenre
BKJIIOUYHMTEILHO;

6) 8,25 % nna JIC, croumoctsto cBbitie 10 000 tenre u go 20 000,00 Tenre
BKJIFOUHTENHHO;

7) 8 % nns JIC, cronmocthio cBbimie 20 000 tenre u g0 40 000,00 Tenre
BKJIIOUHUTEIILHO;
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8) 7 % nmns JIC, croumocTtrio cBoiiie 40 000 terre u 1o 100 000,00 Tenre
BKJIIOUMTEBHO;

9) 6,5% nis JIC, croumocTtsio cBbiie 100 000 tenre u go 200 000,00 Tenre
BKJIFOUMTENHHO;

10) 6% nns JIC, croumocTsto cBbitie 200 000 tenre u g0 500 000,00 Tenre
BKJIFOYUTEIBHO;

11) 5,5 % nna JIC, croumoctsio cBbitie 500 000 TeHre.

102. ®opmupoBanue npeaenbHbix 1eH JIC ais po3HUYHON peanu3anuu
IPOBOJUTCS B MH(DOPMAIITMOHHON CUCTEME YIIOJTHOMOYEHHOTO OpraHa ImyTeM
aBTOMATUYECKOTr0 J100aBJIEHUS K MPEAEIbHOM 1IeHe Ha ToproBoe HaumeHoBanue JIC s
ONTOBOM pean3aliii pO3HUYHOMN HalleHKH, AU(dHepeHITuPOBAHHON UCXOIA U3
BEJIMYMHBI IPEACIIBHON 1IEHBI HA TOProBoe HaumeHoBanue JIC st onToBo
peanu3anuu 3a MOoTpeOUTEIbCKYIO YIIAKOBKY.

103. Po3nnunas Harenka Ha JIC auddepeHupyercs B COOTBETCTBUU C
pPErpeccMBHOM MIKAJIOW HAIIEHOK U COCTABIISIET:

1) 30 % nns JIC, croumocthio 10 350,00 TeHre BKIIOUUTEIBLHO

2) 29 nns JIC, croumoctsio cBbimie 350 tenre u go 1 000,00 tenre
BKJIFOUHTENHHO;

3) 27,5 % nnsa JIC, croumoctsio cBoitie 1 000 tenre u go 3 000,00 Tenre
BKJIFOUMTENIHHO;

4) 25 % nns JIC, croumoctsio cBeiie 3 000 tenre u 10 5 000,00 Tenre
BKITIOUUTEIIHLHO;

5) 22,5 % nns JIC, croumoctbio cBbitie 5 000 tenre u 1o 7 500,00 Tenre
BKJIFOUHTENHHO;

6) 20 % mns JIC, croumocteio cBoitie 7 500 tenre u g0 10 000,00 Tenre
BKJIIOUMTEBHO;

7) 18% nus JIC, croumocTthio cBaimie 10 000 tenre g0 13 500,00 Tenre
BKJIIOUHMTEIILHO;

8) 16 % nnsa JIC, croumocTtsio cBoime 13 500 tenre u g0 20 000,00 Tenre
BKJIIOUHUTEIBHO;
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9) 14 % nns JIC, croumocTtsio cBbiiie 20 000 tenre u g0 40 000,00 Tenre
BKJIIOUHMTEIIBHO;

10) 12 % nns JIC, croumocTtsio cBoie 40 000 terre u o 100 000,00 Tenre

BKIIFOUHUTCJIBHO,

11) 10 % nnsa JIC, croumoctsio cBbiiie 100 000 Tenre.

104. Po3nuunas Haenka Ha JIC npu ocoboM nopske nuddepeHuupyercs B

COOTBETCTBHUM C PETPECCUBHOM IIKAJIOW HALICHOK U COCTABIISIET:
1)15 % nnsa JIC, croumocthio 10 350,00 TeHre BKIIOUYUTEIBHO;

2)14,5 % nns JIC, croumoctsio cBbiiie 350 Tenre u 10 1 000,00 Tenre
BKJIFOUHTENHHO;

3) 13,75 % nnsa JIC, croumoctsio cBhitie 1 000 terre u g0 3 000,00 Tenre
BKJIIOUMTENHHO;

4) 12,5 % nns JIC, croumocTtsio cBbiire 3 000 tenre u g0 5 000,00 Tenre
BKJIFOUNTENLHO;

5) 11,25 % nns JIC, croumoctbio cBeiie S 000 Tenre u 10 7 500,00 Tenre
BKJIFOUHTENHHO;

6) 10 % mns JIC, croumoctrio cBoitie 7 500 tenre u g0 10 000,00 Tenre
BKJIIOUMTEIBHO;

7) 9 % nna JIC, croumoctbio cBaimie 10 000 tenre g0 13 500,00 Tenre
BKJIFOUHMTEIILHO;

8) 8 % nys JIC, croumocTtsto cBeiiie 13 500 tenre u go 20 000,00 Tenre
BKJIIOUHUTEIILHO;

9) 7 % nnsa JIC, croumocthio cBbimie 20 000 tenre u g0 40 000,00 Tenre
BKJIIOUMTEIBHO;

10) 6 % nns JIC, croumocTthio cBbiiie 40 000 tenre u o 100 000,00 Tenre
BKJIFOUHTENHHO;

11) 5 % nns JIC, croumocTtsto cBeiiie 100 000 tenre.
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IIpenenbHas 11eHa Ha ToproBoe HaumMeHoBanue JIC 11 pO3HUYHOMN peanu3anuu
dbopMupyeTcs He BBIIIE CPEIHETO 3HAUCHUS OTITYCKHBIX IIEH B allTEYHBIX CETSX,
MOJTYYCHHBIC U3 HHTETPUPOBAHHON WH(GOPMAIIMOHHON CUCTEMBI YITOJTHOMOYEHHOTO
OpraHa rocy/IapCTBEHHBIX JIOXOJ0B M0 KOHTPOJbHO-KaCCOBBIM YEKaM.

105. ®opmuposanue npeaenbHbix eH B pamkax ['OBMII u (unm) B cucteme
OCMC Hna JIC mpoBoauTcsi B MUHPOPMAITMOHHON CUCTEME YITOJITHOMOUYEHHOI'O0 OpraHa
MyTEeM aBTOMATUYECKOro T0OABIEHUS K 3apETUCTPUPOBAHHOM 1IEHE HAIICHKU B paMKax
I'OBMII u (mnn) B cucreme OCMC, nuddepeHunpoBaHHOM UCXOsI U3 BETUUYHUHbI
3apEruCTPUPOBAHHON LIEHBI TPOU3BOAUTEIS U COCTABIISIOT:

1) 20 % nns JIC, croumocthio 10 350,00 TeHTe BKIIOUUTEIBHO;

2) 19,5 % nns JIC, croumocthio cBoiie 350 Tenre u 1o 1000,00 Tenre
BKJIFOUHTENLHO;

3) 19 % nns JIC, croumocTtsio cBbiie 1000 tenre u 1o 3000,00 Tenre
BKJIFOUUTENLHO;

4) 18 % nns JIC, crommocthio cBbimie 3000 tenre u 1o 5000,00 Tenre
BKJIIOUHUTEIILHO;

5) 17 % nns JIC, croumoctsio cBbiiie S000 tenre u go 10000,00 tenre
BKITFOUUTEIIHHO;

6) 16,5 % nna JIC, croumocTsto cBbiie 10000 tenre u o 20000,00 Tenre
BKJIFOUMTENLHO;

7) 16 % nns JIC, croumoctrio cBoitie 20000 tenre u g0 40000,00 Tenre
BKJIIOUUTEIBHO;

8) 14 % nna JIC, croumocTsio cBbitie 40000 tenre u 1o 100000,00 Tenre
BKJIIOUHMTEIIBHO;

9) 12 % nns JIC, croumocthio cBoimre 100000 terre u o 200000,00 Tenre
BKJIIOUHUTEIILHO;

10) 11 % nns JIC, croumoctsio cBaiiie 200000 tenre u 1o 500000,00 Tenre
BKJIFOUUTEIHHO;

11) 10 % nas JIC, croumocTtsio cBbiiie S00000 Tenre.
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106. Hantenku B pamkax 'OBMII u B cucreme OCMC nHa JIC npu oco6om
nopsiike TudpepeHIUpyOTCs B COOTBETCTBUM C PETPECCUBHOM IIKAJIOW HAIICHOK U
COCTAaBIISIIOT:

1) 10 % nns JIC, croumocthio 10 350,00 TeHTe BKIIOUYUTEIBHO;

2) 9,75 % nns JIC, croumocthio cBoiiie 350 Tenre u 10 1 000,00 Tenre
BKJIFOUUTENHHO;

3) 9,5 % nns JIC, croumocTtsio cbiiie 1 000 tenre u g0 3 000,00 Tenre
BKJIFOUMTENLHO;

4) 9 % nns JIC, croumoctbio cBaiie 3 000 Tenre u 1o 5 000,00 Tenre
BKJIIOUMTEIBHO;

5) 8,5 % nna JIC, croumoctsio cBbitie 5 000 tenre u g0 10 000,00 Tenre
BKJIFOUNTENILHO;

6) 8,25 % nna JIC, croumoctsto cbiie 10 000 tenre u go 20 000,00 Tenre
BKJIFOUHTENHHO;

7) 8 % nns JIC, croumocthio cBoimie 20 000 tenre u g0 40 000,00 Tenre
BKJIIOUHUTEBHO;

8) 7 % nns JIC, croumocTthio cBbiiie 40 000 tenre u o 100 000,00 Tenre
BKJIFOYUTEIBHO;

9) 6 % nnsa JIC, crommocThio cBbimre 100 000 terre u go 200 000,00 Tenre
BKJIIOUHUTEIILHO;

10) 5,5 % nna JIC, croumoctsio coitie 200 000 Tenre u go 500 000,00 Tenre
BKJIFOUUTENHHO;

11) 5 % nns JIC, croumoctsio cBaimie S00 000 tenre.

107. ITpenenbHas leHa HA MEXIYHAPOJHOE HEMATEHTOBaHHOE HauMeHoBaHue JIC
dbopmupyeTcs aBTOMaTUUECKU B UHPOPMAITMOHHOM CUCTEME YITOJITHOMOUYEHHOI'O OpraHa
Y HE JI0JIKHA MPEBBIIIATH CPETHETO 3HAYEHUS TPEX MUHUMAaIbHBIX MpeaenabHbIX meH JIC
B pamkax 'OBMII u (unun) B cucreme OCMC, chopMupoBaHHBIX 0 1 Mast TEKYIIIETO
roja.

B cnyuyae nannuus npegensHoit rieHsl JIC B pamkax 'OBMII u (unm) cucteme
OCMC 0TeuecTBEHHOTO TOBAPOIPOU3BOIUTENS, IPOU3BEACHHOTO B YCIOBUAX
HaJyIeXKallel MpOU3BOJCTBEHHOM MPAKTUKHU U TTOCTABJISIEMOr0 B paMKaX JIOJITOCPOUHBIX
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JOTOBOPOB, npeAenbHas nena Ha MHH onpenensiercs no npenensHon nene JIC
OTEYECTBEHHOI'0 TOBAPOIIPOU3BOUTEIS, IPOUM3BEIECHHOIO B YCIOBHX HaJUIeKaIEH
IPOU3BOICTBEHHOM MPAKTUKHU U MOCTABIISIEMOI0 B paMKaxX JOJITOCPOYHBIX JOTOBOPOB B
pamkax ['OBMII u (unu) cucreme OCMC.

108. ITpu HanM4uuu npeaeIbHON ONTOBOW U PO3HUYHOM LIEHBI, 4 TAK)KE B paMKax
I'OBMIT u (unm) B cucteMe OCMC Ha opUTrHHAJIBHBIN JIEKAPCTBEHHBIN MTperapar
npeaenbHas IeHa Ha TOproBoe HanmeHoBanue JIC 11t onTOBOM M pO3HUYHOM LIEHBI, a
takke B pamkax ['OBMII u (nm) B cucteme OCMC Ha BoCTIpOM3BEACHHBIN
JIEKapCTBEHHBIH npenapaT (FTeHepuK) Wik OMOoaHATIOTMYHbIN JIeKapCTBEHHBIN MpenapaT
dbopMupyeTcs HUXKe IPEeACIIbHON ONTOBOM IICHBI, PO3HUYHOM I[€HbI, a TAKKE B
pamkax 'OBMII u (uam) B cucreme OCMC OpurnHaIbHOTO JIEKAPCTBEHHOTO

cpenctBa s renepuka Ha 30 % 1 OMoaHaIOrMYHOIO JEKapCTBEHHOI O IIpenapara - Ha
10 %.

[Tpu n3meHenuu nopsaka peepeHTHOro HeHO0Opa30BaHus U PEruCTPaIK LIEHbI
B Ipoliecce (popMupoBaHus NpeeabHbIX 1IeH Ha ToproBoe HauMeHnoBanue JIC s
ONTOBOU M pO3HUYHON peanuzanuu, a Takxke B pamkax [[OBMII u (unm) B cucteme
OCMC rocyaapcTBeHHas SKCIIEPTHASI OPTaHU3AIUS OCYIIECTBIsET (OPMHUPOBAHUE
IIPEACIBHBIX IEH Ha TOProBoe HaumeHoBanue JIC st onTOBOM U pO3ZHUYHOU
peanuzaiuu, a Takxke B pamkax ['OBMII u (unm) B cucteme OCMC ¢ yuetom
U3MEHEHHOI0 MOpsAKa pePEepeHTHOrO IEHOOOPa30BaAHMS U PETUCTPALIUU LIEHBI, B TOM
YHCIIE 10 3alPOCY YIOJHOMOYEHHOTO OpraHa Ha YTBEP K/ICHHbIE LICHBI.

109. ®opmupoBaHue HALIEHKU €JUHOTO JUCTPUOBIOTOPA OCYIIECTBISETCS:

1) myTem nmpubaBieHUs HAIIGHKN €IMHOTO JUCTPUOBIOTOpa K (DUKCUPOBAHHON
niene JIC u (unmu) MU, nocraenennsix Ha ycinousix DDP MHKOTEPMC 2020;

2) nmyTteM npuOaBleHUs HALIEHKU €IMHOTO JUCTPUOBIOTOPA U JIOTIOJIHUTEbHON
HaIICHKH, B pa3Mepe YCTaHOBJIEHHOW MyHKTOM 69 HacTosiuux [IpaBui, k
¢ukcupoBannoit 1ieHe JIC u (unu) MU, noctaBneHHBIX HA YCIOBUAX OTIUYHBIX OT
ycnosuii DDP UHKOTEPMC 2020;

3) myTem npubaBieHUs HALICGHKU €IMHOTO JUCTPUObIOTOpA K (GUKCUPOBAHHOU
uene JIC u (unu) MU B cityyasix BO3MEIICHUS TOCTABIIIMKOM PacX0I0B €IUHOIO
JIUCTPUOBIOTOPA, CBSI3aHHBIX C YIUIATOM TaMO>KEHHBIX MOLUIMH U COOPOB, U UHBIX
Pacxo/10B, CBSI3AHHBIX C IOCTABKOW €IMHOMY JTUCTPUOBIOTOPY;



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.07.2025
™ ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 18.07.2025

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.07.2025

4) mytem nipubaBiIeHUs HAIIGHKU €IMHOTO TUCTPUOBIOTOpA K CyMME 3aTparT 3a
equaunity JIC u (wnr) MU Ha yrutaty TaMOKEHHBIX TTOIIUIMH U COOPOB, TIPH ITOCTaBKE
JIC u (mm) MU equHOMY AUCTPpUOBIOTOPY IO HYJIEBOH IieHe (OeCIIaTHO);

5) B cinyuasix nocraBku JIC u (unm) MU no HyneBoii LieHe eqUHOMY
muctpudbtoTopy Ha yenoBusix DDP MHKOTEPMC 2020 unu Bo3MeleHus
MOCTABIIMKOM PaCcX0JI0B €JMHOr0 IUCTPUOBIOTOPA, CBSI3aHHBIX C YIIATON TaMOKEHHBIX
MOIIIJTUH ¥ COOPOB, U MHBIX PACXOJI0B CBsA3aHHBIX ¢ moctaBkoit JIC u (miam) MU mo
HYJICBOU IIeHE eIMHOMY AUCTPUOBIOTOPY, HatleHKa 3a eqununy JIC u (noun) MU
ycraHaBimBaercs B pasmepe 0,01 Tenre.

110. Hanenka k nenam Ha JIC u (unu) MU ycranaBiuBaeTcs B
g depeHIMpoBaHHBIX MPOLIEHTAX MO perpeccuBHOM mikaie. [Ipu aTom HalleHka
€MHOTO TUCTPUOBIOTOpPA OT (MKCUPOBAHHOM IIEHBI YCTAHABIMBAETCS B pa3Mepe:

1) 7 % nns JIC u (umu) MU, ctoumoctsto 1o 100 000,00 TeHre 3a equHuUILy
U3MEPEHUS;

2) 6 % nns JIC u (unu) MU, croumocts kotopbix Bapsupyercst ot 100 000,01 u
10 139 999, 99 Tenre 3a eIUHUILY U3MEPEHUS;

3) 5 % nns JIC u (nmm) MU, ctoumoctsio ot 140 000,00 TeHre 3a equHUIlY
U3MEpEHUSI.

111. Hanienka equHOro 1ucTpuObI0TOpa OT pukcupoBaHHOM 1ieHs! JIC mpu
0Cc0O0M HOpSAKE YCTaHABIMBAETCS B pa3Mepe:

1) 3,5 % nas JIC, croumocthio g0 100 000,00 TeHre 3a € IMHUILY U3MEPEHUSI;

2) 3 % nns JIC, croumocth KoTOphIX Bapsupyetcs ot 100 000,01 u go 139 999,
99 TeHre 3a eIMHUIYY U3MEPEHHUS;

3) 2,5 % nns JIC, croumocTthio ot 140 000,00 TeHre 3a eIUHUIY U3MEPEHUSI.

112. lononuurtenbHas HaneHka K ienam Ha JIC u (winm) MU ycranaBnuBaeTcs
npu 3akyne JIC u (wim) MU cnoco6oM U3 0JTHOrO UCTOYHHUKA:

1) yepe3 MexIyHApOHbIE OPraHU3ALMH, YUPEXKICHHbIE | eHepanbHON
accamOneett Opranuzanuu O0benrnHeHHbIX Hamwmil, kK GuKCUpoBaHHOM 1ICHE - B
pazmepe 7 %;

2) yepe3 HUHOCTPAHHOTO IPOU3BOAUTENS (3aBOJA-U3TOTOBUTENS) K
dbuKcupoBaHHOM 1IeHE - B pasmepe 3 %.
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113. Pacuer BbIACIEHHON CyMMBI JUIsl 3aKyIla €AUHBIA JTUCTPHUOBIOTOP
MIPOU3BOJIUT B COOTBETCTBUU ¢ TyHKTOM 110 Hacrosux [IpaBui, a mpu ocobom
MOPSIZIKE B COOTBETCTBUU € MyHKTOM 111 Hacrosmmx [IpaBui, B cieayroem nopsiake:
[lena 3akymna = [IpenenbHas nieHa MUHYC HalleHKa. [Ipy 3TOM OT npeiebHOM EHbI
TaK)Xe OTHUMAETCS JOMOJIHUTENIbHAs HalleHka rpu 3akyne JIC u (uam) MU criocobom
Y3 OJIHOTO UCTOYHMKA Y€pPEe3 MEKIYHAPOIHBIC OPTraHU3aLNH, YUPEIKICHHBIE
I'enepanpHoit accam6bieeit Opranuzanuu O0beguHEeHHBIX Haruid, a Taxke y
WHOCTPaHHOTO MPOU3BOAUTENA (3aBoAa-u3roToButest) mpu nocraske JIC u (wi) MU
Ha yCIOBUSX, OTAMYHBIX OT yciouilt DDP MHKOTEPMC 2020.

114. TocynapcTBeHHast SKCIIepTHAs opraHu3anus GopMUPYeET MPOEKT MepeUHs
JIC, nopnexaimmx HeHOBOMY PETYJIMPOBAHUIO JIsi ONTOBOW M POSHUYHON peain3aliuu
(manee - MPOEKT MEPEYHs), HA OCHOBE PEIENTYpHBIX 3apeructpupoBanubix JIC, a Takxke
UMEIOIIMX PETUCTPAIIMOHHOE YIOCTOBEpEeHUE B paMkax EBpazuiickoro
SKOHOMHUYECKOTO COI03a M0 COCTOSHUIO Ha 15 aHBaps v 15 vrons TeKyIero roja.

I'ocymapcTBeHHas SKCEpTHAS OpraHru3alys HaNpaBisieT TpoekT nepeuns JIC,
IIO/JIEIKAIINX LIEHOBOMY PETYJIMPOBAHUIO B YIIOJIHOMOYEHHBIN OPraH [ COIVIaCOBAHUS
C aHTMMOHOITIOJIBHBIM OPTraHOM M YTBEPXKACHMS, B CPOK HE No3Hee, yeM 3a 40
KAJICHIAPHBIX THEU 10 yTBEPKACHUS YIIOJHOMOYEHHBIM Opranom nepeuns JIC,
NOJJIEXKAIINX IEHOBOMY PETYJIMPOBAHHIO B COOTBETCTBUHM C ITYHKTOM | cratbu 245
Konexca o dopme, cornacHo npuiioxeHnuto 28 k HacTosuM [IpaBuiam.

115. AHTUMOHOMOJIBHBIN OPraH COrjlacOBBIBAET NPOEKT nepeuns JIC,
MOUIEKAIUX IEHOBOMY PETYJIMPOBAHUIO JUISl ONTOBOW M PO3HUYHOW peaIn3allui,
PETUCTPaLMIO WK BHECEHHE U3MEHEHUH B 3apETUCTPUPOBAHHYIO LIEHY JJI ONITOBOW U
PO3HUYHOM peanu3alyi Ha TOPrOBOE HAMMEHOBAHUE JIEKAPCTBEHHBIX CPEACTB
c(hOpMHUPOBAaHHBIN HA OCHOBE JaHHBIX TOCYAAPCTBEHHON HKCIIEPTHON OpraHu3aIuu.

I'naBa 4. [lopsiiok npoBeieHUs IKCNEPTU3bI, PETHCTPALIMH, NlepeperucTpannu,
BHECEHUs] M3MEHEHUIl B PerHCTPALMOHHOE 10Che MeIMIUHCKOr0 U31eJIusl U
perucTpanum, BHeCeHue U3MEHEeHUs LieHbl IIPOU3BOINTEJIs

116. DxcnepTr3a METUIUHCKOTO U3AENIHS COCTOUT U3 CIETYIOLUX 3TAIOB:

1) HauanbHas SKCIEPTU3A;



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.07.2025

e‘ ‘ a ,' , DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE e
JlaTta ckaunBaHMs 30.07.2025

2) cnernuaiu3upoBaHHasl IKCIEPTHU3a;

3) nabopaTopHBIE UCTIBITAHUS METUITTHCKOTO U3AeIUs (32 HCKITFOUCHUEM
MEUITUHCKON TEXHUKH ).

117. lns npoBeneHus: SKCHEePTU3bl MEAULIMHCKOTO U3/EIIHS YCIyTrONoay4aTellb
MOCPEICTBOM MH(OPMAIIMOHHONW CUCTEMBI YIIOJTHOMOUYEHHOTO OpraHa MpeoCTaBiIseT B
rOCyAapCTBEHHYIO 3KCIIEPTHYIO OPraHU3aLHI0 CIECIYIOIINE JOKYMEHTHI:

1) 3asiBIIeHME HA TPOBEACHUE FKCIIEPTU3bI MEAUIIMHCKOTO U3/IEIIHS B
ANIEKTPOHHOM (hOpME COTJIACHO MPUIIOKEHHIO 2 K HacTosmuM [IpaBuiam;

2) perucTpaioHHOe JO0Che B AJICKTPOHHOM BHJI€ B hopmaTe
MEXKIIAT(GOPMEHHOTO 3JIEKTPOHHOTO TOKYMEHTA COTJIACHO MPUJIOKEHUSIM 29 U (1in)
30 k HacrosimuM [IpaBusnam;

3) cBeAeHUs, MOATBEPKAAIOLINE OIIATy YCIYTOMoIy4daTeeM CyMMBbI JIs
MPOBEICHUS IKCIIEPTU3bI HA PACUETHBIN CYET TOCYAAPCTBEHHON SKCIIEPTHOM
OpraHu3aluy;

4) 00pa3Isl METUITMHCKOTO U3CIHS, TTOJICKAIIETO JIA00PATOPHBIM
UCIIBITAHUSIM, CTaHIaPTHBIE 00pa3Ilbl XUMUYECKUX BEIIECTB, TECT-IITAMMOB
MUKPOOPTAaHU3MOB, KYJIbTYP KJIETOK, CIEIU(DUUECKUX PEareHTOB, PaCXOAHBIX
MaTepHaJIOB, HEOOXOIUMBIX ISl BOCIIPOM3BOIUMOCTH METOIUK JIA0OPATOPHBIX
WCIIBITAHUM MEIUIIUHCKOTO U3JIeTUS B KOJIMYECTBAX, TIOCTATOYHBIX JIJISl TPEXKPATHBIX
UCTIBITAHUHA U BepU(PHUKAIINN aHATUTHISCKUX METOANK KOHTPOJISI KaueCTBa, C
OCTaTOYHBIM CPOKOM TI'OJHOCTH HE MEHEE IIECTH MECSIIEB C COOIOCHUEM YCIOBUI
XpaHEHUs U TPAHCTIOPTUPOBKH, €CJIM MHOE HE MPETyCMOTPEHO TOKYMEHTAMU T10
KAueCTBY MPOU3BOAUTENS, B COOTBETCTBUH C MPHIIOKEHUEM 37 K HACTOSIIIUM
[IpaBwiam yciyromnoaydarelb MpeIoCTaBIsSeT B TeUeHUe 2 (1Ba) pabouux JHEH cOo AHS
MOCTYIUICHUS] JOKYMEHTOB U MaTEPHUAJIOB HAa CHEIUATU3UPOBAHHYIO SKCIIEPTU3Y
MEIUIMHCKOTO U3/IeNUsl HAPOUYHO 0 aKTy IIpHeMa-rnepeayn B UCTIbITATEIbHY IO
71a00paTOPHUIO rOCYJapCTBEHHOM SKCIEPTHON OpraHU3aluu.

ITonTBepx)aeHNEM NPUHATHUS 3asBJICHNS U YKAa3aHHBIX JTJOKYMEHTOB 4epe3
MH(POPMAIIMOHHYIO CUCTEMY YIIOJIHOMOUYEHHOTO OpraHa sIBJISIETCS 0TOOpaKeHHE B
«JIMYHOM KaOMHETE» YCIyroloyIyqaTess cTaTyca O IPUHATUH 3a1poca JUIlsl OKa3aHMs
rOCyJIapCTBEHHOM YCIIyTH.
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118. Ilpu omHOBpEMEHHOM TI0/1a4ue Ha KCIEPTU3Y HECKOJIBKUX MOIUDUKAIII
MEIUITUHCKOTO U3/ICIUS, OTHOCSAIIUXCS K OJTHOMY BUAY MEIUIIMHCKOTO H3ACIHS U
OJTHOMY KJIacCy MOTEHITUAIBHOTO PUCKA MPUMEHEHHUS, N3TOTOBJICHHBIX OJTHUM
IPOU3BOAUTENEM, OTIUYAIOIIUXCS IPYT OT JIPYra U3MEHEHUSIMU KOMIUICKTAIlUU U (WJIN)
TEXHUYECKUX IMTapaMeTPOB, HE BIUSIONIMMH Ha (PYHKITMOHAIBHOE HA3HAYCHNE,
3¢ (HEKTUBHOCTH KIMHUYECKOTO IPUMEHEHHS 1 0€301MaCHOCTh U UMEIOIIUMHU OOIIYIO
WHCTPYKITUIO WM PYKOBOJACTBO IO AKCILIyaTaIlMH MMPOU3BOIUTEIIS, YCIYTOMOTYYaTeNb
npenocTaBisieT | 3asBiaeHUE U 1 perucTparmoHHOE JOChE C TAHHBIMU
TOKCHUKOJIOTUYECKUX, TEXHUYECKUX, KITMHUYECKUX UCTIBITAHUN HA BCE BU/IBI
MoIU(UKAIIANA, BKITFOYCHHBIX B OJTHO 3asIBJICHUC.

B ciyuae ecnu npeactaBieHHbIe MOAUGUKAIIMA OTHOCSATCS K Pa3HbIM KJlaccam
MOTEHIIMAILHOTO PUCKA MTPUMEHEHUS Ha KKy MOIU(DHUKAIINIO PEOCTABIIACTCS
OTJIEJIbHOE PErUCTPALIMOHHOE JIOCKE.

119. B nepuon unu 10 npoBeICHUS SIKCIIEPTU3bI MEIUIIUHCKOTO 31N
yCIIYTOonoJiy4aTeab IPUHUMAET MEPbI [0 OpraHu3aluy U MIPOBEICHUIO UHCIICKIIUU
MEIMLIHUHCKOTO U3AENHS B MOPSAKE U CIydasX NpeaycMoTpeHHbIX [IpaBunamu
MPOBECHUS UHCTIEKIINI MEUIIMHCKUX U3JICNIUN, YTBEPKIECHHBIMU MTPUKA30M
Mumnuctpa 3apaBooxpanenus Peciyonuku Kazaxcran ot 23 aexadpst 2020 roga Ne KP
JACM-315/2020 (3apeructpupoBan B Peectpe rocy1apcTBEHHON perucTpanuu
HOPMAaTHUBHBIX MPaBOBBIX akTOB 1o Ne 21898) (manee — mpukasz KP JICM-315/2020) B
OTHOIIEHUU MEAUIIMHCKOTO U3ieus 2a (CTepuIIbHOT0), 20 U 3 KJIaccoB
MOTEHIIMAJILHOTO PUCKA €ro MPUMEHEHUS MPOU3BOICTBA PACTIOJIOAKEHHOIO 32
npenenamu Pecrryonuku KazaxcraH, a Takke MEAUIIMHCKOTO U3/IENHs BHE 3aBUCUMOCTU
OT KJIacca MEIUIIMHCKOTO U3JIEJIHS ITPOU3BO/ICTBA PACIION0XEHHOTO HAa TEPPUTOPUU
Pecnybnuku KazaxcraH.

B ciydae mosioKUTENBHOIO pe3yabTaTa HHCIEKIUN MEAULUHCKUX U3IEIHH,
YCIIyrOnoay4yaTeb IPeJ0CTaBIsAET OTYET O pe3ysIbTaTaX MHCIEKIIUY IPOU3BOCTBA
MEIUIMHCKOI0 u3enus no gopme ycranopiieHHol npukazoM KP JICM-315/2020,
COTJIACHO MpuiIokeHuto 29 k HacrosmuM [IpaBunam.

120. DkcniepTr3a N3MEHEHUM, BHOCUMBIX B PETUCTPAIMOHHOE J10ChHE,
OCYILIECTBIISIETCS Ha MEIUIIMHCKOE U3JIENTNE B TIEPUOJ ICUCTBUS PETUCTPAIMOHHOTO
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YAOCTOBEPEHUS. Y CIIyTONOIYyYaTellb MOAAEPKUBAET aKTyaIbHOCTh JOKYMEHTA T10
KAu€eCTBY, NPEJICTABIICHHOTO B PETUCTPAIMOHHOM J0ChE MYTEM CBOEBPEMEHHOTO
BHECEHUSI U3MEHEHHI B HETO.

121. I3MeHeHus KI1acCUPUIMPYIOTCS. B COOTBETCTBUU € IEPEUYHEM BHUJIOB
WU3MEHEHNW, BHOCUMBIX B PETUCTPALIMOHHOE 1OCHE MEIULIMHCKOIO U3IEIUS B IIEPUOL
JNENCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHUS COTIIACHO NMPUIIOKEHUIO 30 K HACTOSIIUM
[IpaBuinam. M3MeHeHUs, HE BKIIOUECHHBIEC B YKa3aHHBIN IEPEYEHb, TOJIEKAT HOBON
pEerucTpanuu B COOTBETCTBUU ¢ HacTosAmnMHU [IpaBunamu.

122. Yenyronony4arenb B TedeHUE 2 (ABYX) MECSIIEB MOCIE YTBEPKIACHHUS
BHOCHUMBIX U3MEHEHUM MPOU3BOAUTENIEM IOIACT 3asBJICHUE HA TPOBECHUE
IKCIIEPTU3BI MEAUIIMHCKOTO U3IEIHs TI0 (popMe COrIacHO MPUIIOKEHHUIO 2 K HACTOSIIINM
[IpaBunam.

123. K 3asByIeHNIO O BHECEHUU U3MEHEHUM B PETUCTPALIMOHHOE JOChE
MEUIMHCKOTO U3ENHS PUIAraroTcs JOKYMEHTbI U MaTepUalibl, HEOOXOAUMBIE J1JIs
BHECEHMS U3MEHEHUM, COTJIaCHO MEPEUHIO BU0B U3MEHEHU, BHOCHMBIX B
PETUCTPaAIMOHHOE J0ChE MEAUIIMHCKOTO U3/ICNIUs B IEPUOJT ICHCTBUS
PETHUCTPAIMOHHOTO YIOCTOBEPEHUS COTJIACHO MPUIoKeHHI0 30 K HACTOSIIUM
[IpaBunam.

124. T'ocynapcTBeHHas SKCIIEpTHASE OpraHU3allis HA OCHOBAaHUU PE3yJIbTATOB
AKCHEPTU3bI COCTABIISIECT SKCIEPTHBIN OTUET CHIEIMATM3UPOBAHHON SKCIIEPTU3HI O
BJIMSTHUM BHOCHMBIX U3MEHEHUH B PETUCTPAIIMOHHOE JJOChe Ha O€3011aCHOCTh, KAYECTBO
1 3G PEKTUBHOCTH METUIIMHCKOTO U3ENHS, COTJIACHO MPWIOKEHUIO 33 K HACTOSIIIUM
[IpaBunam.

125. ITpou3BoauTeNb WX YIOJIHOMOYEHHBIN MPEACTABUTEIb MPOU3BOAUTEINS
MEIUIIMHCKOTO U3/IeTusl B TeUeHHe 2 (ABYX) MECSIIEB BHOCUT UBMEHEHUS B
PErHCTPALIMOHHOE JOChE HA OCHOBAHUM MOHUTOPUHIA 0€30MMaCHOCTH POBOAUMOrO B
COOTBETCTBHH C NMPUKa30M MuHHCTpa 3npaBooxpaneHus Pecriyonuku Kazaxcran ot 23
nekadps 2020 roga Ne KP ICM-320/2020 «O6 yTBep>KAeHUU PABUII IPOBEACHUS
dapmakoHaa30pa 1 MOHUTOPUHTA 0€30MMaCHOCTH, KauyecTBa U d(P(HEKTHBHOCTH
MEIUIMHCKUX U3JIEINi (3aperucTpupoBaH B PeecTpe rocynapcTBeHHON perucTpaiuu
HOPMAaTHBHBIX MPABOBBIX akTOB 101 Ne 21896).

126. ITpu 3xcniepTr3e MEAUIUHCKAX U3EIIAN, IPOU3BOIUMBIX TPOU3BOIUTEIISIMU
Pecny6nuku Kazaxcran Ha ocHOBe TpaHc(depa TEXHOIOTUH IyTeM OpraHu3aIiuu
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JIOKaJBLHOT'O MPOU3BOICTBA HA OCHOBE Iepeauu, BHEApEHU (IPUMEHEHUS ), afanTaluu
CYIIECTBYIOIIUX TEXHOJIOTUH (pEe3yIbTaTOB HAYYHBIX MCCIEIOBAHUM, HOBBIX
pa3paboTOK), OCYHIECTBISIEMBIX OT MEpeAatoIeil CTOPOHBI K MPUHUMAIOIIENH CTOPOHE
JUTSl TPOU3BOJICTBA MEAUIIMHCKUX U3IETUHN, K PETUCTPAIMOHHOMY 10ChEe
JOTIOJTHUTENBHO MPEACTABIISIIOTCS CIEAYIOIUE JOKYMEHTBHI:

1) BBIIIKMCKA U3 IOrOBOpA WK COTJIAIIEHUE MEX]Ty OT€YECTBEHHBIM
MPOU3BOJIUTENIEM U 3apYOEKHBIM MMPOU3BOIUTENIEM O MEPEHOCE MTPOU3BOJICTBEHHBIX U
TEXHOJIOTUYECKHUX MPOLECCOB C MPABOM MEPEIAUN TEXHUUECKON TOKYMEHTAIIUU B
paMkax TpaHcdepa TEXHOJOruH U TiaHa TpaHchepa TEXHOIOTUH;

2) pe3ynbTaThl IPOBEACHHOIO TpaHcepa TEXHOIOTHI Ha 3asBJIEHHOE
MEIMIMHCKOE U3/IeNIKe, BKIIOYAIOIIET0 ONMCAaHUE ITAoB, IEpeYeHb HEOOXO0AUMOT0
IPOU3BOJCTBEHHOIO 000PYA0BaHUs, OOIINE CXEMbI TEXHOJIOTUU IIPOU3BOACTBA U
METOJIUK KOHTPOJISI KAYECTBA, IPOTOKOJI TECTOBOr'O 3aITycKa 000py10BaHUs
MIPUHUMAIOIIEH U TIEpEAAOIIEd CTOPOHBI;

3) JOKYMEHT, YAOCTOBEPSIONINN PETUCTPAIUIO B CTPAHE TepeIatoliell CTOPOHBI
(peructpanuonHoe yaocroepenue, wim Ceptudukar ceodogHou npojaxu (FreeSale),
wi CepTudukar Ha HKCIOPT);

4) xoruro cepTu(rkaTa Ha CUICTEMY MEHEKMEHTA KaueCTBa MTPOU3BOAUTEIS
(mepenaroreit cTopoHbl) MeauIMHCKUX u3nenuit [ISO 13485

5) NOKyMEHTBHI MO IKOJIOTUYECKON O€30IaCHOCTH: PELIEHUE YIIOTHOMOUYEHHOTO
oprasa 1o OonpeeJeHUI0 KaTeropuu 00bEKTa, OKa3bIBAIOILIET0 HETATUBHOE
BO3JICHCTBUE HA OKPY>KAIOIIYIO CPEy, B COOTBETCTBUU CO CTaThel 12 DKOJIOTHUECKOTo
kozaekca PecniyOnuku KazaxcraH, s3K0oruueckoe pa3petnieHue B COOTBETCTBUH CO
cratbeil 106 DKOIOrn4ecKoro KOAEKca, BbIIAHHBIN YIIOJTHOMOYEHHBIM OPTaHOM B
o0nacTu oxpaHbl OKpy:karoiei cpeasl Pecrryonuku Kazaxcran;

6) nepedyeHb HAMMEHOBAHUM IOKYMEHTOB 10 TEXHOJIOTHH ITPOU3BO/CTBA,
CTaHJAPTHBIM ONEPALMOHHBIM IPOLIEAYpPaM, PyKOBOACTBO IO KAYECTBY;

7) OTYETHI KIMHUYECKUX U TIOKJIMHUYECKUX UCCIEIOBAHUN MEIUITMHCKUX
U3JIeINH, KITMHUKO-TA00paTOPHBIX UCTIBITAHUHN TIEPEIA0IIei CTOPOHBI;

8) OTYETHI UCTIBITAHUI MIEPEAAIOIIEN CTOPOHBI C Ay TEHTUYHBIM NIEPEBOJIOM Ha
PYCCKHI SI3BIK pE3yJIbTATOB M BBIBOJOB UCIIBITAHUN (MCIIBITAHUM C 1IEJIbIO OIICHKH
OMOJIOTUYECKOTO ACUCTBUS MEAUITMHCKUX U3JIEINI, TEXHUIECKUX UCTIBITAHUN, 00
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UCCIIEIOBAHUSX CTA0OUIIBHOCTU, 0OOCHOBBIBAIOIIUM CPOK XpAaHEHUSI MEAUIIUHCKOTO
U3JIeNINS, OTYET WM JJaHHBIC UCIIBITAHUH Ha CIICIM(PUIHOCTh U aHATTUTUYECKYFO
YyBCTBUTEJIHHOCTh MEUIIMHCKOTO M3Aenus A in vitro (IVD) nuarnoctuxn).

[Ipu nonHoM TpaHcdepe TEXHOTOTUN JOKAIbHBIA TPOU3BOAUTENb 00ECIIEUNBAET
IIOJIHOE COOTBETCTBHE YCIOBHI MPON3BOJCTBA U CUCTEMBI 00ECIIEUEHHSI KaueCTBa Ha
POU3BOACTBEHHOH IUIoIma ke B PecriyOnnke KazaxcraH yciioBusIM Ipou3BOCTBA U
cucTeMe 00ecIedeHHsl KauecTBa IPOM3BOACTBEHHON IUToImanky BHe Kazaxcrana.

127. Y ckopeHHast 3KcrepTr3a MEAUIUHCKUX U3IEIINNA OCYIIECTBISAETCS IPH
HEePEPErucTPaLiM, a TAK)KE MO PEIICHUIO YIIOJTHOMOUYEHHOTO OpraHa B o01actu
3/IpaBOOXPAHEHHS B CITydasx BOCHHBIX JCWCTBUN U JIMKBUAALNN UX MOCIEACTBHM,
BO3HUKHOBEHUS, IPEAYPEKICHUS U TUKBUIAIINH TTOCIEICTBUIN Ype3BbIYaiHbIX
CUTYalul, yrpo3bl BO3HUKHOBEHHS, PaCIIPOCTPAHEHUSI HOBBIX 0CO00 ONACHBIX
MHPEKIMOHHBIX 3a00JI€BaHN 1 IMKBUAALNN UX TTOCIIECTBHI, a TAKXKE SKCIIEPTH3E
MEIMIMHCKOTO U3IENHNS, TPOU3BEIEHHOTO U 3apErUCTPUPOBAHHOIO PETYIATOPHBIMU
opranamu ctpan CIIIA, EBponeiickoro coro3a, Benukoopuranuu, Anonun
(ceptuduxatel FDA, ceptuduxarst EBponeiickoro Coroza — CE-marking,
Benuko6putanuu, Snonun).

Pemenue YIIOJIHOMOYCHHOT'O OpraHa B obmactu 3APaBOOXPAHCHUS 10
YCKOPGHHOﬁ 9KCIICPTU3C BbIAACTCA HA MECAUTTHUHCKOC U3 ACIINC C YKA3aHUCM HOI[pO6HOFO
MOTHUBHUPOBAHHOI'O OCHOBAHUA U CPOKaA I[GﬁCTBHH BBIAAHHOI'O PCIICHMUA.

HOK}IMGHT IMpCaAOCTaBJIACTCA IIPpU I1OJAYC 3asABJICHHA Ha SKCIICPTUZY.

IMaparpa¢ 1. Ilopsaok npoBegeHUs1 HAYAJIBLHOM IKCIEPTU3BI METUIMHCKUX
U3/1eJIUM.

128. ITocne perucrpannu TOKyMEHTOB, YKa3aHHBIX B IMyHKTax 117 wnm 121
Hactosumx [IpaBun B muHGOpMAIIMOHHON cHCTEME YIIOJTHOMOUYEHHOTO OpraHa,
IIPOBOJUTCS HAYAJIbHASI DKCIIEPTH3a MEAUIIMHCKOTO U3/1eJIUsl B CPOK He
npesbiaomui 10 (1ecsith) padounx gHeu.

HauanbHas sxcnepTusa MEAUIMHCKOTO U3AEIUS, IPOU3BEICHHOTO U
3aperucCTpUPOBAHHOTO peryisiTopHubiMu opranamu crpan CIIA, EBpornelickoro coro3sa,
Benuko6putanuu, SAnonnn (ceprudukarel FDA, ceptudukarsr EBponetickoro Corosza —
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CE-marking, Benukobpurtanuu, SInoHun) NpoBOJUTCS B CPOK He NMPeBbIMAKIIUIA 5
(nsATH) padoYuX AHEH.

129. B cnyvae Hanu4us 3aMEe4aHUil B PETUCTPALMOHHOM J10ChE,
YCIIyTOIOIYYaTeN0 NOCPEACTBOM HHPOPMALIMOHHON CUCTEMBbI YIIOJTHOMOYEHHOTO
opraHa HampaBJIIETCS MUCHMO, 3aBEPEHHOE AIEKTPOHHO-IIU(PPOBON TOAMKCHIO, C
yKa3aHHEM BBISIBJICHHBIX 3aME€UaHUN U HEOOXOIUMOCTH UX YCTPAHEHHS B TIOJTHOM
o0beMe B Cpok, He mpeBblaIMiA 30 (TpuanaTh) pabo4ux JaHEI.

130. ITpn HayanbHOM SKCIEPTU3E MEAULIUMHCKOTO U3AEIIHS IPOBOINATCS OLIEHKA
IIOJIHOTHI, KOMIUIEKTHOCTH ¥ COOTBETCTBHSI JOKYMEHTOB PETMCTPALIMOHHOTO J10ChHE,
IPEICTaBIECHHBIX yCIyronoiayyaTesieM, TPeOOBaHUAM JENCTBYIOLIETO
3aKOHOJATEIbCTBA.

131. Ilpu HenpeACTABIEHUH B IOJTHOM 00bEME IOKYMEHTOB, IIPELyCMOTPEHHBIX
nyHktamu 117 unu 121 nacrosmux I[IpaBui, a Takke HE KOMIUIEKTHOCTH U HE
COOTBETCTBHUS IOKYMEHTOB PETUCTPALMOHHOIO IOChE TPEOOBAHUSAM 3aKOHOIATENbCTBA
PecniyOnuku KazaxcTan uiam He yCTpaHEHUs 3aMEYaHui B CPOK YKa3aHHbBIN B ITyHKTE
129 nacrosmux IIpaBuit, rocyjapcTBEHHAs SKCIIEPTHAS] OpraHU3alysl HAIPaBIISIET
yCIyrOnoay4yaTelo yBeAoOMIIeHHE (B IPOU3BOILHON (hOpME CO CCHUTKON Ha HOPMBI
3akoHo aTenbcTBa Pecyonuku Kazaxcran, HapyleHuE KOTOPBIX MOCITYKHIO
OCHOBAHMEM JIJISl €r0 BBIHECEHUS1) O MPEKPALIEHUH SKCIEPTU3bI MEIULIMHCKOTO U3/EIHS
B COOTBETCTBHUU C NOAMYHKTOM 1) myHkTa 4 cratbu 239 Konekca.

132. ITo pe3ynbTaTaM HayadbHOM IKCIEPTU3bI COCTABISETCA OTYET HAYAIBHOM
AKCHEPTU3BI MEAULIUHCKOTO U3AENHNS, IPEICTABIEHHOTO HA SKCIIEPTU3Y COTIIACHO
npuioxeHnto 31 k HacTosmuMm [IpaBunam nimm 0T4eT HAYAITBHOM SKCIIEPTU3BI
WU3MEHEHU, BHOCUMBIX B PETUCTPALIMOHHOE JOChE MEIULIMHCKOTO U3ENHS COTIIACHO
npuiokeHuto 32 k HacrosamuM [IpaBunam.

IHaparpad¢ 2. ITopsinok npoBeeHUs CNENHATUIUPOBAHHON IKCIIEPTU3BI
MeJIMIUHCKUX U3/1e/IMid, PperucTpalum, epeperucTpanuum, BHECEHUs] K3MECHEHNH B
PEerucTpauMoOHHOE 10Che MeIUIIUHCKOT 0 U3/1e Ul

133.B CJIy4ac IOJIOKUTCIBHOI'O OTUCTA HavyaJIbHOU OKCIICPTU3BI IIPOBOIUTCA
CIICUAIM3UPOBAHHAA SKCIICPTHU3a MCAUIIMHCKOI'O U31CIINS.
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134. Cennanu3upoBaHHask SKCIIEPTU3a MEAULUHCKOTO U3ACIUS
IIPEyCMATPUBAET SKCIEPTHYIO OLIEHKY U aHAJIU3 TOKYMEHTOB PErMCTPALIMOHHOTO
J0Che, TOATBEPXKAAOITUX 0€30MaCHOCTh, KaueCTBO U A(P(HEKTUBHOCTH MEIUIIMHCKOTO
W3JENHS, B TOM YUCIE TPOBEPKY ayTEHTUYHOCTH NIEPEBOIA WIM NIEPEBO/IA HA KA3aXCKUU
A3bIK HMHCTPYKIIMH 110 MPUMEHECHUIO U3/ICIUN MEUIIMHCKOTO HA3HAUYCHU S, MAKETOB
MAapKUPOBKHU YITAKOBKHU, 3TUKETOK, CTUKEPOB C MAPKUPOBKOM.

135. Cnenmanu3npoBaHHas SKCIEPTU3a MEIUIMHCKUX U3EIIAN IPOBOINUTCS HA
cootBeTcTBHE OOIIUM TpeOOBaHUSIM 0€30MacHOCTH U 3PHEKTUBHOCTH METUIIMHCKUX
U3JIeNIUi, TPEOOBAHUSIM K UX MAPKUPOBKE U IKCIUTYaTallMOHHOM IOKYMEHTAIlMU Ha HUX,
yTBEpKAeHHBIM pelieHrneM CoBeta EBpa3uiickoii SJKOHOMHUYECKONH KOMUCCUH OT 12
depans 2016 roga Ne 27.

136. Cnenmanu3upoBaHHasi SKCIEPTU3a MEAUIUHCKUX U3ICITUN
npeaycMaTpUBaET SKCIEPTHYIO OIIEHKY U aHAJIU3 JOKYMEHTOB PErUCTPAIIMOHHOTO
JIOChE, TOATBEPXKIAFOITUX 0€30IaCHOCTh, Ka4eCTBO M 3(P(HEKTUBHOCTh MEIUITMHCKOTO
W3JIEINS U BKJIIOYAET:

1) o1leHKY COOTBETCTBHSI YKa3aHHOTO YCIyTronoJjiyyaresneM Kiacca
NOTEHIMAIIBHOI'O PUCKA TPUMEHEHUS MEIULIMHCKOTO U3/EJINs B COOTBETCTBUU C
npuKa3oM Munucrpa 3apaBooxpanenus PecyOnuku Kasaxcran ot 15 nexabps 2020
rojga Ne KP ICM-281/2020 «O0 yTBep>kKaeHUU IPpaBUJI KIACCU(PUKALIUA METULUHCKUX
U3JIeNIUI B 3aBUCUMOCTHU OT CTENEHU MOTEHIIMAIIBHOTO PUCKA IPUMEHEHUS»
(3apeructpupoBaH B PeecTpe rocyjapcTBeHHOM perucTpalui HOPMAaTUBHBIX TPABOBBIX
akToB 1o Ne 21808);

2) OLIEHKY PaBUJIBLHOCTU OMPEACICHUSI HOMEHKJIATYPHOM MPUHAICKHOCTH
MEIUIMHCKOTO U3/IeTUsl B COOTBETCTBUU C MOPSAKOM (GOPMHUPOBAHUS U BEJICHUS
HOMEHKJIATYPbl MEAUIIMHCKUX u3nienuid Pecnybnuku KazaxcraH, yTBepKaaeMbIM
YIOJIHOMOYEHHBIM OPTaHOM B COOTBETCTBUHM C MYHKTOM 4 ctathu 258 Kojekca;

3) OIIeHKY COOTBETCTBUSI MOU(DUKAINI (BAPUAHTOB UCIIOTHEHHS)
MEUIMHCKOTO U3eNus (TIPY HAJIMYKH ), BKIIFOUa€MbIX B OJTHO PETUCTPALIMOHHOE
yAOCTOBEpeHHE ¢ TpeOoBaHUsIMU HacTosmux [IpaBu;

4) aHanu3 TaHHBIX O Pa3pabOTKe U MPOU3BOJCTBE MEAULIMHCKOTO U3/
(cxeMbl IPOLIECCOB MTPOU3BOJICTBA, OCHOBHBIX CTAJUil MPOU3BO/ICTBA, YIIAKOBKH,
UCHBITAHUM U MPOLIEAYPHI BBIITYCKAa KOHEYHOTO MPOAYKTA);
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5) ananu3 OGMOJOTUYECKON O€30MACHOCTH METUITMHCKOTO U3/IeNNs Ha OCHOBE
aHaJu3a CBEJCHUN 0 MaTeprasax >KMBOTHOTO MJIU YEJIOBEUECKOTO MPOUCXOXKICHHUS,
BXOJIAIINX B MEAUITMHCKOE U3JENHE, a TaKke WH(opMaIuu o mogdo0ope HCTOYHUKOB
(ToHOPOB), OTOOpE MaTepHalia, MPOLIECCUHTEe, XPAHEHUH, TECTUPOBAHUHU, TPUOHOBOM
0€30MacHOCTH, a TaKXKe OOpalieHus ¢ TKaHSIMHU, KIETKaMH, CyOCTaHIIUSIMU )KUBOTHOTO
WJIU YEJIOBEUYECKOTO MPOUCXOKICHHUS, KyJIbTypaMH MUKPOOPTaHU3MOB U BUPYCOB;

6) aHaJIM3 OTYETA KIMHUYCCKUX UCIIBITAHHM, OTTBITA IPUMCHEHUS B KIIMHUYICCKON
IPAKTUKE MEIUIIMHCKOTO M3CNHs Kitacca 2 a (Mpy HAJTMYHUHA B COCTaBE JICKAPCTBEHHOTO
cpeacTBa), kiacca 3 (C BRICOKOM CTENEHbIO PUCKA), MEAUIIMHCKUX U3ICITUH,
IpeIHa3HAYCHHBIX JIJIs 3a00pa, XpaHEeHHUsI, ITepeIMBaHUS KPOBU U €€ KOMIIOHCHTOB,
KITMHUKO-T1a00paTOPHBIX UCTBITAHWA METUIIMHCKOTO M3CIHS VIS in Vitro TMarHOCTHKH
HE3aBHCHMO OT KJIacca PUCKa;

7) aHaM3 3asIBJICHHON B PETUCTPAIMOHHOM J0ChE CTAOMIBHOCTH METUITMHCKOTO
u3zenus u (Uin) JEKapCTBEHHOTO CPEACTBA, BXOASIIETO B COCTaB MEIUIIMHCKOTO
U3JIens, CTaOMIBHOCTH PEareHTOB U PACXOIHOI0 MaTepHaia BXOIAIINX B
KOMIUICKTAIIUIO METUITMHCKUX U3ICTUN SIS 1N Vitro TUarHOCTUKH 3aKPBITOTO THUIIA;

8) OLIEHKY COOTBETCTBUS MMOKa3aTesel 0€30MacHOCTH U Ka4eCcTBa, YKa3aHHBIX B
JIOKYMEHTE 110 Ka4eCTBY IIPOU3BOUTENSI, CTaHIapTaM (HAllMOHAIbHbBIM,
PETrHOHATBHBIM, MEXIYHAPOIHBIM);

9) aHanu3 OTYETOB U MPOTOKOJIOB TEXHUYECKUX, TOKCUKOJIOTHYECKUX UCTIBITAHUMN
MEIHMIIMHCKUX H3JICIUM;

10) olieHKY BaJIUTHOCTH MPOTPAMMHOI0 00O€CIieueHrs Ha OCHOBE aHAI3a
JAHHBIX O €ro Bepu(UKaluu, B TOM YKciie MHPOPMAIIMU O €ro pa3padoTke u
TECTUPOBAHUY HA NMPEANPUITHH U PU MYJIBTUIIEHTPOBBIX UCCIIEIOBAHUSX, JAHHBIX 00
UJEHTU(PUKAIIMY U MAPKUPOBKE OMEPAITMOHHON CUCTEMBI;

11) ananu3 npoueaypsl U METOAOB CTEPUIN3ALNNA METULIMHCKOTO U3/1EINs,
MaTepuanoB, 000OCHOBBIBAIOUINX CIIOCOO CTEPUIIN3ALINY, IPEJIaraéMbIX METOI0B
KOHTPOJISI KaY€CTBA U ONPEEIEHUS OCTaTKOB CTEPUIIM3YIOIIETO BEIIECTBA PH
OPUMEHEHUU XUMHUYECKOTO CII0c00a CTepUIIN3alnu;
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12) ananu3 6e3omacHOCTH U 3G(HEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA B
COCTaBE MEIMIIMHCKOTO U3/ICIHS, €T0 BIMSHUSA Ha QYHKIIHMOHATHHOCTh MEIUIIMHCKOTO
U3JIeIIHS, COBMECTUMOCTH JIEKAPCTBEHHOTO CPENICTBA C METUITMHCKUM H3JEIHEM (32
UCKJITIOYCHHEM MEIUIIMHCKOTO U3MIEIHsI ISl TUAarHOCTHKY in Vitro;

13) OlIeHKY COOTBETCTBUS TEKCTA MPOEKTAa MHCTPYKIMH 110 MEIUITTHCKOMY
MPUMEHEHHUIO METUIIMHCKOTO U3/IETUsl OPUTHHAITY UHCTPYKIIMU OT OpraHU3aIuu-
IPOU3BOAUTENS U OPOPMIICHUS TTPOCKTa HHCTPYKIIUUA B COOTBETCTBUU C TIOPSIKOM
cocTaBJieHUsI U O(POPMIICHUS] THCTPYKIIUU 110 METUIIMHCKOMY TTPUMEHEHUIO
JIKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX M3, 00IIeH XapaKTePUCTUKU
JIEKapCTBEHHOT'O CPEJICTBA, MPEAYCMOTPEHHBIM MYHKTOM 4 ctaThu 242 Konekca;

14) ouenky uanopmanuu, cojiepKaiieics B 3KCIUTyaTalliOHHOM JIOKYMEHTE
MEUIIMHCKOTO U3EIHS;

15) ananu3 uHdopmaluu, coaepkaiieiicss Ha 00pas3ax MaKeToB YITaKOBKH,
TUKETOK, CTUKEPOB MEAUIIMHCKOTO U3/IEIHS B COOTBETCTBUH C TPEOOBAHUSIMU
3akoHoAaTebCcTBa PecmyOnuku Kazaxcran B cdepe oOpalieHus JeKapCTBEHHBIX
CPEIICTB U METUIIMHCKUX U3ICIU;

16) paccMoTpeHue pe3yabTaTOB MPOBEICHHOW HHCIEKIIMU MEAUIIUHCKOTO
U3JIEIIUS TIPU €T0 TOCYIAPCTBEHHOM PErUCTpallNy;

17) ananu3 npeacTaBIeHHBIX TPOU3BOAUTENIEM CBEJICHUN O HAIMYUU WIH 00
OTCYTCTBUHU COOOIIIEHHI O HECUACTHBIX CIIy4YasX U OT3bIBAX C PhIHKA MEIUIIMHCKOTO
U3JIEINs, O HeOIAronpusiITHOM COOBITUN (MHITUACHTE), CBI3aHHOM C MCIIOJIb30BAHUEM
MEIUIMHCKOTO U3/IeTHsl, YBEIOMIIEHUH IO 0€30MaCHOCTH MEAUIIMHCKOTO U3/IENHs,
MOAXO0J1a K PACCMOTPEHHUIO 3TUX MPOOJIEM U UX PELICHUS TPOU3BOJUTEISIMU B KaXKIOM
U3 TAKUX CIIy4aeB, ONMCAHUS KOPPEKTUPYIOLIUX ACUCTBUN, IPEANPUHATHIX B OTBET Ha
YKa3aHHBIE CIy4au, a TAK)KE COOTHOIIEHHUS YPOBHS MPOJAXK U KOJIMYECTBA HECUACTHBIX
CJIy4aeB M OT3bIBOB MEJIUIIMHCKOTO U3/EIUs U3 OOpalleHus;

18) aHanu3 TOKYMEHTOB U CBEACHUM O BHOCHMBIX U3MEHEHUSX, B TOM YHCJIIC
JIOKYMEHTOB, IMOJTBEPKIAOIINX MTEPEUNCICHHbBIE U3MEHEHUS U CBUIETEIbCTBYIOIINX O
TOM, YTO BHECEHHE 3asIBJICHHBIX U3MEHEHUM HE BJICUET M3MEHEHHS CBOMCTB M
XapaKTEPUCTHK, BIUSIONINX Ha 0€30MaCHOCTh, KaueCTBO B 3(P(HEKTUBHOCTD
MEUIIMHCKOTO U3JENHS, WM COBEPIICHCTBYET CBOMCTBA U XapaKTEPUCTUKH TIPU
HEM3MEHHOCTH (DYHKITMOHAIBLHOT'O0 Ha3HAYSHUS MEIUITMHCKOTO U3/ICIINS,
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19) ananu3 coOTBETCTBUS 3asBJICHHBIX U3MEHEHHI, BHOCUMBIX B
PETUCTPAMOHHOE J0ChE MEAUIIMHCKOTO U3/IENINs BUJAM U3MEHEHUM, YKa3aHHBIM B
nepeyvHe cornacHo npuioxkenuto 30 k HactosmmM [IpaBunam.

137. 1o pe3ynbpTaTaM aHainu3a JOKYMEHTOB PETMCTPALMOHHOTO JOCHE HA dTane
CIEUHUAIU3UPOBAHHON AKCIEPTU3BI TPU HATMYHMM 3aMEUYAHUI YCIyTOMnoay4aTelto
OCPECTBOM MH(GOPMAIIMOHHON CUCTEMBI YIIOJIHOMOUYEHHOT'O OpraHa rocyAapCTBEHHAs
AKCIIEPTHAs OpraHU3allMsl HApaBIIAET 3anpoc (B IPOU3BOJIBHON (JOpPME CO CCHUIKOM Ha
HOPMBI 3aKOoHOaTeNnbcTBa PecnyOnuku Kazaxcran, HapyiieHne KOTOPBIX MOCTYKUITO
OCHOBAHHUEM JIJIsl €70 BRIHECEHHUS) C YKa3aHUEM BBISIBIICHHBIX 3aMEUYaHUN U
HEO0OXOIMMOCTH UX YCTPAHEHHS €MHOXBI B IOJTHOM 00bEME B CIIEIYIOIINE CPOKU:

1) mpu SKCIEPTU3E MEIUITMHCKOTO U3/ICTHS, B TOM YHCJIE He TPeOyroIeit
IPOBEJICHUS TaOOPATOPHBIX UCTIBITAHUI HE3aBUCUMO OT KJlacca MEIUIIMHCKOTO
U3JIeIIUsl, IPYU BHECEHUU U3MEHEHUI B PETUCTPALIMOHHOE JI0ChE€ MEIUIIMHCKOTO U3/IECTuUs
(0e3 mpoBeneHus 1a00PATOPHBIX UCTIBITAHU ), TPU BHECEHUU U3MEHEHMI Tuma | B
PETUCTPAIMOHHOE JOChE MEAUIIMHCKOTO M31eNUs (C MPOBEICHUEM JTaOOPATOPHBIX
UCTIBITaHNH) - B TeueHnn S0 (marbaecar) pabodynx JHEH;

2) npyu YCKOPEHHOW SKCIEPTU3E MEAUIIMHCKUX U3JeIui - B TeueHue 20
(mBaamnaTh) pabovyux JHEH;

3) mpu 3KCHepTU3E MEAUIIMHCKOTO U3IETHs, IPOU3BEACHHOTO U
3apETUCTPUPOBAHHOTO PETYNATOpHBIMU opranamu crpan CILIA, EBponerickoro coro3sa,
BenukoOpurtanuu, AAnonun (ceptuduxarsl FDA, ceptudukarsr EBponeiickoro Coroza —
CE-marking, BenukoOputanuu, Sinonun) - B TeueHue 5 (MaTh) paboYMX JTHEH.

3anpoc ¢ 3aMeYaHUsIMU 3aBEPEHHBIN TOCPEICTBOM AIEKTPOHHOH U POBOH
HOJIMTUCH HAMPABJISIETCS YCIYTOMOMyUYaTeNio yepe3 HHPOPMAIIMOHHYIO CHCTEMY
YIOJIHOMOYEHHOT'O OpraHa 3asBUTENI0 B «JIMYHbIN KAOMHET» B JIEHb IOIUCAHMS
UCXOMSILETO 3aIpoca.

[Tpu BOZBHUKHOBEHHHU BOMPOCA O TOCTOBEPHOCTHU MPECTABICHHBIX JOKYMEHTOB U
MaTepUasoB MPU SKCIIEPTU3E MEAULIMHCKOTO U3/EINsl, SKCIIEPTHAs OpraHU3alHsl
PYKOBOJCTBYyeTCA HH(OpMaME, pa3MeieHHOM Ha 0(UIIMaTbHBIX MTyOJINYHBIX
UCTOYHHKAX, OPHUIIHATBHBIX CaliTax TOCYJapCTBEHHBIX OPraHoOB B cepe oOpareHus
MEIUIMHCKUX W31, 3aBO0B-IIPOU3BOIUTENICH, MEXKIYHAPOIHBIX
HOTH(UIIMPOBAHHBIX OPTAaHOB, MEXTyHAPOIHBIX HAITMOHATIHHBIX OPTaHOB IO
aKKpeIuTaluu B chepe TEXHHUECKOTo peryJupoBaHus win B cepe obparieHus
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MCOAHUIMHCKHUX PI3I[€JIPII>1, d TaKKC B ICPHUOA IMTPOBCACHUSA SKCIICPTU3bI HAIIPABIIACT
COOTBCTCTBYIOHII/If/'I 3allPOC 3asABJICHHBIM IIPOHU3BOJUTCIIAM MCIUIIMHCKUX H3I[€J'IHI>1.

138. Ycayronosyyaresb HAPABJIsieT B MOJHOM 00beMe OTBET H
He00X0AUMbIe MaTePUAJIbI OCPEACTBOM MH(POPMALMOHHOM CHUCTEMBI
YIOJIHOMOYEHHOT 0 oprana B Tedenue 50 (narbaecsar) padboyux JHel co IHS
MOJIyYEeHHSI 3aIPOCA rOCYyIaPCTBEHHOM IKCIEPTHONH OPraHu3annm.

139. OtpuniarenabHoe 3aKI0UeHUE 0 0€30MaCHOCTH, KauecTBE U 3(PPEKTUBHOCTU
MEJUIIMHCKOTO U3ENHS BBIAACTCS B CIIydasix:

1) HempeacTaBIEHHE MOTHOTO KOMIUIEKTa PETUCTPALIMOHHOTO JOChE MOCIe
BbIJJaYM 3aMEUYaHUI 3asIBUTEIIO B MPOLIECCE MPOBEACHUS SKCIIEPTU3bI B CPOKH,
yCTaHOBJIEHHbIE HacTosAuMHU [IpaBunamu;

2) MpCaACTAaBJICHUA 3aABUTCIICM HCIOCTOBCPHBIX CBGHCHHﬁ;

3) nony4yeHue OTpULIATENbHBIX PE3YJIBTATOB OJHOIO U3 ITAOB HKCIEPTU3BI U
(M) OTpULATENBHBIX 3aKIIFOUEHHUI SKCIIEPTOB MPO(PUIBHBIX OPraHU3aLUH;

4) HECOOTBETCTBHS CUCTEMbI OOECTICUCHHS KaYECTBA YCIOBUSM,
00ecIeuynBaoIINM 3asBIEHHYI0 0€301acCHOCTh, 3()(PEKTUBHOCTH U KAYECTBO
MEIUITUHCKOTO U3JICTIHUs, TI0 pe3yIbTaTaM HHCTICKIIUA METUITMHCKOTO U3ICITHS;

5) He MpOBEICHUSI WJIK OTKa3a yCIyronojaydaTeaeM OT OpraHu3aliy MOCeeHUsI
npeanpusTus (MpOorU3BOICTBEHHOM TUIOMIAJAKN) U C HEIbI0O MHCIIEKIIMH MEIUITMHCKOTO
U3JIeNINsI, B COOTBETCTBUU C TPEOOBAHUSIMHU 3aKOHOAATEIHHBIX akTOB PecmyOmuku
Kazaxcras.

140. [Ipu HE MPEAOCTABIEHUH YCIyrONOJIYy4aTeIeM OTBETOB Ha 3aIpoC
roCyJIapCTBEHHOM 3KCIEPTHOM OpraHu3ally B CPOK YCTAHOBJIEHHBIN MyHKTOM 138
Hacrosiuux [TpaBu, a Takke NMpe0CTaBICHUH HETIOJHOTO OTBETa M HEOOXOAUMBIX
MaTepuaoB, TOCYJapCTBEHHAs HKCIIEPTHASI OpraHu3alvs HapaBIsieT
yCIIyTOIOIy4aTeNio B Te4eHue 5 (MATh) padounx JqHel yBeJOMIICHUE O
peABAPUTEIHLHOM PENICHUU 00 0TKa3€ B MPOBEACHUU IKCIIEPTU3bI MEAUIIUHCKOTO
u3zienus (B MpoM3BOJIbHON (hOpME CO CCHUTKOM Ha HOPMBI 3aKOHOIATENIbCTBA
Pecnybnuku KazaxcraH, HapyIlIeHHE KOTOPBIX MOCITYKUIIO OCHOBAaHUEM JIJISl €r0
BBIHECEHHS ).

[Ipu sxciepTH3e MEAUIIMHCKOTO U3/IEIus, TPOU3BEACHHOTO U
3aperucTpUpPOBAHHOTO perynstopHbiMu opranamu ctpan CILIA, EBponelickoro coro3sa,
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BenukoOpurtanuu, AAnonun (ceptudurarsl FDA, ceptudukarsr EBponeiickoro Corosa —
CE-marking, BenukoOputanuu, SlnoHun) yBe1oMiaeHHE O IPEABAPUTEIHHOM PEIICHUN
00 0TKa3e B MPOBEJIECHUH IKCIIEPTU3bI MEAUIIMHCKOTO U3/IEus (B IPOU3BOJIbHOM (hopme
CO CCBUIKOM Ha HOPMBI 3aKOHO1aTenbcTBa PecryOnuku Kazaxcran, HapytieHue
KOTOPBIX MOCITYUJIO OCHOBAHUEM JJIsl €0 BHIHECEHHU ) HAIIPaBJISETCS
YCIIYTOIOJIYYaTeI0 TOCYIApCTBEHHON IKCIEPTHOM OpraHu3anueii B reuenue 1 (oamH)
pabdouero aHs.

141. ITo pe3ynbTaTaM HaNPaBICHHOTO YCIYTOMOIYyYaTEN0 YBEJOMIICHUS O
peABAPUTEIHLHOM PEIICHUN 00 0TKa3€ B MPOBEJACHUU IKCIIEPTU3bI MEAUITUHCKOTO
u3zienus (B MpOU3BOJIBHON (hOpME CO CChUTKOW HAa HOPMBI 3aKOHOIATEIIbCTBA
Pecny6nuku Kazaxcran, HapyllieHHE KOTOPBIX MOCITYKUIO OCHOBAaHUEM JJIS €r0
BBIHECEHM ) MaTEpHUaIbl HAMPABIISIIOTCS B DKCIIEPTHBIN COBET ISl IPUHSTUS PELICHUS.

DKCNEPTHBIN COBET pACCMATPHUBAET MOCTYNUBIINE MATEPHUAIIBI €XKEMECSIUHO, U
pe3yJIbTaThl PELICHUS C YKA3aHUEM IIPUYMH HAIIPABJISIOTCS YCIyrONOJIYy4YaTeNo B
TedyeHHe S (MATh) pad04YuX JHel CO JHS BRIHECEHUS PEUICHUSI DKCIEPTHBINA COBETOM.

Pe3ynbTaThl paccMOTpeHHsI DKCIIEPTHOTO COBETa B OTHOIIEHUH MaTepUasoB
AKCIEPTU3bl MEAUIIMHCKOIO U3/IE€Us, IPOU3BEAECHHOTO U 3apETUCTPUPOBAHHOTO
perynsitopubiMu opranamu ctpan CIIA, Esponelickoro coro3a, BenukoOopuranuu,
SAnonun (ceptudukarsl FDA, ceptudukarsl Eponeiickoro Coroza — CE-marking,
Benukobputanuu, SinoHNN) HAPABISIOTCS yCIYTONOJIYyYaTEN0 FOCY1apCTBEHHOM
AKCIIEPTHOM opraHuzaiueit B reueHue 1 (oauH) padodero aHs.

142. B cimydae moJI0KUTEIBHOTO OTYETA CIIENUATIU3UPOBAHHOMN DKCIIEPTU3HI B
Cpok He npeBbliawmuii 10 (1ecaTb) pado4uux JHEH COCTABIACTCA SKCIEPTHBIN
OTYET CIELUATIU3UPOBAHHOMN IKCIIEPTU3BI MEAULIMHCKOTO U3AEIUs COTJIaCHO
npuIokeHnto 33 k HacTosmuM [ IpaBunam Uiy 3KCHEPTHBIN OTYET
CIIELIMATIM3UPOBAHHOMN SKCIIEPTU3BI O BIUSHUU BHOCUMBIX U3MEHEHUH B
PErUCTpallMOHHOE JIOChEe Ha 0€30MaCHOCTh, KaueCTBO U 3PHEKTUBHOCTh MEIUIIMHCKOTO
u3nenus mo popme, CoriiacHo npuiioxeHuto 34 k Hactosmum [IpaBunam.

[TomOXKUTENBHBIN OTYET CIEHUATU3UPOBAHHON YKCIEPTU3BI MEAULIMHCKOTO
U3JIEIINSL, IPOU3BEAECHHOIO U 3aPETUCTPUPOBAHHOTO PETYISATOPHBIMU OpraHaMu CTPaH
CIIIA, EBpomneiickoro coro3a, Bennkodbpuranuu, Anonun (ceprudukarsl FDA,
ceprudukarsl EBponetickoro Coroza — CE-marking, BenukoOpurtanuu, Anonmm)
COCTaBJISIETCS] B CPOK He mo3aHee 1 (oguH) padoyero aHs.
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143. Pa3bsicHEHNs WM YTOYHEHWSI, BO3HUKAIOIINE B MIEPUOJ ITPOBEAECHUS
3KCIIEPTU3bI MEK/1y TOCYAaPCTBEHHOM IKCIIEPTHOW OpraHU3aluen u
YCTYTrOIOIy4YaTesIeM, OCYIECTBISIOTCS MyTeM (DOPMUPOBAHMS SIEKTPOHHOTO
JOKYMEHTA 110 NHIUBUAYAJIBHOMY ITAPOJII0 YCIYTONOJIyYaTess 4yepes
uHpopmaionnyto cucremy ¢ S 3asBUTENS ¥ rOCY1apCTBEHHOMN SKCIIEPTHON
OpraHHU3aLNH.

Iaparpad¢ 3. Ilopsinok npoBeaeHUs Ja00PATOPHBIX UCIIBITAHNH MeIMIMHCKOT 0
u3ae s

144. JTabopaTopHBIC UCTIBITAHKUSA 00PA3II0B METUITMHCKOTO U3CIHS
OCYILIECTBIISIIOTCS] B UCIIBITATEIBHBIX JIA0OPATOPUSIX TOCYIAPCTBEHHOM IKCIIEPTHOM
OpraHu3allvy B CpOKH He mpeBblimatonue 70 (cempaecar) pabouux JHEH co AHS
MOCTYIUJICHUS! JOKYMEHTOB U MaTepHalioB yKa3aHHBIX B yHKTe 117 Hactosmux [Ipasun
Ha MPOBEJICHUE CIIECIIUATU3UPOBAHHON SKCIIEPTU3BI METUIIMTHCKOTO U3/IEITHSI.

145. JTabopaTopHbie UCTIBITAHKS 0O0OPA3II0B METUIIMHCKOTO U3/CIIHS IPOBOJIATCS B
HEJISIX TTOATBEPKIEHUSI COOTBETCTBUS TTOKA3aTEINsIM 0€30MaCHOCTH U KaueCcTBa
MEJUIIMHCKOTO U3IENHS, 3asIBJICHHBIM B JOKYMEHTE 1O Ka4eCTBY ITPOU3BOIUTENS U
BKJIFOYAIOT:

1) aHanu3 TEXHUYECKOW U HOPMATUBHOM IOKYMEHTAIIMU MEIUIIMHCKOTO U3EIus
B YAaCTH METOJIUK MTPOBEICHUS UCIIBITAHUIA;

2) npoBeieHHUE JTa0OPATOPHBIX UCTIHITAHUN HA COOTBETCTBUE TPEOOBAHUSIM
JOKYMEHTa 10 KayeCTBY;

3) ompejeneHue BOCIPOU3BOAUMOCTH aHATUTUYECKUX METOJIUK KOHTPOJIS
KauecTBa.

146. VcnipiTanus 006pa3ioB MEIUIIMHCKOTO U3JIENHSI OCYIIECTBIISIOTCS ITyTEM
pOoBeIeHUs (PUBNKO-XUMUYECKUX, OMOJIIOTMUYECKUX U TEXHUYECKUX UCTIBITAHUHN B LEISIX
MOATBEPKACHUSI COOTBETCTBUS MTOKa3aTeIel O€30MaCHOCTU U Ka4eCTBAa MEIUIIMHCKOTO
U3JIETHSI.
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ITpu ucnpITaHu 00Pa3IOB MEAUITUHCKOTO U3ICTHS OMPEACIISACTCS
ouosoruueckas 0€30MacHOCTh UJIU OIIEHKAa OUOJIOTUYECKOTO AeHCTBUS, (PU3UIECKUE U
MEXaHUYECKHUE TIOKa3aTenu, GyHKIIMOHAIbHBIC, TEXHHUECKHUE U (PU3NKO-XUMUIECKUE
IIOKa3aTeld, TOITBEP K AArOIIIEe 0€30IMaCHOCTh U KAYECTBO MEIMIIMHCKOTO U3/ICITHS.

147. JJabopaTopHble UCTIBITAHUS HE IPOBOJAATCS TPU:
1) sxcniepTU3e METUIIMHCKONW TEXHUKU;

2) HaTU4YUK IOKYMEHTa HOTU(PUITUPOBAHHOTO OPraHa O COOTBETCTBUU
IIPOU3BOJICTBA MEIUIIMHCKOTO M3JIENHSI i CHCTEMBI KOHTPOJIS KaueCTBA MPOTyKIIUN
TpeboBaHusIM J{upekTuB EBporeiickoii KOMUCCUH 110 METUIIMHCKAM H3STUSAM WITH
ceptuduxara MDR (Medical Device Regulation — PernmamMeHT no MeAMITMHCKUM
U3JICIIUSIM);

3) nepeperucTpanuy MeIUIMHCKOTO U3ETHS;

4) yCKOPEHHOM IKCTIEPTHU3E METUIIMHCKOTO U3JIENHSI, B TOM YHCIIC IKCIIEPTH3E
MEIUITUTHCKOTO U3JIeTHUsl, IPOU3BEACHHOTO U 3aPETUCTPUPOBAHHOTO PETYIISITOPHBIMU
opranamu ctpan CIIIA, EBponeiickoro coro3a, Benuko6puranuu, Sinonuu
(ceptuduxatel FDA, ceptuduxarst EBponeiickoro Coroza — CE-marking,
Benuko6putanuu, Snonun).

148. B ciyyae BbIsSIBJICHHS 3aME€UaHUM Ha 3Tare J1a00paTOPHBIX UCTIBITAHUN
YCIIYTOMOJIy4YaTeto B TeUeHUH S (MATh) pabouuX JHEW cO JHS MOTyYeHUs! 00pa3iioB
MEUITMHCKOTO U3/IeTus Yepe3 HHPOPMAIIMOHHYIO CUCTEMY YIIOJTHOMOYEHHOTO OpraHa
B «JIMYHBIM KAOWHET» HAIPABJIAECTCS MUCHMO C YKa3aHUEM BBISIBICHHBIX 3aMEUYaHUN U
HEO0OXOIMMOCTH UX YCTPAHEHHS B TIOJIHOM 00heME B CPOK, He nmpeBbIaruii 30
(TpuanAaTh) padovuux JHeN.

[Ipu He ycTpaHEHUH WIIM HE TTOJIHOM YCTPAHEHUU 3aMEYaHU B YCTAaHOBJICHHBIN
CPOK, TOCyJapCTBEHHAs KCIIEpTHAs opraHu3aius B Teuenue 10 (aecsatrh) pabouux aHei
CO JIHS TIOJIyYEHUSI OTBETA OT yCIYTOMOJIy4yaTessl HAlIPaBIIAEeT €My NMUChbMO C YKa3aHUEM
MOBTOPHBIX WJIU JOTOJHUTEIIbHBIX 3aMEYaHUN U HEOOXOIMMOCTU UX YCTPAHEHU! B

TeueHnu 20 (ABaANATH) padovYuX JHEHM.

149. IIpu HE MPEaOCTAaBIEHNH YCIYTrONOJIYy4aTeIeM OTBETOB HA BHICTABIICHHBIE B
UChME TOCYAapCTBEHHON IKCIIEPTHOM OpraHU3aIliy 3aMEUaHus B CPOK
yCTaHOBJIEHHBIN MTyHKTOM 148 HacTosimux [IpaBui u oTpULIaTeNIbHBIX PE3yIbTaTax
71a00paTOPHBIX UCTIBITAHUN MaTepUalIbl HAMPABISIOTCS B DKCIIEPTHBIN COBET IS
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MPUHATUS pellIeHHs] 00 0TKa3€e U MPEKPALEHUH SKCIIEPTU3bI METUIIMHCKOTO U3/IETUs
cornacHo yHKTY 141 Hactosiux [IpaBun.

150. TTo pe3ynbraram 1a00pPAaTOPHBIX UCTIBITAHUN MEAUITMHCKOTO 31T
UCIIBITATEILHOM JTabopaTopueit CoCTaBIsIeTCs MPOTOKO UCTIBITaHUM 110 hopme
COTJIACHO MpUIoKeHUo 35 k HactosamuM [IpaBunam.

151. TIpu HEBO3MOKHOCTH MPOBECHUS 1a00PATOPHBIX UCTIBITAHUI 00Pa3IOB
MEUIMHCKUX U3JICIUA B UCTIBITATEIFHOM JIAOOpaTOPUM TOCYAapCTBEHHON IKCIIEPTHON
OpraHU3alliU 10 OTACIBHBIM MOKa3aTeNsIM, YKa3aHHBIM B cepTudukare (IpoTOKOJIE)
aHaJIM3a IPOU3BOIUTENIS, TAKUE UCTIBITAHKS OCYIIECTBIISIFOTCS B CyOKOHTPAKTHOU
1abopaTopuu Ha OCHOBAHUHM JIOTOBOPA MEXK]y SKCIIEPTHOM OpraHu3aiueit u
CyOKOHTpaKTHOM JJabopaTopueli CorilacHO 3akoHoAaTebCcTBY Pecybnuku Kazaxcran o
roCyapCTBEHHBIX 3aKYIIKaX.

152. B ciiydae oTCyTCTBUSI CyOKOHTPAKTHOM J1a00paTopuu, IPOBOASIICH
VCIIBITAHNE MEIUIIMHCKOTO U3IEIMs, TOCYIapCTBEHHAS DKCIIEPTHAS OPTraHU3aLINs
NPU3HAET PE3yJIbTAThI JIA0OPATOPHBIX UCTIHITAHUN TIO OTIACIBHBIM MTOKA3aTEIsAM,
yKa3aHHbIM B cepTu(ukaTe (IPOTOKOJIE) aHATIN3a MPOU3BOUTEIS.

153. ITpu HEBO3MOXKHOCTH MPOBEACHUS J1a00OPATOPHBIX UCIIBITAHUM 00pa31ioB
U3JIeJIUA MEUIIMHCKOTO HA3HAUYEHUS B UCTIBITATENIbHOW Ta00pATOPUU TOCYIapCTBEHHOM
AKCIIEPTHOM OpPraHU3aIMu B CBSI3U C HEBO3MOKHOCTBIO COOIIOJICHUS YCIIOBUN
TPAHCIIOPTUPOBKU YKa3aHHBIX 00pa3iioB Ha Tepputoputo Pecniyonuku Kazaxcran u
(M) UX XpaHEHHUH, OTCYTCTBUH CIIEIIHAIIBHOTO 000PYI0BAaHUS U PACXOIHBIX
MaTepHuaaoB B SKCIIEPTHON OpraHu3alluu, a TAK¥Ke, €CJIM HOPMATUBHBIMU IOKYMEHTaMU
0 Ka4yeCTBY MPOAYKIMU YCTAHOBJICHBI UCIIBITAHUS, CBSI3aHHBIE C OOJIBIIMMHU 3aTpaTaMu
CPEIICTB MPOU3BOJUTEINS, TOPOTOBU3HOM 00pa3IoB, ¢ 00pa3amMu, TpeOyOIUMU
0COOBIX YCIIOBUM TPAHCTIOPTUPOBKH, CHEIU(DUIECKOTO 000pYAOBAHUS U
BCIIOMOTATEIbHBIX CPE/ICTB JIA0OPATOPHBIE UCTIBITAHUS IPOBOMSITCS B IPUCYTCTBUU
npeACTaBUTEIICH SKCIIEPTHOM OpraHu3aluy B 1Ja0OpaTOprUU KOHTPOJIS KauecTBa
MIPOU3BOUTENS WM B KOHTPAKTHOM TaO0OpaTOPUH, UCTIOIBb3YyEeMON MTPOU3BOIUTEIIEM.

154. ITpu skcniepTU3e MEIUIMHCKUX U3/IEIINUMA, MPOU3BEAECHHBIX HA OCHOBE
TpaHcdepa TEXHOJIOTHI 1Ta00paTOPHbIE UCTIBITAHUS MMPOBOAATCS TUCTAHIIMOHHO C
MOATBEPKICHUEM I'€OJIOKAIIUH U C YYACTUEM NPEACTABUTEIEH FOCYAaPCTBEHHOM
AKCTIEPTHOM OpraHu3aIuy B 1a00paTOPUU KOHTPOJIS KauyeCcTBa MPOU3BOJAUTENS UITH B
KOHTPAKTHOM J1abopaToOpHH, UCIIOIb3yEMOM MPOU3BOJUTEIIEM.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.07.2025

e‘ ‘ a ,' , DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE e
JlaTta ckaunBaHMs 30.07.2025

155. IIpu opranu3anuu v NpoOBEAEHUH CAHUTAPHO-MPOTUBOAIUIEMUYECKUX U
CaHUTAPHO-MPOPHIAKTUUECKUX MEPOTIPUSITHI U CBSI3aHHBIX C HUMU OTPAaHUYUTEIBHBIX
MEPOIPUATUIA, B TOM YUCJIE KApaHTHH, SKCIIEPTHHIE pabOThI 3aBepIIaloTCs 03
1a00paTOPHBIX UCTIBITAHUI B TaOOPATOPUK KOHTPOJISI KA4eCTBa IPOU3BOIUTENS WIH B
KOHTPAKTHOM J1abopaTopuu, UCIIOIb3yEMOM MPOU3BOJUTEIIEM.

156. 1o pe3ynbraTam J1abOpaTOPHBIX UCTIBITAHUNA COCTABIISETCS] OTYET O
pe3ysbTaTax NpPOBEICHUS JaOOPATOPHOTO UCIIBITAHMS B JIA0OPATOPUHU KOHTPOJIS
KayecTBa MPOU3BOIUTEINS UM B KOHTPAKTHOM J1ab0paTopuu, UCTIONb3yEeMOMN
IIPOU3BOIUTEIIEM COIIACHO NMPUIIOKEHUIO 36 K HacTosammMm [ IpaBunam.

IHaparpa¢ 4. [lopsinok popMupoBaHus pe3yJbTATOB IPOBEACHHOM IKCIEPTU3bI
MeIMIUHCKOT0 H3/1eJIns

157. I1o okOH4YaHUM CIIENUAITM3UPOBAHHON IKCIIEPTU3BI yCIYTONOIyYaTeNb
COTJIACOBBIBAET C TOCYIaPCTBEHHOM 3KCIEPTHOM OpraHU3alueil B 3JIEKTPOHHOM BH/JIE
10 UHJIMBUIyaJIbHOMY MApPOJII0 YEPE3 €r0 «JIMYHBIM KAOMHET)» WM IyTeM
IIPEIOCTABIEHUS JINCTA COINIACOBAHUS CBEICHUS O MEAUIIMHCKOM U3JIETINH, a TAKXKE
UTOTOBbIE IOKYMEHTBI: HHCTPYKLHIO M0 MEIUIIMHCKOMY IPUMEHEHUIO U MapKUPOBKHU
MaKeTOB YIIAKOBKH, 3TUKETOK, CTUKEPOB), B TOM UHCJIE KOPPEKTHOCTh 3aHECEHHBIX
JaHHBIX B TJOKYMEHTaxX U MaTepuasax MpeICTaBICHHbIX 3asiBUTEJIEM Ha SKCIIEPTU3Y
MEIUILUHCKUX U3JEINI B CIIETYIOIIUE CPOKHU:

1) npu sKCIepTU3€ MEAUIIMHCKOTO U3/IETUs, B TOM YUCJIE HE TPeOyromieit
IPOBECHUS TaOOPATOPHBIX UCIBITAHUN HE3aBUCUMO OT KJIacca MEAULIMHCKOTO
U3JIEIINs, IPU BHECEHUH U3MEHEHUI B PETUCTPALIMOHHOE I0ChE€ MEIUIIMHCKOTO U3EUs
(0e3 mpoBeaeHus Ta00PaTOPHBIX UCTIBITAHUI), IPU BHECEHUU U3MEHEHUH Thna [ B
PETUCTPALIMOHHOE JIOChE MEAUIIMHCKOTO U3IEus (C MPOBEACHUEM J1A00PATOPHBIX
UCIBITAHHI) - B CPOK He npeBblmawmuii 10 (necsitb) padouux aHeit;

2) pu YCKOPEHHOU SKCIEPTU3E MEAUIIMHCKOTO U3/IETHs, a TAKXKE MPU
AKCMIEPTU3E MEIULIMHCKOTO U3EIMS, TPOU3BEACHHOIO U 3aPETUCTPUPOBAHHOIO
perynstopubiMu opranamu ctpan CIIIA, EBponetickoro cotosa, BenukoOpuranuu,
SAnonnn (ceptudukarsl FDA, ceptudukarsr EBpomneiickoro Coroza — CE-marking,
Benuko6putanuu, SInoHuN) - B CPOK He NMpPeBbIIIAKINNN 5 (MATH) padoyux qHEH.
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PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.07.2025

[Ipu BBISIBIEHUH HECOOTBETCTBUS OOHOBIJIEHUSI UTOTOBBIX IOKYMEHTOB
yCIIyTOIoIy4yaTeslb OJHOKPATHO HAMPaBISET MOCPEACTBOM HH(POPMALIMOHHON CUCTEMBI
YIIOJTHOMOYEHHOI'0 OpraHa I1uchbMo ¢ YBEIOMIIEHUEM O HECOOTBETCTBUHU U
IIPUKJIAJ(bIBAET KOPPEKTHBIE UTOTOBBIC JOKYMEHTBI B TEYCHUE CPOKA, YCTAHOBJIEHHOIO
HacrosmuMu [Ipasunamu.

B ciyyae oTCyTCTBUS COTIIACOBAaHUS YCIYTOMOMyYaTeieM B CPOKU
YCTaHOBJICHHBIE HACTOSIIUM MTyHKTOM [IpaBui 3akimtouenre o 6€30MacHOCTH, KAYECTBE
1 3G PEKTUBHOCTU METUIIMHCKOTO U3Aeus OpMUpPYETCs O€3 ero corjiacoBaHuUs.

158. T'ocynapcTBeHHast SKCIIepTHAs: OpraHU3alys MPOBOJUT MPOBEPKY
IPEICTaBICHHON HHPOPMAIIMH YCIIyTONOMyYaTeNIeM, a TAKKe MIPH BBISIBICHUH
HECOOTBETCTBUS KOPPEKTUPYET 3aHECEHHBIE JaHHbIE, OOHOBIISIET UTOIOBbIE TOKYMEHTbI
Y COCTAaBIIAET 3aKI0YEHUE O 0€30MaCHOCTH, KaueCcTBE U 3(PPEKTUBHOCTH
MEIULMHCKOIO U3/IE€us, 3aBJICHHOIO Ha SKCIIEPTU3Y COTJIACHO MPUIIOKEHUIO 38 K
HactosuuM [IpaBuiam u 3axiroueHue o 6e30MacCHOCTH, KauecTBE U 3(P(HEKTUBHOCTH
MEIULMHCKOIO U3/I€Us 3asIBJIEHHOTO HA SKCIEPTU3Y B LIESIX BHECEHUS U3MEHEHUH B
PETUCTPALIMOHHOE J0ChE COTTIACHO NpuiioxeHuto 39 k HactosmuMm [IpaBunam B
CJIEYIOIINE CPOKU:

1) npu sKCIepTU3€ MEAUIIMHCKOTO U3/IETUs, B TOM YUCJIE HE TPeOyromieit
MIPOBEICHUS TA0OPATOPHBIX UCTIBITAHUI HE3aBHCHMO OT KJlacca MEIUIIMHCKOTO
W3JENus, IPU BHECEHUY U3MEHEHUM B PETUCTPALIMOHHOE JOChE€ MEAUIIMHCKOTO U3
(06e3 mpoBeaeHus Ta00PaTOPHBIX UCTIBITAHUIT), IPU BHECEHUU U3MEHEeHUH Tuna [ B
PETUCTPALIMOHHOE JIOChE MEAUIIMHCKOTO U3IEus (C MPOBEACHUEM J1a00PATOPHBIX
UCIIBITAHUI ), @ TAKXKE MPU YCKOPEHHOU SKCIEPTU3E MEAUIIMHCKOTO U3JIENUS — B CPOK
He npeBblmamuii 10 (necsatb) padoumnx aHeid;

2) npu SKCNEPTU3E MEAUIIMHCKOTO U3JIENHUs, IPOU3BEAECHHOTO U
3aperucTpUpPOBaHHOTO perynstopHbiMu opranamu ctpan CILIA, EBponelickoro coro3sa,
BenukoOpurtanuu, AAnonun (ceptuduxarsl FDA, ceprudukarsr EBponeiickoro Corosa —
CE-marking, BenukoOpuTtanuu, SlnoHun) - B Cpok He NpeBblmaronuii 2 (18a) padbounx
TTHSI.

159. 'ocynapcTBeHHas 3KCIIEpTHAS OpraHU3alKs TOCPEICTBOM
UH(OPMAITMOHHON CUCTEMBI YITOJITHOMOYEHHOT'O OpraHa HaMpaBIsIeTCs B DJIIEKTPOHHOM
BU/JIE B aBTOMAaTUYECKOM PEKMME B FOCYJapCTBEHHBIN OpraH:
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1) 3akmoueHue o 6€30macHOCTH, KadyecTBe U 3PHEKTUBHOCTH MEAUITMHCKOTO
U3JICIINS,

2) UHCTPYKIUIO 110 MEAUIIMHCKOMY MPUMEHEHUIO MEAUIIMHCKOTO U3/IeIHs Ha
Ka3aXxCKOM M PYCCKOM SI3bIKax, pa3spadaThbIBaA€MyI0 B COOTBETCTBUH C IPUKA30M
Mumnuctpa 3apaBooxpanenust Pecniyonuku Kazaxcran ot 10 centsaopst 2020 roga Ne KP
JACM-101/2020 «O6 ytBepxkaenuu [IpaBun coctaBneHus 1 0opopMIIEHUSI HUHCTPYKIIUU
10 MEIULIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHBIX CPEJCTB U MEAULIMHCKUAX U3JEIUI U
o011el XapaKTepruCTUKH JIEKAPCTBEHHOIO CPEACTBay (3apeructpupoBaH B Peectpe
roCyJIapCTBEHHOM perucTpalui HOPMAaTUBHBIX MPaBOBBIX akToB 1o Ne 21200);

3) MAaKCThI YIIAKOBOK, S TUKCTOK, CTUKCPOB MCAUIIUHCKOI'O U3JCJINS,
COIJIaCOBaHHBIX FOCYI[&pCTBGHHOfI BKCHCpTHOﬁ OpFaHHBaHHCﬁ Ha Ka3aXCKOM N PYCCKOM
A3bIKAX.

160. ITpu rocynapCTBEHHOW PErUCTPalv U NIEPEPErUCTPALUN METULIMHCKAX
U37eNuil BbIaeTcsl 0€CCPOUYHOE PErMCTPALIMOHHOE YI10CTOBEPEHUE.

161. B cnydasx oTpUIIaTeIbHOTO 3aKJIFOYEHHS 0 O€3011aCHOCTH, Ka4ECTBE U
3 PEKTUBHOCTH MEIUIIMHCKOTO U3/IEIHS UM OT3bIBA YCIYTOnoydaTeaeM 3asBICHUsI
Ha HKCHEPTU3Y MOCIIC Havalia MPOBECHHUS SKCIIEPTU3bI, CyMMa, OIIaueHHas 3a
MIPOBEJICHNE IKCIIEPTHBIX PaboT, yCIYTOMmoIy4aTeIl0 He BO3BpaIaeTCs.

162. ITocne 3aBepiiieHHs TPOLEAYPhl SKCIIEPTU3BI TOCYIaPCTBEHHAS SKCIIEPTHAS
opraHuzaius GopMHUPYeET FJAECKTPOHHBIN apXUBHBIN IK3EMILISP PETUCTPALIMOHHOTO
JI0ChE, COJIEPIKALUI MTPECTABICHHbBIC 3asBUTEIIEM MaTEPHUabl, PE3yIbTaThI
AKCTIEPTHU3bI (OTYET HAYATBHOM SKCIEPTU3bI MM OTUET HAaYAJIbHOM IKCIIEPTU3bI
W3MEHEHUM, BHOCUMBIX B PETUCTPALIMOHHOE JOChE MEUIIMHCKOTO U3ENHS; TPOTOKOJI
UCIIBITAHU; OTYET O Pe3yJibTaTax MpOBEICHUs JaO0OPaTOPHOTO UCTIBITAHUS B
Jab0paTOpuu KOHTPOJISI KaueCcTBa MPOU3BOIUTENS UM B KOHTPAKTHOM 1abopaTopud,
UCIIOJIb3YEMOW MPOU3BOAUTENIEM; OTUET CIIEIIUATU3UPOBAHHON SKCIIEPTU3BI
MEIUIMHCKOTO W31 ), 3aKIII0UeHne 0 0€30MacCHOCTH, KayecTBE U 3P (HEKTUBHOCTH
MEIUIMHCKOTO U3AENHS, MHCTPYKIUIO IO MEAUIIMHCKOMY MPUMEHEHUIO MEIUIIUHCKOTO
U3JIEIINS, MAaKEThI YIIaKOBOK, 3TUKETOK, CTUKEPOB.

Bo BpeMms neicTBUS pEruCcTpalliOHHOTO YIOCTOBEPEHUS apXUBHOE
PETUCTPAIMOHHOE J0ChE, IOMOTHAETCS KOMUSIMH PETUCTPALIMOHHBIX YIOCTOBEPEHUN O
BHECEHUU U3MEHEHUM CO BCEMU MPUIIOKEHHBIMU TOKYMEHTAMHU 3asIBUTEIS B
3JIEKTPOHHOM BHJIE.
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PerncrpannoHHOE 1OCHE XPAHUTCS B DJIEKTPOHHOM apXUBE I'OCYNAPCTBEHHON
AKCIIEPTHOM OpraHU3aIuu ¢ COOII0ICHUEM TpeOOBaHUN KOH(PHUACHIIMATIEHOCTH, KPOME
3KCIUTyaTallMOHHOTO JIOKYMEHTA WJIM UHCTPYKIUHU 10 MPUMEHEHUIO METUIIMHCKOTO
U3JIEIHs, PYKOBOJICTBA TI0 CEPBUCHOMY OOCITYKUBAaHUIO, TAHHBIX O MAPKUPOBKE U
yHakoBKe (IOJTHOLBETHbIE (C YKa3aHWEeM KOJMPOBKHU 1[BETA) MAKEThI YIIAKOBOK U
ATUKETOK) HE3aBUCUMO OT PE3YyJIbTaTOB IKCIIEPTU3HI.

PeructpanoHHO€ 1OChE€ MEIUIIMHCKOTO U3/ Ha AJIEKTPOHHOM HOCUTENIE
xpanutcs 10 (mecsars) Jer.

IMaparpag S. Ilopsaaok perucrpanuu, BHeCEHUs] N3MEHEHHS B LIEHY
NMPOU3BOANTEISI HA M3/IeJIHe MeTUIMHCKOT0 HA3HAYEHUS WIH MeIUIUHCKOe
U3/1eJIUe Uil JUATHOCTUKH BHE KUBOIr0 opranusma (in vitro), npou3BoaumMbie HA
Tepputopun Pecnmyosmku Kazaxcran B paMmkax 10JroCpoOYHbIX JI0TOBOPOB
NMOCTABKH, 3aKJII0YeHHBIX ¢ ETMHBIM 1M CcTPHOBIOTOPOM

163. B nepuon hopmupoBaHusi pe3yJIbTaTOB MPOBEACHHOMN YKCIEPTU3HI
MEIUIMHCKOTO U3ENHS TOCYJapCTBEHHAs YKCIIEPTHASI OpraHu3alus OCyIIeCTBISET
perucTpaiuio, BHECEHUE U3MECHEHUS B 1IEHY NMPOU3BOAUTEIS U3ICTUS METUIIMHCKOTO
uznenus (nanee — MMH) unu MequuuHCKOro u3aenus AJisi IMarHOCTUKU BHE JKUBOTO
opranuszMa (in vitro), mpou3BoIuMbIe Ha TeppuTopun Pecriyonuku Kazaxcran B pamkax
JIOJITOCPOYHBIX JIOTOBOPOB MOCTABKH, 3aKJIIOUEHHBIX ¢ EMUHBIM AUCTpUOBIOTOPOM
(mamee - MEIUIIMHCKOE U3JICIIHE JIJIS In Vitro TMarHOCTUKH) B CPOK He mo3aHee 10
(mecsiTh) pabouyux JTHEH COo HS MPETOCTABICHUSI YCIYTOMOaydaTesieM 3asBICHUS 110
dbopme cornacHo MpUToKeHHIo 2 HacTosmux [IpaBun u 1oKkyMeHTOB 110 popme u
MepPEYHIO NMPEyCMOTPEHHBIMU TIpHIIOKeHHeM 3 HacTosmux [IpaBu, mocpeacTsoMm
MH()OPMAIIMOHHOM CUCTEMBI YIIOJTHOMOYEHHOTO OpraHa.

164. Perucrpanus 1ieHsl, BHECEHNE U3MEHEHMS LIeHy npou3Boautens MU
OCYIIECTBIISIETCS B HAallMOHANBbHOU Bamote PecyOnuku Kazaxcran (nanee — TeHre) u
BKJIFOYAET B ce€0s1 aHAIU3 1IEH HAa TOPIrOBOE€ HAMMEHOBAHUE U TEXHUUYECKYIO
xapakrepuctuky IMH, ocHOBaHHAas Ha IPEeACTaBIEHHBIX YCIyTOINIOIYy4YaTeIeM IeHaxX
MPOU3BOJIUTENS, C YUIETOM KOMIUJIEKTHOCTH, BUAA U TUIIOPA3MEPHOIO PsAJIa, a TAKKE
dakTuyeckou 1eHbl moctaBok B Pecnyonuky Kazaxcras.
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165. Henst Ha UMH B pamkax 'OBMII u (unn) B cucreme OCMC
PETUCTPUPYIOTCS, BHOCATCSA U3MEHEHUSI, 32 OJHY €IUHUILY U3MEPEHUS C YUETOM
(hacoBKH, KOMIUIEKTHOCTH WJIM MIEPBUYHON YITAKOBKHU (TIACTHIPH, IITIPUIL, TIAKET, Ty0a,
HA0Op, KOMIUIEKT, MMaHelb, KaCCeTa, KAPTPHUIXK), MPOU3BOJUTENS U PETUCTPALIMOHHOTO
yanocroBepenusa MIMH Ha naty nojgauu 3asBJIEHUS O PETUCTPALMU, BHECEHUS
VM3MEHEHUS B LIEHY IIPOU3BOIUTEIIS.

166. B ciydae eciu B paMKax OHOTO PETUCTPALIMOHHOTO YIOCTOBEPEHUS
3apETUCTPUPOBAHO HECKOJIBKO BapuaHTOB ucnoiHeHusa MIMH, ycimyromnonyyarens
IIPEIOCTABIISET 3asIBJICHUE OTAEIBHO IS KAXKA0I0 U3 €r0 BAPUAHTOB MCIIOJIHEHUS 32
€AMHUIY U3MEPEHUSL.

167. Ceenenus 06 IMH yka3biBatoTCs B 3asBJICHH B COOTBETCTBHH C
PETUCTPAILIMOHHBIM YJIOCTOBEPEHUEM HA MEIUIIUHCKOE U3EIHE.

168. [Ipu KOHBEpPTALIMM MHOCTPAHHOM BAJIIOTHI LIEH B 3asIBJICHUH, a TAKXKE B
JOKYMEHTaX, MOJTBEPKIAI0NINX (PaKTUYECKYIO [IEHYy ITOCTaBOK KOIUSIX WHBOICa
(HaKIaHOM) WK CYET-(PaKTyphl, a TAKKEe B KOHTPAKTE WK JOTOBOPE O MPUOOPETEHUU
MU B HanmoHanbHy!0 BamtoTy Pecrrybnuku Kazaxcran ucnonb3yroTest opuiuanbHbIe
KyPCbI MHOCTPAaHHBIX BAJIIOT B CPEIHEM 3a MECSILL, IPEAIIECTBYOIINN IToade
3asBieHus (cpeaqHuii oOMeHHbId Kypc) HannonansHoro banka Pecyonuku Kazaxcras.

169. B ciiyyae oTcyTCTBUSL OPUIIMATBHOTO Kypca BAIIOT B IEPEYHE HHOCTPAHHBIX
BAJIIOT, YTBEPKAECHHOM TocTaHoBjeHneM [IpaBnennus HanmonansHoro banka
Pecniy6nuku Kazaxcran ot 24 aBrycra 2012 roma Ne 242 «OG6 ytBepxkaenuu [Ipasun
yCTaHOBJICHUS OQUIIHAIIBHOTO Kypca HallMOHAIbHOM BamoThl PecyOnuku Kazaxcran k
MHOCTPaHHBIM BaJIIOTaM» (3aperucTpUpoBaH B PeecTpe rocy1apcTBEHHON perucTpaluu
HOPMATHUBHBIX MPABOBBIX akTOB 1o Ne 7977), undopmans o ueHe B pehepeHTHBIX
cTpaHax nojaaercd B nosutapax CoenuHeHHbIX LIITaToB AMEPHKH COMIACHO PACUETHOMY
KypcCy ONepaluii 3a NpeecTBYOIINI Mecs1, MPEeIOCTABICHHBIX Ka3HAUYEHCTBOM
Opranms3anuu O0benuHeHHbIX Hanwmii, Ha caiite https://treasury.un.org.

170. Ins peructpanuy LeHbl OPOU3BOAUTENS MEAULIUHCKUX U3IEIINM,
yCIIyTOIOIyYaTeNb MOCPEACTBOM HHPOPMAIITMOHHON CUCTEMbI YIIOTHOMOYEHHOTO
OpraHa MpeaoCTaBISET B TOCYAAPCTBEHHYIO dKCIIEPTHYIO OPTaHU3ALMIO CIEAYIOIINE
JIOKYMEHTHI:

1)10KyMEHT, MOATBEPKIAIOIIHNI IPABO YCIYyTOMOIyYaTelisi OCYIIECTBIATh
PETUCTPALUIO IIEHBI UJIM BHECEHUE U3MEHEHUS PAHEE 3apPETUCTPUPOBAHHOM 1ICHBI
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npousBoautens B pamkax ['OBMII u (uin) B cucteme OCMC (1711 ”HOCTPaHHBIX
IPOU3BOIUTENEH HOTAPUAIBHO 3aBEPEHHAs AlIOCTUIMPOBAHHAS WIIH JIETATM30BaHHAS
JIOBEPEHHOCTh OT 3aBOAA-IPOU3BOIUTEIIS).

2)3asBieHue no Gopme coraacHo MPUIOKEHUIo 2 K HacTosmuM [IpaBuiiam.

IIpu BHECEHUN U3MEHEHHUS B 3aPETrUCTPUPOBAHHYIO LieHy ITpousBoaurens IMH,
K 3asBJICHUIO IIPUJIAratOTCs CICAYIOIINUE JOKYMEHTHI:

st oTedecTBEHHBIX MPOU3BOAMTEJIEH B CIIydae peain3aiuu 3asiBIISIEMOTO
HNMH B apyrue ctpansbl 3a 12 (1BeHaAIaTh) MECAIICB, TPESAMICCTBYIONMINX AaTe T01a4n
3asBJICHUS HA PETUCTPALINIO, JIMOO BHECEHUS U3MEHEHUS B PaHEe 3apETUCTPUPOBAHHYIO
LIEHY TTPOU3BOIUTEIS MEIUIIUHCKUX U3IEIUM, YCIYyTOnoaydaTellb IPEa0CTABIISIET
CJIEIYIOIIHUM TAKET JOKYMEHTOB:

1) undopmanus o pakTUUECKOH IIeHE OCTaBKU C YKa3aHUEM CChUIKM Ha BeO-
nopTai 3akynok Enunoro nuctpulpioTopa, ¢ mpeAoCTaBICHUEM MTOATBEPKIAIOIINX
JIOKYMEHTOB (ITPOTOKOJI, IOTOBOP 3aKyTa U (WJI1) JOTOBOP MOCTABKH) MOCIIETHETO
3aKkyrma 3a 12 (ABeHaaaTh) MECsIEB, MPEAIIECCTBYIONINX JIaTe MOJa4u 3asBICHUSI.

2) uadopmanus o GaKTUYECKON LIEHE TTOCTABKU C YKa3aHUEM CCHUIKM Ha BeO-
NOpTaj roCy1apCTBEHHBIX 3aKyIOK, C PEJOCTABICHUEM MTOATBEPKIAIOIINX
JOKYMEHTOB (IIPOTOKOJI, IOrOBOP 3aKyIla U (WJIK) JOTOBOP MOCTABKH) MOCIETHETO
3aKkyrna 3a 12 (ABeHaauaTh) MeCsIEB, MPEAIIECTBYIOMIMX 1aTe MOJa4YH 3asBICHUSI.

B ciyuae oTcyTcTBuUs (haKTUYECKUX MOCTABOK MOCIEIHET0 3aKymna 3a 12
(IBEHaLaTh) MECSIEB, MPEAIIECTBYIOIINX 1aTe 04U 3asIBJICHUS, YCIYTONnoIy4yaTeib
NOJATBEPKAAET OTCYTCTBUE (PAKTUUECKHUX MTOCTABOK MOCIIETHETO 3aKyna Ha PUPMEHHOM
OJaHKe yCIyronoiydaressi, 3aBEpeHHOM MONUCHIO YITOJIHOMOUYEHHOIO JIUIIA
YCIIyTOIOTyYaTes.

3) undopmanus o pakTUYECKH MOHECEHHBIX PACX0JaX Ha OLICHKY KayecTBa B
pamkax ['OBMII u (unm) cucteme OCMC Ha GpupMeHHOM OJIaHKE YCIyTOMoMydaTes,
3aBEPEHHOM IOJINKCHI0 YIOJTHOMOYEHHOTO JINLA, 110 (POpPME COIIACHO NMPUIIOKEHUIO 42
K HacTosAwuM IIpaBunam;

4) uadopmaiys ¢ MOATBEPKIAIOIMMUMHI JOKYMEHTaMU (KOHTPAKT, HHBOWC) O
[EHaX MEIUIMHCKUX U3JIeNIU, peaTu3yeMbIX B IPYrux cTpaHax 3a 12 (nBeHaalaTh)
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MeCSIIEB, MPEAIIECTBYIONIUX JaTe MOAauU 3asBJICHUS HA PETUCTPALUIO TUOO BHECEHUS
W3MCHEHUS B PAHEE 3aPETUCTPUPOBAHHYIO LIEHY ITPOU3BOAUTEIISI MEIUIIMHCKUX
U3,

B cnydae oTCyTCTBHS peanu3aliy B IPYTUX CTPaHaX, yCIyronojaydareib
HOJTBEP)KIACT OTCYTCTBUE peain3alii Ha ero GUupMEHHOM OJlaHKe, 3aBEPEHHOM
MOAMMUCHIO YIIOJTHOMOYEHHOTO JIMIA yCIYTONOJIyYaTesl.

JIJisi THOCTPaHHBIX MPOU3BOAUTEJIEN B ClTydac BBO3a MEIUIIMHCKUX U3JICTUN Ha
tepputoputo Pecry6nuku Kazaxcran nmociie peructpaiuu eHbl Ha METUIIMHCKHE
U3JIeNUsl, yCIayromnonayJyareib B TeueHue 60 (IecThAecsAT) KAICHAAPHBIX THEHN CO JTHS
BBO3a B 0053aTEIbHOM MOPSIKE BHOCUT U3MEHEHHE B PaHEe 3apEeTUCTPUPOBAHHYIO
LEHY TPOU3BOUTENS, TPEAOCTABIISSA CAEAYIOUINE JOKYMEHTHI:

1) konust JOKYMEHTOB, MOATBEPAKAAIOMIUX [IEHY MEIUIIMHCKUX U3AENUN (KON
WHBOMCOB (HAaKJIaaHOM), cueT-(hakTypsl 3a mocieanue 12 (aBeHaanaTh) Mecsies (pu
HaJIM4YUU (PAKTUYECKUX MOCTABOK), C YKa3aHUEM (PAKTUYECKOM II€HBI TIOCTaBKH, 3a
UCKITFOUEHHEM CJTy4aeB BBO3a HA OCHOBAHUAX, MIPEyCMOTPEHHBIX MOAMYHKTOM 4)
crateu 252 Konekca.

B ciiyyae oTcyTcTBUs (pakTHUUECKUX TOCTABOK 3a Mocyieanue 12 (aBeHaauarh)
MECSEB, NPEAOCTABIISIIOTCS KOMMU JOKYMEHTOB 32 MPEIbIAYIIUI epuos 12
(1BEeHAIIIATh) MECSIICB.

[Ipu orcyTcTBUU (haKTHUECKUX MOCTABOK 3a YKa3aHHBIN Mepuo,
yCIIyTrOIoIy4yaTeNb MOATBEPKIaeT OTCYTCTBHE BBO3a HA CBOEM (PMPMEHHOM OJIaHKE,
3aBEPEHHOM IMOANUCHIO YIIOJIHOMOYEHHOTO JIUIA yCIYTONoJIy4daTesl.

Kpome Toro, rocyjapcTBeHHasi SKCIIEpTHAs: OpraHu3anys py aHAIU3e
UCIOJIb3YET KOMUHU MHBOWCOB (HAKJIAIHBIX) WA CYET-PaKTyp, MPEAOCTABIECHHBIX IS
IPOXOKJIECHUS OLIEHKH KaueCTBA JIEKAPCTBEHHBIX CPEJCTB U MEAULIMHCKUX U3EIHI,
3apeructpupoBaHHbix B PeciyOnuke Kazaxcran.

2) Konusl TAMOYKEHHOW JIEKJIapalvi K JOKYMEHTY, YKa3aHHOMY B MOANYHKTE 1)
nyHkta 170 vacTosimux [IpaBui (111 MHOCTPAHHBIX POU3BOIUTENEH);

3) Komusi KOHTPAKTa WK I0TOBOPA O MIPUOOPETECHUU METUIIUHCKUX U3JICITUNA OT
3aBOAA-IPOU3BOAUTENS (HOTApHAIBHO 3aBEPEHHAS KOIHSA).

4) uadopmarus o GaKTUYECKOH IIeHE TTOCTaBKU C YKAa3aHUEM CCHUIKH Ha BeO-
nopTalt 3aKynok ExuHoro nuctpuOploTopa, ¢ MpeoCTaBICHIEM MTOATBEPKIAIOIINX
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JOKYMEHTOB (IIPOTOKOJI, I0rOBOP 3aKyIa U (WJIH) JOTOBOP MOCTABKH) MOCIETHETO
3aKyna 3a 12 (a1BeHaauaTh) MECSEB, MPEAUIECTBYIOIIMX aTE MOAAUYH 3asBICHUS.

5) undopmarius o HaKTUIECKON 1IEHE MOCTABKHU C YKa3aHUEM CCHUIKH Ha BEO-
MOpTaJl FOCYIApCTBEHHBIX 3aKYIOK, C MPEOCTABICHUEM MOITBEPKIAFOIIINX
JIOKYMEHTOB (IIPOTOKOJI, IOTOBOP 3aKyIa U (KMJIu) J0r0BOP MOCTABKH) MOCIEIHETO
3aKyna 3a 12 (1BeHaalaTh) MecsI1eB, MPEAIIECTBYIOMIMX JaTe MO a4uH 3asBICHUS.

B cnydae oTcyTcTBHS (paKTUYECKHUX MTOCTABOK MOCIEIHET0 3aKymna 3a 12
(IBeHaLaTh) MECALIEB, MPEAIIECTBYOIINX AaTe MOJa4H 3asBJICHUS, YCIyTrOnoy4areib
MOJTBEPKIACT OTCYTCTBUE (PAaKTHUECKHUX MTOCTABOK MOCJIETHEr0 3aKyma Ha ero
(¢bupmMeHHOM OJIaHKe, 3aBEPEHHOM MOANKUCHIO YIIOJTHOMOYEHHOTO JIUIIA
YCIIyT OOy YaTesl.

I'ocynapcTBeHHas SKCIEpTHAS OpraHu3anus IPOBOAUT CPAaBHEHHE
IPEIOCTABICHHBIX JAHHBIX YCIYrONOJIy4aTeIeM Ha COOTBETCTBUE TPEOOBAHUAM
HacTosuux [TpaBui v JaHHBIX U3 HHTETPUPOBAHHON MH(OPMAIIMOHHON CUCTEMBI
TaMOYKEHHBIX OPTaHOB.

171. Ilpn HanM4YUK PErUCTPALOHHOTO YIOCTOBEPEHHUS U OTCYTCTBHH
3apEruCTPUPOBAHHOMN LIEHBI UJIM BHECEHUS N3MEHEHUS B LIEHY YCIYTONOIYyYaTelb
NIOAACT 3asABJICHUE HA PETUCTPALMIO WIIM BHECEHNE N3MEHEHMS B LIEHY ITPOU3BOIUTEIIA
1o hopme, COTIACHO NMPUIIOKEHHIO 2 K HacToAmuM [IpaBunam ¢ npuioxeHneM
NOKYMEHTOB, yYKa3aHHbIX B ITyHKTe 170 IIpaBui.

172. [Tina UMH, cpok AeHCTBHS pETUCTPALIMOHHOTO YIOCTOBEPEHNS KOTOPBIX HA
MOMEHT I10JIa4M 3asIBJICHUS UCTEK, BBE3EHHBIX Ha Teppuroputo Pecnybnuku Kazaxcran
JI0 UICTEYEHUS CPOKA JEHUCTBUS PETUCTPALMOHHOTO YIOCTOBEPEHHUS OCYLIECTBIIAETCS Ha
OCHOBE CBEJICHUH O LleHaxX (pakTHueckux nocraBok B PecnyOnuky Kazaxcran 3a
nocneanue 12 (1BeHaqaTh) MECSLEB AEUCTBUS PETUCTPALIMOHHOIO YI0CTOBEPEHMUS.

[Tpu oTCyTCTBUU (paKTUUECKUX MTOCTABOK 3a rocieHue 12 (aBeHaanars)
MECALIEB, TPEAOCTABISAIOTCS KOIIUH TOKYMEHTOB 3a NMPEAbIAYIINN repuoy 12
(I1BEeHaqUATh) MECSIIEB.

173. B cimydae orcyTcTBUs (DAKTUYECKUX IMMOCTABOK B TeUeHHE 24 (IBaIIaTh
YETBIPE) MECSIIEB /10 U3BMEHEHHUS 3aPETUCTPUPOBAHHON IIEHBI, 3aPETUCTPUPOBAHHAS
LIEHA PETUCTPUPYETCS WIK BHOCUTCS U3MEHEHUE B pPaHEE 3aPETUCTPUPOBAHHYIO LIEHY
npousBoautesis UMH Ha ocHOBaHUM KOHTPaKTa UK JoroBopa o npuodperennu MMH.
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[Ipu stom 1t UMH, npoussenennbix B Pecyonuke Kazaxcran,
MIPEAOCTABISAIOTCS JOKYMEHTHI O HAJIMYWHU 3asBJICHHOTO 00BbeMa - KOIHs cepTUudUKaTa
COOTBETCTBHUS MPOIYKUNH, 11 BBO3UMBIX IMH - KoK TaMOKEHHOM JIEKIIapalvu.

174. I'ocynapcTBEHHAs SKCIIEPTHAs OPraHU3ALMs TPOU3BOIUT BHECEHNE
VU3MEHEHHUs B 3apETUCTPUPOBAHHYIO LIEHY IIPU COOTBETCTBUU CIEAYIOLIUM KPUTEPHSIM:

1) npenocTtaBnenHas 1ieHa npouspoaurensa B pamkax ['OBMII u (win) B cucteme
OCMC a5 BBo3uMbix UMH, He Bblllle 3HAaU€HUS 1IEH 32 €AUHUILY U3MEPEHUS,
yYKa3aHHBIX B IPEAOCTABICHHBIX IOKYMEHTaX, noaTBepxaatomux neny UMH (xomnus
MHBOlCa (HaKJIaHON) WM CYET-(PaKTypbl, TAMOKEHHOH JCKIapaliiu) MOCIETHETO
BBO3a 32 BBIUETOM CKUJIKH;

2) npenocTaBiieHHas 1ieHa npousBoautens B pamkax [[OBMII u (win) B cucteme
OCMC nns BBo3uMmbix UMH He BbIIlIe 3HaU€HHUS 1IEH 33 €IUHUILY U3MEPEHUS,
yKa3aHHBIX B IPEIOCTaBICHHBIX JOKYMEHTAX, OJITBEPKAAIOIINX LIEHY B KOHTPAKTE
WJIM IOTOBOPE OT 3aBoja npousBoautens MMH;

3) npenocraBnenHas nueHa MMH oTedecTBEHHOr0 MPOU3BOJUTEINS B paMKax
I'OBMII u (wnmm) B cucreme OCMC He nipeBsimaet 1ied UMH, peanusyeMbix B 1pyrux
CTpaHax;

4) 3apeructpupoBanHas 1ieHa B pamkax ['OBMIT u (wim) B cucteme OCMC He
MPEBBINIACT IIEHY MOCJIEIHEr0 3aKyna Ha BeO-nopTaie Enunoro nuctpudbroTopa 3a 12
(1BeHAIIATh) MECSIIEB, MTPEIICCTBYIOMMUX JaTe TOAa4H 3asBJICHUS Ha 3asBIIIEMOC
NMH,;

5) 3apeructpupoBanHas 11eHa B pamkax ['OBMII u (unu) B cucteme OCMC He
MIPEBBINIACT I[EHY MOCIEIHEr0 3aKylla Ha BeO-TIopTaie rocyJapCTBEHHBIX 3aKyTOK 3a 12
(1BeHAIIATh) MECSIIEB, MTPEIISCTBYIOMINX JaTe MOAauM 3asBJICHUS Ha 3asBIIIEMOE
NMH.

I'ocymapcTBeHHas SKCIEpTHAS OpraHu3anus IPOBOAUT CPAaBHEHHE
IPEIOCTABICHHBIX JAHHBIX YCIYrONoIy4aTeIeM Ha COOTBETCTBUE TPEOOBAHUAM
HacTosiuux [TpaBui v JaHHBIX U3 UHTETPUPOBAHHON MH(OPMAIIMOHHON CUCTEMBI
TaMOYKEHHBIX OPTaHOB.

175. I'ocynapcTBEHHAs SKCIIEPTHASI OpraHu3alisl BbIJAET 3aKIIOUECHHUE O
pEerucTpaIuy, BHECCHUSI U3MEHEHUSI B 3aPETUCTPUPOBAHHYIO LIEHY TTPOU3BOAUTENSA
HNMH, cornacuo npusnoxennto 6 k Hactosmum [IpaBunam.
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1'76. B cimyyae HECOOTBETCTBHSI 3apETrUCTPUPOBAHHOM LIEHBI IPOU3BOAUTENS
KpUTEPUSM, YKa3aHHBIM B HACTOSIIEM ITyHKTe 174 [IpaBui win nmpeaocTaBieHus
JOKYMEHTOB B HEMOJHOM 00bEME U (UJTM) HEMOTHOTHI COJIEPKAIINXCS B HUX CBEICHUIN
B COOTBETCTBHUH € TpeOOBaHUAMH HacTOsIIUX [IpaBui, rocyaapcTBeHHas SKCIepTHAs
OpraHu3allys HAMpaBJISeT YCIyToMnoIy4yaTelll0 MOTUBUPOBAHHBIN OTKa3 B PErHCTPaliy,
BHECEHHUS U3MEHEHUS B 3apPETUCTPUPOBAHHYIO LIEHY MPOU3BOIUTENS 1O (popMe,
cornacHo npuioxenuto 11 k Hacrosmum [IpaBunam.

177. Ycnyronony4arenb 00€CII€UNBAET TOCTOBEPHOCTD, MOJHOTY U COJIEPKaHHE
MPEOCTABIEHHBIX JOKYMEHTOB B COOTBETCTBUH C JICMCTBYIOIIAM 3aKOHOJATEIbCTBOM
PecnyOnuku Kazaxcran u Hacrosmumu [IpaBunamu. [IpenocraBnenue
YCIIyTOMOJIy4YaTesIeM HEJJOCTOBEPHBIX JAHHBIX ABJISECTCS OCHOBAHUEM JIJIS
MPEIOCTaBIEHNS MOTUBUPOBAHHOTO OTKA3a B PETUCTPALIUM LIEHBI NI BHECCHUU
W3MECHECHUH B 3apPETUCTPUPOBAHHYIO 1LIeHY ITpon3BoauTens IMH.

178. ITocne okazaHusi KOMIIO3UTHOM TOCYJaPCTBEHHOW YCIYTH CBSI3AHHOM C
perucrpanuen, BHECEHUEM U3MEHEHU B LIeHy nipousBoauTensd Ha IMH,
ocymiecTBisieTcs: hopMupoBanue npeaenbuoi neast UMH B nadopmanmonHoit
CUCTEME YNOJIHOMOYEHHOT0 OpraHa ImyTeéM aBTOMaTHYeCKOTO J00aBIEHUS K LIEHE
IPOU3BOAUTENS HACHKH, TU((PEepEeHINPOBAHHON UCXOAS U3 BETUUHHBI
3apErUCTPUPOBAHHOM LIEHBI IIPOU3BOIUTEIS.

Hauenku B pamkax ['OBMII u (wim) B cucteme OCMC na UMH
nuddepeHUPYOTCS B COOTBETCTBUM C PErPECCUBHOM IIKAIONW HAIICHOK 3a €IMHUILY
U3MEPEHUS U COCTABIISIIOT:

1) 20 % nist UMH, ctoumoctsio 10 350,00 TeHre BKIIOYHUTENIBHO;

2) 19,5 % nns UMH, ctoumoctbio cBeiiie 350 tedre u g0 1000,00 Tenre
BKJIIOUYHMTEILHO;

3) 19 % nnss UMH, ctoumoctsio cBbiie 1000 tenre u 1o 3000,00 Tenre
BKJIFOUHTENHHO;

4) 18 % nnst UMH, croumoctsio cBbiiie 3000 Tenre u g0 5000,00 Tenre
BKJIFOYUTEIBHO;

5) 17 % nans UMH, croumocTtsto cBbitie 5000 tenre u 1o 10000,00 Tenre
BKJIFOUHMTEIILHO;
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6) 16,5 % nna UMH, ctoumoctbio cBaimie 10000 tenre u 1o 20000,00 Tenre
BKJIFOUHTENLHO;

7) 16 % st UMH, ctoumoctsio cBeimie 20000 tenre u go 40000,00 Tenre
BKJIIOUHUTEIILHO;

8) 14 % nnss UMH, ctoumocTtsto cBbiiie 40000 Tenre u go 100000,00 Tenre
BKJIFOUUTEIHHO;

9) 12 % nns UMH, ctoumoctsio cBeitie 100000 tenre u 10 200000,00 Tenre
BKJIFOUMTENLHO;

10) 11 % nngs UMH, ctoumoctbio cBaimie 200000 Tenre u 1o 500000,00 Tenre
BKJIIOUHUTEIILHO;

11) 10 % nns UMH, ctoumocTtsto cBbiiie 500000 TeHre.

179. Tlpu Mecs9HOM U3MEHEHHH OOMEHHOTO Kypca TEHT€ K MHOCTPAHHBIM
BaytoraM Ha 10 mm Gosee MpoIeHTOB U (WJIK) MPEBbIIeHUS (aKTUUECKON T'OJI0BOM
UHQIISIIMY BepXHEN IpaHUIlbI [IEJIEBOTO KOpuaopa Oosee ueM B 1,5 paza, npeneiabHbie
1IeHbl (POPMUPYIOTCS 110 TOProBoMy HauMeHoBaHUIO Ha UMH mytem HajgOaBkH K 1ieHe
MPOU3BOAUTENS MPOLIEHTHOTO 3HAYEHUS, MPEAOCTABIAEMOTO YIIOJTHOMOUYECHHBIM
OpPraHoM.

180. IIpu MecsuHOM M3MEHEHHH OOMEHHOTO Kypca TEHTe K MHOCTPAHHBIM
BamtoraM Ha 10 miam 6osee MpoIeHTOB U (MJIM) YMEHbIEHUs (DaKTUUECKOM ro10BOM
UH)IISIIMY BepXHEN IpaHUIlbl [IEJIEBOTO KOpuaopa Oosee ueM B 1,5 paza, npeaeiabHbie
1IeHbI (POPMUPYIOTCS 110 TOPrOBOMY HauMeHoBaHui0 Ha UMH myTem BbIdeTa OT 1IeHBI
MPOU3BOAUTENS MPOLIEHTHOTO 3HAYEHUS, PEAOCTABIAEMOTO YIIOJTHOMOUYECHHBIM
OpPraHoM.

181. Ilpu hopmupoBaHnm MpEACIbHBIX IIEH HA TEXHUIECKYIO XapaKTePUCTUKY
NMH npumeHsieTcst cpeiHee 3HaUY€HUE MPEIETbHbBIX [IEH HA TOPrOBOE HAUMEHOBAHUE
HNMH B pamkax 'OBMII u (unu) B cucreme OCMC. IlpenenpHble 1IeHbI Ha
TeXHUYeCcKyo xapakrepuctuky UMH dopmupyroTcs cormacHo nepednio
YIOJIHOMOYEHHOI'0 OpraHa B CPOK A0 1 Mas TeKyIiero roja.

182. Ilpu n3mMeHeHnu NopsiKa perucTpaluu UeH B mpouecce GopMUpOBAHUS
npeAeNbHBIX 1IeH Ha ToproBoe HaumeHoBanue UMH B pamkax ['OBMII u (wnn) B
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cucreme OCMC ¢opMupoBanue npenenbHbIX IIeH Ha TOproBoe HaumeHoBanue IMH B
pamkax [[OBMII u (mmm) B cucreme OCMC ocymiecTBisieTcss B UHPOPMaIMOHHOM
CHUCTEME YIOJIHOMOUYEHHOTO OpraHa aBTOMaTUYECKU C YYETOM U3MEHEHHOTO MOPSIKA.

183. Jlyia peructpanny, BHECEHUS U3MEHEHUS B LIEHY ITPOU3BOIUTEIIS HA
MEIMIIMHCKOE U3JeNne IS in Vitro AMarHOCTUKH YCIIyTONOy4YaTelb B
MH(POPMAIIMOHHOHN cHCTEME YIIOJIHOMOUEHHOTO OpraHa IpeA0CTaBiIsIeT 3asiBIECHUE IO
dbopme cornacHo NpUIOKEHHIO 2 K HacToamuM [IpaBunam.

184. K 3asBII€HHIO TPUIIATatOTCs TOKYMEHTBI COIVIACHO MEPEYHIO, YKa3aHHOMY B
npusnoxxeHuu 41 Hacrosimux [IpaBui, a Takxke HHPOpMAIIHS OTEYECTBEHHOTO

MPOU3BOIUTENS O (PAKTUYECKH MTOHECEHHBIX 3aTpaTax JJis ONpeAeICHUs IIEHbI 0
dbopme coriacHo npuiIoKeHHIo 42 K HacTosmM [IpaBunam 3a ogHy e THHHUITY

HU3MCPCHUA.

185. Perucrtpanusi, BHeCeHHE U3MEHEHUS B LIEHY MPOU3BOIUTENS HA
MEIUIIMHCKOE U3JIeNIUe IS In Vitro TMarHOCTUKH MPOBOJIUTCS B pa3pese
3apEruCTPUPOBAHHBIX KOMIUIEKTYIOIIUX B COOTBETCTBUU C PETUCTPALIMOHHBIM
yAOCTOBEPEHUEM 32 OJIHY €AMHUILY U3MEPEHUS UJIM OJIHY MOJIETb.

186. B ciiyyae Hanmuuust pa3HULbl B KOMIUIEKTYIOIIUX WU B (DYHKIIMOHATBHBIX
peXnMax padoThl HA MEAUIIMHCKHIE U3EIHS I in Vitro AMarHOCTUKH, Pa3HUIIA B LIEHE
CUHUTAETCS] 00OCHOBAHHOM.

187. Ilpu HanM4YMKU 3aKJIFOYEHHUI TOCYIApCTBEHHOM YKCIEPTHON OpraHU3aliy Ha
TaKO€ € TOPrOBOE HAUMEHOBAHUE, MOJIENIb U TPOU3BOJAUTENS HA MEAULIMHCKOE
U3JIeTUe 7S in Vitro IMarHOCTHKY U €r0 KOMIUIEKTYIONUE 32 rociennue 12
(I1BeHAIIIATh) MECSIIEB MPOBOIUTCS COMOCTABIICHUE 1IEHBI ¢ 3asiBisseMoit MU (in vitro).

ITpu aTOM, comocTaBisieTcs LIeHa Ha MEULIMHCKOE U3JIEIHe IS 1N VItro
JTUArHOCTUKH B PAa3pe3€ OTAEIbHBIX KOMIUIEKTYIOIMNX, UMEIOIIUX OJTMHAKOBBIE
XapaKTepHbIE OCHOBHBIE IPU3HAKHU, C YIETOM OOMEHHOI'O Kypca BaJIOT Ha JaTy M0J1a4yu
HOBOTO 3asIBJICHMS], B COOTBETCTBHM C MYHKTOM 164 Hactosmux [IpaBuir.

188. B mpouecce conmocTaBiIeHNs IEHBI KOMILIEKTYOIIUX YUYUTHIBAETCS
HAauMEHbIIEE 3HAYEHUE LIEHBI CONIOCTABIISIEMBIX KOMIUIEKTYIOIIUX YKa3aHHBIX BO BCEX
JOKYMEHTaX, MOATBEPKAAIOUIUE 1IEH MPOU3BOIUTENS HA MEAULIMHCKOE U3ENINe IS in
Vitro JMarHOCTUKH.
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189. B ciydae eciii B KOMILICKTAIIMKA Ha MEIUIIMHCKOE U3CIIHE IS in Vitro
JTUArHOCTUKH C U3MEHEHHBIMU TEXHUYECKUMHU XapaKTEPUCTUKAMHU COTJIACHO
PETUCTPAIMOHHOMY YJIOCTOBEPEHHUIO, TPUCYTCTBYIOT KOMIUIEKTYIOIIKE, IPOIIEAIINE
aHaJu3 IIeHBI 3a TTocyieHue 12 (ABeHaI1aTh) MecsIeB, TO UX IIeHa ocTaeTcs 0e3
M3MECHEHUH.

190. B cny4yae u3MeHeHuUs 1I€Hbl Ha MEIUIIMHCKOE U3JENHE I in Vitro
JIMAarHOCTUKH, aHAJIU3 IIEHbI IPOU3BOJIUTCS HA OCHOBAaHWHU 3aSBJICHUS OT
yCIIYTOnoJIy4daTes.

191. JIy1st MEAUITMHCKOTO U3IENUsS 7S in Vitro TIMarHOCTUKH, K YKa3aHHOU 1IEHE
BKJIFOYAKOTCS PACXO/Ibl, CBSI3aHHBIE C €T0 JOCTABKOW B paMKaXx JOJITOCPOYHBIX
JIOTOBOPOB MTOCTABKH, 3aKIIOUCHHBIX C EAMHBIM TUCTPpUOBIOTOPOM JI0 3aKa34HKaA.

Ilena MeauIHCKOTO M3AeNUs s in vitro nuarnoctuku (6e3 HIAC) = 11 +H, rae:

I1 - 3asBiEeHHAs 1IeHa, yKa3aHHasl B [Ipalice OTEYECTBEHHOIO IPOU3BOAUTENS U
BKJIFOYAET B c€0s1 MPOU3BOACTBEHHYIO CE0ECTOMMOCTbD, PACXO/IbI 10 Pealln3aliu;

H - HanieHka 0T€4eCTBEHHOI'O TOBapOIPOU3BOJAUTEIS MIPU peaiu3aluu
3asIBJICHHOTO MEIUIIMHCKOTO M3JIENHS IJIS in Vitro IMarHOCTUKU, KOTOpas He
npesbimaeT 15 % ot ero ctouMocTH.

192. B cTOMMOCTh MEIULIMHCKOTO U3AEIUsS AJIS 1n Vitro JUarHOCTUKH
BKJIFOUAETCS FapaHTHIHBIA CPOK CEPBUCHOTO O0OCITyKUBaHUA HEe MeHee 37 (TpuaLuaTh
CEMb) MECSLEB € JaThl BBOJA €r0 B AKCILTyaTALMIO.

193. B cToMMOCTh rapaHTUMHOTO CEPBUCHOT'O OOCTYKMBAHUS HA MEAUITMHCKOE
u3JIeNre JJIs 1N Vitro TMarHOCTUKY HE BKIIFOYAIOTCS pacXOdHbIC MaTepHUaibl U
MPHUHAIC)KHOCTH.

194. B ciiy4yae npeaocTaBiIeHHsl yCIyTronoiay4daTeiaeM JOKYMEHTOB B HEITOJIHOM
o0beMe U (WJIM) HEMOJHOTHI COAEPKAITUXCSI B HUX CBEJICHUI B COOTBETCTBUU C
TpeOoBaHUSIMU HacTOAMX [IpaBuil niau ykazaHus UM HEJOCTOBEPHBIX JTAHHBIX B
MPEAOCTABIEHHBIX IOKYMEHTaX, FOCY/1apCTBEHHAs SKCIIEPTHAsI OpTraHU3alUsl
HaIIPaBJIAET YCIYTOIOIY4YaTet0 MOTUBUPOBAHHBIN OTKA3 B PETUCTPALlMi, BHECEHUS
U3MEHEHMS B 3aPETHCTPUPOBAHHYIO [IEHY MPOU3BOAUTEINS MEIULUHCKOTO U3AEIIHS IS
JUArHOCTUKH BHE KMBOTO Opranu3Ma (in vitro), mpou3BOAUMbIEC HA TEPPUTOPUU
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PecnyOnuku Kazaxcran B paMKax J0JATOCPOYHBIX JOTOBOPOB MOCTABKH, 3aKIIOUEHHBIX
¢ EnunbiM aucTpuOpioTopoM, 1o ¢popMe COTIIaCHO NPUITOKEHHIO 12 K HACTOSIINM

[IpaBunam.

195. Tlo pe3ynbTaTaM MpOBECHUS aHAJIM3a 1IEH Ha MEAUITUHCKOE U3JIeUe IS in
Vitro TMarHoCTUKH O(hOPMITSIETCS 3aKIIIOUCHUE C 3aPETUCTPUPOBAHHON WM U3MEHEHHOU
LEHOM MPOU3BOAUTENS MO (POPME COMTACHO MPHIIOKEHUIO 7 K HacTosiuM [IpaBusnam.

196. Cpok neiicTBHs 3aKJIIOUEHUS 110 pe3yJibTaTaM aHajiu3a 1eH Ha MEIUIIMHCKOE
u3JeNre s 1n Vitro TMarHOCTUKY cocTaBisieT 12 (qBeHaaaTh) MECSIEB CO JIHS €r0
BBIJIAYH.

197. OT3bIB paHee BbIJIAHHBIX 3aKIIOUYCHUHN 110 aHAIM3Y 1I€H Ha MEIUITMHCKOE
u3JIeNre JJIs in Vitro TUarHOCTUKK OCYIIECTBIISETCS HA OCHOBAaHUU aKTOB
IPABOOXPAHUTEILHBIX OPTAHOB U CyIEOHBIX aKTOB, BCTYITUBIIUX B 3aKOHHYIO CHITY.

198. IlpeaenpHbIC ICHBI HA MEAUITMHCKOE M3JSIUE IS in Vitro JMarHOCTHKU HE
yCTaHABJIMBAIOTCS.

I'nasa S. IIpaBuia ¢gopmupoBanus KazaxcTaHCKOro HalMOHAJIBHOT O
JIEKapPCTBEHHOT 0 (popMyJisipa

199. Topsinok hopmupoBanus KazaxcTaHCKOTo HAITMOHAIBHOTO JIEKAPCTBEHHOTO
dbopMysipa BKITIOYAET B ceOs CleayroIee:

1) nonayva 3asiBieHus yciayrononyuarens LleHTp coriacHo npumnoxeHuto 1 k
HactosiiuM [IpaBunam;

2) npoBeaenue LlenTpom npodeccronanbHOM 3KCIEPTU3HI,

3) noaroroska LleHTpoM 3akitoueHHs 10 pe3yibTataM npohecCuOHaIbHON
sKcnepTU3bl 111 PopMyIsipHO KOMUCCHH YIIOJIHOMOYEHHOI'O OpraHa B 00J1acTH
3apaBooxpaHeHus (nanee — DopMyISIpHOU KOMUCCUN);

4) paccMOTpEHHE U TIpUHATHE pelieHrne PopMyIsipHON KOMUCCUEN HAa OCHOBAHUH
3aKJIIOUCHHMS TI0 pe3yJibTaTaM MpoecCUOHaATbHON AKCIIEPTU3HI.

200. K 3asBiieHUIO TPUIIATatOTCs:

1) nocbe, cocTaBICHHOE B COOTBETCTBUU C TPEOOBAHUSAMHU, TPEAYCMOTPEHHBIMU B
npuioxeHnu 43 k HactosmmMm IIpasumam;
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2) Marepuaisl (CTaTbH, pe3IOME, U3 HAYUYHbIX U MEIULIUHCKUX ITyOJIHKAUK),
NOATBEPKAAIOLINE CBEACHUS, COAEPIKALLUECS B OCHE HA SI3bIKE OPUTMHANA B BUJC
MOJIHBIX TEKCTOB, B IMIEPEBOJIE HA KA3aXCKHUM UM PYCCKHI SI3bIK.

201. LlenTp ¢ MOMEHTA MOCTYIIEHNUs] MATEPUAJIOB, YKa3aHHBIX B ITyHKTE 200
Hactosumx [IpaBui1, MpoBOAUT UX MPOBEPKY HA MOJHOTY U MPABUIBLHOCTH OPOPMIICHUS
IpeACTaBICHHBIX TOKYMEHTOB, B CPOK He Oosiee 5 (TaTu) pabouux JHEH.

I[To pe3ynbraTam npoBepku LIeHTp cocTaBiIsIeT 3aKII0UEHNE C YKa3aHUEM
BBISIBJIEHHBIX 3aME€YaHu (IIpU HATMYUK) 110 (POpPME, COTTIACHO MPUIIOKEHHIO 44 K
HacTosuM [IpaBuiiaM, KOTOpOE HANPABIIIETCS YCIYTONOIYYaTEeNIO UIsl yCTPAaHEHUS
3amedaHuii B Teuenue 10 (mecstu) pabouux JHEH.

[Ipu HenpeacraBaeHuun yciayromnoiyyareneM B TeueHue 10 (necarb) padbounx
JHEN B paMKax yCTpaHEHUS 3aMEUaHUi 3alpOIICHHBIX MAaTEPUATIOB WIH TUCbMEHHOTO
o0ocHoBaHus, LIeHTp npekpaiaer paccMOTPEHUE 3asBJIECHUS U I0ChE JUIsl BKIIOUEHHUS B
KazaxcTaHckuii HalMOHAIbHBIN JE€KAPCTBEHHBIN (POPMYJIISIp.

B ciydae motHOTHI 1 MPaBUIILHOCTH O(POPMIICHUS TIPEICTABIICHHBIX JOKYMEHTOB
1160 ycTpaHeHus 3amedanuii B Teuenue 10 (gecsaTh) pabounx AHEH MaTepuabl
nepearoTcs s MPOBEACHUS MPO(heCcCHOHATEHON SKCTIEPTH3HI.

202. LlenTp npoBoauT MpodeccuoHaIbHYI0 SKCIIEPTU3Y B Cpok He Oonee 20
(nBaanaTh) pabouyux AHEH, HA OCHOBAaHUU JOTOBOPA, 3aKIOYEHHOIO C
yCIIyTOIOIy4YaTeIeM B COOTBETCTBUHU C TPAKIAHCKUM 3aKOHO1aTE€ILCTBOM.

203. B xoae npoBenieHus mpoecCuoHaNbHOM dKcnepTu3bl LieHTpoMm B cpokw,
yka3zaHHble B myHKTe 202 Hactosmux [IpaBun, npoBoasTCA Clienyronye UCCaeq0BaHMUS:

1) Ha mpeaMeT HaXOXKAEHUS JIEKApCTBEHHOIO cpe/icTBa B ['ocy1apcTBEHHOM
peecTpe JeKapCTBEHHBIX CPEJCTB U MEAUIIMHCKUX n3aenui (nanee - Peectp) u (wm) B
Enunom peecTpe 3aperucTprupoBaHHBIX JEKAPCTBEHHBIX CpelicTB EBpasuiickoro
AKOHOMHUYECKOTO coro3a it PecniyOnuku Kazaxcran u (unm) B [lepeune opdanabix
3a00J1eBaHUM U JIEKAPCTBEHHBIX CPEJICTB [ UX JedueHUsl (Op(paHHBIX), ONPEACICHHOM
cornacHo nyHKTY 3 ctatbu 177 Koaekca (nanee - [lepeuensn).

2) kIuHUYecKor 3(PGHEeKTUBHOCTU JIEKAPCTBEHHOT'O CPEJICTBA MO
3apPErucTPUPOBAHHBIM MMOKA3aHUSIM K MPUMEHEHHUIO, COOTBETCTBYIOIIEH COOTHOIICHUIO
ypoBHeM nokazarenbHocTH [ u II u rpamanuii pekomenaanui A u B, no mkane
paspaborannoii Oxchopackum LleHTpom H0Ka3aTeIbHOM MEIUITUHEI B COOTBETCTBHH C
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18.07.2025
30.07.2025

npuioxkenrem 45 k HactosuM [IpaBuniam (nanee - [llkana), moaTBep>KAEHHON

pe3ylibTaTaMU KIMHHYCCKUX HCCJ’IGI{OB&HHﬁ BBICOKOI'O MCTOAOJIOTHYCCKOI'O Ka4C€CTBAa B

Ka3aXCTaHCKUX N MCKAYHAPOAHBIX ITPU3HAHHBIX HCTOYHHKAX.

3) 6e30macHOCTH JIEKAPCTBEHHOI'O CPEICTBA M0 3aPErUCTPUPOBAHHBIM
MOKa3aHUsAM K PUMEHEHHI0, COOTBETCTBYIOIIEH COOTHOIICHUIO YPOBHEH
nokazarenbHocT [ u I u rpaganuii pekomenaanuii A u B, no [lkazne,
NOATBEPKACHHOM pe3ysibTaTaMU KIMHUYECKUX UCCIEOBAHUM BHICOKOTO
METO/I0JIOTMYECKOT0 Ka4eCTBA B Ka3aXCTAHCKUX U MEXKIYHAPOJIHBIX MPU3HAHHBIX
HCTOYHHUKAX.

4) no 3a00JIEBaHMSIM, SIBISIOLIMMUCS 3apPETUCTPUPOBAHHBIM MOKA3aHUSIM K
IPUMEHEHUIO JIEKapCTBEHHOTO CPECTBA, YPOBHS U CTPYKTYPHI 3a00J1€Ba€MOCTH
HaceneHus Pecniy6nuku Kazaxcras, 1o JaHHBIM OQUIMATIBHBIX 3JIEKTPOHHBIX
UH(OPMAIIMOHHBIX PECYPCOB U MH(POPMALIMOHHBIX CUCTEM CO3/aHHBIM COTJIACHO
noanyHkTy 30 crarbu 7 Konekca, a Takke OmyOJIMKOBAHHBIX CTATUCTUYECKUX
COOPHUKOB YIIOJITHOMOUYEHHOI'O OpraHa WM 3MUIEMUTIOTUYECKUX UCCIIEIOBAHU;

5) Ha HalMuYue B peKOMEHAAIUAX KIMHUYECKUX TPOTOKOJIOB PecyOnuku
Kazaxcran;

6) Ha HAJIMYKE B PEKOMEHJAIIMAX MEKTYHAPOAHBIX (€BPONEHCKUX) KIMHUYECKUX

PYKOBOJCTB U (WJIN) KIMHUYECKUX PYKOBOJICTB, IPOTOKOJIOB CTPAH-YJICHOB
Opranusanuu 3KOHOMHYECKOro coTpyaHudecTBa U pa3sutus (OOCP);

7) Ha HaJIM4YKE B CIIUCKE OCHOBHBIX JIEKAPCTBEHHBIX CPeACTB BeemupHoit

OpraHU3ally 3ApaBOOXpaHEHUs U (Win) B BpuTaHCKOM HallMOHAIBLHOM JIEKAPCTBEHHOM

dbopmysipe (B TOM uMciie A aeTei) v (M) BO3MENIaeMbIX CIUCKAaX U (GopMyIIsipax

ctpan ODCP;

8) Ha HalTMYue PErUCTPAINU JIEKAPCTBEHHBIX MPENapaToB B CTPaHAX PEruoHa

MexayHapoaHON KOH(MEpPEHIIMU 0 TapMOHU3AIUN TEXHUUECKUX TPEOOBaHMI K

perucTpaiuu JeKapCTBEHHBIX MpenapatoB A MeaunuHckoro npumenenus (ICH) u

(mi) O3CP unm peructpanuu No HeHTPAITU30BAHHOW MPOUENYPE KOMIETEHTHBIM

opranom EBponeiickoro Coro3a, Hanuuue npouenypsl nepekBanupuxanuu BO3 win

BKJIIOUEHHE B epedcHh BO3 npekBaanUIIMmpoBaHHbIX JIEKAPCTBEHHBIX CPEJICTB,
IpeIHa3HAYCHHBIX 11 00ph0BI ¢ BUY, TyOepKyie30M, renaTUTOM U JPYTUMHU
OOJIE3HSIMU.
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204. Ilo pesynbTatam npodeccnoHaIbHON dKCTepTU3bl LIeHTp B cpok He Oomee 5
(msiTr) paboyux AHEH COCTaBIsSET 3aKII0UCHHE MO (popMe, COTIIACHO MPUITOKEHUI0 46 K
HactosmuM [IpaBunam K KOTOpOMY HMPHIIAralOTCs MOATBEPAKAAIONINE TOKYMEHTHI,
peAyCMOTPEHHBIC B MOANyHKTaxX 1), 2), 3), 4), 5), 6), 7), 8) mynkra 203 HacCTOAIINX
[IpaBuin (nanee - 3aKir0YeHUE).

205. ®opmynsapHas komuccus B TedeHue 10 (mecaru) pabounx gHen
paccMaTpHUBaET NpeICTaBIeHHOE LIEeHTpOM 3aK/IF0UeHNE U OLIEHUBAET COOTBETCTBUE
JIEKapCTBEHHOTO CPe/ICTBA MOANYHKTaM 1), 2), 3), 4) © 0oAHOMY U3 OAMYHKTOB 5), 6),
7), 8) mynkta 203 Hacrosmux [IpaBui, ¢ yueToM KOTOPOTrO MPUHUMAETCS PELIEHUE O
BKJIFOYEHHUH JIEKAPCTBEHHOTO cpeacTBa B Ka3zaxcTaHCKUI HallMOHAJIbHBIN
JIEKapCTBEHHBIN popMyIIsIp.

206. IIpu BxnroueHnn B Ka3zaxcTaHCKMI HAllMOHAJIBbHBIN JIEKAPCTBEHHBIN
dbopMyIIsIp TEKapPCTBEHHOTO CPEICTBA, MPUMEHIEMOTO JIs JieueHus: oppaHHOTO U (MITH)
COLIMAJIbHO 3HAYMMOTO 3a00JIeBaHUs, IEPEYHU KOTOPBIX OMPEIETSAIOTCS B COOTBETCTBUU
¢ mpukazamMu Munuctpa 3apaBooxpanenusi Pecnnyonuku Kazaxcran ot 20 oxTa0ps
2020 roma Ne KP JICM - 142/2020 «O06 yTBepx aeHIH nepeyHs oppaHHbIX
3a00s1eBaHUM U JIEKAPCTBEHHBIX CPEJICTB ISl UX JeUeHUs (OpPaHHBIX )»
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpalii HOPMAaTHUBHBIX MPABOBBIX
aktoB 1o Ne 21479) u Munuctpa 3npaBooxpanenust Pecriyonuku Kazaxcran ot 23
cenTsiopst 2020 roga Ne KP JICM-108/2020 «O6 yTBep)ACHUHN MEPEUHS COIIMATBHO
3HAUYMMBIX 3a00JI€BaHU» (3aperucTpupoBaH B PeecTpe rocyjapcTBeHHOM perucTpanuu
HOPMAaTUBHBIX MPaBOBBIX aKTOB 1Mo Ne 21263), nomyckaercst pacCMOTPEHUE
DopMyJISIPHOM KOMUCCHUEN BKJIIOUCHHUE JIEKAPCTBEHHOTO cpeAcTBa B KazaxcraHckui
HAIlMOHAJIbHBIN JIEKAPCTBEHHBIN (hOPMYJISIp 110 MHUIIMATUBE YIIOJTHOMOUYEHHOT'O OpraHa,
C TIOJITOTOBKOM 3aKII0YeHUs TpodeccronanbHoM skcnepTu3sl LleaTpom B
COOTBETCTBHUHU C TpeOOBaHUAMU TpriiokeHus 46 HacTosiux [TpaBu.

207. [IpunsTue pemeHus 00 UCKIOYEHUHN JIEKapCTBEHHBIX CPEJCTB U3
KazaxcTanckoro HalmoHaJIbHOTO JIEKapCTBEHHOTO (hopmysipa DopmyssspHoit
KOMHUCCHEN pacCMaTpHUBAETCS IPHU HAJMYUH OJHOTO U3 CIEAYIOIINX OCHOBAaHHM:

1) nosiBieHne Hay4YHO-00OCHOBAHHBIX PEKOMEHAINI 0 HEIOCTATOYHOMN
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO CPEICTBA;

2) MOSIBJICHUE CBEICHUI O TOKCUYHOCTH U (UJIU) BBICOKOW YaCTOTE
HEeXeJaTeIbHbIX MOOOYHBIX SBJICHUN MPU IPUMEHEHUH JIEKAPCTBEHHOT'O CPEJICTBA;
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P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.07.2025

3) OT3bIB YIIOJTHOMOYEHHBIM OPraHOM PETUCTPALIMOHHOTO YI0CTOBEPEHUS Y
JIEKapCTBEHHOTO Tperapara Wikl HCTeUEeHUE CpoKa perucrpaiuu B PecriyOnmke
Kazaxcran B TeueHHe nepuo/ia, MPeBhIIIAIIETO TPU TO/1a WU UCKIIIOYEHUE U3
ITepeuns opdhaHHBIX JIEKAPCTBEHHBIX CPEJCTB, ONPEACICHHOTO COTJIACHO MTyHKTY 3
crateu 177 Konekca.

208. B cootBercTBHU C penieHUIMH POpMYIIIPHON KOMUCCUH, YIIOJTHOMOYEHHBIH
opral o00psier KazaxcTaHCKuii HalMOHAJIbHBIN JIEKAPCTBEHHBIN (POpMYIISp.

209. B KazaxcTaHCKui HallMOHAJIbHBIN JIEKaPCTBEHHBIN (POPMYIIIp BHOCATCS
JIEKapCTBEHHBIE CPEJICTBA, 3aperucrpupoBanHbie B Pecnyonuke Kazaxcran, moqg MHH
(mpu orcyrctBun MHH — no rpynnupoBaHHOMY UM XMMHUYECKOMY HAaMMEHOBAHUIO), C
y4eTOM JIEKapCTBEHHOM (POPMBI, JO3UPOBKHU, KOHIIEHTPAIMH U 00beMa, C yKa3aHUEM
KOJIa aHATOMO-TEPaNeBTHUYECKO-XUMUYECKOHN KIacCU(pUKaINK JIEKApCTBEHHBIX CPEJICTB
(manee — ATX), ¢ 00s13aTeNIbHBIM BKIFOUEHUEM KaXKJI0I0 TOPrOBOTO HAUMEHOBAaHUS
JIEKapCTBEHHOTO cpencTBa ¢ aHajgorndyHbiM MHH nekapcrBennoit hopmoit,

JO3UPOBKOI, KOHIIEHTpaluenh 1 00beMoM 6e3 paccMoTpeHust PopMyIsIpHON KOMUCCHEH.

210. Ilpu BKAIOYEHUH JIEKAPCTBEHHBIX CPEJICTB JIs JIeueHUs: Op(PaHHBIX
3a0o0yieBaHuH, ieJaeTcsa OTMETKa, YTO JaHHBIN Mpenapar sABJIsSeTcs OppaHHbIM.
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[Ipunoxenue 1

K [PaBUJIaM PETUCTPALIUU JIEKAPCTBEHHBIX

CpeacTB U MCAUITUHCKUX PI3I[CJ'IHI>1

I10 IIPUHIOHUITY «CAUHOI'O OKHAa»

3asiBJIeHNe HA NPOBeJeHNe IKCIIEPTU3bI, PerUCTPAIlUM, lepeperucTpanum,
BHECEHUs] M3MEHEHHUIl B perucTpPaliOHHOE J0Che JIEKAPCTBEHHOI0 cpeAcTBa™

Twum nponegypst

Peructpanus
[lepepeructpamms

Buecenue usmeneHuit

2. CBeneHHsI O perucTpany- Ne perucTpalioHHOTO YAOCTOBEpEHHsl, BbIAaHHOTO B Pecniyonmike KazaxcTan ¢ ykazaHieM [IaThl BbIga-
OHHOM YZI0CTOBEPEHHHU YU U CpPOKa ACHCTBUS
(pu mepeperucTpanyy u
BHECCHUH N3MCHEHHH B
PETHCTPALIMOHHOE 10ChE)
3. ToproBoe HaMEHOBaHUE Ha Ka3aXCKOM SI3bIKe
Ha PYCCKOM SI3bIKE
Ha QHTJIMHCKOM SI3BIKE
4. ToproBoe HaMEHOBaHHUE Ha Ka3aXCKOM SI3bIKE Ha PYCCKOM $3bl- HA QHTJIMHACKOM SI3bIKE Crpana
Ha 3KCHOPT (1151 OTede- Ke
CTBEHHBIX IPOU3BOIUTE-
neit)
5. MexnyHapogHoe Hemna- Ha Ka3aXCKOM SI3bIKe
TEHTOBaHHOE Ha3BaHUE
Ha PYCCKOM SI3bIKE
Ha aHTJIMHCKOM SI3bIKE
6. JlekapcTBenHas popma Ha Ka3aXxCKOM SI3bIKE
Ha PYCCKOM SI3bIKE
7. JlozupoBka (KOHIEHTpa- KonueHTpamust yka3pIBaeTCst Al KHUKHX,
nus) (3armonHsiercs npu MSTKHX U ra3000pa3HBIX JIEKAPCTBEHHBIX
Hanmmyuu. O0beM 3arnod- bopm
HSIETCS B YIIAKOBKE)
8. AHaTOMO-TepaneBTHYE- Kox
CKO-XMMHYECKasi KIIACCH-
HaumeHoBaHMe Ha Ka3aXCKOM SI3bIKE
buxanus
HaumeHoBaHue Ha PYCCKOM SI3bIKE
9. Tun jexapcTBEHHOT0 CpeACTBa (3AMOIHASTCS A1l COOTBETCTBYIOLIETO JIEKapCTBEHHOTO IIpenapaTa, BEIOUPAETCs TOJIBKO OJIMH THII
JIC)
1) OpuruHaIbHBIN JIeKapCTBEHHBIN Mpenapar
OIHOKOMITOHEHTHBIHI MHOrOKOMIIOHEHTHBII
OMOIOrMYeCKHil TeKapCTBEHHBIN mpenapar MMMYHOOHOJIOTMIECKHIA JIEKAPCTBEHHBIH Mpernapar
HOBAasI aKTUBHAs (hapMaleBTHIeCKas CyOCTaHIUs
2)

BocnpousseneHHsIi 1eKapCTBEHHBIN IIpenapaT

OIHOKOMIIOHEHTHBII

MHOTOKOMITOHEHTHBIH
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OpI/IFI/IHaIILHLII\/'I HeKapCTBeHHBIﬁ Inpenapar:

HaMMEHOBAaHUE JICKapCTBEHHOTI'O IIperiapaTa, 103UpPOBKa, JICKAPCTBCHHAs (bopma

Jiep KaTelb PErHCTPAlMOHHOTO YI0CTOBEPEHHS (KOMITaHHS, Ha UMS KOTO-
PO¥ BBITAaHO PETHCTPALIMOHHOE YAOCTOBEPEHHE), aTa PErUCTpany, Ho-
Mep PErHCTPAILMOHHOTO YI0CTOBEPEHHUS, TOCYAaPCTBO, T/I¢ 3aPETUCTPH-
POBaH OPUTHHAIIBHBIN JIEKAPCTBEHHBIN IpenapaT

PedepentHblit JekapcTBEHHBIN Mpenapar Ajsi 0TeYeCTBEHHOTO POU3BO-
JIUTENIs], KOTOPBIH MCIOJIb30BAJICS B MCCIIEJOBAHMUAX YKBUBAJICHTHOCTH
(ecytit TaKOBBIE MTPOBOIUINCH):

HauMCEHOBAHHUE JICKAPCTBCHHOI'O ITpeIiapaTa, J03UPOBKa, JICKapCTBEHHAs (1)0

pMa

Jiep KaTelb PErHCTPAIlMOHHOTO YI0CTOBEPEHHS (KOMITaHHs, Ha UMS KOTO-
PO¥ BBITAaHO PETHCTPAIIMOHHOE YAOCTOBEPEHHE), aTa PErUCTpany, HO-
Mep PEeruCTPaMOHHOTO yJOCTOBEPEHNUS, TOCYAAPCTBO, I'/Ie 3apETHCTPH-
poBaH pedepeHTHBIH JTeKapCTBEHHBIN Mpenapar

MIPUBECTH 0OOCHOBAHMS UCTIOIb30BaHUs pe()ePEHTHOTO Npernapara npu
€ro OTJIIMYMU OT OPUTHHAIBHOTO ITpenapara

IIpumeuanue. Pa3ien HEOOXOAUMO 3aMOIHATH ISl KAXKIOTO JIEKAPCTBEH-
HOTO Iperapara, KOTOpbId HCIOJIBb30BaJICS B HCCIICIOBAHUSIX SKBHUBa-

JICHTHOCTH.

3)

buoananornunslii iekapcTBeHHbIH npenapar (bruoanaor)

OpHruHasbHbIA OMOIIOrHYeCKUil TeKapCTBEHHbIH Ipernapar:

HauMEHOBAHHUE JICKAPCTBCHHOI'O ITpeIiapaTa, J03UPOBKa, JICKapCTBEHHAs (1)0

pMa

Jiep KaTelb PErHCTPAlMOHHOTO YI0CTOBEPEHHS (KOMITaHHS, Ha UMS KOTO-
PO BBIIAaHO PETHCTPAIIMOHHOE YAOCTOBEPEHHE), aTa PErUCTpany, Ho-
Mep PEruCTPALMOHHOTO YI0CTOBEPEHHUS, TOCYAaPCTBO, I/I¢ 3apPETUCTPH-
POBaH OPUTHHAIIBHBIN JIEKAPCTBEHHBIN TpenapaT

Pedepentnbrit Ouonornyeckuii JeKapCTBEHHBIN Mpenapar:

HANMEHOBAHHE JIEKAPCTBEHHOTO TIperapara, J03UpOBKa, JIeKapcTBeHHAs (o

pma

JieprKaTelb PeruCTPalMOHHOTO YJOCTOBEPEHHS, JaTa PErUCTPaLliH, HO-
Mep PEeruCTPALMOHHOTO YI0CTOBEPEHHUS, TOCYAAPCTBO, I/1€ 3aPErUCTPH-
poBaH pedepeHTHBII JIeKapCTBEHHBIN Mpenapar

Pa3IMYus 0 CPAaBHEHHMIO ¢ pehepeHTHBIM OHOJIOTHUECKUM JIEKApPCTBEH-
HBIM IpenaparoM (eCJI TaKOBbIE UMEIOTCS):

4

I'nbGpuHbIii IeKapCTBEHHBIH Npenapar

pasian4us B UICXOAHOM MaTepUalie;

Jpyrue NoKa3aHHs K IPUMEHEHHUIO;
pa3nu4ns B JeKapcTBEHHOU dopme;

Ipyras JO3UPOBKa;

YEeCKOW CyOCTaHIHN);
JIpyroi crioco0 BBECHUS,;

Apyrue oTiin4ius

pasnu4us B IPOMU3BOACTBECHHOM IIPOLIECCE;

(KoIMUEeCTBEHHBIC H3MEHEHHS aKTUBHOH (hapMarieBTH-

OIHOKOMIIOHEHTHBII

MHOTOKOMIIOHEHTHBIN

OpI/IFI/IHaHLHLIﬁ HCKapCTBeHHLIfI Ipenapar:
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HANMCHOBAHHE JIEKAPCTBEHHOTO Iperapara, J03MpOBKa, JIeKapcTBeHHas hopma

JieprKaTelb PerucTPalMOHHOTO YJIOCTOBEPEHHS, aTa PEruCTPaLiy, HO-
Mep PEerHCTPALMOHHOTO YAOCTOBEPEHHUSI, TOCYAapCTBO, I/Ie 3apErUCTPH-
POBaH OPHIHHAJIBHBIH JIEKAPCTBEHHBIH Mpenapar

Paznuuus mo CPaBHCHHIO C OpUTHMHAJIBHBIM JIEKAPCTBEHHBIM ITpeIiapaToM:

5) KoMOuHHpOBaHHBI JIeKapCTBEHHBIN Mpernapar W3MEHEHHs aKTHBHO# (hapMalieBTHIecKoi cyOcTaH-
L
npyras JekapcTBeHHas Gpopma;
npyrasi(ue) Jo3upoBKa(¥) (KOJINYSCTBEHHbIC H3MEHE-
HUsI aKTHBHOW (hapMaIieBTHYECKON CyOCTaHIINN);
npyroi (ue) criocoO(bl) BBEICHHUS;
npyrast hapMakOKWHETHKa (BKIIIOYas IPYTYIO OHOJI0-
CTYITHOCTb);
Jpyroe Imoka3aHue K MPUMEHEHHIO;
JpYTHe OTINYHS
M3BECTHAsE KOMOUHALINS
HOBAas KOMOUHAIUS
OpHrHHAJIBbHBIH JIEKAPCTBEHHBIH Mpenapar (B cilyyae M3BECTHOW KOMOHHALIIN)
HaMMEHOBaHHE JICKAPCTBEHHOT'O IIperapara, J03UpoBKa, JIekapcTBeHHast Gpopma
JieprKaTesb PEruCTPAHOHHOTO YJIOCTOBEPEHHS, JaTa PErUCTPALlUH, HO-
Mep PEruCTPALMOHHOTO YI0CTOBEPEHHUS, TOCYAAPCTBO, I/1€ 3apPETUCTPH-
POBaH OPUTHHAJILHBIN JIEKAPCTBEHHBIN IpenapaT
6) JlexapCTBEHHBIH MpenapaT ¢ XOpoIIO H3yYeHHBIM MEAULIMHCKUM TIpUMe-
HEHHEM
HanMEHOBaHHeE JICKaPCTBEHHOT'0 Mpernapara, 103MpoBKa, JiekapcTBeHHas! (hopma
JieprKartesb PEruCTPAHOHHOTO YOCTOBEPEHHS, aTa PErUCTPALliK, HOMEP PErHCTPALMOHHOTO YIOCTOBEPEHHUS.
7 PagunodapmarieBTHUeCKHi JIeKapCTBEHHBIH Ipernapat
panuodapMaleBTHIECKH HA00P
MPEKypCcop paJHoHyKINAA
HMCTOYHUK PaJHOHYKINAA (IEPBUYHBIN U BTOPUYHBIN) (IPU HATUYHN)
T'enepatop
MEOTaTHUECKUH JIEeKapCTBEHHBIH Mpemnapat
8) T'omeonarunuec eKapcTBe ernapa
HOBBI TOMEONAaTUYECKHA penapat
TUTEJIbHBIN JIEKAPCTBEHHBIN IpenapaT
9 Pacture eKapcTBe ernapa
OMHOMHUHAIPHOE Hay4YHOE Ha3BaHHE pacTeHus (POx, BUM, Pa3HOBHUI- FOMEOTATHYECKHIH PEMAPAT, BRIIOYEHHBI B hapMaKo-
HOCTD) TIed ¥ MOHOTpaduy
HMCTOYHHK MTPOMCXOXKICHUSI CHIPbs (JT1a00PaTOPHBIN KOM)
YaCTH NMPOU3BOIALIIETO PACTEHHS
Ha3BaHHe (OTpeesieHue) CyOCTaHIIMN PACTUTENBLHOTO TPOMCXOKICHUS U
Jpyrue Ha3BaHUs (CHHOHUMBI, yKa3aHHble B Dapmakonesx)
9-1 Jononuutenshsie npuzHaku JIC
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1) OpdaHHblit TeKapCTBEHHBIH Ipenapar
IpucBoeH Ju JIeKapCTBEHHOMY IIperapary cTaTyc op(aHHOro JIeKap-

CTBEHHOTO npemnapara B Pecriyonuke Kazaxcran
Her
B npouecce paccmoTtperus
Ja
Jlara
HOMEp PErucTPalMoOHHOTO yI0CTOBEPEHHUs Op(aHHOTO JIeKapCTBEHHOTO MpenapaTa
Otka3aHo B IPUCBOCHUH CTaTyca Op(haHHOTO JEKAPCTBEHHOT'0 Ipenapara
Jlara
Howmep pemenust
3asiBIIeHHE Ha IPUCBOCHME CTaTyca OTO3BaHO: JlaTa

2) Tpanchep HaumenoBanue, agpec mpon3BOICTBEHHOM TUTOIIAIKH Mepe/ia-
IOLIeH CTOPOHBI

3) AxTHBHas (apmanieBTHUecKas cyOCTaHIMs, NpOU3BeaAeHHas He B ycinoBusix GMP uin nekapcTBEHHOE PacTUTENILHOE ChIPbE

4 TpexBanudpukanus BO3

10 ®dopma oTIIyCcKa B CTpaHe ITo penenty Bpaua be3 penenra Bpaua
yCIIyronoiyyarens

11 CnocoObl BBeIeHUS

12 MNudopmanus no ycTpoii-

CTBaM BBOJA

13 YnakoBKa (3aroJHsAeTCs CIIUCOK 3HAYESHUH)

Ne Bupn (nepsuunas unu Bro- | HaumenoBanue Pasmep yna- O0beM (1pu HATMYKH) Kon-Bo equnun B Kpar-
puuHast) KOBKH/ yIaKOBKe Koe

MakeTa yIma- omm-
KOBKH caHue
1. ITepBuunas
2. IIpomexyTounas (mpu Ha-
JTYHH)

3. Bropuunas

3 IITpux-KOa BTOPUIHON VYka3zarp WTPUX-KOA ISl KAXKIOW T03UPOBKHU (KOHIICHTPALIMH )
ynakoBk# (GTIN) (dxu-

THH)

14 ITosHbIHA Ka4eCTBEHHBIH 1 KOJIMYECTBEHHBIH COCTAB (3aI0JIHACTCS CIIMCOK 3HAUCHUI)

Ne Twun BemecTBa Ha- Komu- | Hopmarus- IIpoussoan- Kontponupy- | Hamuuwme simo- | duko- IIpu-
(aKTHBHOE WM ume- | de- HBIH J0KY- Tellb, CTpPaHa eTcst MeXKILy- BUTBIX BE- pacty- 3HaK
BCIIOMOTaTellb- HO- CTBO MEHT, peria- 1 afpec mpo- HapOIHBIM iecTB (0TMe- mee Wik | d9emo-
HOE) Ba- Ha MEHTHUPYIO- H3BOJICTBEH- KOMHTETOM YyaeTcs npu KYJbTH- BeEYe-

HUE eau- Ui Kave- HOM Iu1oImaj- 110 KOHTPO- HAJINY1H) BUpYe- CKOT'o
HULLY CTBO WJIH Ku (1714 aK- JIIO 32 HApKO- Moe W
Je- dapmakornest TUBHBIX Be- THKaMH (OT- (s ne- KH-
Kap- C yKa3aHHEM LIECTB) MedaeTcs Kap- BOT-
CTBEH- | roja M3AaHUA MIpY HaJIH- CTBEHHO- | HOTO
HOW YHH) TO pac- mnpo-
dbop- THUTEJIb- Huc-
MBI HOIO Chbl- | XOX-
pBs) 1 ICHUS




KaSaKCTaH PeCﬁyﬁﬂHKaCHHL]H OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penakuusiinay KyHi

18.07.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025
- ,‘ a ,' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE e
y p 2 JlaTta ckaunBaHMs 30.07.2025
MECTO (oTme-
TIPOH3- qaer-
pacra- csl
HUSA pu
HaJ-
YHH)
1. AKTHBHOE 1I Ta6. 111 1 criucok 2
tal. IV 1ad. CIIMCOK
2. Bcnomorarensnoe | | |
15 HanMeHOBaHHE aKTHBHOM (papManeBTHIECKOH CyOcTaHINN
16 Cpok XpaHeHHsl JISKAPCTBEHHOTO CPEeJICTBA npeJularaeMblii Cpok XpaHe-
HUS
IpeAIaraeMsblil Mepuoz pu-
MeHeHHs (TI0cIie IepBOro
BCKPBITHS KOHTEIHEpa)
MpeiaraeMplii Iepuos Mpu-
MeHeHus (Tocje pacTBope-
HYSI WK pa3BeJICHNU )
17 YcnoBus TpaHCIOPTUPOBAHUS
18 YcnoBust XpaHeHus IIpe/ylaracéMble yCIOBHS Xpa-
HEHHUS
IpesIaraeMble yCIOBUS Xpa-
HEHUsI TI0CTIe TIEPBOTO
BCKPBITHS YTIAKOBKH
19 Peructpanus B cTpaHe-nmpou3BoAUTENE H APYTUX CTPaHAX
1. Ha3Banue ctpansl Ne peructparonHoro yaocrosepenus (yka- | [lara Beimauun Cpox
3bIBAETCS NP HATUYHH) nei-
CTBHSA
2.
20 Hanuune oxpaHHOro 10KyMeHTa Ha M300pEeTEeHUE HIIM TOJIE3HYIO MOJIENb, TOBAPHBIN 3HAK
HasBaHue oxpaHHOro J0KyMeHTa Ne 0xpaHHOTrO JOKYMEHTa [ara Bbiaun Cpok
BBIJIa-
yu
21 IIpousBoacTBO 1) IlonmHOCTBIO Ha JaHHOM IIpou3BoACcTBE 2) YacTuaHO
Ha 1aHHOM npou3BoAcTBe 3) [loaHOCTRIO HA APYTOM
HPOU3BO/ICTBE
22 IIpousBoauTens (1) JIeKapCTBEHHOTO Mpernapara U y4acTok (M) IPOU3BOCTBa (BKJIHOUAs yYaCTKU MPOM3BOACTBA JH0OOr0 KOMIIOHEH-
Ta (B TOM YHUCIIEe PACTBOPHUTEIS JIEKAPCTBEHHOH (hOPMBI), KOTOPBII SBJISETCS YacThIO JIEKAPCTBEHHOTO TpenapaTa)
Ne Tumn npoussoauTens Haunmenosanue, Ne, nata n Opu- | daxruueckuit Tene- | ®.1.0. (npu O.MN.
cTpaHa (Ha Ka3ax- | CpOK Jei- nuue- | ampec ¢oH, €ro HaJu- 0.
CKOM, PYCCKOM, CTBHS paspe- CKHiA bakc, | uum), TOMK- (mpu
QHITIMHACKOM 5I3bI- | IIUTENBHOIO azpec e- HOCTb PYKO- ero
Kax) JIOKyMEHTa mail BOJIATEIIS HAJIA-
4Yun),
JIOJIXK-
HOCTH
KOH-
TaKT-
HOTO
Ve
1. IIpousBoaurens




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

e* ‘ a .' _' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

1.1

[pennpusiTrue-ynaxkos-

LUK
1.1.1 | nepBu4Has
1.1.2 | BropuuHas
1.2 IIpounsBoanTens, ocy-
LIECTBIISIIONIMN KOH-
TPOJIb KauecTBa
1.3 IIpousBoauTens, OTBET-
CTBEHHBIH 3a BBIITYCK
cepuit
2) JlepkaTenb NUICH3UU JlaHHBIE TTO
JIMLICH3NH Ha
MIPOU3BO-
CTBO, BBIJIaH-
Hasl YHOJIHO-
MOYCHHBIM
OpraHom
CTpaHbI IPO-
H3BOJIUTEIIS
3) JlepxaTens perucrpanu-
OHHOTO Y/I0CTOBEPEHHUS
4) VYemyronoiydarenb Win Jannsle mo
HPEeJICTaBUTENBCTBO JIOBEPEHHO-
CTH
5) Y1101HOMOUYEHHOE JIUII0
10 OCYIECTBIIEHUIO
(apmakoHaazopa B Pec-
ny6nuke Kazaxcran
23 JlabGopaTtopust CTpaHbI-IPOM3BOIUTENS IO KOHTPOJIIO Ka4eCTBa MPErnapaToB KPOBU U BaKIMH, OTBETCTBEHHAS 32 KOHTPOJIb Ka4ecTBa
(BBINYCK) Cepun
HanMEHOBaHue JabopaTtopun
aJipec MecTa OCYLIEeCTBICHUS e TEeIbHOCTH
Crpana
Tenedon (dakc)
9JIEKTPOHHAs 110YTa
24. H3meHenus, BHOCHUMbIE B PETHCTPALIMOHHOE JI0ChE JIEKAPCTBEHHOTO CpeJIcTBA (YKa3aTh BHOCUMBIC H3MEHEHHS)
Ne Tun nsmMeHeHus Penmakuus 10 BHeceHUs] H3MEHEHHI Bno-
cH-
Mble
u3Me-
HEHUS
I
25. JlaHHBIC 11O JOTOBOPY Ha MPOBEJCHUE HKCIIEPTU3BI JICKAPCTBEHHBIX CPEICTB
1. Ne norosopa
2. /Jlara 3aximoueHus
3. Cpok neicTBus
26. CyOBeKT, OCYIISCTBIISIONINI OILIATy 32 MPOBEICHUE IKCIEPTH3bI
1. Hawnmenosanne
2. Crpana




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e‘ .‘ a .' .' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

3. IOpuanyeckuii anpec

4. daxTHuecKuil agpec

5. @©.1.0. (1pu ero HaJIMUKUMK), TOJKHOCTb PYKOBOJMTEIIS
6. Tenedon

7. Ddakc

8. e-mail

9. busHec-u1eHTH(HHUKALMOHHBINH HOMEP

10. WuauBuayansHblil HaeHTHGUKALMOHHBIA HOMED
11. Bbank

12. PacueTHsIii cuet

13. BantoTHslii cuer

14. Kopx

15. bankoBCKHMiT NAEHTH(UKATMOHHBIH KO
VYcayromnonyyaresb:

FapaHTpr}o: JAOCTOBEPHOCTH I/IH(bOpMaI_II/II/I PErucTpalluOHHOIo JOCHhC, HEHAPYIICHUEC UCKIIOUYUTCIIbHBIX IIPaB TPETbUMHU JIMIIaMU Ha I/I306p€—

TEHUE WIH MOJIE3HYIO MOJEIIb, aA€KBATHOCTb IEPEBOAOB METOAUK KOHTPOJIA Ka4€CTBA, HHCTPYKIUH 110 MEAUIUHCKOMY IPUMEHEHUIO JIEKap-

CTBEHHOTO CPEJICTBA; NPEICTABUTE 00Pa3Ibl JIEKAPCTBEHHBIX CPEJICTB, CTAHIAPTHBIE 00Pa3IIbl JIEKAPCTBEHHBIX CYOCTaHLUH 1 UX PUMeceil B

KOJIMYECTBAX, JOCTATOUHBIX JUISl TPEXKPATHOTO aHAIN3a, CIeU(pHIECKHE PEareHThl, PACXOIHbIe MaTepUallbl, IPUMEHsIEMbIE TIPH TIPOBEIe-

HHMH UCIIBITAHUIA JICKapCTBECHHBIX CPEJICTB (B UCKIIIOUUTEIIBHBIX ClIy4dasiX U Ha YCIIOBUAX BO3BpaTa), a TaK)K€ UX COOTBETCTBUEC HOpMAaTHBHBIM

JAOKYMCHTaM, IIPEACTaBIsICMbIM Ha pErucTpanuio. 06$I3yIOCI> COO6H13.TI> 000 BCeX U3MEHEHUSAX B PETUCTPALIMOHHOE NOCHE, a TAKKE IMTPEACTaB-

JISITh MaTe€pHraJlbl IIPpU 06Hapy)I(€HI/II/I HEXKECIAaTCIIbHBIX peaxunﬁ IIpy NPUMEHCHUHU JICKAPCTBEHHOI'O CPEJICTBA, paHEC HE YKa3aHHBIX B UHCTPYK-

A IO MEAUITUHCKOMY IIPUMEHCHUIO.

Jlara

®.1.0 (mpu ero HaTMYKN) U AOJDKHOCTH OTBETCTBEHHOTO JIUI[A YCITyT OOy 9aTels

IToamnuce

IIpumeyanue:

* 3asBeHME 3aMOJIHIETCS OJJHOKPATHO U HE TOJJICKUT KOPPEKTUPOBKE.

¢opma

3asiBjIeHNe HA PerHCTPANMIO WM BHECEHUE U3MEHEHHUI B 3aperucTPMPOBAHHYIO

HEHY NPOU3BOAUTEIIA JICKAPDCTBEHHOI'0 CPEACTBA

[IpenocTaBmsito nHGOPMALIUIO JJIsI PETUCTPALIUU 1IEHBI UJIM BHECEHUS U3MEHEHU I

B 3apCTUCTPUPOBAHHYIO ICHY IIPONU3BOIUTCIIA JICKAPCTBCHHOI'O CPpCACTBA

1. Yenyronony4darenb

1.1. IIpou3BoauTeNb 1EKAPCTBEHHOI'O CPECTBA

HaumeHnoBaHue

Crpana

IOpunnyeckuii anpec

®daxrrueckuii agpec




e.zZan

KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

Tenedon

daxc

e-mail

KoHTtakTHOE NHII0

®dammnsi, UM, 0TY4ECTBO (TIPH €0 HAJIMYHH)

JloIKHOCTH

Tenedon

daxc

e-mail

1.2. Brnanenen perucTpaliOHHOTO yA0CTOBEPEHUS

HazBanue

Crpana

IOpunnyeckuii anpec

®daxTrueckuii agpec

Tenedon

dakc

e-mail

damunus, UMs, 0TUECTBO (IIPU €ro HAJIMYUH) PYKOBOAUTEIS

KonTaktHOE 1HII0

damunusi, UM, 0TYECTBO (TIPH €ro HATHYNH)

JloKHOCTD

Tenedon

dakc

e-mail

1.3. JIoBepeHHOE IULI0 WA KOMITAHUS, PEICTABUTENBCTBO OT

YCIIYTOMNOJIyYaTesd, YIIOJTHOMOYEHHOE TPOBOJAUTD IEMCTBUS BO BPEMS NPOLIEAYPbI

peructpanuu 1ensl B Pecniyonuke Kazaxcran

2. Uudopmarnius o JieKapCTBEHHOM CPECTBE

TOpl"OBOe HaMMCHOBaHHC

Homep u garta perucrpainoHHO-
ro ypocroBepeHus B PecryOmm-
ke Kazaxcran

JlexapcTBEeHHOE CPEICTBO SBIIS-
eTcst: (Hy)KHOE OTMETHUTB)

MesxmyHapoaHOe HEeTAaTeHTOBAH-
HOE HauMeHOBaHue (IIPU HaJIU-
41N

CocraB

JlexapctBennas popma

Jlo3upoBka

Konnenrpauus

el Bl Bl BS d

O6beM




e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

KomnnuecTBo Bo BTOpuuHOi (I10-
TPEOUTEIILCKOM) yIIaKOBKE

Kop cormacHo Anatomo-Tepa-
[EBTUYECKO-XUMHYECKOM KJIac-
cudukarpn (ATX xox)

12.

Crioco0ObI BBEEHUS

13.

CBezieHusI 0 paHee 3aperucTpH-
POBaHHO LIeHEe I ONITOBOM 1
PO3HUYHON peanu3anuu

JlaTa perucTpaiu 3aperucTpu-
POBaHHOM LIEHBI AJIs1 ONTOBOM U
PO3HHYHON peanu3anuu

14.

[penenbHas 1IeHa OTEYECTBEHHO-
TO IPOU3BOAUTEIIS [UTSI OLITOBOM
Y PO3HUYHOU peanu3anui (3a mo-
TPEOUTENILCKYIO YIAKOBKY)

15.

JlexapcTBeHHOE CPEJCTBO paHee
Ha Tepputopun PecryOunku Ka-
3aXCTaH Peaau30BbIBAIOCH

Jaa

HET

LleHa mpoM3BOAUTENS IS OLITO-
BOW M PO3HUYHON peann3amuy, a
takke B pamkax ['OBMII u

(mun) B cucreme OCMC asist BBO-
3umbIx JIC (3a morpeOuTens-
CKYIO YIIaKOBKY)

Llena 3a moTpeOUTENBLCKYIO YIIAKOBKY

Ilena 3a
norpebu-
TEIIBbCKYIO
YIaKOBKY
B BAJIIOTE
(uHOCTp)

Llena 3a norpebu-
TENBCKYIO YIIAKOBKY
B TEHIe

JlexapcTBeHHOE CPECTBO paHee
Ha TeppuTopuro Pecryonuku Ka-
3aXCTaH MOCTABILIOCH

Jaa

HET

JlaHHbIE JOKYMEHTOB, MO/
tBepxaaronux ueny JIC (3a
HOTPEOUTENBCKYIO YIIAKOBKY)

Iena B BairoTe MHBO¥CA 32 MOTPEOU-
TENbCKYIO YIaKOBKY

Ilena 3a mo-
TpeOuTeIb-
CKYIO YIIaKOB-
Ky B BaJIIOTE

Ilena uHBO¥Ca 3a
MOTPEOUTENBCKYIO
YIAKOBKY B TEHTE

ueny JIC (3a motpeburenn-
CKYIO YIIaKOBKY)

Ky JIC 32 HOTpeOUTENBCKY O YIIaKOB-
Ky

CKYIO YITaKOB-
Ky B BaJlOTe
(uHOCTp)

(mHOCTD)
JlaHHBIC KOHTpAKTa, I0TOBO- Llena B BanoTe paKTHIECKOTO KOH- Llena 3a mo- Lena ¢axtuuecko-
pa u 1p., MOATBEPKIAOIIIX TpakKTa, JOTOBOPA MK Ip. Ha TIOCTaB- TpeOuTEND- ro KOHTpAKTa, J0-

rOBOpA M Jp. HA
nocraBky JIC 3a mo-
TpeOUTENBCKYIO
YIIaKOBKY B TEHI'e

CBCIICHI/ISI O IICHC B pe(bepeHTHLIX CTpaHax, i€ UMECTCs rocynap-
CTBCHHAs perucTpanus JEKapCTBEHHOI'O CPEACTBA NI CTPaHE-IIPO-

M3BOJUTEIS (32 IOTPEOUTENBCKYIO YITAKOBKY)

Crpa- | Top- KonuuectBo B notpedbu- | Llena 3a morpeburesns- Ilena B mepecuete Ba- | Lle- [Ipuuuna ot1-
Ha ro- TENbCKON YIaKOBKE B CKYIO YIIaKOBKY Ha kojuyecTBo JIC mo- | Ha CYTCTBUS
BOE pedepeHTHOI cTpaHe B IOTPEOUTENBCKON Ta B
Ha- YIaKOBKE, 3aperu- TEH-
nMme- cTpupoBaHHoil B PK re
HOBa-
HHE
Azep-
Oaii-
JUKaH




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

e* ‘ a .' l DTaJOHHBIH KOHTpOJ'II)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Penakuusiinay KyHi 18.07.2025

Cakray KyHi 30.07.2025
Jlata pegakuuu 18.07.2025
JlaTta ckaunBaHMs 30.07.2025

bena-
pyce

Bboin-
rapus

Ben-
rpust

Ksip-
I'bI3-
CTaH

Tlomnb-

Poc-
cus

Cro-
BEHUS

Typ-
ous

V36e-
KH-
cTa"

Crpa-

po-
H3BO-
JAuTe-
¥

17.

3apeructpupoBanHas 1ieHa npousBoanTesst JIC 11 onToBO# M pOZHUYHOM peann3alii, a TAKKE B paM-

kax 'OBMII u (unmm) B cucreme OCMC

Llena JIC s ontoBO# U po3HUYHOM peanu3anni, a Takxke B pamkax 'OBMII u (mim) B cucreme

OCMC, npoussenenHoro B Pecrry6nuke Kazaxcran, cocTosIIy 0 U3 HIDKEYKa3aHHBIX (hJaKTHUECKH I10-

HECCHHBIX 3aTpat

HaumeHoBanue akTH4ecKy TOHECEHHBIX 3aTpaT

CTOHUMOCTD, TEHTE

3aKyTKa ChIPbS U (MJIN) KOMIUIEKTYOIIAX

JIOTUCTHKA CHIPbSl M (MJTH) KOMIUICKTYIOIINX

CTpaxoBaHKE, TAMOXKEHHbIC TIATEKH M TAMOKEHHOE 0(OPMIICHUE CHIPbsS U (MJTH) KOMIUICKTYIOIINX

MPOCKTHPOBKA

paspabotka

Iu3aiH

TpaHcdep TeXHOIOTHi

KOHTPAKTHOE ITPOU3BO/ICTBO

Ol | |||~ |w]D

TIaTCHTUPOBAHUE

10

MOKYIIKa HPOU3BOICTBEHHOTO 000PYA0BaHHS

11

o0yueHne nepcoHajIa Ha MPOU3BOACTBEHHBIX IUIONIAKaX 3apy0ekoM

12

BHEJ[pEHHE MEXTyHAPOJHBIX CTAHIAPTOB KauyecTBa

13

HoJy4yeHue cepTuhHKaTa O MPOUCXOXKACHUH TOBApa

14

MOJTy4YeHHEe MHIIyCTpUanbHOro cepTudukara HanmonanpHas nanara npeanpunnmarteneii PecryOnuku

Kazaxcran

71a00paTOPHBIE UCTIBITAHUS




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.07.2025

o ‘ (= | (¥ | OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 18.07.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE po

JlaTta ckaunBaHMs 30.07.2025

KIIMHUYCCKUEC UCIIbITAHUSA

Ha60paTOpHO-KHI/IHI/I‘I€CKI/IC HUCIIBITAaHUA

OKCIIEpTU3a B LEJIAX FOCyZ[apCTBeHHOfl peructpanuu, nepeperucTpaliuu 1 BHCCECHUN W3MEHEHUH B peru-
CTPALITMOHHOC 10ChE

19

OILICHKa Ka4y€CTBa

20

CHUCTEMY MOHUTOpPHUHIA 6630HaCHOCTI/I, Kadye€CTBa U 3(1](1)CKTI/IBHOCTI/I JICKapCTBEHHBIX CPEIACTB

21

COZICPKAaHUC II€pCOHAJIa

Uroro cymma:

dbopma
3asiBjieHHe HA BKJIIOYEHHE JeKAPCTBEHHOro cpeacTBa B Kazaxcranckui
HAIMOHAJIbHBIN JIEKAPCTBEHHBbIH (popMYyJIsip

1. Uudopmanus o ycayronomgydarese:
1) HaMeHOBaHKE OpraHU3aIuy;
2) ®.1.0. (npu HaMUYMK) OTBETCTBEHHOTO JIUIIA, JOJIXKHOCTB;

3) MecTo HaXOXKICHHsI OpTaHU3alUuU yCIyronoyyyaresns (IopuIuyecKuil aapec,

(axTuyeckuil agpec);

4) BUH, 6aHKOBCKHE PEKBU3UTHI;
5) Homep Tenedona u (unu) daxca;
6) AIEKTPOHHBIN apec WIH AJIPEC JIEKTPOHHOM MOYTHI.

2. JlaHHbI€ 1O 3asBIIEHHOMY JIeKapcTBeHHOMY cpencTBy (JIC) B COOTBETCTBUM C

['ocynapcTBEHHBIM peecTpOM JIEKAPCTBEHHBIX CPEICTB U MEIMIIMHCKUX U3IEIIUN:

1) roproBoe HanmeHnoBanue JIC;
2) MEXIYHApOAHOE HEMATEHTOBAHHOE HAMMEHOBAHMUE;

3) cocraB JIC (meicTByIOIINE U BCIIOMOTATENIbHBIE BEMIECTBA), IPEAJIArae€Moro

JJIA BKIIFOUCHUS,

4) nekapcTBeHHas opMa U JO03UPOBKA, KOHIICHTPAITHUS;

5) cBeneHus 0 rocyIapcTBEHHOM peructpanuu 3assiaeHHoro JIC B PecriyOnuke

Kazaxcran;

6) papmakonoruueckoe neiicraue JIC;

7) bapmakonornyeckas rpynmna JIC u ATX kox;
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e‘\ A (" | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 18.07.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE e
JlaTta ckaunBaHMs 30.07.2025

8) mokazaHus K IPUMEHEHUIO COTJIACHO MHCTPYKLUHU IO NPUMEHEHHIO
JIEKAPCTBEHHOI'O CPEICTBA;

9) crioco0 mpuMeHEeHUSI.

Ecnu nocke conep kUt KOHPUACHIIMAIbHYI0 HHPOPMAIIUIO, YKa3aTh, KaKast
uHpOpMaIUs SBISETCS KOH(DHUICHIIMATEHON U MPEI0CTaBUThL 000CHOBAHUE
KOH(UICHIINATHLHOTO XapaKTepa 3Tor nHpopMaIuu.

JIOM>KHOCTh OTBETCTBEHHOIO JIMIA YCIYTOMOYyYaTels
IHoxmuce

®.1.0. (mpu HAIMYUN)

JlaTa

[Ipumeuanus: OObeM 3asBJICHUS HE MIPEBBIIIAET 2 CTPAHULL U OCHOBBIBAETCS HA
CBOJHOU MH(OpMAIUU U3 JJOChE.



e.zZan

Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Cakray KyHi 30.07.2025
Jlata pegakuuu 18.07.2025
JlaTta ckaunBaHMs 30.07.2025

[Ipunoxenue 2

K IPaBUJIaM PETUCTPALUU

JICKAaPCTBCHHBIX CPCIACTB U

MCAMIMHCKHUX H3I[€JIHI>1 I10 IIPUHIUITY

«EOUHOI'O OKHa»

dopma

3asiBjieHHE HA MNPOBCACHUEC IKCIICPTU3DbI, I‘O(!yI[apCTBeHHOﬁ perucrpanmu,

nepeperucTpanu, BHeCeHUsI N3MEHEHHU B perncTpPaluOHHOE 10Che

MEAUINHCKOI'O U3J1¢/JINd

Twum nponeypsl

Pernctpanus
Iepeperucrpanus

Buecenne n3meHeHUI

]

Bupn skcneptussl (He00XoqumMoe
yKa3arh)

VYckopennas la

1]
Her

]

OcHoOBaHHUe

1.2 CBelleHHsl 0 PETHCTPALIIOHHOM Ne perucTpalluOHHOTO yJ0CTOBEpEHUs BhIaHHOTO B Pecriybimke Kazaxcran ¢
yZOCTOBEpEHUH (TIpU NEPEPETHU- yKa3aHMEM JaThl BbIIAUH U CPOKa JeHCTBHSA
CTpalMU U BHECEHUH U3MEHEHUH B
PETUCTPAIIMOHHOE JIOChE)
2. Toprosoe HaMEHOBaHUE Ha Ka3aXCKOM sI3bIKe
Ha PYCCKOM SI3bIKE
3. Homenknatypusiit ko ['mo6anbHON HOMEHKIIATYPbI MEIUIMH-
CKUX M3J1eNUii (TIpY HaJIM4YHH)
4. Kon Homenxiatypsl MeAMIMHCKUX u3nenuid PecyOnuku Kazax-
CTaH
5. O06nacTh MEAUIIMHCKOTO IIPUMEHE- Ha Ka3aXCKOM sI3bIKe
HUS
Ha PYCCKOM SI3BIKE
6. Hasnauenune Ha Ka3aXCKOM sI3bIKe
Ha PYCCKOM SI3BIKE
7. MenunuHCKOE U3EIUE SIBIIETCS MU (UMH)

[]

MU (MT)




e.zan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi

AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

18.07.2025
Caxkray KyHi 30.07.2025
Jlata pegakuuu 18.07.2025
JlaTta ckaunBaHMs 30.07.2025

MU (in vitro)

[]

7-1 Tun MeaUIMHCKOro U3/IeNus UH 3akpeiTas cucrema: Jla 000CHOBaHUE OT MPOU3BOAUTEIS (YKA3aTh CTPAHH-
BHUTPO (HE0OXOIMMOE yKa3aTh) l:l Iy PETHCTPAlOHHOTO JIOChE)
Her
8. KpaTkas TexHuueckas xapakTepu- Ha Ka3aXCKOM sI3bIKe
cTuka (Mpy HATMYHUHU TPOrPaMMHO-
(np porp Ha PYCCKOM SI3bIKE
ro obecreYeH s BKIIOYAIOTCS JaH-
HBIE TPOTPAMMHOTO 00ECIICUCHHS)
9. Kiacc B 3aBHCHMOCTH OT CTENEHH MOTEHIIMAIBHOTO PUCKA TPHU- Kuacc 1 - ¢ Hau3koii crenensio pucka Kiace 2a - co
MeHeHHs (He00X0JMMOe OTMETHTB) cpenHeit crenenbto pucka Kitace 26 - ¢ noBsbIlIeH-
HO¥1 crenenblo pucka Kiace 3 - ¢ Bblcokoii crerne-
HBIO pUCKa
10. MenuuuHcKkas TEXHUKA SIBIIsIETCst (OTMETUTD IIPU HEOOXOIUMO- CpencTBo u3MepeHust

CTH)

[]

Kommnexe (MT)

[]

Cucrema (MT

[]

Armmapar

05 O
5
o

O6opynoBaHue

[]

W3nenue MCIUIUHCKOI'O Ha3HAYCHUS ABIACTCA (OTMGTI/ITL npu

HEOOXOAUMOCTH)

CpenctBo u3MepeHus

[]

CrepunbHOe

[]

Habop (komruiekT)

[]

MenunuHckoe u3aenue in vitro sBisiercst (OTMETHTh IPH HE00-

XOIUMOCTH)

CpencTBo u3MepeHus

[]

Anmnapar

[]




KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penakuusiinay KyHi

18.07.2025

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Caxray KyHi 30.07.2025
- ‘ a ‘ ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecny6inku Kazaxcrad B 3JIEKTPOHHOM BHJIE o
y p 2 JlaTta ckaunBaHMs 30.07.2025
ITpubop
O6opynoBanue
Jli1s1 caMOKOHTpOIIS
Ha6op (koMILIeKT)
11. B cocTaBe nMeeTcs 1EKapCTBEHHOE CPEJICTBO Ja
Her
12. Kommiexranus MU
HaumenoBanue monenu (Moaudukannn) MU Ha pycckom si3bike **
HaumenoBanue monenu (Moandukanun) MU Ha ka3aXxckoM si3bike **
Bun cocraBHo#M Bun cocraBHoit Hanmenosa- HaumenoBa- | Mogens Mopnenb Ipo- IIpous- | Crpa- | Crpa-
YacTH Ha pyc- YacTH Ha Ka3ax- HHE COCTAaB- HHE COCTaB- COCTaB- COCTaB- U3BO- BOJIH- Ha Ha
CKOM SI3BIKE *** CKOM sI3bIKe *** HBIX yacTei HBIX YacTei HBIX Ya- HBIX 4Ya- M- TENb Ha Ha
Ha PyCCKOM Ha Ka3ax- cTeil Ha cTel Ha Tenb Ha Ka- pyc- Ka-
SI3BIKE CKOM SI3BIKE pycckoM Kazax- Ha 3ax- CKOM 3ax-
SI3BIKE CKOM s13BI- | pyc- CKOM SI3BI- CKOM
Ke CKOM SI3bIKE Ke SI3bI-
SI3bIKE Ke
OCHOBHOH 0JIOK Heri3ri 670K
MT
KOMILIEKTYIO- JKMBIHTBIKTAY LIIbI-
miee nap
IporpaMHoe OarapiaamMabik
obecreueHne JKacakTama
MPUHA/UIEK- KepeK-)KapaKTapbl
HOCTh
pacxo/HbIi Ma- LIBIFBIH MaTepH-
TepHa aniapsl
HU3IEIUE TUIIO- THIMTIK MeIepii
pa3MepHOro ps- KaTtap OyHbIMbI
Ja(c ykazaHuem (enmeM ayKplI-
Jiara3oHa pas- MBIH KepceTe
MEpOB ) OTBIPBII)
peareHT peareHT
13. YnakoBka
Ne Bun (nepBuyHas Ui BTOpUYHAs) Pa3z- | O6B- | Ko- Kpar-
Mep | em - Koe
qe- onu-
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AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Caxray KyHi 30.07.2025
5 ‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecny6iinku KasaxcraH B 3JIEKTPOHHOM BH/IE o
y p 2 JlaTta ckaunBaHMs 30.07.2025
Ha- CcTBO | ca-
nMe- enu- | Hue
HOBa- HHI
HHE B
yna-
KOB-
Ke
1. IlepBuunas
2. Bropuunas
3 I'pynmoBast (1pu HaIU4MK)
14. Cpok xpaHeHHs KOJIMYECTBO MECSLEB (JIEeT)
TapanTHIHBINA CPOK SKCILTyaTalMU IpHOO- KOJIMYECTBO MECSLEB (JIET)
PoB (anmnapartoB, 000pyA0BaHUH)
15. YcnoBus TpaHCHOPTHPOBAHUS
16. VYcnoBus XpaHeHUst
17. Perucrpanust B cTpane-npou3BOAUTENE U APYTUX CTPaHAX
1. Haspanue cTpans Ne perucrpa- Jlara BbIaun Cpoxk geifctBus
LIHOHHOTO
yJI0CTOBEpE-
Hus (YKa3biBa-
eTCsl IIpH Ha-
JTUYAN)
18. | IIpoussoactBO [TonHOCTBIO HAa JaHHOM MPOU3BOCTBE
YacTHyHO Ha JaHHOM IPOU3BOJICTBE
ITonHOCTBIO HAa APYTOM MPOU3BOACTBE
19. | IIpousBomuTens MEAUIMHCKOTO U3/CIHSI U YIACTOK IPOU3BOACTBA (BKIIOYAs yIACTKH IIPOU3BOJCTBA TI0O0r0 KOMIOHEHTA, KOTOPBIH
SIBIAETCS YaCThIO METUILIMHCKOTO M3/1€JI1s)
Ne Tun npousBoauTens Haumenosa- Ne, nata u Opu- | dak- Teme- | ©.1.0. @®.1.0. (npu
HHE, CTpaHa CpOK Jieii- nuue- | tuye- | ¢oH, (pu ero Ha- | ero Haiu-
1,2 (na ka3zax- CTBHs paspe- CKuit CKUi ¢bake, | nuuum), YUH), TOJDK-
CKOM, pyc- LINTEIEHOTO aapec | an- e- JIOJI’KHOCTh HOCTb KOH-
CKOM, aHIJIni- JOKYMEHTa pec mail PYKOBOAMTE- | TAKTHOTO JIH-
CKOM SI3BIKaX) it:s ma
1. [IpousBoauTens
2. [IponsBoacTBEeHHAS IIOMIAKA
3. YTIOTHOMOYEHHBIH MPEICTaBH-
TeJb pousBoauTens B Peciy0-
nuke Kazaxcran
4 KoHTakTHBIE JaHHbIE YIIOIHO-
MOYEHHOT0 JIUIIA 110 MOHUTO-
PHHTY HEOIaroNnpusITHBIX COObI-
THI (MHOUACHTOB) Ha TEPPHUTO-
pun Pecriy6nuku Kazaxcran
5 VYcnyromnomny4darenb [Jannsle mo
JIOBEPEHHOCTH
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20. | M3meHeHUs, BHOCHUMBIE B PETHCTPAIMOHHOE JOCKE (3AMOIHSIOTCS MIPU TUIIE 3asBKH — BHECEHHE N3MECHEHMH) (YKa3aTh BHOCHMBIE H3Me-
HEHUS)

Ne Penmakuus 1o BHeceHUs] N3MEHEHHI Bno-
cu-
MbIe
H3Me-
He-
HUS

21. I[aHHI)Ie TI0 IOTrOBOPY Ha NPOBEACHUEC SKCIICPTU3BI MCIULIMHCKOTO U3ACIINA

1. Ne noroBopa Ha MPOBEICHUE IKCIEPTH3bI MEIUIIMHCKOTO H3/IEIUS
2. Jlata 3aKJIroueHUs
3. Cpok pmeiicTBust

22. Cy6'l>€KT, OCyHIeCTBJI}IIOHII/Iﬁ OIJ1aTy 3a MIPOBEACHUEC SKCIICPTU3bI MEAUITUHCKOT'O U3ACIN

1. HaunmeHnoBanue HOpUANYCCKOTO JIMa

Crpana

IOpunuuecknii anpec

daxTudeckuii axpec

Tenedon

dakc

DIEeKTpOHHBIN agpec

2
3
4
5. ®.1.0. (mpu ero HanU9IHN)
6
7
8
9

busnec-uneHTH(UKAIMOHHBIA HOMEP

10. | WnauBumyanbHbIH HICHTU(GUKAINOHHBII HOMED

11. | bank

12. | PacueTHbIi cuer

13. | BamroTHbIit cueT

14. | Kox

15. | BaHkoBCckHi HACHTH()UKAMOHHBIA KOI

VYenyrononydaTens:

lapanTHPYIO: 1OCTOBEPHOCTH HH(OPMAIIMH, aJIeKBATHOCTh NIEPEBOIOB METOMK KOHTPOJISI KAUeCTBa, HKCIUTYyaTallMOHHOTO IOKYMEHTA, HH-
CTPYKLHH IO MEIULIHHCKOMY NPUMEHEHUIO MEUIIMHCKOT0 U3/IeJIHs, IIPECTaBICHHE [0 Hayasa JabopaTOPHBIX UCIBITAHUH 00pa3LOB M-
LIUHCKOTO M3JIENINS], CTaHAapTHBIE 00pa3Ilbl B KOJIMYECTBAX, JOCTATOYHBIX JUIs TPEXKPATHOTO aHAIN3a, CHEIN(HYECKUE peareHThl, Pacxol-
HBIC MaTEpHAIIbL, IPIMEHSIEMbIC ITPY IPOBEICHUN HCIBITAHUH (B HCKIIIOYNATEIBHBIX CITydasxX M Ha YCIOBHAX BO3BPAaTa), a TAKXKE UX COOTBET-
CTBHE IOKYMEHTaM II0 Ka4eCTBY, IPEACTaBICHHBIM Ha 3KCIEPTH3Y.

O0s13yI0Ch OCYIIECTBIIATH NOCTABKY MEIUIIMHCKOTO H3aeius B PecyOnuky KazaxcraH, cCOOTBETCTBYIOIIHE TPEOOBAHUSIM, YKa3aHHBIM B PETH-
CTPALMOHHOM JI0ChE€, U COIPOBOXKIATH MEULIMHCKOE U3JIeJIHe HHCTPYKIMEH 110 MEUIIMHCKOMY IIPUMEHEHUIO (PYKOBOACTBOM) IO SKCILTya-
TaIMY Ha Ka3aXCKOM M PyCCKOM SI3bIKaX, C COOJIOJICHUEM JOCTOBEPHOCTH U ayTEHTUYHOCTH MEPEBOIOB.

FapaHTpr}o COXpaHE€HUE 0e30MacHOCTH U Ka4ecTBa MCEIUIMHCKOI'O U3JCJIU B TCUCHNUC BCEI'O CPOKa UCIIOJIb30BaHUs, ITPU CO6J'[K)I(CHI/II/I
yCHOBI/Iﬁ TPaHCIIOPTHUPOBAHUS U XPAaHCHHUS B COOTBETCTBUU C TpC6OBaHI/IHMI/I 3aBOJa-IIPOU3BOAUTEIIS.

O0s3y10Cch CO00IIaTh 000 BCeX M3MEHEHUSX B PETHCTPALMOHHOE I0ChE, a TAKKE MPECTABIATh 3asBICHUE U MaTepualbl IpH 0OHAPYKEHUH
MOOOYHBIX BO3ACHCTBHI PU NPUMEHEHUH MEAUIIMHCKOTO U3/IENHs, paHee He YKa3aHHBIX B HHCTPYKIMH [0 METUIUHCKOMY ITPUMEHEHHIO U
/MM B 9KCILTYaTallMOHHOM JIOKYMEHTE MEUILIMHCKOTO H3EIIHsI.

Jlara
@®.1.0. (pu ero HalIu4Mm)
VYenyrononydarens

IToanuce




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.07.2025

e‘ ‘ a ,' f DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
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[Ipumeyanue:
* HanMeHOBaHME Ha aHTJIMICKOM sI3bIKE 00s13aTENBHO [Tl 3apyOekKHBIX TPEANPUITUN

** Ipu HATMYMKM HECKOJIBKUX Mojieiel (MoauduKaInii) TaHHbIC 3aTIOJIHSIOTCS
OT/ICJIbHOM CTPOKOW Ha KXY MOJAENb (MOIU(PUKAIIIIO)

¥ 3anonHsAeTCA IPU HATMYUU

*A** TOMUMO yKa3aHHBIX JOKYMEHTOB, YCIYTONOIYYaTeNb IPEJOCTABISIET OTYET
BaJIUAALMN MEIUIIMHCKOTO U3JEIHS, IPEACTABICHHBIX HA SKCIIEPTU3Y WIA OTYET
BaJIUAAIIMM U3MEHEHU, BHOCUMBIX B PETMCTPALIMOHHOE JIOChE MEAUIIMHCKOTO 31T

dbopma

(HauMeHOBaHUE TOCYIAPCTBEHHOM
AKCHEPTHOM OpraHu3aIim)

3asiBJieHHe VISl PerMCTPAIllui, BHECEHHSI N3MEHEHNSI B LIEHY MPOU3BOINTEJIA
U3/1eJ U MeIUIMHCKOI0 HA3HAYEeHNsI, BBO3MMOI'0 HA TeppuTopuio Pecnmy0iuku
Ka3axcran

[Ipenocrapinsro nHGOPMAIIHIO IJIsT PETUCTPAIIUN, BHECEHUS U3MEHEHUS B IIEHY
IIPOU3BOIUTENS U3/ICNNS MEAUIIMHCKOTO HA3HAYCHMSI, BBO3UMOT'O HA TEPPUTOPHIO
PecnyOnuku Kazaxcran

1. Yeayromoayuyareisb

1.1. IIpou3BoauTens

HaunmenoBanue IOpUANYIECKOTO JIa

Crpana

IOpunuueckuii anpec

dakTHUecKuil agpec

Tenedon

daxc

e-mail

KonrakTHOE TMII0 ®.1.0. (pu ero HAIUYHN)

JomxHoCTh



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.07.2025
e* ‘ a ,' _' DTaJOHHEII KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKuum 18.07.2025
Pecny6nm<1/l Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKAUMBAHUS 30.07.2025
Tenedon
Ddakc
e-mail
Hanuune B Pecniyonuke Kazaxcran ctpyKTypHOro mojpasjeneHus (FpHInuecKkoe 1o, Gunmai)
1.2. Banenen perucTpalioOHHOTO y10CTOBEPEHHUS
Hazpanue
Crpana
IOpunuueckuii anpec
dakTHUecKuil agpec
Ten.
®dakc
e-mail
©.1.0. (1pu ero HaJIUUUK) PyKOBOLUTEISL
KonTakTHOE 11110 Ipu Ha-
TIMYUH
Jlomxk-
HOCTb
Tene-
¢don
Dakc
e-mail

Hanuuue B Pecniyonuke Kazaxcran ctpyKkTypHOTro mojpa3szeneHus (FopHIduecKoe JHIo, Gpruira) HajieleHHOro GyHKIHeH pea-
JIM3ALMH JJIsl ONTOBBIX AUCTPUOBIOTOPOB

1.3. YomHOMOYEHHBIHN MpeCTaBUTETh IPOU3BOIUTENS JIMOO TOBEPEHHOE JIUIIO,
YIOJIHOMOYEHHOE MTPOBOAUTH AEHUCTBHS BO BPEMS MPOLETYPbI TOCYIapPCTBEHHOM
peructpainuu B Pecniyonuke Kazaxcras.

Hassanue (wmu @.J1.0. qns ¢us. nuna (Ipu ero HaJIM4uH))

Crpana

IOpunuaeckuii anpec

®daxTHdecKuit agpec

Tenedon

dakc

e-mail

©.1.0. (1pu ero HaIUUUK) PyKOBOIUTEISL

ﬂaHHLIe O JOBEPCHHOCTU Ne JAOBEPEHHOCTH

JlaTa BeIaUM

Cpok neiicTBus

2. Uadopmanus o UMH

1. | ToproBoe HanMeHOBaHUE MEAULIMHCKOTO U3ENIUS

2. | Homep perucrpaiioHHOro yI0CTOBEpPEHUsl, AaTa Beigaun B Pecnyonuke Kazaxcran




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.07.2025
™ ‘ a ,' '} DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB JlaTa pesaKiyu 18.07.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE e
y p 2 JlaTta ckaunBaHMs 30.07.2025
3. | Bapuanr ucnonnenus
4. | Epnanna uaMepeHus
5. | Cocrapusomue o1HOH eMHULIBI U3MEPEHHS
6. | MeauuHckoe U3e11e OTHOCUTCS K Kiaccy 0€30IacHOCTH (Hy>KHOE OTMETUTD) KJacce 1 - ¢ HU3KOH CTEeNeHbIo pUCKa

Kyacc 2 a - co CpCHHCﬁ CTCIICHBIO pUCKa

Kiacc 2 0 - ¢ MOBBIIIEHHOH CTEIEHBIO puc-
Ka

KJ1acc 3 - ¢ BBICOKOH CTENEeHbBIO PHCKa

Ycayronosay4yareib:

I'apaHTHpYIO: JOCTOBEPHOCTH, IIOJIHOTY U COAEPKaHUE MTPEAOCTABIECHHBIX JOKYMEHTOB
B COOTBETCTBHUH C 3aKOHOAATENbCTBOM PecnyOnnku Kazaxcran n HaCTOSIIIUMHU
[IpaBunamu.

Jlara
@®.1.0. (mpu €ero HaJITu4YuM) yCayronoJy4aresis
IHonnuce

[Tpumeuanue: *Perucrparus 1ieHbl UM BHECEHUE U3MEHEHUS B 3aPETUCTPUPOBAHHYO
IIEHY MMPON3BOIUTENSI HA TOPTOBOE HAMMEHOBAHUE M TEXHUUYECKYIO XapaKTEPUCTHKY
HNMH B pamkax 'OBMII u (unm) B cucreme OCMC ocymiectBisiercs B TeHre. [lpu
KOHBEPTAIMU IIEHBI YCIYTOMOIy4YaTeNsl B TEHT€ UCIIONIb3YIOTCS OQUIIMATbHBIE KYPCHI
WHOCTPAHHBIX BATIOT B CPETHEM 33 MECSII, MPEANICCTBYOIINIA ITOAa9e 3asIBICHUS
(cpennuit ooMennbIit kKypc) HanmonansHoro banka Pecnyonuku Kazaxcran.

**[1pu orcyTcTBUU 0oOMeHHOTO Kypca B Hanmonansaom banke Pecriy6nuku Kazaxcran
uHpopmartms o pedepeHTHOM 1IeHe nogaetcs B aouiapax Coenunennsix [ItaTos
AMEpHKH COTJIACHO pacueTHOMY KypCy OIEpaluii 3a MpeAlIeCTBYIOMNN MECHII,
IpeloCTaBIeHHBIX Ka3HaueicTBoM Opranuzanuu O0bequHeHHbIX Hanui, Ha caiite
www.treasury.un.org.

4% [Ipn OTCYTCTBUU pErucTpaluu B peepeHTHBIX CTPaHAX

*#x*B cmydae orcytcTBHs PY 1 paHee 3aperucTpupoBaHHas LIeHA TPOU3BOAUTENS
NMH 3a equHuny nuamepeHus y 3asBIs€MOr0 Ha pETUCTPALUIO IEHBI IIPOU3BOIUTEIS
NMH nynkr 1.2 u cTpoka 2 nyHKTa 2 U JaHHBIE paHee 3aperuCTpUPOBAaHHON LIEHA
npoussoaurtenss UMH ne 3anonssroTes.
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@®.1.0. (1mpu ero HAJIMYMKN) yCIYTONMOJIyYaTess MOANNCH
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(HauMeHOBaHUE TOCYIaPCTBEHHOM

AKCHEPTHOM OpraHu3aIim)

3asiBjIeHHe AJIA PErucrpanmu, BHECCHUA UBSMEHCHHUSA B LICHY NMPOU3BOIUTE/IA

n3gejans

MeIHIMHCKOT0 HA3HAYeHH s, IPOU3BOANMOro Ha TeppuTopun Pecnydiuku

Ka3axcran

HaumeHnoBanue IOpUAUYIECKOTO JIna

Crpana

IOpunuuecknii anpec

dakTHueckuil agpec

Tenedon

e-mail

KoHTakTHOE JIHII0

OO (mpu ero HATUYHN)

JloJKHOCTH

Tenedon

e-mail

Toprosoe HaumenoBanue MUMH

Py
No

BapuanTt ucrionnenus

Ennnuna namepenns UMH

CocraBnstomye oaHON equHULBI n3mepennss MTMH




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray kyHi

e* ‘ a ‘ ' DTaJOHHBIH KOHTPOJIbHBIN OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKium

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

Knacc 0e3omacaoctu

Panee 3apeructpupoBannas niena npouspoaurens UMH 3a equnuiy namepenus

3asBreHHas 1eHa npoussoaurens MMH 3a ennauny nzmepenus

[Ipomry 3apeructpuposats nieny MUMH, npoussenennoro B Pecnybnuke KazaxcraH,

COCTOAIMYIO N3 HMIKCYKAa3aHHBIX (I)aKTH‘—IeCKI/I IMIOHCCCHHLIX 3aTpar

Ne HaumenoBanue pacxozos Crou-
MOCTB,
TEHre
1 3aKyIKa ChIPbs M (MIIH) KOMIUIEKTYFOLINX
2 JIOTUCTHKA CHIPbsS U (MJTH) KOMIUICKTYIOIIUX
3 CTpaxoBaHKe, TAMO)KEHHBIC TIATEXKU ¥ TAMOXKEHHOE O(OPMIICHHE CHIPBS U (M) KOMIUIEKTYIOLINX
4 MIPOEKTUPOBKA
5 paspaboTka
6 H3aitH
7 TpaHC(ep TEXHOIOTHI
8 KOHTPAaKTHOE IIPOM3BOJICTBO
9 MIaTEeHTHPOBAHUE
10 | mokymnka IpoM3BOJICTBEHHOTO 000PY1OBaHUS
11 | oOyueHue nepcoHasa Ha MPOU3BOACTBEHHBIX IUIOMIAKAX 3apyOeKoM
12 | BHegpeHME MEXIyHAapOAHBIX CTAHAAPTOB Ka4ecTBa
13 | nomydeHue cepTuduKaTa o MPOUCXOXKACHUH TOBapa
14 | nomydeHue ungycTpuangbHoro ceprudukara HanponanbsHas nanarta npeanpunumateneit Pecryonuku Kazaxcran
15 | maGoparopHble nctbITaHus
16 | TexHHUYECKHE MCIIBITAaHHUS
17 | wINHUYECKUE UCIIBITaHUs
18 | maGopaTropHO-KIMHUYECKHE UCIIBITAHUS
19 | skcriepTu3a B LEISX FOCYIapCTBEHHON PEriCTpalUu, epeperucTpalii 1 BHECEHUN W3MEHEHHH B PErUCTPallMOHHOE J0-
che
20 | oueHKa KauecTBa
21 | cuctemy MOHHMTOpHHIa 6€30MACHOCTH, KauecTBa M 3(PPEKTHBHOCTH METUIIMHCKIX U3ICITHN
22 | copep)kaHue IepcoHasa
Hroro cymma:

YcayromoJsyyareb:




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray kyHi

e; .‘ a ,' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB JlaTa pesaKiyu
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
Jlata ckauMBaHHs

18.07.2025
30.07.2025
18.07.2025
30.07.2025

l"apanTupyro: 710CTOBEPHOCTh, MOJHOTY U COJIEPKAHUE MPETOCTABICHHBIX TOKYMEHTOB

B COOTBETCTBHHM C 3aKOHOAaTeIbCTBOM PecryOnuku Kazaxcran u HacTosumMu
[IpaBunamu.

*B ciyuae orcyTtcTBUs PY y 3asBiisieMOro Ha pErucTpaIvio IEHbI MPOU3BOAUTEIS

NMH unu panee 3aperucTprUpOBaHHON IIEHBI COOTBETCTBYIOIIHNE Tpadbl HE

3aMOJHSIOTCS.
Jlara
@®.1.0. (mpu €ero HaJTUYUHN) yCaAyronoJayqaresis

Iloamuce
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ecry6nmkn Ka3axcraH B 37IeKTPOHHOM BUJIE Tlata cxaunpanis 30.07.2025

[Ipunoxenue 3
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

IlepeyeHb OCHOBHBIX TPEOOBAHUI K OKA3aHHIO TOCYIAPCTBEHHOM yCIayrH

«IKCcHepTU3a, perucTpanus, nepeperncTpanus, BHeceHne n3MeHeHui B

perucTpanuoHHoOe

A0CHE JICKAPCTBCHHOI'0 CPEACTBA WJIN MCIUIUHCKOI0 U31¢/J 1Ml H PErucTpanus

LEHbI,

BHeCeHHEe U3MEHEHUH B IEHY NMPOU3BOANTE/IHA, 4 TAKIKE (l)OpMPIpOBaHHe

Ka3zaxcranckoro
HAIMOHAJIBHOI'0 JIEKAPCTBEHHOIr0 opmyJisipar»

HaumenoBanue
yciIyroaareis

MunucTepcTBO 31paBooxpanenust Pecryonuku Kasaxcran (nanee — ycinyronaTens)

Crioco0sI ipe1o-
CTaBIJICHUSI TOCY-
JIapCTBEHHOU
yCIIyTH

BCG—HOpTaH «QJICKTPOHHOI'O IIPABUTEIILCTBAY WWW.CgOV.kZ ():[anee — HOpTaJ'I).

Caenenus 00
yCITyroroJy4are-
e

dusnyeckue U PUIHUYECKUE JTHIA (ajee — YCIyronoyJyarelb)

Cpoxk okazaHus
roCy/IapCTBEHHOM
yeinyru

DKcrepTr3a, perucTpanusl, epeperucTparys, BHECCHHE H3MCHEHHUI B PETUCTPAIIMOHHOE IOChE JICKapCTBEHHOTO
CpeCTBa WM METUIIMHCKOTO H3/IEIHs, IpodecCHOHabHAs SKCIIePTH3a IS BKIoUeHus B KazaxcraHckuil Harm-
OHAJIBHBIN JieKapcTBeHHbIN Gopmystsip — 10 100 (cto) pabounx mHEi;

perucTpalys, BHECCHHE U3MECHEHHS B LieHy npou3BoauTeis — 10 (mecsaTp) pabounx qHei
Cpok oka3aHHs TOCYAapPCTBEHHOI yciryru He mpeBbimaet 100 (cTo) padouunx aHeii.
B cpoxu oka3aHus rocy1apcTBEeHHOI YCJIYrH He BXOAUT:

1) BpeMsi BOCIOJTHEHHSI HEKOMIIJIEKTHOCTH PErHCTPAIMOHHOIO 10Che;

2) BpeMsi IPeI0CTABJICHHSI YCJIYTONoJIy4yaTejieM JOKYMEHTOB H MaTePHAJIOB 110 3a[IPOCY Ha JI000M U3 3Ta-
MOB IKCIEePTH3bI;

3) BpeMsl OPpraHM3allii U NMpPpoBeJICHUs WHCIICKIIUU.

Ycayronogyuareiib B TeueHue 30 (Tpuauarts) padoyux aHeil co THS MOJTyYeHHs] YBeJOMJIEHHUsI 0 HE0OX0au-
MOCTH NPOBEJACHHs] HHCIIEKIUH MPe0CTABJIsIeT MICBMO O COTJIACHH;

HpO)IOJDKHTeHbHOCTb OpPraHM3aly U NpoBeIeHUA MHCIEKIMH NPOU3BOACTBA HE NPEBLIIIAET 90 (}IeBﬂHO-
CTO) paﬁotmx JHeil co aHsA nmoJIiy4eHus ycjayromojgy4darejaeM yBeAOMJICHHUS O Heo0X0AUMOCTH ee nposeae-
HHUA.

4) opranu3anus 1 NpopeJeHne JKCNEPTHOIO COBETA;

5) corsiacoBaHus yCJIyronoay4arejeM HTOTOBBIX JOKYMEHTOB.

OneKTpoHHas
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Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]I—[ OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penaxnusinay kyHi 18.07.2025

aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025
OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 18.07.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE Tlata ckaumBanms 30.07.2025

dopma okazaHus
rOCyZapCTBEHHOM
ycIyru

PesynbraT OKaza-
HUS TOCYyAap-
CTBEHHOH yCIIyTH

[Ipu sxcniepTH3e, perucTpauy, NepeperucTpauy 1 BHECEHNH U3MEHCHNH B PETHCTPAlMOHHOE JJOChE JIEKap-
CTBEHHOT'O CPEICTBA MM MEIUIIMHCKOTO U3/IENIHs:

1) perucTpaiioHHOE YIOCTOBEpEHHE, AciCTBYOIIee Ha TeppuTopun Pecryonunku Kazaxcraw;

2) 3aperucTpUpOBaHHbIE HHCTPYKLUS (JIMCTOK-BKJIAJIBII) IO MEJUIIMHCKOMY HPHMEHEHHIO JIEKapCTBEHHOTO
CpPe/ICTBA WM MEUIIMHCKOr0 U3/Ieius U o011ast XapaKTepHCTHKA JIEKapCTBEHHOTO CPEJICTBA Ha Ka3aXCKOM H pyc-
CKOM $I3BIKaX;

3) 3apCTUCTPUPOBAHHBIC MAKEThI YIIAKOBOK, DTUKETOK, CTUKECPOB Ha JICKapCTBCHHBIC CPEACTBA, MEAUIIMHCKUEC U3~
A€M Ha Ka3aXCKOM U PYCCKOM SA3BbIKax;

4) MOTHBUPOBaHHbII OTBET 00 OTKa3e B OKa3aHHU rOCYJaPCTBEHHOW YCITyTH.
[Ipu perucrpaunu, BHECEHUSI H3MEHEHHUH B LIGHY POU3BOMTEINS JISKAPCTBEHHOTO CPE/ICTBA:

1) 3aKIr04EHKE O 3aPEeruCTPUPOBAHHON 1IEHE WIIH IepeperucTpupoBanHoi ueHe B pamkax ' OBMII u (wnn) B cu-
creme OCMC.

2) MOTHBHPOBAHHBII OTKA3 B PETUCTPALMH IICHBI MIIH MIEPEPETUCTPALNH 3apETUCTPUPOBAHHON IIEHBI B paMKax
T'OBMII u () B cucteme OCMC.

[Ipu peructpanun, BHECCHNS N3MEHEHUH B IIEHY IPOU3BOAUTEIS MEAUIIMHCKUX H3CIIUH:

1) 3aKIrO9EHHE O PETHCTPAINH, BHECCHUS H3MCHEHHMS B LICHY [IPOM3BOIUTEISI HA TOPrOBOC HAUMCHOBAHUE M TEX-
HUYECKYIO XapaKTePHCTHKY BBO3UMBIX/Tpon3BoauMbix UMH, nonanneix B pamkax 'OBMII u (wn) B cucteme
OCMC;

2) MOTHBUPOBAHHBII OTKa3 B PErHCTPALIMU, BHECEHHH H3MEHEHHs B LieHy npousBoautess UMH B pamkax 'O-
BMII n (nmm) B cucteme OCMC;

3) 3aKiIrOUeHHE O PETHCTPAINH, BHECEHUS M3MEHEHHUS B LICHY [IPOM3BOANTEIISI MEIUIIMHCKOTO M3/ICITHS TSI IUa-
THOCTHKH BHE XHBOTO OpraHmusma (in vitro), mpousBoaumMbie Ha Teppuropun Pecriyomuku Kazaxcran B pamMkax
JIOJITOCPOYHBIX JOTOBOPOB MOCTABKH, 3aKJIFOYCHHBIX ¢ EIMHBIM AUCTPUOBIOTOPOM;

4) MOTHBHpOBaHHHﬁ OTKa3 B perucTpanvu, BHECCHU U3MEHEHUS B LICHY MPOU3BOAUTEIISI MEAUITUHCKOI'O U3/1C-
JIAs AJ11 JUarHOCTUKU BHE XKUBOT'O OpraHu3ma (11’1 VitrO), TIIPpOU3BOAUMBIC HA TEPPUTOPUUN PCCI’Iy6J'II/IKI/I Kazaxcran
B paMKaX JOJITOCPOYHBIX JOIrOBOPOB ITOCTABKH, 3aKIIIOUCHHBIX C EnuasiM L[I/ICTpPI6LIOT0pOM

Pasmep onnater,
B3UMaeMOoit ¢
yCIyronoiny4vare-
JIsl IPH OKa3aHUM
roCyZapCTBEHHOM
YCIIyTH, H CIIOCO-
OBl e B3UMaHUS
B Cllyuasx, Ipeay-
CMOTPEHHBIX 3a-
KOHOJATeb-
crBoM Pecry6uu-
ku Kazaxcran

3a oka3aHue rocyIapCTBEHHOM YCIYTH YCIyroHoJly4aTeNb OIJIa4uBaeT B PECIyOIMKaHCKUI OI0/KET perucrpa-
LIMOHHBIH cO0p B mopsiake ycraHoBineHHOM Konekcom PecnyOnnku Kasaxcran «O Hanorax u Apyrux o0si3aTeib-
HBIX TUIaTexax B OropkeT (Hanoroelii kKojiekc)» B pa3Mepe CIeAyOUIMX CTaBOK:

1) 11 MecsYHBIX pacUeTHBIX MMOKa3aTelNei, ISHCTBYIOMINX B IEHb OILUIAaThl cOOpa 3a TOCYIapCTBEHHYIO pETUCTpa-
1HIO;

2) 5 MecsYHBIX PAaCUETHBIX [TOKA3aTeleH, ISHCTBYIOMNX B JICHb OILUIATHI cOOpa 3a TOCyIapCTBEHHYIO IIepeperu-
crpanuio. Omara JIMIEH3HOHHOTO cO0pa MOKET OCYLIECTBIATHCS YCITyTOMNOMyYaTeleM B HATMYHON U Ge3HaIHY-
HOH (hopMme uepe3 OGaHKH BTOPOro ypoBHsi. Ha monyuenne rocy1apcTBEHHOM yCIIyTH OIIaTa MOXKET OCYIECTB-
JIATHCS Yepe3 MIATEXKHbBIH T3 «3JIEKTPOHHOTO TpaBUTeNbCTBaY (nanee — [TILIDIT).

I'padux padoTs
yCIyroatesst

1) ycryrogarens — ¢ IoHeJeIbHUKA 110 ITHULY, ¢ 8.00 1o 17.30 gacos ¢ nmepepsiBoM Ha obex ¢ 13.00 o 14.30
4acoB, KpOME BBIXOTHBIX M MPa3AHUYHBIX AHEH cormacHo TpynoBomy koaekcy Pecrybnuku Kasaxcran (nanee —
TpynoBoii KozeKc).

2) noprajia — KpyrioCyTOYHO, 32 UCKIIOYEHHEM TEXHUYECKHUX IIePEPBIBOB B CBSI3H C MPOBEIECHUEM PEMOHTHBIX
pador (Tpu 0OpamIeHNH yCITyTOMOoyYaTels [I0CIe OKOHYaH!Us pab0vero BpeMeHH, B BEIXOIHBIC M TIPa3THUYHbBIC
IHH coriacHO TpynoBoMy KOZeKCy IpHeM 3asiBICHHS U BbIada pe3yIbTaTa OKa3aHHUs TOCYAapCTBEHHON YCIYTH
OCYLIECTBIISICTCS CIISAYIONMM PabOUHM THEM).

3) YcnoBue oOcmyXuBaHUs yciyroaaTeneM: ['ocyrapcTBeHHas yciyra Oka3slBaeTcsl B OpsIKe oyepenu, 0e3
MIpe/IBapUTEIIbHOM 3alUCH, 03 YCKOPEHHOT0 00CIyKMBaHUs. AZpeca MECT OKa3aHUsi TOCYAapCTBEHHOHN yCIIyTH
pa3MelIeHbl Ha nopTaine www.egov.kz

K YCIIYTOZaTelio:
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Ilepeuens noky-
MEHTOB U CBeJie-
HHH, ucTpedye-
MBIX y YCIyTOIIO-
Jyyatens s
OKa3aHus rocy-
JlapCTBEHHOU

ycIyru

JUISL 3KCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB MPU UX FOCYAAPCTBEHHON PETUCTPAIMN M IEPEPETUCTPALIHN:

1) 3asiBIIeHUE Ha MIPOBEACHUE IKCIIEPTU3BI JICKAPCTBEHHOT'O CPEJICTBA (Jaiee — 3asiBJICHHE) B JJICSKTPOHHOM BHJC
1o (opme corinacHo npuiokeHuto 1 k HactosumM [IpaBrmam;

2) perucTpaluoHHOE 1O0ChE B AJICKTPOHHOM BHJIE B hOopMaTe MEXKILUIATGOPMEHHOTO 3JIEKTPOHHOTO JOKYMEHTa
(«pdf» dpopmar):

HepedcHb JOKYMEHTOB, IIPEIOCTaBIIEMbIX I SKCIIEPTH3BI pou3BoauTesiMu PecryOnukn Kasaxcran mo dop-
Me COTIaCHO npuitoxkenuio 13 x Hactosimmm [paBuiam;

nepevyeHb JOKYMEHTOB, PeIOCTaBIsieMbIX B popmare OOIIEro TEXHUIECKOro TIOKYMEHTa, 1o opMe cornacHo
npuioxkeHuto 14 x HacrosimuM [IpaBunam;

3) cBeaeHus, MOATBEPIKAAIOLINE OIUIATy YCIIYroNnodydaTesieM Ha PaCUeTHBIH CYeT rocy 1apcTBEHHON SKCIIEPTHON
OpraHU3aluy CYMMBI JUIS TIPOBE/ICHHS KCIICPTH3HI;

4) 00Opa31bl JIeKapCTBEHHBIX CPEJICTB, CTAHIAPTHBIC 00pa3Ibl XHMUYECKUX BEIIECCTB, CTAaHapPTHbBIC 00pa3ibl OH1o-
JIOTHYECKUX JIEKAPCTBEHHBIX MPETApPaTOB, TECT-IITAMMBI MUKPOOPTAHU3MOB, KYJIbTYPhI KIICTOK, B KOJHYECTBAX,
JOCTaTOYHBIX [T TPEXKPATHBIX Ta00PATOPHBIX UCIIBITAHHI C OCTATOYHBIM CPOKOM TOAHOCTH He MeHee 9 (eBsi-
TH) MeCsIeB (32 UCKITIOYEHHEM CIIy4aeB, He TPEOYOLIMX MPOBEACHHUS Ta00paTOPHBIX UCTIBITAHUH ),a TAKXKE CIie-
mudUUecKre peareHThl, pacXoHbIe MaTepHaIIbl, IPUMEHsIEMbIE TP MPOBEICHUH JIAOOPATOPHBIX UCIIBITAHUI JIe-
KapCTBEHHBIX CPEICTB, 0Opa3Lbl JIEKAPCTBEHHBIX CPEJICTB, COJICPIKAIME HAPKOTHIECKHE CPE/ICTBA, IICHXOTPOII-
HBIC BEII[ECTBA U IIPEKYPCOPBI, a TaKKe TPeOYIONe 0COOBIX YCIOBHI XpaHEHHS (TeMIIepaTypHbIN PEXKUM, BIIaXK-
HOCTB) YCJIyTOIOJIy4darelib NPeIOCTaBIsIeT B TeueHue 2 (Ba) paboyux JAHEel ¢ MOMEHTA OJJauy 3asiBICHHS Ha-
POYHO 110 aKTy IpHeMa-Tiepeaul B UCIBITATENBHYO TaO0pAaTOPHIO TOCY JAPCTBEHHOMN IKCIIEPTHOM OpraHM3aIuH.

IIpu mepeperncTpauny JeKapcTBEHHBIX CPEACTB MPEIOCTABICHHE 00PAa3LoB, PEIyCMOTPEHHBIX TaHHBIM ITyHK-
TOM, He Tpebyercsi.

HepequL INPpEeAOCTABJIIEMbBIX MAaTEPUAIIOB PETUCTPALlUOHHOI'O JOCHE B 3aBUCUMOCTHU OT BU/A JIEKAPCTBEHHOI'O
CpeacTBa COOTBETCTBYCT IIPHUIIOKEHUIO 15k HaCTOAIIUM HpaBI/IHaM.

Ipu BHecenun u3Menennii Tuna IA, 1B, 3HaunTenbHbIX H3MeHeHnit Thna Il mpexcraBnser 3asBuenue no popme
coriacHo npmwioxkeHuto | k Hactosumm [IpaBuinaM u JOKyMEHTBI COTTIACHO MpUIIoXKeHuto 16 k HactosiuM [lpa-
BUJIaM

l'[pu peructpanuu HEHbI IPOU3BOAUTEIIS JIEKAPCTBEHHOI'O CPEACTBA K 3asABJICHUIO IMTPUJIAraroTCs CJICAYIOMUe 10-
KYMEHTBI:

ﬂﬂﬂ OTCYCCTBCHHBIX HpOI/I3BOIII/ITC.IICI712

1) TOKyMEHT, HOATBEPKJAFONINH TPaBO YCIYTOIOJIydaTelis OCYIIECTBISATh PETUCTPALHIO [ICHBI MIIM BHECEHHE
W3MEHEHHH B 3apETHUCTPUPOBAHHYIO IIEHY POU3BOJUTENS HA TOPrOBOE HAMMEHOBAaHUE JIEKAPCTBEHHOTO CPel-
CTBa;

2) urdopmanus ¢ MoATBEPIKAAIIINMH JOKYMEHTaMH (KOHTPAKT, JOTOBOP) O LIEHaX JIEKAPCTBEHHBIX CPE/ICTB, pe-
QJTM3yeMbIX B JAPYTHX CTpaHax 3a 12 MecsIeB, NpeIIIecTBYIOLINX JJaTe MOAauH 3asBICHHS Ha PETHCTPALMIO Lie-
HBI.

B cityuae orcyTcTBUS peann3anyu B JPYTHX CTPaHAaX, YCIyroHoIydaTenb HOATBEPKIAET OTCYTCTBHE peaan3a-
MK HAa GUPMEHHOM OJIaHKE yCITyTOIOJydaTelsi, 3aBePEHHOM MOIMUCHIO YIIOJTHOMOYSHHOTO JIMIIA YCITyronoJyya-
TeJs.

Jl1 MHOCTpaHHBIX MPOU3BOAUTENEH JICKAPCTBEHHBIX CPECTB U AJIsl 3aKa34MKOB KOHTPAKTHOTO ITPOM3BOACTBA
JIEKapCTBEHHOT'O CPEJICTBA:

1) JOKYMCHT, HOL[TBGp)KI[aIOH_II/Iﬁ TIpaBoO yCJIyronojrydaTeist OCyHIECTBIIATE PETUCTPALUIO ICHBI NI BHECCHUE
M3MEHEHUH B 3aperUCTPUPOBAHHYIO LIEHY IPONU3BOANUTEIISI HA TOProBOC HAMMCHOBAHHUEC JICKAPCTBEHHOI'O Cpe-
CTBa.

2) uadopmarnust Ha GUPMEHHOM OJTaHKE YCIyTroMoyYarelis, 3aBepeHHas MOIHICHI0 YITOJIHOMOYEHHOTO JIHIa
YCIIYTOMOJTydaress O eHaX B pe)epeHTHBIX CTpaHax, B CIy4ae OTCYTCTBHS LiCH B pe()epEHTHBIX CTPaHaX - B
CTpaHe NPOU3BOAUTEIIS;

3) xonust JOKYMEHTa, HOATBEP XK JaroIast ASHCTBYIONIYIO MATCHTHYIO 3alUTY OPUTHHAIILHOTO JIEKAPCTBEHHOTO
npenapara Wi OMOJOTHYECKOr0 OPUIHHAIBHOTO JISKAPCTBEHHOTO IIpernapara ¢ yKa3aHHeM JaThl HCTCUCHHUS eH-
CTBHSI ATEHTHOM 3aIHUTHI, THOO MUCHMO OT 3aBOJIA-IIPOU3BOIUTEIS HITH JePKATENsl PETUCTPALIHOHHOTO YI0CTO-
BEpEeHHUsl, TIOATBEPIKIAI0IIECE OPUTMHATIBHOCTD Mperapara.
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IIpu BHECEHNM U3MEHEHUH B 3aperucTpPUPOBAHHYIO LIEHY POU3BOUTEIIS JIEKAPCTBEHHOI'O CPE/ICTBA, K 3asiBIIe-
HUIO TPUIIATAIOTCS CIEAYIOMHUE JOKYMEHTBI:

[lﬂi[ OTCYCCTBCHHBIX HpOI/I3BOIII/ITCJ'IeI712

1) TOKyMEHT, HOATBEPKJAFONINH TIPaBO YCIYTOMOIydaTelIsi OCYIIECTBISTh PETUCTPAIHIO [ICHBI MIIH BHECEHHE
W3MEHEHHH B 3apETHCTPUPOBAHHYIO LIEHY IPOU3BOJUTENS;

2) urdopmanusi ¢ MOATBEPIKAAIOIMINME JOKYMEHTaMH (KOHTPAKT, JOTOBOP) O LIEHAX JIEKAPCTBEHHBIX CPECTB pe-
QTM3yeMbIX B IPYTHX CTpaHax 3a 12 MecsIeB, MPeIIIeCTBYIOLINX JaTe MOAauH 3asABICHHS Ha PETHCTPALHIO JIH-
00 BHECCHHsI I3MEHEHHUIT B 3apErUCTPUPOBAHHYIO LICHY.

B cityuae oTcyTcTBUS peann3alyu B JPYTUX CTPaHaX, YCIyronolIydaTelib HOATBEPKIAET OTCYTCTBHE pealn3a-
UK Ha GUPMEHHOM OJIaHKE yCITyTOIOJIyYaTelis, 3aBEPEHHOM MOIMUCHIO YITOJTHOMOYSHHOTO JIUIIA YCITyTroHoJyva-
TS,

3) ISt TeKapCTBEHHBIX CPEJICTB, CPOK ASHCTBUS PErUCTPALIMOHHOTO yIOCTOBEPEHHUSI KOTOPBIX HA MOMEHT I0/1a-
YM 3asBJICHUS MCTEK, MPOU3BEACHHBIX Ha TeppuTopun Pecryonuku Kazaxcran 1o McTeueHns cpoka eHcTBHS pe-
THCTPAIIMOHHOTO Y0CTOBEPEHHS JIEKAPCTBEHHOTO CPEJCTBA, IPEIOCTABISIOTCS JIOKYMEHTHI, HOATBEPKTAfOIIHE
MIPOU3BOCTBO JICKAPCTBEHHOTO CPEACTBA (KOMHS CepTH(HHKATA O COOTBETCTBUH IPOTYKIHH ).

HJ'ISI 3aKa34YMKOB KOHTPAKTHOTO IMPOU3BOACTBA JICKAPCTBEHHOI'O CPEACTBA:

1) TOKYMEHT, MOJATBEP)KAAIONIHI PABO yCITyTONOIYYaTeNs OCYLIECTBISATh PErHCTPALIUIO LIEHbI W BHECEHHE
HU3MEHEHHH B LIeHY NPOU3BOJAUTEIS;

2) urdopmanust Ha GUPMEHHOM OJIaHKE yCIyroImoJy4arelis, 3aBepeHHas MOIHUCHI0 YIIOJIHOMOYEHHOTO JIHIa
YCITyromoJIyqaTes O ieHaX B pe)epeHTHBIX CTPaHax, B ClIydae OTCYTCTBHUS LICH B pe)epeHTHBIX CTpaHax, B
CTpaHe NPOU3BOIUTEIIS,;

3) Komust JOATOCPOYHOTO AOTOBOPA MOCTABKH C 3aKa3YMKOM KOHTPAKTHOTO MPOU3BOCTBA JICKAPCTBEHHOT'O CPe/I-
ctBa ¢ uHpopMarmeit o ene npoussoautenst JIC, qeHCTBYIONMEro Ha MOMEHT ITOJauH 3asIBJICHHS HA PETHCTpa-
LU0 100 BHECCHNUSI M3MEHEHUII B 3apETUCTPUPOBAHHYIO 1ICHY;

4) 1151 IEKapCTBEHHBIX CPE/CTB, CPOK ACHCTBUS PErHCTPALIMOHHOIO YIOCTOBEPEHHUS KOTOPBIX HA MOMEHT I0f1a-
YH 3asBJICHUS MCTEK, MPOU3BEACHHBIX Ha TeppuTopun Pecryonuku KaszaxcraH 1o McTeueHns cpoka JIeHcTBHA pe-
THCTPAIIMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO CPEJCTBA, ISl N3MEHEHHS 3apeTUCTPUPOBAHHON IIEHBI IIPEI0-
CTaBJISIOTCS IOKYMEHTBI, IOATBEPIKIAIOIINE IPOU3BOJICTBO JISKAPCTBEHHOTO Cpe/IcTBA (KOMHUS cepTU(UKaTa O
COOTBETCTBHUH MPOJYKIIHH).

[ ”HOCTpaHHBIX TPOU3BOAUTEIICH:

1) TOKYMEHT, OJATBEP)KAAIOLIMI PABO yCIIyrONOIyYaTes OCYLIEeCTBIATh PErHCTPALIMIO LIEHbI WIIM BHECEHHE
W3MEHEHHH B IIEHY IPOU3BOMUTEIIS, BKIIFOUast IPABO IPEIOCTABIATE HH(YOPMAIHIO O IIeHaX B peepeHTHBIX
CTpaHax U o [eHax (PaKTHUECKUX BBO3OB,;

2) xomus JOKyMEHTa, ITOTBEPIKAAIOIIET0 [IEeHY JEKapCTBEHHOTO CPECTBA (KOMUS WHBOMCA (HAKIIaaHON), CUeT-
(hakTyphI) MOCIIEHEr0 BBO3a 33 BBIYETOM CKUAKH 3a 12 MecsIeB, MPE/IICCTBYOMINX AaTe MOJa4uH 3asBICHHS
(npu HanmMuMK (aKTUYECKOTO BBO3a), 32 UCKIIIOUYECHHEM CIy4aeB BBO3a Ha TeppuTopuio Pecrydnuku Kazaxcran
JIEKapCTBEHHOTO CPEJICTBA Ha OCHOBAHUSIX, ITPEAYCMOTPEHHBIX MOAYHKTOM 4) crathu 252 Kopekca.

IIpu oTcyTCcTBHM (haKTHYECKHX BBO3OB 3a IOCIIECTHHE 12 MecsIeB, IPEJOCTABISIOTCS KOIIMU JOKYMEHTOB 3a
TIpeapI Ty i mepruoy 12 mecsmes.

Ipu orcyTcTBUM (HaKTHYESCKHX BBO3OB 32 yKa3aHHBIH MEPUOJ, YCIyronoly4aTeib MOATBEPIKAACT OTCYTCTBHE
BB032 Ha (UPMEHHOM OJIaHKE yCITyTOIOJydaTels, 3aBEPEHHOM MOIMUCHIO YIIOJTHOMOYSHHOTO JIUIIA YCITyTOHOITy-
yarens;

3) KOmMsi TAMOXKEHHOM JIEKJIapaliii K JOKYMEHTY, yKa3aHHOMY B IOJITYHKTE 2) MyHKTa 83 (17151 ”HOCTpaHHBIX
MIPOM3BOANTEIICH);

4) Konus KOHTPAKTa UK JOTOBOPa O MPHOOPETEHNH JIEKApCTBEHHOT'O CPEACTBA C LIEHOMH, efCTBYIOMEeN Ha MO-
MEHT [10/1a9H 3asBJICHHSA Ha HM3MECHEHUE 3aPETUCTPUPOBAHHON IIEHbI JICKAPCTBEHHOT'O CPE/ICTBA;

5) Konust JOKYMEHTa, HOATBEPXKJAr0Iast ASHCTBYONIYIO MATCHTHYIO 3alIUTY OPUTMHAIBHOTO JIEKAPCTBEHHOTO
npenapara uix OMOJIOrHYeCKOro OPUTHHATIBHOTO JIEKAPCTBEHHOTO Mpernapara ¢ yKa3aHHeM JaThl UCTECUCHHUS JIeii-
CTBHSI HATEHTHOM 3alUTHI, THOO MUCHMO OT 3aBOJJa-IPOU3BOIUTEIS HIIH JEPKATEeNsl PErCTPALlMOHHOTO YI0CTO-
BEPEHMUs, TOITBEPIKIAIoNIee OPUTHHAIBHOCT IIpenapara;

6) JUIST IEKapCTBEHHBIX CPEACTB, CPOK HGﬁCTBHﬂ PETUCTPALTMOHHOI'O YAOCTOBEPECHUS KOTOPBIX HA MOMEHT I10/1a-
M 3asBJICHUSI UCTCK, BBE3CHHBIX Ha TCPPUTOPUN PCCHy6J’II/IKI/I KazaxcraH 10 ucteueHus CpoKka JIEHCTBUS peru-
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CTPAaIUOHHOI'O YIOCTOBECPEHUA .HC, NpEeAOCTABISAIOTCA JOKYMEHTBI, IIOATBEPIKAAIOLINE BBO3 JICKAPCTBECHHOI'O
CpeAcTBa: KOImus CCpTI/I(bI/IKaTa COOTBETCTBHUU NIPOAYKIINH, KOTIUS TaMO>KEHHOH JACKJIapanuu.

JUISL SKCIICPTU3bI MEAUITUHCKUX I/I3[[eIII/Iﬁ Ipu ux FOCyL[apCTBeHHOﬁ perucTpanuu U nepeperucTpanumn:

1) 3asByeHyE HA NPOBEJEHUE SKCTIEPTH3bI ME/IULIMHCKOTO U3/IENHs B 3JIEKTPOHHOMN (popme cornacHo IpHIioxke-
HuUIO0 2 Kk HacTosiuM [lpaBumam;

2) perucTpaluoHHOE 10ChE B JIEKTPOHHOM BHJIE B hOpMaTe MEKILIATGOPMEHHOTO 3J€KTPOHHOTO JOKYMEHTa
coryiacHo npuioxenusM 29 u (um) 30 k nacrosimum Ipasunawm;

3) cBeJeHus, MOATBEPIKAAIOLINE OILIATY YCIIYroNodydaTesIeM CyMMBbI 1S IPOBEJCHHs SKCIIEPTH3bI Ha pacueT-
HBII CUET roCyIapCTBEHHOM 3KCIEPTHOM OpraHU3aluy;

4) 00pa3Lbl MEIUIIMHCKOTO M3/IENHUS, TI0UISKAIIET0 JJa00OPaTOPHBIM HCIIBITAHUSM, CTaHIAPTHBIE 00pa3Ibl XUMHU-
YECKHX BEIECTB, TECT-IITAMMOB MHKPOOPTaHU3MOB, KYJIBTYP KJIETOK, CHEU(DHUECKUX PEAreHTOB, PACXOIHBIX
MaTepHanoB, HEOOXOIUMBIX VISl BOCHPOU3BOAUMOCTH METOJIHK JIAOOPATOPHBIX UCTIBITAHUI MEUIIMHCKOTO U3/ie-
JIUS B KOJIMYECTBAX, JOCTATOYHBIX ISl TPEXKPATHBIX UCTIBITAaHUI U BepH(PUKAILIMN aHATUTHYECKUX METOIMK KOH-
TPOJISt KAYeCTBA, C OCTAaTOYHBIM CPOKOM I'OHOCTH HE MEHEE IIECTH MECSIIEB C COOIOICHUEM YCIIOBUI XpaHEHUS
¥ TPAHCIOPTHPOBKH, €CJIM HHOE HE NIPEIYCMOTPEHO JOKYMEHTAaMH IO Ka4eCTBY IIPONU3BOIUTEIS, B COOTBET-
CTBUH C IIpUIOKeHHeM 37 x HacTosiuM [IpaBusiam yciyromnoaydarelb OIPeJOCTaBIseT B Tedenue 2 (18a) pabo-
YMX JHEH O JHS NOCTYIUICHHUs JOKYMEHTOB M MAaTE€PUAJIOB Ha CMIENNATM3UPOBAHHYIO IKCIIEPTU3Y MEAUIIUHCKO-
TO M3JIeJIUsI HAPOYHO IO aKTy NMpHeMa-TIiepejadll B UCIIBITATEIbHYIO JJA0OPaTOPHIO TOCYAapCTBEHHOM SKCIIEPTHON
OpraHu3aLHH.

[Ipu 3xcniepTH3e M3MEHEHNH, BHOCHMBIX B PETUCTPAMOHHOE JOChE, YCIYTOIOJIydaTellb B TeUeHHe 2 (AByX) Me-
CSILIEB MOCIIE YTBEPIK/ICHUSI BHOCUMBIX U3MEHEHHH ITPOU3BOAUTENIEM II0JIAaCT 3asBJICHUE HA IPOBEICHUE IKCIIEP-
TU3BI MEJMIIUHCKOTO U3/IeNus 10 (hOpMe COTIIACHO MPUIOKEHH0 2 K HactosiuwM [Ipasusiam. K 3asBieHuto o
BHECEHUH U3MCHEHHH B PETHCTPAIIMOHHOE TOChE METUIIMHCKOTO U3/ICIIHS TIPHIIAraroTcsl JOKYMEHTHI U MaTepHa-
JIbI, HEOOXOJUMBIE JUTSI BHECECHHSI H3MEHEHUI1, COTIIACHO MEPEYHIO BHI0B 3MEHEHNU, BHOCHMBIX B PETUCTpaLU-
OHHOE JIOCHE MEIUIIMHCKOTO M3/IEIHSI B TIEPHO]] ICHCTBHS PETUCTPALIMOHHOTO yIOCTOBEPEHHUS COTJIACHO MTPUIIO-
skeHnto 30 x HactostmM [IpaBrmam.

JU1s perucTparyy IeHsl IPOU3BOAUTEIN] MEAUIMHCKUX U3JETHH, yCIyronolydaTelb IOCPEACTBOM HH(POPMAIH-
OHHOI1 CHCTEMBI YIOJIHOMOYEHHOI'0 OpraHa NPeaoCTaBIAeT B FOCY1apCTBEHHYO SKCIIEPTHYIO OPTraHHU3alMIO Clle-
JYIOLME JOKYMEHTBHI:

3) JOKYMEHT, OATBEPIKAAIOLIMI PABO yCIIyrOMNOIyYaTellsi OCYLIECTBISATh PErHCTPALIMIO LIEHbI WIIH BHECEHHE
HU3MEHEHHs paHee 3aperuCTPUPOBaHHON LieHb! TpousBoauTens B pamkax 'OBMII u (unn) B cucteme OCMC
(U1 ”HOCTPaHHBIX NTPOU3BOANTENEH HOTapUATIBbHO 3aBEPEHHAs AIOCTUIIMPOBAHHAS I JIETalIN30BaHHAs JJOBE-
PEHHOCTb OT 3aBOJa-IIPOM3BOAUTEIL).

4) 3asiBrieHKE 110 (hOpME COTITACHO MPHUIIOKEHHIO 2 K HacTosuM [IpaBumam.

IIpu BHeceHNM N3MEHEHHS B 3apETUCTPUPOBAHHYIO LieHy mpousBoautenss UMH, k 3asBieHuIo npunaratoTcs cie-
JYIOLHE JOKYMEHTBI:

Jl1s1 oTeyecTBEHHBIX MPOM3BOAUTENEH B Cilydae peanu3aruu 3assiusiemoro UMH B npyrue crpansi 3a 12 (nBe-
HAaJILaTh) MECSLEB, NPEAIIECTBYIONIMX JIaTe M0JauH 3asBJICHHs HA PETUCTPALHIO, IN00 BHECEHUs U3MEHEHHUS B
paHee 3aperuCTPHPOBAHHYIO LEHY TPOU3BOUTEIS MEAULMHCKUX U3JIEINH, yCIIyronoayyaresb MpeJocTaBIseT
ClIeLYIOIIUIA TaKeT JJOKyMEHTOB:

5) undopmanust o HakTHIECKOI [IeHe MOCTaBKK C YKa3aHHEM CChUIKH Ha BeO-TopTal 3akynok EauHoro nuctpu-
OBIOTOpA, C TIPEAOCTABICHUEM TTOITBEPIKIAIOIINX JOKYMEHTOB (IIPOTOKOJ, IOrOBOP 3aKyma U (MiIn) AOTOBOD I10-
CTaBKH) MOCJIEHEro 3aKyna 3a 12 (1BeHaauaTh) MecsieB, IPE/LIeCTBYOMUX JaTe MOAauH 3asiBICHHUS.

6) napopmays o GaKTUIECKON LIEHe MOCTABKU C yKa3aHUEM CCHIJIKH Ha BeO-IIOpTall FOCYJapCTBEHHBIX 3aKYy-
IOK, C TIPEI0CTABICHUEM TTOATBEPIKAAIONINX JOKYMEHTOB (IIPOTOKOJI, JOTOBOP 3aKyIa H (WJIK) IOTOBOP MMOCTAaB-
KH) HOCJIEHETo 3aKymna 3a 12 (ABeHaAlaTh) MECSIEB, IPEIIISCTBYIONIMX AT TOJa41 3asBICHUSL.

B ciydae oTcyTCTBUS (haKTHYECKHX MOCTABOK MOCIEHEr0 3aKyna 3a 12 (IBeHaalaTh) MECSLEB, IPEAIIECTBYIO-
LIMX JIaTe MOJa4H 3asBICHUS, YCIyronoIyJaTeNb MOATBEP)KAAET OTCYTCTBHE (PAKTHUECKUX ITOCTABOK ITOCIIEIHE-
o 3aKyIa Ha (PMPMEHHOM OJIaHKe YCIIyToIoIyyaress, 3aBepeHHOM HOIHUCHIO YIIOJHOMOYEHHOTO JIMLA YCIIYTro-
MOJTyyaTes.

7) nndopmanust o pakTHIECKH ITOHECEHHBIX pacXoJlax Ha OLEHKY kadecTBa B paMkax I'OBMII u (1mim) cucreme
OCMC Ha pupMEeHHOM OJaHKE YCIyroIOIy4aTels, 3aBePEHHOM IIO/IIIICHI0 YIIOIHOMOYCHHOTO JINIA, 110 (hopMme
COTJIACHO MpPUIIOKeHNIO 42 k HacTosmuM [IpaBumam;
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8) nHpOpMaNys ¢ MOATBEPIKAAIOIIUMHU JJOKYMEHTaMHU (KOHTPAKT, MHBOIC) O LIEHaX MEIUIIMHCKHUX U3JICTIHH, pea-
JIN3yEMBIX B JIPyTHX CTpaHax 3a 12 (1BeHaquaTh) MECSIEB, IPEAIMICCTBYIONINX JaTe [TOJaql 3asBICHHS Ha PEru-
CTpaLuio MO0 BHECEHUS U3MEHEHHS B PaHee 3aperuCTPHPOBAHHYIO LIEHY TPOU3BOIUTENS MEAUIIUHCKUX U3Jie-
JIAH.

B cityuae oTcyTCTBUSI peann3aliiy B IPYTHX CTPaHaX, YCIyronoiaydaTeib HOATBEPKIAET OTCYTCTBHE peain3a-
LUK Ha ero GUpMEHHOM OJIaHKe, 3aBEPEHHOM IO/IMKCHI0 YIOJTHOMOYCHHOT'O JIMLA YCIYTOHOIyYaTes.

JI711 HHOCTPaHHBIX MPOU3BOJUTEIel B Cilyyae BBO3a MEJUIIMHCKUX U3/eNnil Ha Tepputoputo Pecy6nuku Ka-
3aXCTaH MOCJIe PETUCTPALUH LIEHBl Ha MeIUIIMHCKHE U3/IeTIUs, YCIIyrononydaresb B TeueHne 60 (1ecTbaecsT) Ka-
JICHAAPHBIX JJHEH CO JIHS BBO3a B 00513aTEIbHOM HOPs/IKE BHOCUT U3MEHEHHE B PaHee 3aperuCTPUPOBAHHYIO Lie-
HY TIPOM3BOJUTEIIS], IPELOCTABIIAS CIIELYIOIINE JJOKYMEHThI:

6) KOIHsI JOKYMEHTOB, ITIOATBEP)KIAIOIINX [IEHy MEIUINHCKUX W3AEIHii (KOIMY HHBOHCOB (HaKIIaIHOIl), CHeT-
(axrtypsl 32 nocneauue 12 (qBeHaauaTh) Mecsues (Mpyu HATHYMU (PAaKTHYECKUX MTOCTABOK), C YKa3aHHeM (aKkTH-
YECKOH [IEeHBI MOCTABKH, 38 HCKIIOYEHHEM CITyyaeB BBO3a Ha OCHOBAHUSIX, MIPEAYCMOTPEHHBIX NOAMYHKTOM 4)
crarbu 252 Kozexca.

B ciydae oTcyTcTBUS (haKTHUECKHX MOCTABOK 3a rocieiHue 12 (JBeHaaTh) Mecs1eB, IPeJoCTaBIIsIOTCS KO-
ITHU IOKyMEHTOB 3a MpeAblIy Ml nepuoy 12 (1BeHaaTh) MECALEB.

HpI/I OTCYTCTBUU q)aKTI/I‘ICCKI/IX II0CTaBOK 3a yKa3aHHI>II71 TNIEpuoJ, yCiIyromnoiydaTeib IIOATBEPIKAACT OTCYTCTBUC
BBO3a Ha CBOEM (bI/IpMeHHOM 6J'IaHKe, 3aBEPCHHOM NOAMUCHIO YIIOJTHOMOYEHHOT'O JIULA YCIIYTOIIOIydaTeIs.

Kpowme Toro, rocyaapcTBeHHast SKCIIEPTHAs OPraHU3aLHs IPU aHAJIM3€ UCIIOJIb3YeT KOITMHM MHBOMCOB (HAaKIaa-
HBIX) WK cueT-(GaKkTyp, IPeaoCTaBICHHBIX IS MPOX0XKICHHS OLIEHKH Ka4ecTBa JEKapCTBEHHBIX CPEJICTB U Me-
JMILUHCKUX M3JIeIMH, 3aperucTpupoBantbix B PecryOnnke Kasaxcran.

7) KOs TAMOXKEHHOI JeK/Iapaluy K JOKYMEHTY, yKa3aHHOMY B nofmyHkTe 1) mynkra 170 Hacrosuux IIpaBun
(U1 ”HOCTPAHHBIX NTPOU3BOAUTENEH);

8) KOMHs KOHTPAKTa MM IOTOBOPa O MPHOOPETCHNH MEUIIMHCKHUX H3IEIHI OT 3aBO/a-TIPOM3BOAUTEIS (HOTApH-
aJIbHO 3aBEPCHHAsSI KOTIH).

9) unopmarys o GaKTUIECKOH LIEHEe OCTABKU C yKa3aHHEM CChUIKH Ha BeO-mopTai 3akymnok Exaunoro mucrpu-
ObIOTOpA, C MPEJOCTABICHHEM ITOATBEPKAAIOIINX JOKYMEHTOB (IIPOTOKOJI, IOTOBOP 3aKyIia U (MJIM) ZOrOBOP I10-
CTaBKH) ITOCJIETHETO 3aKyna 3a 12 (JBeHaaAnaTh) MECSIEB, MPEALISCTBYIOMNX AaTe 04X 3asIBICHNUS.

10) undopmarms o hakTHUECKON LIeHE MOCTABKH C YKa3aHUEM CCBUIKH Ha BeO-TIOpTal TOCYAapCTBEHHBIX 3aKy-
TIOK, C TPEIOCTABICHUEM TTOATBEP)KAAIONINX JOKYMEHTOB (IIPOTOKOJI, JOTOBOP 3aKyIa H (WJIK) IOTOBOP IMOCTAaB-
KH) MOCJIEHET0 3aKyMa 3a 12 (IBeHaAlaTh) MECSIIEB, IPEALISCTBYIOIIUX IaTe T0/1a4H 3asiBICHUSI.

B ciyudae oTcyTCTBUS (haKTHYECKMX MOCTABOK MOCIEHEro 3aKyna 3a 12 (IBeHaalaTh) MECsLEeB, MPEAIIECTBYIO-
LIMX JaTe MMoJayuy 3asBJICHHS, YCIYrONoIydaTeNnb MOATBEPKIAET OTCYTCTBHE (PaKTHUECKUX MOCTABOK MOCIIEIHE-
o 3aKyIa Ha ero pupMeHHOM OJ1aHKe, 3aBEepEHHOM IONUCHIO YIIOTHOMOYEHHOTI'0 JIMLA YCIyTrOnoJlydaTess.

[lepedeHp JOKYMEHTOB, HEOOXOIUMBIX JUIsl PETUCTPALNH, BHECCHUS H3MCHEHHS B IIEHY IIPOU3BOUTEIIS MEAN-
LIHCKOTO M3JIeJIHs ISl IMarHOCTHKK BHE KUBOTO OopraHu3Ma (in vitro), mpou3BoJuMbIe Ha Tepputopuu Pecy0-
niku Kazaxcran B paMKax J0OJITOCPOYHBIX I0TOBOPOB IOCTABKH, 3aKIIOYEHHBIX ¢ EMMHBIM ANCTPUOBIOTOPOM pe-
TJIaMeHTHPOBaH npuioxenuem 41 nacrosmux [Ipasui.

s popmupoBanus Ka3axcTaHCKOr0 HAI[MOHAIBHOTO JICKAPCTBEHHOTO (hOpMyIIsipa PeIOCTaBISIOTCS CIEAYIO-
LIME TOKYMEHTBI:
1) 3asiBIICHUE COTJIACHO MPUIIOXkKEHHIO 1 k HacTosum [IpaBunam;

2) ochbe, COCTABICHHOE B COOTBETCTBHHU C TPEOOBAHHUSIMH, [IPESTYCMOTPEHHBIMU B IIPHIOKECHUH 42 K HACTOSIIAM
[IpaBunawm;

3) maTtepuabl (CTaThU, PE3FOME, U3 HAYYHBIX M MEIUIMHCKHUX MyOJUKALINiT), TOTBEPKAAIOIINE CBEICHHUS, CO-
JepIKaLIMECs] B IOChE Ha S3bIKE OPUTHHAJA B BUC MOJHBIX TEKCTOB, B IEPEBO/IC HA Ka3aXCKUH UIIH PYCCKHI
SI3BIK.

10

OcHOBaHUS IS
OTKa3a B OKa3a-
HHH ToCyaap-
CTBEHHOH yCIIy-
T'H, YCTaHOBJICH-
HBIE 3aKOHAMU

1) ycTaHOBIIEHHE HEAOCTOBEPHOCTH JJOKYMEHTOB, IIPEJICTABICHHBIX YCIYTOIOIyYaTeIeM JUisl TTOJIyYeHUs ToCy-
JApCTBEHHOM yCIIyTH, U (WJIN) NaHHBIX (CBEIICHUI), COJIEPIKAIINXCS B HUX;

2) HECOOTBETCTBHUE YCIyTONOIyYaTelNs U (MIN) MPEACTaBICHHBIX MaTepHaIoB, 0OBEKTOB, JaHHBIX U CBEJCHUH,
HEoOXOUMBIX JUISl OKa3aHUS TOCYJAPCTBEHHON YCIyrH, TpeboBaHusM [IpaBuil mpoBeeHUs SKCIIEPTU3BI JIeKap-
CTBEHHBIX CPE/ICTB U MEAUIMHCKUX H3/eNuil;




e.zan

Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025
DTalOHHEII KOHTPOJIBHEI OAHK HOPMATHBHBIX PABOBEIX aKTOB Jlata pesakiyuu 18.07.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE Tlata ckaumBanms 30.07.2025

Pecry0nuku Ka-
3aXCTaH

3) B OTHOLICHNH yCIIyTrOOJyYaTess MMEeTCs BCTYIIHMBILEE B 3aKOHHYIO CHILY pelleHue (IIPUroBop) cyza o 3ampe-
IICHUH JESATEIBHOCTH MM OTJEIBHEIX BUIOB JEATEIBHOCTH, TPEOYIOIHX ITOTyYeHUs OIPEIeIeHHOIT rocynap-
CTBEHHOM yCIIyTH;

4) B OTHOLIEHHUH yCIyTONONy4aTeNs MMEETCSl BCTYNUBIIEE B 3aKOHHYIO CHITY pELIEHHE Cy/a, HA OCHOBaHUH KOTO-
POTO YCIyromnoiyyaresb JIMIIEH CIEHAILHOTO 1IPaBa, CBA3aHHOIO C IO0Jy4eHHEM TOCYIapCTBEHHOH yCIIyTH.

11

Wnsie tpedosa-
HUS C Y4ETOM
0coOeHHOCTEH
OKa3aHuUs rocy-
JTapCTBEHHOM
yeIyru

[TonHOMOUMS TIPEeCTaBUTEIS YCITyTONOMyqaTeNnst 0GpOpMISIOTCS B COOTBETCTBHH € MPaXKIAHCKHM 3aKOHOIATENb-
ctBoM PecnyOnuku Kazaxcran. J{is nonyueHns rocyJapcTBEHHOM YCIIyTH 4epe3 MopTal Heo0X0IMMO HAaIn4ne
SUII. Yenyronomyyarens noixydaeT HHGOPMALHUIO O MOPSIKE U CTaTyce OKa3aHUs rocyJapCTBEHHON yCIyTH B
pexUMe yIAICHHOTO AOCTYIIa IOCPEACTBOM "NIMYHOTO KabuHeTa" HH)OPMAIIMOHHOM CUCTEMEI YCIIyroaTes, a
TaKKe eIMHOT0 KOHTAKT-LIEHTPA 110 BOIPOCAM OKa3aHMs FOCYIaPCTBEHHBIX YCIIYT. Y CIyroareib IIpH He0OX0Iu-
MOCTH 3alpalivBaeT y yCIIyronoayyarelis pa3bsICHEHHUs WM YTOYHEHHUS N0 KOHKPETHBIM MOJIOKEHHUSM B IIPEI0-
CTaBJICHHBIX JIOKYMEHTAX ¥ MaTepHallax perucTpalMoOHHOTO JOChe. EMHBIA KOHTAKT-IIEHTp 110 BOIPOCAaM OKa3a-
HUS TOCYAapCTBEHHBIX ycuyr: 1414




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
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P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE TlaTa cxaunBarms 30.07.2025

[Ipunoxenue 4
K IIpaBUjIaM PErUCTPALUU
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

®opma 1

I'ep6 Pecny6.iukn Kazaxcran MuHucrepcTBo 3apaBooxpanenus Pecmy0anku
Ka3zaxcran

Peructpaunonnoe yaocrosepenue PK-JIC - Ne

B cootBercTBum ¢ Kogexcom Pecriybnuku Kazaxcran "O 310poBbe Hapoja u
CUCTEME 3[IpaBOOXPAHEHHMS" HACTOSIIEE YOCTOBEPEHUE BbIIAHO:

1. HaumenoBanue JACpiKaTeiisl pETUCTPALLMOHHOI'O YJOCTOBEPECHU S

2. CrpaHa aepsKaTens perucTpalioHHOTO yI0CTOBEPCHUS

B TOM, YTO JIEKAPCTBEHHOE CPEACTBO 3aPETUCTPUPOBAHO U PAZPELICHO K
NPUMEHEHUIO B METMIIMHCKOW MpakTUKe Ha Tepputopuu Pecnyonuku Kazaxcran

Nudopmanus o 3aperucTpupoBaHHOM JEKAPCTBEHHOM CPEJICTBE

3. ToproBoe HaMMEHOBaHUE JIEKAPCTBEHHOI'O CPEACTBA
4. Jy1s OTeYeCTBEHHBIX IPOM3BOIUTEINEH TOProBOe HAMMEHOBAHUE JJIsl KCIIOPTa
5. MextyHapoJHOE HelaTeHTOBAHHOE HAMMEHOBaHKE (TIPY HATTUYHH)
6. JlexapcTBeHHas popma
7. Jlo3upoBka
8. ®dacoBka
9. Kon anaToMo—TepaneBTHYeCKO-XUMHUECKOI Kaccu(pukaum
10. CocTraB aKTHBHBIX BEIIECTB
11. Cpok xpaHeHHs
12. Iopsinok ormycka (1o peuenty, 6e3 perernTa)
Nudopmarus o mpou3BOIUTENIC JICKAPCTBEHHOTO cpeacTBa*
Ne Tun opraHu3anuy WM Y9aCTOK MPOU3BOICTBA HaumenoBanme opranuzaiumu Crpana
1. IIpousBogurenn
1.1 [Ipenmpusrre-ynakoBITHK
1.1.1 TIepBUYHAS
1.1.2 BTOpUYHAS
1.2 IIpousBoauTeNb, OCYIIECTBISIONINA KOHTPOIh KauecTBa
1.3 IIpousBoauTenb, OTBETCTBEHHBIH 32 BHIITYCK CEPHIA




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
! AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.07.2025
™ .‘ a ,' ,' OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 18.07.2025

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.07.2025

IIpumeuanue:

* NUadopMmanus 0 IpOU3BOJUTENIE JIEKAPCTBEHHOTO CPEICTBA 3AIIOJIHAETCS Ha KaXKIyI0
IPOU3BOCTBEHHYIO TUIOIIAJIKY.

JlaTa rocy1apCcTBEHHOI perucTpanuu (epeperucTpanum) « 2 20

roga Ne pemeHus.

JIeUCTBUTENBHO 10 « » 20 roaa uinu "beccpouHo" (HyKHOE yKa3arh).
Jlata BHECEHUSI NBMEHEHHUH « » 20 roga Ne pelIeHUs.

@®.1.0 (ipu ero HaJIM4YMK) PYKOBOAUTENS TOCYJAPCTBEHHOTO OpraHa

(W11 YyIIOJTHOMOYEHHOE JIULIO)

®opwma 2

I'ep6 Pecniy6nuku Kazaxcran MunucrepcTBo 3apaBooxpanenus Pecryonuku
Kazaxcran

Peructpanronnoe yoctopepenue (BbIOpaTh Hy>KHOE U OTMETUTh OJIUH U3 HUX):

PK MU (IMH) —

[ ]
PK MU (MT) —
[]

PK MU (in vitro) —

[]

B cootBetrcTBUU ¢ Konekcom PecyOnuku Kazaxcran «O 310poBbe HApoOia U CUCTEME
3/IpaBOOXPAHEHUS HACTOSAIIEE PErUCTPAIMOHHOE YIOCTOBEPEHNE BBIJIaHO:

Wudopmanus HaumeHnoBanue

[IpousBoautens, cTpaHa -

ITpon3BOACTBEHHAS IUIOLIAKA, CTPAHA -

Y11o1HOMOUYEHHBIH NpeCTaBUTENb IPOU3BOAUTEIIS -

B TOM, 4TO



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.07.2025

e‘ ‘ a ,' , DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE e
JlaTta ckaunBaHMs 30.07.2025

(HaMMEHOBAHUE METUITMHCKOTO U3CITHS)

(kmacc 0€30MacHOCTH B 3aBUCUMOCTH OT MOTEHIIUMATLHOTO PUCKA TPUMEHEHUS )
3aperucTpupoOBaHa (3aperucTpupoOBaHO) U pa3pelleHa (pa3peiieHo) K NPUMEHEHHIO B
MEJMIIMHCKOM MpakThKe Ha Tepputopun Pecriyonuku Kazaxcras.

[lepeueHb pacxoAHBIX MAaTEPUATIOB U KOMIUIEKTYIOIIUX K MEAUIIMHCKOMY U3JEIIHIO B
NPUIOKEHUH K JAHHOMY PETUCTPAIMOHHOMY YJIOCTOBEPEHUIO coriiacHo (opme 3

(YKa3aTh KOJIMYECTBO JIHCTOB).

JlaTa rocy1apCTBEHHOM perucTpaiuu (epeperucTpaiim).

« » 20 roga Ne pelIEHHUS.
JIeUCTBUTENBHO 10 « » 20 rojia unu "beccpoyHo" (HyKHO€E yKa3arh).
JlaTa BHECEHHSI U3MEHEHHUH « » 20 roga Ne pelieHust

@®.1.0 (mipu ero HaJIM4YMK) PyKOBOAUTENS TOCYJaPCTBEHHOTO OpraHa

(WM YyIIOJTHOMOYEHHOE JIULIO

®opma 3

MunucrepcTBo 3apaBooxpanennsi Pecnnyosuku Kaszaxcran Ilpunoxenne k
PErHCTPALMOHHOMY YI0CTOBEPEHUIO
(BbIOpaTh HYKHOE U OTMETUTH OJAUH U3 HUX):

PK MU (MIMH) —
[ ]
PK MU (MT) —
[]

PK MU (in vitro) —

[ ]



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025
™ ,‘ a ,' ,' DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB JlaTa pesaKiyu 18.07.2025
Pecny6nuku Kazaxcran B 2JIEKTPOHHOM BHJIE Tlata cxaumsars 30.07.2025
Hepequb COCTABHBIX HaCTCHU MCAUIIMHCKOI'O U3 € INA
HanmenoBanus monenu (Moaudukanun) MU
Ne | Buj cocTaBHBIX yacTeit HanmeHOBaHME COCTaBHBIX YacTe Mojenb COCTaBHBIX YacTel [IpomsBoxutens Crpana

®.1.0 (ripu ero HANMYKK) PYKOBOJIUTEISI TOCYITAPCTBEHHOTO OpraHa

(W11 yIIOJTHOMOYEHHOE JIULIO)

« » 20 romaa




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e ‘ ' aKTiIepiH 3TanoH/ bl 6aKbUIay GaHKi Cakray KyHi
™ ‘ a DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

[Ipunoxenue 5
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

3akiIl04ueHne 0 3aperucTPUPOBAHHOM IeHe MPOU3BOANTEJISI UM 0 BHECEHUU

U3MEHEHHH B 3apPeriCTPUPOBAHHYIO IleHY NPOU3BOAUTEIS JIEKAPCTBEHHOI0

cpeacrsa
1. Yenyrononyuarens:
1.1. ITpousBoauTenn
HanmeHoBaHMe I0pHAMIECKOTO JIUIA
Crpana
IOpunuyeckuii anpec
dakTHueckuil agpec
Tenedon
®dakc
e-mail
KonTakTHOE JIHIIO ITpu HaIM9HK
JloKHOCTD
Tenedon
Ddakc
e-mail

Hanmane B Pecrry6ike Kasaxcran cTpykTypHOTO Ioapas/aenceHus (IopuIniecKoe IuIo, GpUinai 1 npodne)

1.2. Bnanenenu u (wiam) aepareib pErucTPAllMOHHOTO yA0CTOBEPEHUS

HazBanue ropuanyeckoro iaumna

Crpana

IOpunnyeckuii anpec

®daxrrueckuii agpec

Tenedon

®dakc

e-mail

PykoBoaurens (mpu HATU4M#)

KonTakTHOE HII0 [pu nanuanu

JlOIKHOCTD

Tenedon

dakc

e-mail




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

Cakray KyHi

e-‘ ‘ a ,' _' DTaJOHHBIH KOHTPOJIbHBIN OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKium

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

I[aTa CKaYnuBaHUA

18.07.2025
30.07.2025
18.07.2025
30.07.2025

‘ Hanmane B Pecrry6ike Kasaxcran cTpykTypHOTO IoapasaeneHus (IOpuIiecKoe Jnno, GpUinai u npodne)

1.3. loBepeHHOE U110

HasBanue (npu HaTH4um)

Crpana

IOpunnyeckuii anpec

®daxTrueckuii agpec

Tenedon

®dakc

e-mail

PykoBoaurens (mpu HATU4M#)

JlaHHBIE O TOBEpEHHOCTH

Ne noBepeHHOCTH

Jlata BbIIaUN

Cpoxk neiicTBus

2. Uudopmanus o JIC:

1. HaumenoBanue JIC

2. Homep perucTpaliioHHOTO y10CTOBEPEHMSI, 1aTa

BblJa4YM

3. JlexapcTBeHHas popma

4. KonnyecTBO B MOTPEOUTENIHCKON YIIaKOBKE

5. O0bem

6. KoHuentpanus

7. Jlo3upoBKa

* HpI/I KOHBCpTAllUN I/IHOCTpaHHOﬁ BaJIIOTHI LICH B 3as41BJICHHUH, a TAKKC B

JOKYMEHTaX, MOATBEPKAAIOIMUX (PaKTUYECKYIO LIEHY TOCTABOK, KOMUSIX UHBOMCA

(HaKIaIHOM) WK CYET-(PaKTyphl, a TAKKE B KOHTPAKTE WX JOTOBOPE O MPUOOPETEHUN

JIC B HanmoHansHy0 BamoTy PecnyOnuku Kazaxcran ucnosb3yrorcst opuiiiaibHbIe

KypPCbl MHOCTPAaHHBIX BAJIIOT B CPETHEM 3a MECSIILL, MPEAIIECTBYOIIMIA ofgayde

3asBlIeHUs (cpeaHuil oOMeHHbIN Kypce) HanmonansHoro banka Pecny6nuku Kazaxcran.

B ClIy4dac OTCYTCTBUA O(i)I/IHI/IaJIBHOFO KypcCa BaJIIOT B IICPCYHC MHOCTPAHHBIX

BAJIIOT, YTBEPKAECHHOM TtoctaHoBieHneM [IpaBnenns HanunonanesHoro banka

Pecny6uku Kazaxcran ot 24 aBrycra 2012 roma Ne 242 «O6 ytBepxkaenuu [Ipasun

YCTAHOBJICHUA O(I)I/IIII/IaJ'IBHOFO KypcCa HaHHOHaHBHOﬁ BaJIFOTHI PCCHy6J'II/IKI/I Kazaxcran k
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! AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.07.2025
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P K
ecryOinky KazaxcraH B 3JIGKTPOHHOM BHUJIE TlaTa cxaunBarms 30.07.2025

WHOCTPAHHBIM BaJIOTaM» (3apeTUCTPUPOBaH B PeecTpe rocy1apCcTBEHHON PeTUCTpaIiuu
HOPMATHUBHBIX MPABOBBIX akTOB 1o Ne 7977), undopmaius o 1ieHe B peepeHTHBIX
cTpaHax mojaaercs B noyuiapax CoemuHeHHbIX [lITaToB AMEpHKH COTIIACHO PACUETHOMY
KypCy OIlepanuil 3a NpeAIECTBYOIINAN MECAL], TPEAOCTABICHHBIX Ka3HAYECHCTBOM
Opranuzanuu O0beauHeHHbIX Haruii, Ha caiite https://treasury.un.org.

3apeructTpupoBaHHas LIeHa TPOU3BOAUTENS TMOO BHECEHUE U3MEHEHUH B
3apEruCTPUPOBAHHYIO LIEHY MPOU3BOIUTEINS JIEKAPCTBEHHOI'O CPEACTBA COCTABIIAET
TEHTE 3a TOTPEOUTENBCKYIO YITAKOBKY

CIIELIMATIMCT CTPYKTYPHOTO MOAPa3AeIICHUS

MOAMKUCH
@®.1.0. (mpu HAIMYHH)

PYKOBOAUTEND CTPYKTYPHOTO MOIPA3ACIECHUS

MIOIITNCH

@®.1.0. (mpu HAIMYKH )



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.07.2025
™ ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 18.07.2025

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.07.2025

[Ipunoxenue 6
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma

3akiil04eHne 0 peruncTpanu, BHeCEHUs U3MEHEHHS B LIeHY NPOM3BOANTEISl HA
TOProBO€ HAUMEHOBAHME U TEXHUYECKYI0 XaPAKTEPUCTUKY BBO3HUMBIX
/MPON3BOAUMBIX M3/1eJIMH MEeIUIIMHCKOT0 HA3HAYEHMSI, IOJAHHBIX B PaMKax
rapaHTUPOBAHHOI0 00beMa 0eCIJIATHOM MeIMIIUHCKOM MOMOIIHU U (UJIM) B
cucTeMe 00513aTeJIbHOI0 COIMAJILHOI0 MEIUIIMHCKOT0 CTPAX0OBAHMS

1. Ycayronomy4darens:

1.1. ITpousBoauTenb

HaumeHnoBaHue 10pHINYECKOTO UL

Crpana

IOpunuyeckuii agpec

®daxTHueckuil agpec

Tenedon

®dakc

e-mail

KonrakTtHoe au1o IIpu Hanuuuu
JomkHOCTh
Tenedon
®dakc
e-mail

Hanuuue B Pecniyonuke Kazaxcran ctpyKTypHOro nojpaszeneHus (FpHIduecKoe JHIo, (pruiman u npoyre)

1.2. Bnagenenu u (Win) AepxaTeib pEruCTPALMOHHOTO YIOCTOBEPEHHUS

Ha3Banue HOpUANIECKOro JIimia

Crpana

IOpunuueckuii anpec

daxTudecKuii agpec

Tenedon

dakc

e-mail

PyxoBogurens (pu HaIU4Um)

KonTtakTHOE U110 [Ipn Hammunn
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aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.07.2025
5 ‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025

Pecny6nm<1/l Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.07.2025
JomkHoCTh
Tenedon
®daxc
e-mail

Hanuuue B Pecniyonuke Kazaxcran ctpyKTypHOTo mojpaszeneHus (FpHIduecKoe JHIo, pruiman u npodre)

1.3. loBepeHHOE TULIO0

HasBanne (pu Hamuaum)

Crpana

IOpunuueckuii anpec

daxTHudecKuit agpec

Tenedon

dakc

e-mail

PykoBoaurens (mpu HaTHIKH)

ﬂaHHLIe O JOBEPCHHOCTU Ne JAOBEPECHHOCTH

Jara BeIaun

Cpok nericTBus

2. Undopmanus 06 uzaenuu MeauImHcKoro HazHadueHus (nanee - UMH):

1. ToproBoe HaumenoBanne UMH

2. Homep perucTpalliOHHOIO YOCTOBEPEHUS, JaTa BbIAAuM (IpH HATUYUH )

3. BapuaHT ucnojgHeHus

4. CocTaBisronMe OJJHOW €IMHUIIBI U3MEPEHUS

5. Kiacc 6e3omacHoctu

3aperucTpupoBaHHas WJIM U3MEHEHHAs IIeHa Ha TOProBO€ HAMMEHOBAHHE U
TEXHUYECKYIO XapaKTEPUCTUKY U3JICIIUS MEJUIIMHCKOTO HA3HAYEHUS B pa3Mepe
TEHI€ 3a OJHY €NHHILY U3MEPEHHUS

CHELHUATNCT CTPYKTYPHOT'O MOAPa3ACICHUs

noanucs PO (rIpu ero HalIM4UK)



Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]H OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

; ! AKTLIep/IiH TANOHIbI OaKplIay OaHKI
‘,‘ d' ' DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

PYKOBOAMTENH CTPYKTYpPHOTO MOJpa3/IeICHHS

nogmucs ®UO (ipu ero HamMYNN)

*CBGI[GHI/ISI O PCTUCTPALITMOHHOM YAOCTOBCPCHUHN, 3AIIOTHAIOTCA

YCIYTomnoaydaTrciieM IIpu €ro HaJlndnuun



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
e 2 aKTiNepziH dTanon/bl Gakbulay Ganki Caxray KyHi 30.07.2025
L ] a ,' _' DTaJOHHBIH KOHTPOJIbHBIN OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKuum 18.07.2025
Pecny6nm<1/l Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.07.2025
[Ipunoxenue 7
K ITpaBHJIaM PCrucTpanmuu
JICKAaPCTBCHHBIX CPCIACTB U
MEIULMHCKHAX U3EIIHN
IO MPpUHIOUITY «CAUHOT'O OKHaA»
dopma
YT1Bepxaaro
(TOJKHOCTH)

®UO (ripu ero HaJIUYUHU)

(MOJMHUCH)

(mara)

3akjoueHune o perucrpanum, BHECCHUSI UI3BMCHCHHUS B IICHY ITPOU3BOAUTEISA

METUIMHCKOT0 M31eJIMsl Il JUATHOCTUKY BHE KUBOT0 opranusma (in vitro),

npousBoanMbie Ha TeppuTopuu Pecmy0smmkn Kazaxcran B paMmkax 10Jrocpo4HbIX

AOT0BOPOB MOCTABKH, 3AKJIIOYCHHBIX C EIII/IHBIM I[I/ICTpI/Iﬁl)IOTOPOM

OcHoBaHue JUIsL perucrpaliuu, BHECEHUSI UBMCHCHUS B LICHY ITPOU3BOAUTEIISL MEJUIIUHCKOTO U31CIINS

[LaTa perucTpanuu 3assBKU

t-H/II/I) PYKOBOAUTEIIA (I/I.]'II/I JINOO, UCIIOJIHAIOIIEC €TI0 06}138.HHOCTI/I)

Csenenust o ycimyromnonydarene (HanmeHoBanue, opranusaionHo-mpasoBast popma ¥Yciayrononydarens, BUH, ®UO. (pu ero Hanu-

HpCHMeT aHaliu3a O€H (HaI/IMeHOBaHI/IC, MOJEIIb, HpOI/ISBO,HI/ITeHL)

Perucrpanmonsoe ygocToBepeHne (HoMep, CpOKH AeHCTBUS) (IIpY HATMYNH)

CpoKk fefCTBUS 3aKITFOUCHHUS

3aKJIIouYeHue 0 perucrpanuru, BHCCCHUA U3MCHCHUA B LICHY ITPOU3BOAUTCILA

MCAUIHUHCKOI'O U311 MCANTTMHCKOT'O U3ACIINA AJI1 JUMAarHOCTHUKHM BHEC JKHUBOT'O

opranusma (in vitro), mpou3BoUMbIe Ha Tepputopun Pecnybnuku Kazaxcran B pamkax

A0JITOCPOYHBIX JOIOBOPOB INIOCTABKH, 3aKIIFOUCHHBIX C EI[I/IHBIM )II/ICTpI/I6]'::IOTOpOM

COCTOHUT M3 BBOJHOM, UCCIECAOBATECIbCKON YaCTHU U 3aKJIIOUCHHS.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025

™ ,‘ a ,' ,' OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata peaKkmum 18.07.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE

JlaTta ckaunBaHMs 30.07.2025

B HCCHGHOB&TCHBCKOﬁ YaCTH 3aKJIHOYCHUA OKCIICPTA U3J1aracTCsa BECh IIPOLECC
HCCIICAOBAHUA U €TI0 PC3YJIbTAThI, JACTCA 000CHOBaHHE YCTAaHOBJICHHBIM (1)aKTI/ILI€CKI/IM

TAHHBIM U 00CTOSATEIILCTBAM.

3aKIII0UCHHUE COJICPIKUT MPUIIOKEHUE B BUJIE TAOIHUIIBI C YKa3aHUEM
PEKOMEHAYEMOUM CTOMMOCTH MPEIMETa SKCIIEPTU3BI B pa3pe3e KOMIUIEKTYIOIIHX.

3aKII0YEHHUE:

[{ena qaHHOW KOMIUTEKTAIIMN MEIUIIMHCKOTO U3ENHS 11l AUATHOCTUKH BHE
YKUBOT0 opranusma (in vitro), mpousBoguMblie Ha Tepputopuu Pecnybnuku Kazaxcran B
paMKax JOJITOCPOYHBIX TOTOBOPOB ITOCTaBKH, 3aKIIOUYEHHBIX ¢ EauHBIM
JTUCTPUOBIOTOPOM COCTABIISIET TEHTE 32 OJIHY CAMHUILY U3MEPECHHUS.

Okcnepr

(moxmuce) ®UO (mpu ero HaNU9INN)
PYKOBOJMTED

CTPYKTYPHOTO MOJpa3AeIeHus

(moamuce) ®UO (mpu ero HaNu4nm)

*CBENIEHUS O PETUCTPAIIMOHHOM yJIOCTOBEPEHHH, JJaTa PETUCTPAIINH U JIaTe
VICTEUCHUS 3aAII0JIHAKTCS YCIYTOIoaydyaTeaeM IPYU €ro HAUTMYUU



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray kyHi

e-‘ ‘ a ,' _' DTaJOHHBIH KOHTPOJIbHBIN OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKuuu
PeCl’[yGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

18.07.2025
30.07.2025
18.07.2025
30.07.2025

[Ipunoxenue 8
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

3akiiouenne nmpoBepku oGopmiieHHs 3asiBJICHUS U 10Che JIS BKIKYECHUSA
JIEKAPCTBEHHOT0 cpeacTBa B KazaxcTaHCKMiA HAITMOHAJILHBIN JIEKAPCTBEHHBIN

¢dopmynsip

1. Uudopmarnus o yciryronoaydaTee:
1) HauMeHOBaHNE OpraHu3alny;
2) ®.1.0. (npy HANMYKUK) OTBETCTBEHHOTO JIMIIA, JOJKHOCTD;

MECTO HaXO0KJICHUS OpraHU3aluu-yCcIyronoiyydaresns (IopuandecKkuil aapec,

dbakTHueckuii ampec);
3) B1IH, GaHKOBCKHE PEKBU3UTHI;
4) nomep tenedona u (unu) daxca;
5) e-mail.
2. JlaHHbI€ MO 3asBICHHOMY JieKapcTBeHHOMY cpencTBy (JIC):
1) ToproBoe Haumenosanue JIC;
2) MeXIyHapOJAHOE HETIATEHTOBAaHHOE HAMEHOBAHUE;

3) cocras JIC (meicTByOIINE U BCIIOMOTATENIbHBIE BEIIECTBA), TP IaraeMoro

JUIs1 BKIIFOYEHUS,
4) nexapcTBeHHas (popma U T03UPOBKA, KOHIICHTPAITUS;

5) cBeneHus 0 rocyAapCcTBEHHOM peructpanuu 3assiaeHHoro JIC B PecyOnuke
Kazaxcran;

6) dapmakonoruueckoe neictaue JIC;
7) bapmakonoruueckas rpymnma JIC u ATX kox;

8) IMOKa3aHu:A K IPUMCHCHHUIO COINIACHO MHCTPYKIUHU 110 IIPUMCHCHHUTO
JICKAapCTBCHHOI'O CPpCACTBA,



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray kyHi

e; .‘ a ,' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB JlaTa pesaKiyu
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
Jlata ckauMBaHHs

18.07.2025
30.07.2025
18.07.2025
30.07.2025

9) croco6 npruMeHEeHus.

3. 3aKyIr04eHue 1o pe3ynbTaTaM MIPOBEPKH HA MOJHOTY U IPABUIBHOCTH
o(opMIIeHUs TPEJICTABICHHBIX JOKYMEHTOB:

1) olleHKa MOJHOTHI IPEACTABIECHHBIX JOKYMEHTOB U MaTEPUAIIOB;

2) onieHKa 0OPMIICHUS 3asBJICHUSI M TIPEJICTABICHHBIX MAaTCPHAJIOB;

3) olLleHKa peACTaBIEHUS CBEAECHUN COTNIACHO MyHKTY 4 Hactosamux [IpaBu;

4) COOTBETCTBUE MEXK/Ty 3asIBJICHUEM U MaTepHalaMU Ha OyMa>XHOM HOCHUTEJE U

B DJICKTPOHHOM BHJIC.

4. 3ameuyaHus



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.07.2025

e‘ o (" | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 18.07.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE e
JlaTta ckaunBaHMs 30.07.2025

[Ipunoxenue 9
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

Pemenue 00 oTKasze B rocy1apCTBEHHON pETUCTPALIMH, IEPEPETUCTPALUN
JIEKapCTBEHHOTO CPEACTBA UM MEIULIMHCKOTO U3/eusl, BHECEHHE U3MEHEHUN B
PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOI'O CPEACTBA MIIM MEIULUHCKOTO U3AEIUs

Howmep 3asBnenus

JlaTa 3asBieHust

Ycnyronomyuarens

Howmep pemrenns 06 oTkase

Jata pemeHus 06 0TKa3e

HaNMCHOBaHHE TOCYIAPCTBEHHOTO OpraHa yBeIoOMIIsIeT Bac 06 0TKa3e B perrCTpaiiu, IIepeperucTpaliy Wid BHECCHAN H3MEHEHHUI B PeTH-
CTPALMOHHOE OChE M MEIUIIMHCKOM TIPUMEHEHHH JIEKAPCTBEHHOTO CPECTBa (MEIUIIMHCKOTO n3/eius) (HyKHOE ITOJ4EPKHYTh) HA TEPPUTO-
pun Pecriy6nuku Kazaxcran.

[Ipuuuna oTkasa:

@®.1.0 (npu ero HaIM4YMK) PYKOBOAUTENSI TOCYIAPCTBEHHOTO OpraHa (M yIoJHOMOYEHHOTO JIUIA)




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
e . aKTiIepIiH STaJOH bl OaKbUIay OaHKi Caxray KyHi 30.07.2025
™ pra [ | i DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata peaKuun 18.07.2025
Pecry6imku KasaxcraH B 971€KTPOHHOM BHIE Tlata cxaunpanis 30.07.2025
[Ipunoxenue 10
K ITpaBHJIaM PCrucTpanmuu
JICKAaPCTBCHHBIX CPCIACTB U
MEIULMHCKHAX U3EIIHN
110 IPUHOMITY «CAWHOI'0 OKHa»
dopma

HanMeHoBaHME TOBEPEHHOIO JIMLA WM KOMIIAHUH, PEJCTAaBUTENBCTBA OT
YCIIyTOIIOIyYaTesl, yIOJIJHOMOYEHHOI'O ITPOBOJIUTh JEHCTBUS BO BPEMS IIPOLIETYPbI
peructpauuu uensl B Pecriyonuke Kazaxcran

MOTI/IBI/IpOBaHHbIﬁ O0TKa3 B PEerucrpanuu N€Hbl UJId BHECCHUN H3MeHeHHI B
3aPEruCTPpUPOBAHHYIO ICHY IIPOU3BOAUTEIA JICKAPCTBCHHOI'0 CPEACTBA

Hacrosmum Pecniybnukanckoe rocy1apcTBEHHOE MPEANPHUITHE HA TPABe

XO3SCTBEHHOTO BCIACHU "HaHI/IOHaJ'IBHblf/'I LOCHTP SKCIICPTHU3LI JCKAPCTBCHHBIX CPCIACTB

U MEIUIMHCKUX u3aenuit" Komurera MEIUIIMHCKOTO U (papMarieBTUueCKOro KOHTPOJIS

MunucrepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran (nanee — DxcriepTHas
opranu3zanus) cooOuaer cienytouiee. [Ipu paccMoTpeHnn 3asiBIEHUI 0 perucTpanuu
LCHBbI IPOU3BOJIUTEIS UM BHECEHUU U3MEHEHUN B 3apETUCTPUPOBAHHYIO LICHY
MPOU3BOJUTENS, & UMEHHO:

Nen/m | YHuKambHBIN KO/ Ha TIOPTAJE IEHOOOPA30BaAHHS ToproBoe HaMMEHOBaHHE JEKAPCTBCHHOTO CPEICTBA

1

2

COTpYIHUKaMHU DKCIIEPTHON OpraHU3aIiy ObLIO BBISIBJICHO CIEIYIOIIEE:

(OTMETHUTH HY>KHOE)

[penocraBnenue TOKyMEHTOB B HEIIOJIHOM 00beMe U (MIJIN) HEMOJIHOTA COJCPKAIIUXCS B HUX CBEJCHHUH B COOTBETCTBHH C TPEeOOBaHHUSI-
Mu Hactosux [IpaBun

IIpenocraBnenne HeTOCTOBEPHBIX CBECHUN

Iena npousBomutens BBo3umbix JIC amst PeciyOnuku Kasaxcran npeBblinaet cpeHee 3Ha4eHHE TPeX MUHIUMAIbHBIX IEH U3 YHCIIa 10-
JIAHHBIX B 3asBJIICHUH pe(EepPEHTHBIX CTPaH, a TaKXKe MPEBBIIIAET CPpeIHee 3HAaUeHHE TPEX MUHUMAJIBHBIX LIeH, MOTYyYEeHHBIX U3 JaHHBIX
CaiiTOB MEX/TlyHapOIHBIX OpraHUu3alni.

L[eHa TNIPOU3BOAUTEIISI BBOSUMBIX JIC JJIA PeCl’[yGJ’[l/IKI/I Kazaxcran TNIPEBLINIACT CPEAHEC 3BHAYCHUE LICH U3 YUCJla ITIOJAAHHBIX B 3asiBJICHUU
pe(bepeHTHLIX CTpaH (B ClIydae €CJId KOJIUYCCTBO pe(bepeHTHLIX CTpaH MCHEE TpCX), a TaxkKe IPEBbINIACT CPEAHEC 3HAUCHUEC TPEX MUHU-
MaJIbHBIX IICH, [IOJIy4YCHHBIX U3 JaHHBIX CalToOB MEXAYHApPOAHBIX OpFaHHSaHHﬁ.

Ilena nponsBoxurens BBo3umbIx JIC st Pecrry6nuku Kasaxcran npeBslinaeT 3Ha4eHUE 1EHHI 471 cTpaHbl-nponsBoautend. (Ilpu otcyr-
cTBHUHU rocynapcTBeHHoi peructpanuu JIC B pedepeHTHBIX CTpaHax)




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 18.07.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025

™ ‘ a ' ,' OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata peaKkmum 18.07.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE

JlaTta ckaunBaHMs 30.07.2025

[IpenocraBieHHas neHa IPOU3BOIUTENS 11t BBO3UMBIX JIC BhIlIe 3HAYCHUS 1IE€H, YKAa3aHHBIX B [IPEJIOCTaBICHHBIX JOKyMEHTaX, IIOJITBEp-
skpatomux 1eny JIC (komnwst MHBoO¥Ca, TAMOXXCHHOH JIEKJIapalliy WK cYeT-(aKTypsl (HaKJIaJHOH )) ITOCIEJHEr0 BBO3a 32 BBIYETOM CKUAKH

[IpenocraBiieHHas ieHAa IPON3BOIUTEIS HA BBOUMBIC JIEKAPCTBCHHBIE CPEJICTBA BHIIIE 3HAUCHHUS 1I€H, ACHCTBYIONINX HA MOMEHT IOAa4X
3asIBIICHUS HA BHECEHHE N3MECHEHHI B 3apETHCTPUPOBAHHYIO IIEHY MIPOU3BOAUTEINS U YKa3aHHBIX B IPEIOCTABICHHBIX TOKYMEHTAX, MO~
TBepxaaronux neHy JIC (koHTpakT win gorosop o npuobperenun JIC, neiicTBYOMNI HA MOMEHT TIOAa4X 3asIBICHN )

TIpenocrasnennas npenenbHas neHa JIC oredectsennoro npoussoautens B pamkax 'OBMIT u (mnu) B cucreme OCMC nipeBbIiaet eH
JIC, peanu3yeMbIX B IpYruX CTpaHax

HpeﬂOCTaBﬂeHHaﬂ 1ICHA IPOU3BOAMUTEIIA IIPEBBIIIACT LICH HA JICKAPCTBECHHBIC CPEACTBA JOJITOCPOYHOI0 JOTrOBOPA ITOCTABKH € 3aKa3YNKOM

KOHTPAKTHOI'O IIPOU3BOACTBA JICKAPCTBECHHBIX CPE/ICTB

Hacrosmum, B COOTBETCTBHHM € IIYHKTOM 82, TyHKTOM 87, myHKTOM 89 [IpaBun
pEerucTpanny JEKapCTBEHHBIX CPEACTB U MEAULIIMHCKUX U3ACIINN 110 IPUHIIHAILY
«EIMHOTO OKHAa» DKCIEPTHAS OpraHru3alys HANpPaBISET MOTUBUPOBAHHBIN OTKa3 B
pErucTpanuy HEeHbl IPOU3BOIUTEI WIIA BHECEHUS U3MEHEHUH B 3aPETUCTPUPOBAHHY IO
LIEHY IPOM3BOJUTEIS JIEKAPCTBEHHOI'O CPEACTBA.

noixHOCTh noanuck ®UO (npu Hanuuum)



e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Cakray KyHi
Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

HammeHnoBanue AOBCPCHHOI'O JIMIId UJIW KOMIIAHWHU, ITPECACTABUTCILCTBA OT

[Ipunoxenue 11
K IIPaBWJIAM PETUCTPALIUU
JIEKapCTBEHHBIX CPEJICTB
Y MEIULIMHCKUX U3IEIUN
110 IPUHLUITY «EIHUHOTO OKHa»

dopma

yCiIayromojaydarciei, YIIOJTHOMOYCHHOI'O ITIPOBOJAUTDL I[GﬁCTBHﬂ BO BpEM:A IIPOLCIAYPhI

perucTpanuu, BHECEHUsI U3MEHEHUs B LieHy npousBoautens B Pecnyonuke Kazaxcran

MoTHBHPOBAaHHBIN 0TKA3 B PErUCTPallui, BHECCHUH U3MEHECHUSA B LICHY U3/1eIuil

MEIMIHMHCKOI0O HAZHAYCHHUSA IMMPOU3BOAUTE/IA B PAMKaAX rapaHTUPOBAHHOI'O o0bema

OecIJIaTHOM MeIMIIMHCKON MoMOoIM U (WIM) B cUCTeMe 00513aTeJIbHOI0

Hacrosmum PecriyOnrkanckoe rocyapcTBEHHOE MPEANPUSTHAE HA MPaBe
XO3SIMCTBEHHOIO BelleHUs « HarmoHanbHbli HEHTP SKCIIEPTU3BI JIEKAPCTBEHHBIX

CONHUAIIBHOI0O MEANIMUHCKOI'0 CTPaxoBaHus

CPpCACTB U MCOAUITNHCKHX HSHCHHIZ)) Komurera MCIAUIIUHCKOI'O U q)apMalleBTPI‘{eCKOFO

KOHTpOoJsi MunucrtepcTBa 3apaBooxpanenus Pecniyonuku Kazaxcran (nanee -

DKCIepTHas OpraHu3aIys) CoO0IIaeT CIeayoIIee.

IIpu paccMoTpeHnH 3asIBJICHUIN O PETUCTPALl, BHECCHUN U3MEHEHHUS B LICHY Ha

u3zenue MeauiHckoro HazHauenus B pamkax 'OBMII u (unm) B cucreme OCMC, a

HNMCHHO.

Ne i/

YHHUKaIbHBIN KO HAa OPTaJe [IEHO0Opa30BaHus

ToproBoe Ha-
HUMEHOBaHHE
MEJIUIMHCKOTO
W3ICTHS

cieayrumee:

COTpyAHUKAMHU 3KCHepTHOﬁ OpraHusanyu OBLIO BBISIBJIEHO

(OTMETHTH HYKHOE)

IIpenocraBienue JOKyMEHTOB B HEMOJIHOM 00beMe U (MJIH) HETIOIHOTA COCPIKALINXCSI B HUX CBEJICHUI B COOTBETCTBHU
¢ TpeboBaHUsAMU HacTosIMX [IpaBui

[IpenocraBieHne HEJOCTOBEPHBIX CBEACHUI




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
» -‘ a DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

[penocrasnennas nena npoussogurens B pamkax 'OBMII u (un) B cucreme OCMC st BBo3uMbix IMH, Bbiie 3Ha-
YeHUS [IeH 32 eUHAIYY H3MEPEHHs, YKa3aHHBIX B IIPEIOCTABICHHBIX JOKYMEHTAX, MoATBepkAatomux neHy MMH (xomust
MHBONCA (HAKJIAHON) MM cYeT-(aKTypbl, TAMOXKESHHOW JIeKJIapaliiu) IOCIEAHEr0 BBO3a 38 BBIYETOM CKUJIKU

IIpenocraBnennas nena npoussoautess B pamkax [[OBMII u (wmn) B cucteme OCMC nist BBo3uMbix MIMH Brime 3Ha4e-
HUSI [ICH 32 SIMHUILY U3MEPEHHUs, YKa3aHHBIX B MPEJOCTABICHHBIX JTOKYMEHTAX, TOATBEPKIAFOIIHX [IEHY B KOHTPAKTe
WM JOTOBOpeE OT 3aBoja npoussoautenst UMH

[Ipenocranennas npezaesbHas uena IMH oredectBenHoro npousBoautens B pamkax ['OBMIT u (mnu) B cucreme
OCMC npessimtaer nieH UMH, peanu3yeMsix B Jpyrux crpaHax

3apeructpupoBanHas 1ieHa B pamkax 'OBMII u (nm) B cucteme OCMC mpeBbIIaeT HeHy MOCIEAHEro 3aKyna Ha BeO-
noptaine TOO «CK-®apmanus» 3a 12 mecsieB, NIpeAMIeCTBYIONINX JIaTe IT01a4u 3asBJICHUS Ha 3asBisemoe IMH;

3apeructpupoBannas nieHa B pamkax 'OBMII n (nm) B cucteme OCMC mpeBbIIIacT HEeHy MOCIEAHEro 3aKyIa Ha BeO-
IopTaJe rocyJapCTBEHHBIX 3aKyIIOK 3a 12 Mecses, MpeAnIecTBYIOMNX AaTe MOAa4H 3asBJICHNS Ha 3asBisiemoe IMH

[Ipumeyanue:

Hacrosmum, B coorBeTcTBUU € yHKTOM 178, 179 HacTosiuux IIpaBun

OKCIICPTHAA OpraHu3alu:Aa HaIlpaBJIsICT MOTI/IBI/IPOBaHHHﬁ OTKa3 B pCrucCTpanmm,

BHECEHUU M3MEHEHUS B LIeHy npousBoautens B pamkax 'OBMII u (unm) B cucreme

OCMC Ha nepe4yucaeHHbIC U3/IeNINUSI METUIIMHCKOTO Ha3HAYCHUS.

JIOJDKHOCTh MOJITUCH ®.1. O. (npu ero HaIM4YNN)




e.zZan

Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.07.2025
?TaHOIgHHﬁ I;Z)HTpOJ‘II;HLII)‘I 0aHK HOPMATHUBHBIX IPABOBBIX aKTOB JlaTa pesaKiyu 18.07.2025

ecry6nmkn Ka3axcraH B 37IeKTPOHHOM BUJIE Tlata cxaunpanis 30.07.2025

[Ipunoxenue 12
K IIPaBWJIAM PETUCTPALIUU
JIEKapCTBEHHBIX CPEJICTB
Y MEIULIMHCKUX U3IEIUN
110 IPUHLUITY «EIHUHOTO OKHa»

dopma

HaumMmeHnoBaHue ycayromoay4darteJis

MoTuBMpOBaHHBIH 0TKA3 B perncTpalu, BHECEHUsI HK3MEHEHUs B IIEHY

IMPOMU3BOAUTEISAI MEAUIIMHCKOI0 U3CJTUA TJIA TUMATrHOCTUKH BHE KUBOI'0

opranmu3ma (in vitro), npousBogumsie Ha Teppuropun Pecnydinuku Kaszaxcran

B paMKax J0JroCpovHbIX JOroBOpoB IOCTABKH, 3aAK/II0YCHHbLIX C Eannbim

AUCTPUOBIOTOPOM B paMKaX rapaHTHPOBAHHOI0 00beMa 0ecIIATHOM

M€

AMIIUHCKON moMouy U (WIM) B cUcTeMe 00513aTeJIbHOI0
COIMAJIBHOI0 MeTUIIMHCKOT0 CTPAXOBAHUS

Hacrosmum PecniyOnukanckoe rocy1apcTBEHHOE MPEAIPUITHE HA TTPaBe

XO3SMCTBEHHOTO BCACHUA ((HaHHOHaHBHBIﬁ LHCHTP SKCIICPTHU3BI JICKAPCTBCHHBIX

CPCACTB U MCANINHCKHX HBHGHHﬁ)) Komurera MCOAUIINMHCKOI'O 1 (I)apMaHeBTI/I‘-IeCKOFO

KOHTpOJs MunucrtepcTBa 3apaBooxpanenus Pecniyonuku Kazaxcran (nanee -

DKcnepTHasi OpraHu3alys) cCooOaeT caeayomiee.

IIpu paccMOoTpeHnH 3asiBIICHUI O PETUCTPALIUH, BHECEHUSI U3MEHEHUS B LICHY

IMPOU3BOAUTCIIA HAa MCOAUITUHCKOC U3ACIIUC IJIA TUATHOCTUKH BHC )KUBOI'O OpraHU3Ma

(in vitro), npousBoauMble Ha TeppuTopun Pecryonuku Ka3axcran B pamkax

AOJITOCPOYHBIX JOTOBOPOB IIOCTABKH, 3aKJIFOYCHHBIX C EI[I/IHBIM I[I/ICTpI/I6I>IOTOpOM B

pamkax ['OBMII u (unu) B cucreme OCMC, a uMeHHO:

No
I
/i

VHUKaJIBHBIA KO
HAa MOopTaje IEeHO-
o0pazoBaHust

ToproBoe HaMMEHOBaHNE MEUIIMHCKOTO U3/IENHS IS ANArHOCTHKY BHE JKUBOTO OpraHu3Ma (in vitro), mpowus-
BOJMMBbIE Ha TeppuTopuu Pecriybnmkn KazaxcraHn B paMKax J0JArOCPOYHBIX JOIOBOPOB ITOCTABKH, 3aKIIOYCH-
HBIX ¢ EAuHBIM 1rCcTpHOBIOTOpOM

1

2

COTpYIHU

KaMu DKCIIEPTHON OpraHu3aliii ObUIO BBISBICHO CIICIYIOIIECE:

(OTMETUTB HYKHOE)



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
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e‘ o (" | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 18.07.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE e
JlaTta ckaunBaHMs 30.07.2025

[IpenocTaBneHre TOKYMEHTOB B HEMIOJTHOM 00BbeME U (KJIM) HEMOTHOTA
COJIep KAIMUXCS B HUX CBEJCHUI B COOTBETCTBHH C TpeOOBaHMUsIMU HacToAmux [Ipasu.

[Ipumeyanue:

Hacrosmum, B coOoTBeTCTBUHM € IyHKTOM 196 ITpaBun DxcnepTHast opraHuzaius
HaIpaBJjIsieT MOTUBUPOBAHHBIA OTKA3 B PETUCTPALIMU, BHECEHUU U3MEHEHUS B IIEHY
MIPOU3BOJAUTEI HA TOPTOBOE HANMEHOBAHUE U TEXHUYECKYIO XapAKTEPUCTHUKY
MEIUITMHCKOTO U3/IeNUs ISl TMarHOCTUKHU BHE KUBOTO opraHusma (in vitro),
pOU3BOIMMbIE Ha TeppuTopun Pecriyonnku Kazaxcran B pamkax J0JITOCPOYHBIX
JIOTOBOPOB MOCTaBKH, 3aKII0YEHHBIX ¢ EnunabiM quctpudbioTopom B pamkax 'OBMII u
() B cucteme OCMC Ha nepednciIeHHOE BBIIIE MEAUITUHCKOE U3/IETHE.

noJbkHOCTh noanuch GUO. (mpu ero Haauyun)
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[Ipunoxenue 13
K [IpaBUJIaM PETUCTpaLUU
JIEKapCTBEHHBIX CPEJCTB
Y MEIULUHCKHUX U3JIETUI
10 MPUHIHUITY «ETUHOTO OKHA

Hepeqenb JOKYMEHTOB, IPCAOCTABJIACMbBIX VI JKCIICPTU3bI IPOU3BOAUTECIAMU

PecnyOoimkn Kazaxcran

Nent HanmenoBanue 10KyMeHTOB

/mn

1 2

Yacrs | O0mmas noxkymeHrauus™

IAl. | Ceprudpuxar GMP (c ykazaHueM JaThl U pe3yJIbTaTOB IOCIEAHEH HHCIICKIIUKY HOTApHAILHO 3aCBUICTEILCTBOBAHHbIE) MIPH HAJTMYUH

I Ecnu B IpOM3BOICTBEHHOM IIPOLIECCE YYACTBYET HECKOJIBKO MPOU3BOAUTENCH TOKyMeHThI MyHKTOB IA2, IA3, 1A4 npenocraBisiiotcs

A2. Ha BCEX YYaCTHUKOB IIPOU3BOJICTBA

I JIMIeH3MOHHBIH TOTOBOp (COTIAIlICHHE) Ha TIPaBO MPOM3BOJICTBA (10 HCTEUCHHUS CPOKa JCHCTBHS TaTeHTa HAa OPUTHHAIBHBIN Mpera-

A3. par)

I OXpaHHbIH JTOKyMEHT Ha U300pPETEHHE W MOJIE3HYI0 MOJISNIb OPUTHHAIBHOTO JISKAPCTBEHHOTO CPeICTBA (IPEAOCTABISETCS ATCH-

A4. TOOOIaIaTeIeM OXPAHHOTO JIOKYMEHTA B JICKTPOHHOM (hopMaTe), OXpaHHBIN TOKYMEHT Ha TOBAapHBIN 3HAK (B JIEKTPOHHOM (hopma-
Te)

I Jlexnapauus ot npou3BOAMTENS (AEpHKATENs PETUCTPALMOHHOIO YA0CTOBEPEHHMS ) IUCbMO O HEHAPYIICHUH UCKITIOYNTENIbHbIX [IPaB

AS. TPETHUMH JIMI[AMH Ha H300peTeHNE WITH TIOJIC3HYI0 MOJIEIh (IIPEIOCTABIISIETCS TIPH SKCIIEPTH3E FEHEPHIECKOT0 JISKAPCTBEHHOTO Tpe-
rapara)

I JIOKYMEHT, MOATBEePIKAAIOLINI KaueCTBO FOTOBOTO MPOIYKTa TPEX IMPOMBILLICHHBIX cepuil (cepTu(HKaT aHaIN3a, MPOTOKOJ aHAJIU-

A6. 3a), OfIHa Cepusi KOTOPOTO COBIAAET C cepHeil 00pasia JIeKapCTBEHHOTO CPEICTBA, OJAHHOTO Ha PETHCTPALIHIO

I JIOKYMEHT O IpHOHOBOI 6€30MaCHOCTH Ha BEIIECTBA KUBOTHOTO HPOUCXOXKICHUSI OT IIPOU3BOAUTEIS

A7.

I Jlexnapanusi 0 TOM, YTO B MPOEKTAX OOLIeH XapaKTepPUCTHKE JIEKapCTBEHHOTO Mpernapara U HHCTPYKIMH [0 METUIUHCKOMY ITPUMe-

AS. HEHHIO JISKAPCTBEHHOTO Cpe/IcTBa (JcTok-BKiaabii) (nanee — OXJIT u Uucrpykuus JIC) Bocnipon3BeeHHOT0, THOPHIHOTO HITH
OroaHaIOrnyHOro (OMONMOAOOHOI0) JIEKapPCTBEHHOIO Mpenapara OTCyTCTBYIOT oTianyus ot aeiictByrommnx OXJIT u Uucrpykuus JIC
OPHUTHHAIBLHOTO (pe(hepeHTHOr0) JIEKapCTBEHHOTO Iperapara, 3a HCKII0YeHHEM OTIHYHil HHYOPMALUK O TPOU3BOUTENE, CPOKE I'OJI-
HOCTH, COCTaBE€ BCIIOMOTaTeIIbHBIX BEIIECTB HE3HAUMMBIC PAa3INyusl B OMOJOCTYITHOCTH MM (hapMaKOKHHETHKE.

1A Pesrome (10 5 crpanui) 000cHOBaHU# 1 (HaKTOB, MOKA3bIBAIOIIIX, YTO JEKAPCTBCHHBIH MpenapaT sBISeTCsS BOCIIPOU3BEICHHBIM, I'H-

9. OpHIHBIM WITH OMOAHAIOTUYHBIM (OMOTIOTOOHBIM) JISKAPCTBEHHBIM MIPETIApaTOM COOTBETCTBYIOIIETO OPUTHHAIBHOTO (OHOIOrHYeCcKO-
T0) JIEKApCTBEHHOTO MpernapaTa.

L.B. TIpoekt o61eit xapakrepuctuku jgekapctBerHoro cpeactsa (OXJIC) B anekrporHoM Buje B popmarte "doc (10k)" Ha Ka3aXCKOM U

l. PYCCKOM sI3BIKax

L.B. TIpoeKT HHCTPYKIMH [0 MEIUIMHCKOMY PUMEHEHHIO (JINCTOK-BKJIAJIBIII) B 3JICKTPOHHOM BHJie B (hopmate "doc (10K)" Ha Ka3ax-

2. CKOM U PYCCKOM sI3bIKaxX

1.B. | Tekcr MapkupoBKH JUisi IEPBUYHON U BTOPUYHOM YIIAKOBOK, CTHKEPOB, STHKETOK Ha Ka3aXCKOM U PYCCKOM SI3bIKaX

3.

1.B. L[BeTHBIC MaKETHI TOTPEOUTENHCKHUX YITAaKOBOK, STUKETOK, CTHKEPOB B AJIEKTPOHHOM BHJIE B popMmare "jpeg (ukumer)"

4.

1.B.
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IMoctpounoe (pacronoxkeHHoe napajulesibHO Ha 0HOM sucte) cpaBHeHue aeictByrommx OXJII u Uuctpykuus JIC opuruHaisHoro
(pedepenTtHOTrO) NeKapcTBeHHOTO Npenapata 1 npoektos OXJII n Muctpykims JIC Bocnpon3BeeHHOT0, THOPHUIHOTO WITH OHoaHa-
JIOTUYHOTO (OMONOI00HOT0) JISKAPCTBEHHOTO IIpernapara ¢ BbIJeJIeHHEM i 000CHOBAaHHUEM BCEX OTIMYHM.

1.B. | BemomocTb u3MeHeHU# ¢ yka3aHUEM ITOCTPOYHO PACIIOI0KEHHOTO CPABHEHHSI BHOCUMBIX H3MEHEHUIT C yTBEPIKICHHOI BepCcUei.

6.

I.C Macrep daiin cucteMsl hapMaKkoHaI30pa AEPKATEIS PETUCTPALMOHHOTO YAOCTOBEPEHHsI (TIPECTABISAETCS B CITydae, Koraa Jepika-
TeJb PErUCTPALIMOHHOTO yJOCTOBEPEHUSI BIIEPBbIC MOAAET 3asBKY Ha PErHCTPALMIO JICKApPCTBEHHOTO Iperapara) MiIn KpaTkas Xapak-
TEPUCTHKA CHCTEMBI (JapMaKOHaI30pa JAepxkaTels peruCTPAMOHHOTO YAOCTOBEPEHH S (IIPH IepeperucTpaliii) BKIIOYAtOLIas: HH-
(hopMaLuIo 0 TOM, 4TO JIepKaTellb PErUCTPAaLMOHHOTO yJOCTOBEPEHHUS UIMEET B CBOEM PACIIOPSHKEHUHU YIIOJTHOMOYEHHOE JIUIIO 32 IJI0-
OanpHbIA (papMakoOHAI30p; KOHTAKTHBIE JaHHBIC YITOJHOMOYSHHOTO JIMIIA 33 TII00AIbHBIA (hapMaKkoHaa30p; ACKIapaltio, ITOIHCAH-
HYIO JIepKaTelieM PperuCTPalMOHHOrO YA0CTOBEPEHHUS O TOM, YTO OH UMEET CHCTeMy (hapMaKoHaJ30pa IJisl BHIIOJHEHHUS 33124 U 005-
3aHHOCTEH 110 MOCTPETHCTPALMOHHOMY KOHTPOJIIO 0€30I1aCHOCTH JIEKAPCTBEHHBIX CPEJICTB; CCBHUIKY Ha MECTO (aJpec), I/ie XPaHUTCs
MacTep-}aiis cucTeMsl papMaKkoHaA30pa.

I.C Ileproauyecku OOHOBIIEMBII OTYET 11O 6€30MaCHOCTH (IIPU NEPEePEerucTpaLyu)

1

I.C Inan ynpaBneHust puckamu (JU1si OpUIHHAIBHOTO JISKAPCTBEHHOTO IIpernapara, OnolIoru4eckoro, 6M0aHaJoOrHyHOro, OUOTEXHOIOTH-

2 YECKOT0, a TAK)KE€ NMMYHOJIOTHYECKOTO JIEKapPCTBEHHOT'O IIperapara)

I.D JIOKyMeHT, ITOATBEPKAAIOMINH, YTO AepKaTeNlb PETUCTPALIOHHOTO YOCTOBEPEHHUS HMEET YIIOJIHOMOYEHHOE (KOHTAKTHOE) JIAIIO 3a
(apmakoHa30p Ha TeppuTopun Pecryonuku Kasaxcran

Yacrs I Xumnueckas, papmaneBTHUecKast 1 OMOIOTHYeCKas JOKyMeHTaIus*

1I ConepxaHnue

IIA | Cocras

I KauecTBeHHBIH 1 KOINUECTBEHHBIH COCTaB JICKApPCTBEHHOTO Tpernapara (aKTHBHbBIE, BCIIOMOTaTeIbHbIE BELIECTBA, COCTAB 000JI0UKU

Al TaOJIETKU WM KOPITyCa KarcyJibl)

II JIoOKyMeHT, HOATBEP KIAIOIINN Ka4eCTBO YIIAKOBOYHOTO U YKYHOPOYHOTO MaTE€PHUAIOB TOTOBOTO MPOAYKTa

A2

I dapmareBTuyeckas pazpadorka (onucanne ADPC, BCrioMoraTeabHBIX BEIIECTB, pa3paboTKa JIeKapCTBEHHOTO Mperapara B CpaBHe-

A3 HUH ¢ OpUTHMHHUANBHBIM (pedepeHTHbIM) penapaToM (B Cilydae, €ciu FeHeprK), pa3paboTka NPOU3BOICTBEHHOIO MIPOLEcca, COBME-
CTHMOCTH KOMITOHEHTOB, M3JIUIIKH, CTAOMIBHOCTH, MUKPOOHOJIOTHYECKas YHCTOTA)

IIB CBezieHHs 0 IPON3BOJICTBE!

II TIPOM3BOACTBEHHAs hopMmyIia

B1

I OIMCAHUE TEXHOJIOTHHU ITPOU3BOACTBA

B2

1I KOHTPOJITb B MPOILIECCE TPOU3BO/ICTBA (OMIEPAIlMOHHBIN KOHTPOJIB)

B3

I BaJIMJALMS IPOM3BOJICTBEHHBIX POLECCOB (BaINAALUS NPOLECCOB, IIPOBOAUMBIX B ACENTHYECKUX YCIOBHSX, BKIIOYAST MOJEIHPO-

B4 BaHME Tpoliecca ¢ UCIOIb30BaHUEM TUTATEIbHON Cpe/ibl (HAITOJTHEHUE TUTATEIbHBIMH CPEIaMH)

IIC | MeTombl KOHTPOJIS UCXOJHBIX MaTCPHAIOB

II aKTUBHas CyOCTaHIUS

Cl1

I JIoKyMeHT, ITOATBEP)KAAIOMINI Ka4eCTBO aKTUBHOT'O BEIIECTBA TPEX MTPOMBIIUICHHBIX CEpUH (CepTU(HKAT aHaM3a CYOCTaHIIUK OT

C TIPOU3BOAUTEINS, CEPTUPUKAT COOTBETCTBUSI MOHOTpaduu EBporneiickoii @apMakorneu, IpOTOKOI aHAIN3a, aHATUTHISCKHUH MacopT)

1.1

1II BCIIOMOTaTeIbHBIE BEIECTBA

C2

I cepTU(UKATBI KAYeCTBA Ha BCIIOMOTaTeNIbHbIE BEIECTBA

C

2.1
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I YIIaKOBOYHBIN MaTepHa (IIepBUYHAs U BTOPUYHAS YIIAKOBKA)

C3

I cepTU(UKATBI KA4eCTBa YNAaKOBOYHOTO MaTepuala ¢ NPHIOKEHHEM JOKYMEHTOB, PErIIaMEHTHPYIOLINX HX KaueCTBO

C

3.1

IID | MeTomsl KOHTPOJISI KAYECTBA MPOMEKYTOYHBIX MPOAYKTOB (IIPU HEOOXOAUMOCTH)

ITE crierMpHKaIMs Ka4ecTBa U METOAUKH KOHTPOJISI TOTOBOTO MPOIYKTA C ayTEHTHYHBIM NIEPEBOJIOM C SI3bIKA POU3BOAUTEIIS Ha pyc-
CKHI1 s13bIK

ITE HOPMATHBHBIH JOKYMEHT IPOU3BOAUTEINS 110 KOHTPOJIIO KauecTBa  0€30MaCHOCTH JISKAPCTBEHHOT'O CPE/ICTBA B DJIEKTPOHHOM BHJIE B

1 ¢dopmare "doc (10K)", OSICHUTENbHAS 3aITUCKA K HEMY

IE BaJIM AL METOIMK UCIIBITAHUH JIEKapCTBEHHOTO NpenapaTa (IpH NepeperucTpaliy JOMOJIHUTEIbHO KOIUIO HOPMATHBHOTO JOKY-

2 MEHTa 110 KauecTBY, yTBepkaeHHoro B Pecrrybnuke Kazaxcran)**

ITF Ppe3yJIbTaThl UCTIBITAHUS CTAOMIIBHOCTH HE MEHEE YeM Ha TPEX IPOMBIIIICHHBIX HIIH ONBITHO-TIPOMBIIUICHHBIX (IMJIOTHBIX) CEPHIX

IIG | cenenus o npoduiie pacTBOpeHHs (A1 TBEPABIX HO3UPOBAHHBIX JIEKAPCTBEHHBIX (HOPM)

IIH JIaHHBIC KOHTPOJIS Ha )KMBOTHBIX

IIK | naHHBIE IO BEPOATHON OIACHOCTH JUISl OKPY KaIOLIeH Cpeibl JUIsl IIPernapaToB, COAEPHAIUX IeHETHUECKH U3MEHEHHbIE OPraHU3MbI

IIL. | nononnurensHas uHGOpPMAaLUs, IOATBEPKAAIONIAs KAYeCTBO (IIPU HEOOXOIUMOCTH)

Yacrs III. ®apmakonoruueckast ¥ TOKCHKOJIOTHYECKAs JOKYMEHTAIUs

I1I. Conepxanue

111 JlaHHBIE 110 TOKCUYHOCTHU (OCTPOW M XPOHMYECKOH), (MEUIIMHCKUAI NMMYHOONOJIOTHYECKHH TIperapaT - TOKCHYHOCTh IIPU OJHOKpaT-

A. HOM BBEJICHUY U BBEJCHUH ITOBTOPHBIX J103)

11 BnustHue Ha penpoNyKTUBHYIO (DYHKIIUIO

B.

I JlaHHBIE 10 SMOPHOTOKCHYHOCTH M TEPATOTCHHOCTH

C.

I JlaHHBIE 110 MyTareHHOCTU

D.

I JlaHHbIE 110 KaHLEPOT€HHOCTH

E.

11 dapmakorHaAMUKa (JUIs1 MEJUIIMHCKUX T€HHO-OMOJIOTHUECKHUX MIPENapaToB — pe3yJIbTaThl HCCISOBAHMS PEAKTOI€HHOCTH)

F.

I DapMaKkOKHHETHKA (U1 MEAUIIMHCKUX IMMYHOOHOJIOTHYECKUX TIPETIapaToOB — pe3yiIbTaThl CHEHU(PUIECKOH aKTUBHOCTH)

G.

I JlaHHBIE 0 MECTHO-pa3IpakaloIieM ASHCTBUH (U1 MEJUIIMHCKUX HMMYHOOHOJIOTHUECKHUX MIPENapaToB — Pe3yJIbTaThl HCCIEJOBAHUS

H. MMMYHOT€HHOCTH )

m JlononHuTenpHas HHpOPMALUs, MOATBEPKAAIOIIas 6€30MacHOCTD (MIPH HEOOXOTIUMOCTH )

Yacte [V. Kniuanueckas qokyMeHTarms***

IV. Conepxanue

v JlanHble 1o KIMHUYECKO# (hapmakonoruu (papMakoguHaMKKa, papMaKOKHMHETHKA)

A.

v Knunnueckas, iMmyHosoruueckast 3(hexTuBHOCTb

B

v Juarnocrugeckast 3 GpeKTHBHOCTD

C

v Pe3ynpTaThl KIMHUYECKUX MCCIICAOBAHUH (MCIIBITAHMI), HAYYHBIC ITyOJIMKAIINH, OTYETHI
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v JlaHHbIE TOCTPErUCTPALMOHHOTO OIBITA (IIPU HATUYUH)
D1
v JononnurensHas nHdopmanus, noarsepkaatomas 3pGeKTHBHOCTh
E
[Tpumeuanue:

* [Ipu mepeperucTpaliuy oCymecTBiIsieMol B cooTBeTcTBUU [IpaBmamu
rOCyapCTBEHHOM PErUCTPaLNK, IEPEPETUCTPALIMU JIEKAPCTBEHHOTO CPEICTBA WIIH
MEIUIMHCKOTO U3AENHsI, BHECCHUS U3MEHEHUM B PETUCTPALIMOHHOE JOCHE
JIEKapCTBEHHOI'O CPEJICTBA UM MEAUILIMHCKOTO U3IEINS IPeaocTaBissoTcs yactu [ u 11
JTAHHOTO MEPEYHS.

** Jlns hapMaKOIMeHHBIX METOAMK MTPEIOCTABIISIOTCS TaHHBIE BEPU(PUKAIIHH.

*4* yTBEp KICHHBINA IPOTOKOJ UCCIAEAOBAHMS, YTBEPKACHHBIA OTUYET UCCIIET0OBAHMS,
paspenieHre peryJsTOpHOro OpraHa Ha IPOBEJIEHUE UCCIe0BaHusl (MIPU HAIMYWN),
0J100peHHE AITUYECKON KOMUCCUU, KOTIHIO JJOTOBOPA CTPAXOBAaHUS OTBETCTBEHHOCTH
CIIOHCOpA B CIIy4ae MPUUMHEHUS Bpe/ia )KU3HH U 3/I0POBBIO CyOBEKTa UCCIIEOBAHNUS,
KOIUU UHANBUIYAJbHBIX PETUCTPALMOHHBIX KAPT CyOBEKTOB UCCIAEAOBAHUS (151
MEXKTyHapOIHbIX, MHOTOLIEHTPOBBIX KJIMHUYECKUX HuccienoBanuii 20 %),
XpOMaTorpaMMBI (TIpY MPEIOCTABICHUHU UCCIIEI0BaHNS OMOIKBUBAIIEHTHOCTH ), KOTIHH
JIOTOBOPOB MEXKY CIIOHCOPOM KJIMHUYECKOTO UCCIIEI0BAHUS U UCCIEA0BATEIbCKUM
HEHTPOM (KOHTPAKTHOM HCCIIeIOBATENBCKOM Opranu3aiyeii) (B ciiyqae HEOOX0UMOCTH
1ocJie U3bATH KOHPUICHIIMAIbHOU HH(pOpMaIUN).
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[Ipunoxenue 14
K IIPaBWJIAM PETUCTPALIUU
JIEKapCTBEHHBIX CPEJICTB
Y MEIULIMHCKUX U3IEIUN
110 IPUHLUITY «EIHUHOTO OKHa»

[lepeueHs TOKYyMEHTOB, IPEIOCTABISEMBIX ISl SKCIEPTU3HI B opmaTe OO111ero
TEXHUYECKOI'0 JJOKYMEHTA

Ne /it | HaumeHnoBaHnue J0KyMeHTOB

Mopayis 1.*

1.1. OO0uias JOKyMeHTalus

1.2.1. Ceprudukar Ha GpapMalieBTHUECKHI TIPOAYKT COTJIACHO PEeKOMEHIaluu BeceMupHOit opranusaiu 37paBooxXpaHeHus (HoTapualib-

HO 3aCBH/IETEIbCTBOBAHHBIN) (py Hannuuu) win CepTudukar (perucTpallMOHHOE YA0CTOBEPEHHE) O PETUCTPALIMHU B CTPaHe-Ipo-
u3BoAuTENe (HOTApHAIbHO 3aCBUAETENbCTBOBAHHBIH (IIPU HATMYNH)

Ceprudpuxatr GMP (c ykasaHueM JaThl U pe3yJIbTaToB MOCIIEIHEH HHCIEKIMHU ) (HOTapUaIbHO 3aCBHU/ICTEICTBOBAHHBIN) HIIH al-
pec caiita peecTpa BbIaHHBIX YIIOJTHOMOYEHHBIM OPTaHOM CEPTU(GUKATOB COOTBETCTBHUS TpeboBanusiM GMP (Hampumep,
EudraGMP) B (b opMaiioHHO-KOMMYHUKaMOHHOH cetn "UHTepHet"

1.2.2. JIneH3OHHBIN TOTOBOP (COrMalleHUe) Ha MPAaBO MPOM3BOACTRA (/10 UCTEUEHHS CPOKa ICHCTBHSI MATEHTa Ha OPUTUHATIBHBIN TIpe-
mapar)
1.2.3. CBezleHusI 0 PeriCTpaliy JIEKapCTBEHHOTO CPEJICTBA B IPYTHX CTPaHAX C YKa3aHHEM HOMEepa M JIaThl PErHCTPALMOHHOTO YA0CTO-

BEPCHUA (I/IJ'[I/I KOITNH CepTI/I(bI/IKaTa WJIN pErucTpaljuoHHOTrO yI[OCTOBepeHI/Iﬂ)

1.2.4. Komnus oxpaHHOro JOKyMeHTa Ha TOBapHbIH 3HAK

1.2.5. Jlekiapanus o TOM, YTO B IIPOEKTax OOLIeH XapaKTepUCTHKE JISKAPCTBEHHOTO Ipernapara i MHCTPYKIUHU 110 MEAULIMHCKOMY IpHU-
MEHEHHIO JIEKapCTBEHHOTO cpecTBa (McTok-BKiIansi) (nanee — OXJIIT n Unactpyknus JIC)Bocnipon3BeeHHOT0, THOPHIHOTO
niH 6M0aHAIOTHYHOTO (OHOIIOTO0OHOr0) IEKapCTBEHHOTO IIperapara OTCYTCTBYIOT oTnuuns ot AeiicTByrommx OXJIIT u MHCTpyK-
uun JIC opuruHansHOTO (pehepeHTHOr0) JIEKapCTBEHHOTO Mperapara, 3a HCKIF0YCHHEeM OTJINYUi HHPOPMAIIUU O TPOU3BOAUTE-
JIe, CPOKE TOJHOCTH, COCTaBE BCIIOMOTaTeIbHBIX BELIECTB HE3HAYNMBbIE Pa3IM4usi B OMOLOCTYITHOCTH WK (hapMaKOKHHETHKE.

1.2.6. Pestome (10 5 cTpanuil) 060CHOBaHUiT U (PaKTOB, MOKA3BIBAMOIIMX, YTO JIEKAPCTBEHHBIH MpENapar siBISICTCS] BOCIIPOM3BEICHHBIM,
THOPHIHBIM HITH OHOAHAIOTHYHBIM (OHOIOTO0OHBIM) JIEKAPCTBEHHBIM IPENAapaToOM COOTBETCTBYIOIIETO OPUTHHAIBLHOTO (OHOIOTH-
YeCKOro) JIEKapCTBEHHOTO Iperapara.

1.3. OO0m1as XapaKTeprCTHKA JIEKapCTBEHHOT'O CPEACTBA, HHCTPYKIHS 110 MEIUINHCKOMY NPUMEHEHHIO (JINCTOK-BKIIAIBINI ), MAPKHPOB-
Ka (I[BETHBIC MAKETHI):

1.3.1. OO1mast xapakTepUCTHKa JIEKapCTBEHHOT'0 IIpernapara ¢ 1aToi MOCIeAHETO IepecMOoTpa

1.3.2. YTBepkAeHHAS HHCTPYKIHS 0 MEUIIMTHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOTO CPEACTBA (I OpraHn3aluii-IpoN3BOANTENCH
crpan ConpyxectBa HezaBucuMbix ['ocynapcTs), 3aBepeHHast opraHu3anueii-npon3BOAUTEIIEM

1.3.3. [poexTs! 001eit XapakTepucTHKU JekapcTBeHHOro cpeacta (OXJIC), MHCTpYKIUH 10 MEUIMHCKOMY IPUMEHEHHIO JIeKap-
CTBEHHOT'O CPe/ICTBA (JINCTOK-BKJIAIBIII) HAa KAa3aXCKOM U PYCCKOM sI3bIKax

1.3.4 TexcT MapKUpPOBKY MEPBUYHON U BTOPUYHON YIAKOBOK, ITUKETOK, CTHKEPOB Ha Ka3aXCKOM M PYCCKOM SI3BIKaX

1.3.5. L[BeTHBIC MaKeTHI MOTPEOUTENBCKHUX YIIAKOBOK, STUKETOK, CTHKEPOB B AJIEKTPOHHOM BHJIe B popmare jpeg (mKurer) B Maciirade
1:1

1.3.6. IocTpouHoe (pacroiokeHHOE NapajuIesIbHO Ha OHOM Jinucte) cpaBHenue aeictByroumx OXJII u Mucrpykuuu JIC opurnHanb-

Horo (pedepeHTHOr0) JTekapcTBeHHOTo npenapara u npoektoB OXJIIT n Mucrpykunu JIC Bocripon3BeJeHHOTO, THOPUIHOTO TN
OroaHaIOrnyHOro (6MONOJ0OHOT0) JIEKAPCTBEHHOTO NIperapaTa ¢ BhIJeJICHHEM 1 000CHOBAaHHEM BCEX OTIIMUHUM.

1.3.7. BenomocTs n3menenuii ¢ YKazaHUEM ITOCTPOYHO PACIIOIOKEHHOT'O CPAaBHEHUS BHOCUMBIX M3MEHEHUH ¢ yTBep)K[[eHHOﬁ BepCHeﬁ.

1.4. Wudopmanmst 06 sxcreprax
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1.4.1. Hudopmanust 06 sxcrepre Mo Ka4ecTBy

1.4.2. Wudopmanus 006 3KcriepTe Mo JOKINHUIESCKUM JaHHBIM

1.4.3. Wudopmanus 006 sKcriepTe N0 KIMHUYECKUM JaHHBIM

1.5. OreHKa MOTEHIIMAIBHOM OITAaCHOCTH JUTSl OKPY KAIOIIEH Cpe/Ib

1.5.1 JlexapcTBeHHEBIE TIpenapaThl, COAEPIKAIHE HIIH MOJTyYCHHBIE H3 TeHOMOU(PHUIIPOBAHHBIX OPraHI3MOB

1.6. Wudopmanus oTHOCHTENBHO (hapMakoHa30pa yciyronoiyyarens B Pecriy6nuke Kazaxcran

1.6.1 Macrep daiisn cucTeMsl papMaKoOHaA30pa AepKaTellsi pETHCTPALMOHHOTO YAOCTOBEpEHHsI (TIPEICTaBIISICTCS B CITydae, Korja Jaep-
JKaTellb PETUCTPAIIIOHHOTO YIOCTOBEPEHUS BIICPBBIC ITOJACT 3asiBKY Ha PETHUCTPAIMIO JIEKapCTBEHHOT'O MperapaTa) Win KpaTkas
XapaKTePUCTHKA CUCTEMBI (hapMaKOHAI30pa JIepKaTellsl PEruCTPAlMOHHOTO yIOCTOBEPEeHUsI (TIPHU MepeperucTpaint) BKIIOYak0-
1asi: J0Ka3aTeIbCTBO TOTO, YTO JIepIKaTellb PErMCTPALIMOHHOTO YJOCTOBEPEHHUSI UIMEET B CBOEM PACIIOPSDKEHHHU YIIOTHOMOYEHHOE
JIMLO 3a T100abHbIH (hapMaKoHaA30p; KOHTAKTHBIE JaHHbIE YIIOJIHOMOYEHHOTO JIMIA 32 II100aibHbIi (hapMaKkoHaa30p; JeKiIapa-
LU0, IOANMCAHHYIO JIepyKaTeJIeM PEernCTPalMOHHOTO YJOCTOBEPEHHUS O TOM, YTO OH UMEET cUcTeMy (hapMakoHa30pa JUis BBIIIOJI-
HEHMS 3a/1a4 ¥ 0053aHHOCTEH 110 MOCTPETUCTPAOHHOMY KOHTPOJIIO 0€3011aCHOCTH JIGKaPCTBEHHBIX CPEJICTB; CCHUIKY Ha MECTO
(aapec), re xpaHuTcs MacTep-haiii cuctemMsl hapMakoHaa30pa

1.6.2 INepuoaudecku 0OHOBIIAEMBII OTUET 110 G€30MACHOCTH (IIPU MEPEPETUCTPALIUH)

1.6.3 [Tnan ynpasieHus: puckaMu (Uit OpUTHHAIBHOTO JISKAPCTBEHHOTO MpernapaTa, OnoaHaIOrHYHOT0, OHOJIOrHYECKOr0, OHOTEXHOIO-
THYECKOTO0, a TAKKe UMMYHOJIOTHYECKOTO JIEKapCTBEHHOT'O Iperapara)

1.6.4 JIoKyMeHT, OATBEP KON YTO [IepiKaTeIb PErHCTPAIIMOHHOTO YI0CTOBEPEHHS HMEET YITOTHOMOUYCHHOE (KOHTAKTHOE) JIHIIO
3a (hapmakoHaa30p Ha TeppuTopun Pecryonuku Kazaxcran

Monyns 2.*
Pestome 00111er0 TEXHUUECKOT0 JOKYMEHTa

2.1. Cogeprxanue moayneit 2-5

2.2. Beezenue B 001Hi TEXHUYECKHUN TOKYMEHT

2.3. OOuuii OTYET MO KauecTBY

238 AKTUBHAs (hapMalleBTHIECKast CyOCTaHIUS

2.3.8.1 O6uias nHbopMAIHs

2.3.5.2 [IpouzBoacTBo

2383 XapakTepucTuka

2.3.5.4 KoHTposs akTHBHOTO BelecTBa

2.3.8.5 CrannapTHbIe 00pas3Ibl WK BELIECTBA

2.3.5.6 | Cucrema ymnakoBka (yKynopka)

2.3.8.7 | CrabunbHOCTD

2.3.P JlexapcTBeHHBIH Mpenapar

2.3.P.1 OrnucaHue ¥ cOCTaB JIEKAPCTBEHHOTO Mpenapara

2.3.P.2 | dapmareBTuueckas pazpadoTKa

2.3.P3 [IpouzBoacTBO

23.P4 KonTpones BcmomorateabHbIX BEIIECTB

2.3.P5 KonTpons nekapcTBeHHOr0 IpenapaTa

2.3.P.6 | CrangapTHbie 00Opa3iibl UK BEIICCTBA

2.3.P.7 | Cucrema ynakoBka (yKymnopka)

2.3.P.8 | CrabunbHOCTD

2.3.A JlononHeHus

2.3.A.1 | TexHuueckue cpencTsa u 000pyIOBaHHE

2.3.A.2 | Ouenka 6e30MaCHOCTH OTHOCHTEIHHO MOCTOPOHHUX MUKPOOPTaHU3MOB

2.3.A.3 | HoBsle BcrioMoraresbHbIE BEIIECTBA
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23R PeruonanbHast nHpopmarus

2.4. 0030p TOKIMHUYECKUX JTaHHBIX

2.5. 0O030p KIMHIYECKHUX JaHHBIX

2.6. Pe3tome 110 TOKITMHUYECKUM JaHHBIM

2.6.1. Pe3tome (hapmMakonoruyeckux AaHHBIX B TEKCTOBOM (hopmare

2.6.2. Pestome papmMakoIorHyeckruX JaHHBIX B BU/E TaOIIHII

2.6.3. Pe3tome (hapMakOKMHETHUECKHX JaHHBIX B TEKCTOBOM (hopmaTe

2.6.4. Pestome (hapMaKOKMHETHYECKHUX TAHHBIX B BHIE TaOJIHIL

2.6.5. Pe3toMe TOKCHKOIOrHYeCKHX JaHHBIX B TEKCTOBOM (hopmarte

2.6.6. Pe3roMe TOKCHKOJIOTHUECKUX JAaHHBIX B BUJIE TAOJIHIL

2.7. Pe3ioMe KIMHUYECKUX TaHHBIX

2.7.1. Pestome 6HoapMarieBTHYECKHUX HCCIICOBAHNI U CBI3aHHBIX C HIMH aHAINTHYECKAX METOJIOB

2.7.2. Pe3tome ucciie1oBanuii 10 KIMHUYECKOH (apMaKoIoruu

2.7.3. Pe3tome 1o kiuHU4eckoit addexruBHoCTH

2.7.4. Pe3tome 110 KIMHUYECKOH Oe30macHoCTH

2.7.5. Kormust HCHONIB30BaHHBIX JIUTEPATYPHBIX HCTOYHHKOB

2.7.6. Kopotkue 0030ps! HHANBUTYaTbHBIX NCCIICIOBAaHHUN

Monyns 3. KayectBo*

3.1. Copnepxanue

3.2. OCHOBHBIE TaHHbIE

3.2.8. JlexapcTBeHHas cyOcTaHIMs (U151 IEKAPCTBEHHBIX MIPENapaToB, KOTOPHIE CoAepKaT 0oJiee OJJHOr0 aKTMBHOTO BELIECTBA, HHPOP-
Manus IPeOCTaBIISIETCS B IIOJTHOM 00beMe OTHOCHTEIIBHO KaXKI0r0 U3 HUX)**

3.2.8. O6m1as nHpopMansT**

1.

3.2.8. Ha3Banue**

1.1.

3.2.8. Crpykrypa**

1.2.

3.2.8. OO01mue cBoiicTBa**

1.3.

3.2.8. [IpousBoxcTBO

2.

3.2.8. [MpousBoauTens**

2.1.

3.2.8. Omnmncanne MPON3BOACTBEHHOTO TPOIEcca U €r0 KOHTPOIIb

2.2.

3.2.8. KoHTpons HCXOTHBIX MaTepHaOB

2.3.

3.2.8. KoHTposb KpUTHUECKUX ITanoB U MPOMEXKYTOYHOM NMPOIYKIHUU

2.4.

3.2.8. Banunanust npouecca u (MIH) €ro oleHKa

2.5.

3.2.S. Pa3paboTka npon3BOICTBEHHOTO Iporecca

2.6.

3.2.8. Xapakrepuctuxa**

3.
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3.2.8. Jloka3aTenbCTBO CTPYKTYPhI M XapaKTePUCTHKU
3.1.

3.2.8. IMpumecn™*

3.2.

3.2.8. KoHnTpounb akTHBHOTO BeniecTBa**

4.

3.2.8. Crerudukarms**

4.1.

3.2.8. AHaIUTHYECKHE METOAUKHA™ *

4.2.

3.2.8. Banunanuys aHaIMTHYECKUX METOIUK* **

4.3.

3.2.8. AHanusbl cepuit**

44.

3.2.8. O0ocHOBaHKE crieH(UKALIN

4.5.

3.2.8. CranmapTHbIe 00pas3Ilbl WK BEIIECTBA

5.

3.2.8. Cucrema ynakoBka (ykymopka)**

6.

3.2.8. CrabunbHOCTE**

7.

3.2.8. Pe3tomMe OTHOCHTENIFHO CTaOMIIBHOCTH M BBIBOJBI* *
7.1.

3.2.8. [IpOTOKOJI MOCTPETHCTPALOHHOTO U3YUCHHUSI CTAOUIIBHOCTH M 00513aTENIbCTBA OTHOCHTENIBHO CTaOMIBHOCTU ¥
7.2.

3.2.8. JlaHHBIE O CTAOMIBHOCTH™ *

7.3.

3.2.P. JlexapcTBeHHBIH mpemnapar

3.2.P. Ornucanue ¥ cOCTaB JIEKAPCTBEHHOTO IMpenapara
1.

3.2.P. ®dapmarneBTruecKas pa3paboTka

2.

3.2.P. CocraBHbIC BEllECTBA JIEKAPCTBEHHOTO TIpernapaTa
2.1.

3.2.P. JlekapcTBeHHas cyOcTaHIMs

2.1.1.

3.2.P. BcnomorarensHble BelecTsa

2.1.2.

3.2.P. JlexapcTBeHHBIH mpemapar

2.2.

3.2.P. Pa3paboTka coctaBa

2.2.1.

3.2.P. Wznumiku

222.

3.2.P. DU3UKO-XMMHUYECKHE ¥ OMOJIOTMYECKUE CBOHCTBA
2.2.3.

3.2.P. Pa3paboTka MpoU3BOJCTBEHHOTO IpoIiecca

2.3.
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3.2.P. Cucrema ynakoBka (yKyIopka)

2.4.

3.2.P. MHuKpOOHOIOTHUECKUE XapaKTePHCTUKH

2.5.

3.2.P. CoBMeCTHMOCTD

2.6.

3.2.P. [IpouzBoacTBO

3.

3.2.P. Ipoussoautens (IIpoussoaurenn)

3.1

3.2.P. CoctaB Ha cepHIo

3.2.

3.2.P. Onwucanue NPOU3BOACTBEHHOTO TPOIecca U KOHTPOIIA IIporecca

3.3.

3.2.P. KOHTpOJIb KPUTHYECKHX ITAIOB M MPOMEKYTOYHOM MPOAYKIIUH

3.4.

3.2.P. Banunanus npouecca u (M) ero oreHka™***

3.5.

3.2.P. KonTpones BcmoMmorateabHBIX BEIIECTB

4.

3.2.P. Crenuduxanun

4.1.

3.2.P. AHaJIUTUYECKHE METOIUKN

4.2.

3.2.P. Banunaiuys aHaIMTHYECKUX METOIUK ¥ **

4.3.

3.2.P. OobocHOBaHKe crieu(UKAIHT

4.4.

3.2.P. BcnoMmorarenpHbIe BElecTBa YSI0BEUYECKOr0 U )KUBOTHOTO MPOUCXOKACHHS (TIPH KCIOIb30BaHuU BB %HUBOTHOTO MM YenoBeye-

4.5. CKOTO TIPOUCXOXK/ICHUS TIPEJOCTABISICTCS cepTU(UKATHI BUPYCHOM, OaKTEPUOIOTHYECKOl U IPHOHOBOI O€30IaCHOCTH)

3.2.P. HoBble BcrioMorarenbHble BEIIECTBA

4.6.

3.2.P. KoHTpoJs IeKapCcTBEHHOTO TpernapaTa

5.

3.2.P. Crneuuduxanus (Cnenuduxanin)

5.1

3.2.P. AHanuTHYEeCKHE METOIUKH

5.2.
VTBepKACHHBIII HOPMATHBHBIH JOKYMEHT 10 KOHTPOJIIO KauecTBa M OS30I1aCHOCTH B ANIEKTPOHHOM BHe B (popmare doc (mpu ne-
PeperucTparuy J0MOJHUTEIBHO KOITHIO YTBEPKICHHOTO HOPMaTUBHOTO JoKyMeHTa B PecrryOnuke Kazaxcran)

3.2.P. Banmuganus aHaTuTHYECKUX METOIUK

5.3.

3.2.P. AHanusbl cepuii

5.4.

3.2.P. XapakTepucTuKa npuMecei

5.5.

3.2.P. O6ocHoBanus crenudukamu(ii)

5.6.

CTaHHapTHI)Ie O6p33HI>I 1 BCUICCTBA
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Cakray KyHi
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3.2.P.

6.

3.2.P. CucreMa ynakoBka (yKyIopka)

7.

3.2.P. CrabwibHOCTh

8.

3.2.P. PesroMe 1 BBIBOA O CTaOUIIBHOCTH

8.1.

3.2.P. [IpoToKOI NOCTPETrHCTPALMOHHOTO H3Y4EHHsI CTA0MIBHOCTH M 0053aTENbCTBA OTHOCHTENILHO CTAOMIIBHOCTH

8.2.

3.2.P. JlaHHbBIE O CTAOMILHOCTH

8.3.

3.2.A. JlomoHeHMst

3.2.A. TexHuueckue cpeacTBa U 000py10BaHUE

1.

32.A. OneHka 6€3011aCHOCTU OTHOCHTENBHO IIOCTOPOHHUX MHKPOOPTaHU3MOB

2.

3.2.A. HoBrle BcmomorarebHbIE BEMECTBA

3.

3.2.R. PeruonansHas nHMOpMAIHst

3.3. Komnust ncnonp30BaHHBIX JINTEPATYPHBIX UCTOYHHUKOB

Mogayie 4. OTYeThI 0 JOKIMHUYECKUX (HEKITMHHUYECKUX ) HCCIIETOBAHMUSIX

4.1. Copeprxanue

4.2. OT4eTsl 00 UCCIIEIOBAHUIX

4.2.1. ®dapmakonorus

4.2.1.1. | TepBuunas hapmakogrHaAMUKA

4.2.1.2. | Bropuunas papmakoIuHaMHKa

4.2.1.3. | dapmakonoruyeckas 6€30MaCHOCTb

4.2.1.4. | dapmakogrHaMUYECKUe JIeKapCTBEHHBIE B3aUMOACHCTBUS

4.2.2. dapMaKOKHHETHKA

4.2.2.1. | AHanuTHYeCKHE METOAUKN M OTYETHI 110 BaTUIAIIUN

4.2.2.2. | AbcopOrust

4.2.2.3. | Pacmpenenenue

4.2.2.4. | Metabonuzm

4.2.2.5. | Dkckpeuus (BbIBe/IcHHE)

4.2.2.6. | dapMakOKHHETHYECKHUE JICKAPCTBEHHbIE B3aUMOACHCTBHS

4.2.2.7. | Hdpyrue GpapMakOKHHETHICCKUE UCCIICIOBAHMUS

4.2.3. Tokcukomnorus

4.2.3.1. | TokcHuHOCTH IPU OAHOKPATHOM BBEJCHUU

4.2.3.2. | TokcHYHOCTH IPU MHOTOKPATHOM BBEJCHUU

4.2.3.3. | 'eHOTOKCHYHOCTb (MH-BUTPO, HH-BHBO, TOKCHKOKHHETHUYECKAsI OL[CHKA)

4.2.3.4. | KanieporeHHOCTb (ZOJTOCPOYHBIC HCCIIETOBAHUS, KPATKOCPOUHBIE MIIA CPETHECPOUHBIC UCCIICIOBAHNS)

4.2.3.5. | PenpoaykTHBHAS U OHTOT€HETHYECKAs TOKCHYHOCTh: (PepPTUIILHOCTD M PaHHEe SIMOPHOHATIBHOE pa3BUTHE, IMOPHO-(eTabHOE pa3-
BUTHUE; NIPEHATAIBLHOE U IOCTHATAILHOE PA3BUTHE; UCCIISIOBAHNS, HA HETIOJIOBO3PEIOM IIOTOMCTBE C IOCIIeIYIOIUM Ha0JII0IeHu-
eM
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4.2.3.6. | MecTtHast IepeHOCUMOCTh

4.2.3.7. | Jpyrue ucciaeaoBaHusi TOKCHYHOCTH: aHTUTCHHOCTh, IMMYHOTOKCHYHOCTb, UCCIICAOBAHNS MEXaHH3Ma JICHCTBHS, JIeKapCTBCHHAs
3aBHCUMOCTb, METAOOJIUTBI, IPUMECH H JP.

4.3. Kormust HCHONIB30BaHHBIX JIMTEPATYPHBIX HCTOYHHKOB

Mopnyis 5. OTYeTHI 0 KITMHHYECKHUX UCCIEOBAHMAX U (VITH) MCIIBITAHMSX * % **

5.1 ConepxaHue

5.2. [MepedeHp Bcex KIMHUYECKUX UCCIIE0BaHMIl (MCIIBITAHMIA) B BUIe TaOIHIl (Ha3BaHHUE UCCIICIOBAHUI C IEPEBOJIOM Ha PYCCKHUIA
SI3BIK)

5.3. OTUeThI 0 KITMHIYECKUX NCCICOBAHUAX (MCIBITAHHX )

5.3.1. OT4eTs! 0 OnopapMaleBTHUSCKUX HCCICIOBAHUSX: OTYET UCCIIE0BAHUIT O OMOJOCTYITHOCTH; OTYET CPABHUTEIIBHBIX UCCIIEI0OBa-
HHH 10 OMOOCTYITHOCTH U OMOIKBHBAIICHTHOCTH; OTYET MO KOPPEJISIIUKM UCCIIeJOBAHUH HH-BUTPO, HH-BUBO; OTYET 110 OMOaHAIH-
TUYECKUM M aHAUTUTHYECKUM METOJIaM

5.3.2. OTueTsl uccieJ0BaHui 10 (PapMaKOKMHETHKE MPHU UCIOIB30BaHUH OMOMAaTEePHAIIOB YeJIOBEKa: OTYET MCCIIEIOBAHHIA CBSI3bIBAHUS
¢ GesIKaMu; OTYET UCCIIEA0BAHNI MEYEHOYHOT0 METa0O0IIM3Ma U B3aUMO/ICHCTBHIA; OTYET I10 UCCIIEI0BAHUAM C UCIIOJIb30BAHHEM
OHOMaTepHaIOB YeIOBEKa

5.3.3. OT4eTsl 0 (hapMaKOKHHETHUSCKUX UCCIICAOBAHMAX Y YETIOBEKA: OTYET MCCIeI0BaHMN (papMaKOKHHETHKH Y 3[I0POBBIX JI0OPOBOJIb-
LIEB ¥ UCCIICIOBAHUIO TIEPBUYHOM MEPEHOCUMOCTH; OTYET UCCIIEI0BaHUi (hapMaKOKHHETHKH Y TTAIIUCHTOB U UCCIICAOBAHHUIO Iep-
BUYHOI MIEPEHOCUMOCTH; OTYET UCCIIEI0BAHNIT BHYTpEHHETO (akTopa (hapMaKOKMHETHUECKUX MCCICIOBAHUN; OTUET UCCIIe0Ba-
HHH BHENIHero (akropa hapMaKOKUHETHYECKUX MCCICI0BAHUN; OTUET UCCIIeJOBaHUH (apMaKOKMHETHKU B PA3JIMYHbIX MOITYJIs-
LUSX

5.34. OTueTsl 0 (hapMaKOAMHAMUYECKHIX UCCIIEIOBAaHHUAX y YEJIOBEKa: OTUYET UCCIIeI0BaHUN (hapMaKOIUHAMHUKH U (hapMaKOKHHETUKH
((papmakoIHAMHKH) Y 37I0POBBIX TOOPOBOJIBIIEB; OTUET UCCIICIOBAHHUM (papMakoIHHAMUKH U (hapMaKOKHHETHKH ((hapMakouHa-
MHKH) y TIAl[HEHTOB

5.3.5. OTyetsl 00 nccinenoBaHny 3GHEKTUBHOCTH M OE30ITACHOCTH: OTYET KOHTPOJIUPYSMBIX KIMHUUECKUX MCCIICAOBAHUH I10 3asBIICH-
HBIM [IOKa3aHHUSM; OTYET HEKOHTPOJIMPYEMbIX KIMHHYECKHX UCCIIEIOBAHMUIT; OTYETHI aHAIN3a JaHHBIX 00JIee YeM OJJHOTO MCCIEI0-
BaHUS, BKJIIOYAs JI0ObIe (hOpMabHbIE MHTETPUPOBAHHBIC aHAIN3bI, METAaHAIN3bI M IEPEKPECTHBIC aHAIN3bI; OTUYETHI 110 IPYTUM
HCCIIEI0BAHUSIM

5.3.6. OTYeThI 0 MOCTPETUCTPALIIOHHOM OIBITE TPUMEHEHHUS

5.3.7. O0pa3ibl THIUBHIYAIBHBIX PETUCTPALMOHHBIX (OPM U HHAMBUAYaIbHBIEC CIIUCKH MAUCHTOB

5.4. Kormys ucnosib30BaHHbIX JIMTEPATYPHBIX HCTOYHHKOB

[Ipnmeuanue:

* IIpu nepeperucTpanuu J€KapcCTBEHHOTO CPEICTBA MPEAOCTABIIAIOTCS MOLyH 1-3.

3aKphIThIE YAaCTH Jpar MacTep - aia npeToCTaBIsSIOTCA M0 3aMPOCy IKCIIEPTHOM

OpraHU3alliU B XOJI€ IKCIIEPTHHIX padoT.

** JIpu nepepeructpali Npe1oCTaBIsIOTCA PE3YIbTaThl CTAOMIIBHOCTH, CEPTU(PUKATHI

KauecTBa (cepTu(UKAT aHATN3a, TPOTOKOJ UCTIBITAHUH) JIJISI CEPH, MPON3BEICHHBIX B

MOCTPErUCTPAIIMOHHBIN MepUOo] AKTUBHOM (hapMaleBTUYECKON cyOcTaHIuU 1 (MIIH)

JICKapCTBCHHOI'O ITpCIIapara. Ecau OTACJIBbHBIC YaCTU NOKYMCHTAINH HC BKIKOUYCHELI B

JI0ChE€, B COOTBETCTBYIOIIEM pa3zielie He0OX0AUMO MPEACTaBUThL 000CHOBaHUE. {75

penapaToB KUBOTHOI'O MPOUCXOXKICHHS B paznene 3.2.S Heo0X0AUMO MPe/ICTaBUTh

ciaeayromue JO0IMOJHUTCIIBHBIC CBCACHUA: TaHHBIC OTHOCHUTCIIBHO BHUd, BO3pacTa,

paluoHa >KUBOTHBIX, OT KOTOPBIX TOJYYEHO ChIPhE; TaHHBIE O XapakTepe (KaTeropun)
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TKaHU, U3 KOTOPOH NOJIyYEHO CBIPHE JUJIS TPOU3BOJICTBA JIEKAPCTBEHHOTO IIpenapara, ¢
TOYKH 3PEHUS €TI0 OMACHOCTH OTHOCHUTEIBHO COAEP/KAHUS IPUOHOB; TEXHOJIOTMYECKas
cxema 00pabOTKHU ChIPhsI C YKa3aHUEM HKCTPAreHTOB U TEXHOJOTMYECKUX TapaMeTPOB;
METO/Ibl KOHTPOJISI KAYECTBA ChIPbs, BKJIKOYAsi METO/IbI BBISIBICHHS IPHOHOB B
JIEeKapCTBEHHOM Tpernapate (nmpu HeodxoaumocTtu). Jlomyckaercs: mpeaocTaBieHue
NOKyMEHTOB Moaynent 3, 4, 5 Ha aHTTIMHACKOM SI3BIKE C IEPEBOAOM Ha PYCCKHUH SA3BIK
cienyromux pasnenos Monyins: cnenudukanuu (3.2.P.5.1.), ananuruyeckue METOIUKU
(3.2.P.5.2.), obocHoBanue cnenudukanmii (3.2.P.5.6.).

A JIns papmMakoneHbIX METOAUK MPEOCTABISIOTCA JaHHbIE BEpUPUKALIUH.

kE* Banuaanus nporeccoB, MPOBOAUMBIX B aCENTUYECKUX YCIOBHUAX, BKIIOYAET
MOJISJTMPOBaHUE TMpoliecca C UCIOJb30BaHUEM MUTATEIIHLHOM Cpe/ibl (HAIOJIHEHUE
MUTaTEILHBIMU CPEJIaMH).

RAXIE 11 KOKIOTO KIMHUYECKOTO MCClIeIOBaHuUs (B T.4. UCCIIEI0BAHUS
OMOAKBUBAJICHTHOCTH) TIPEIOCTABIISIOTCS: YTBEPKACHHBINA MTPOTOKOJ HCCIICIOBAHUS,
YTBEPKJICHHBIN OTYET MCCIIeIOBAHUS, Pa3pEIICHUE PETYISATOPHOTO OpraHa Ha
MPOBEJICHUE HCCIeIOBaHUs (MPU HATUYKHN ), 0I00PEHNE STUYECKOM KOMUCCUU, KOTTHIO
JIOTOBOPA CTPaxOBaHUs OTBETCTBEHHOCTH CIIOHCOpA B CiIy4yae MPUYMHEHHUS Bpea
KU3HU U 3I0POBbIO CyOBEKTa UCCIEAOBAHUS, KOMTMU HHAUBUIYaTIbHBIX
PETUCTPAITMOHHBIX KapT CYOBEKTOB UCCIICIOBAHUS (TSI MEXKTyHAPOIHBIX,
MHOTOIEHTPOBBIX KIMHUYECKUX rccienoBanuit 20%), xpomatorpammsl (IIpu
MIPEIOCTaBICHUH UCCIICIOBAHUS OMO3KBUBAIEHTHOCTH ), KOITUH JJOTOBOPOB MEKITY
CIIOHCOPOM KJIMHUYECKOTO MCCIICIOBAHUS U UCCIIEI0BATEILCKUM IIEHTPOM
(KOHTPAaKTHOM MCCIE0BATENHCKON OpraHu3aiueil) (B ciayyae HeoOX0IMMOCTH TIOCTIe
U3bITUSL KOHPUICHIIUATILHOU HH(pOpMAITUN).
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[Ipunoxenue 15
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

Ilepedyenn mpenocTaBisieMbIX MaTEPHAJIOB PErHCTPANIMOHHOIO 10ChE B
3aBHCHMOCTH OT BH/Ia JIEKAPCTBEHHOTI0 CPeICTBA

1. Jlyst aKCnepTU3sl IpU TOCYAAPCTBEHHOM PErUCTpaliii OPUTMHAIIBHOTO
JIEKapCTBEHHOTO CPEJICTBA U €0 HOBBIX JIEKAPCTBEHHBIX (POPM, B TOM UHUCIIE
UMMYHOOHOJIOTHYECKOT0 MperapaTa IpeIoCTaBIsS0TCS MOJTHbIA KOMILJIEKT
PETUCTPALMOHHOIO J0ChE.

Ha MoMeHT nojauu 3asiBJIeHHUsT Ha SKCTIIEPTU3Y JIEKAPCTBEHHOT'O CPEICTBA
IIPEIOCTABIISETCS PETUCTPAITMOHHOE JJOChE C JAHHBIMH KIMHUYECKUX HCCleoBaHu [ —
T da3zsr.

2. Bocripou3BeieHHBIN JIEKAPCTBEHHBIN Mpenapar

J1J1st BOCTIpOM3BEIEHHBIX JIEKAPCTBEHHBIX MPENapaToB JaHHbIC
(dapmareBTHIECKOM pa3pabOTKU MPEACTABISIOTCS B CPABHEHUN C OPUTHHAIBHBIM WU
pedepeHTHBIM MpenapaToM.

JIns noka3aresnbCTBa 3KBUBAICHTHOCTH F'€HEPUKA C OPUTHHAIBHBIM
(pedbepentnriM) npenaparoM B Moayne 5 popmarta OT/ unu vactu IV Ilepeuns
JIOKYMEHTOB, MPEIOCTABISIEMbIX ISl IKCIIEPTU3BI Mpou3BoAuTeNsIMU PecnyOnuku
Kazaxcran (manee — [lepedenn) B perucTpalimioHHOM JIOChE TE€HEPUKA MPE0CTABIISIIOTCS
pe3yabTaThl UCCIENOBAHUN B COOTBETCTBUU C [IpaBuiamu npoBeeHus UCCIeI0BaHUN
OMO3KBHUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB B pamkax EBpasuiickoro
SKOHOMMYECKOTO COk03a, yTBepkAeHHbIMU Pemennem Cosera EBpazuiickoi
AKOHOMMUECKON KoMuccuu ot 3 Hosiopst 2016 roga Ne 85.

B Mopyne 1 nim Yactu I Ilepeuns ycmyronoisyydaresib OpeAOCTABIISIET PEIOME
(1o 5 cTpanuIl) 000CHOBaHMM M ()aKTOB, MOKA3BIBAIOIINX, YTO JIEKAPCTBEHHBIN
npenapar SBJISIETCS BOCIIPOU3BEACHHBIM JICKAPCTBEHHBIM MpenapaToM
COOTBETCTBYIOIIETO OPUTHHAIBHOTO JIEKAPCTBEHHOTO IIpenapara. Y Ka3aHHOE PE3IoMe
COJIEPKUT MH(POPMALIMIO O TIpernapare, ero KaueCTBEHHOM COCTABE M KOJIMYECTBEHHOM
coJiepKaHUM B HEM aKTHBHOI'O BEILIECTBA, €ro JIEKAPCTBEHHOM (hopMe U poduiie
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6e3onacHocTy U (W) 3(HEKTUBHOCTH €r0 aKTUBHOI'O BEIIECTBA [0 CPABHEHUIO C
AKTUBHBIM BEIIECTBOM OPUTHMHAIBHOTO MperapaTa, a TakKe CBEICHHsI 0 OMOJIOTUYECKON
JTOCTYITHOCTH ¥ OMO3KBUBAJICHTHOCTH JTAHHOTO TIpernapara.

3. 'uOpuaHbIiA T€KapCcTBEHHBIN penapaT

JJ1st rocy 1apCTBEHHOM pEerucTpaiui ruOpUIHOTO JIEKapCTBEHHOT O Ipernapara
IIPEAOCTABIIAIOT CJIECYIOIINE TaHHbIE:

B Monayne 1 ninn Yactu I [lepeunst ycmyronomay4darens NpeIoCTaBiIseT KPaTKyo
nHdopMairio, 060011aroIyI0 000CHOBaHUS M (haKThI, YTO JIEKAPCTBEHHBIN Mpernapar,
SBIIICTCS THOPHUIHBIM 10 OTHOIIIEHUIO K COOTBETCTBYIOIIEMY OPUTHHATBHOMY
npenapary. O0001eHne coaepKuUT HHHOPMAIIHMIO O Mpernapare, aKTUBHOM
(dapmarieBTUYeCcKOi CyOCTaHINH, IEKApCTBEHHON (hopMe, T03UPOBKaX, TOKa3aHUIX K
IPUMEHEHUIO0, CII0C00e MPUMEHEHHUS M0 CPAaBHEHHUIO C OPUTMHAIBHBIM MpenapaTrom, a
TaKxe, IPU HEOOXOTUMOCTH, CBEICHHSI O OMOIOCTYITHOCTH U OMOAKBUBAJICHTHOCTH
JaHHOTO Tpernapara.

B onpeneneHHbIX ciayyasx TpeOyeTcs MIaH yIPaBJICHUS pUCKAMM.

B cIydac OTCYyTCTBHUA OIPCACIICHHBIX 3JICMCHTOB IIPCACTABIIACTCA 000CHOBaHME
X OTCYTCTBHUA B COOTBCTCTBYIOIICM PA3CIIC.

B 0030pe TOKIMHUYECKUX M KIMHUYECKUX JIAHHBIX yAeNIeTCsl 0c000e BHUMaHNE
CIIEAYIOIIUM DJIEMEHTaM:

pe3tome npodusisi IpuMeceil akTUBHOTO BEIIECTBA (M B COOTBETCTBYIOIIMX
CIIy4asiX, BO3MOKHBIX IPOJYKTOB Pa3JI0KEHHsI, 00pa3yIOIIMXCs IPU XPAHEHUN) B
cepusIX Mpemnapara, KOTOpbIi MOANEKUT peaan3aluu Ha (apMaleBTUUYeCKOM PBIHKE;

OOHOBJICHUE JINTEPATYPHBIX MyOJIUKAIMI MO aKTUBHOMY BEILIECTBY B PaMKax
HACTOSIIEH 3asBKH HA PETUCTPAIINIO; TAHHOE TPEOOBAHUE BBHIMOJIHAETCS MyTEM CChUIOK
Ha CTaTbU B PELICH3UPYEMBIX JKypHaIax;

KQKJIBIM MyHKT B OOIIEH XapaKTepUCTUKE JEKapCTBEHHOTO Ipemnapara, paHee He
U3BECTHBIN MJIM BBITEKAIOIIUN U3 XapaKTEPUCTHUK Ipenaparta u (Uin) ero
TEpareBTUUYECKOM TPYIIIbI, TPOAHAIU3UPOBATH B JOKIMHUYECKUX U KIMHUYECKUX
0030pax (pe3romMe U MOJKPENUTh J0Ka3aTeILCTBAMU U3 OIyOJIIMKOBAaHHOM JTUTEPATYPHI
U (WIKM) U3 Pe3yabTaTOB JOTOJHUTEIIBHBIX UCCIEOBAHUIT;

[IpencTaBuTh AOMOJHATEIBLHYIO HH(POPMAITHIO, TOKA3BIBAIOIIYIO, YTO MTPOQITH
6e3omacHocTy U (Wn) 3G(HEKTUBHOCTH 3asBICHHOTO MIpernapara He OTINYAl0TCA OT
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TaKOBBIX Y pe)EpPEHTHOrO Mpenapara (pe3roMe COOCTBEHHBIX JOKIMHUYECKUX U (MIIH)
KJIMHUYECKUX UCCIIEOBAHUN).

Pe3ynbTarhl TOKIMHUYECKUX U (WIIN) KIMHUYECKUX HCCIeA0BaHUN THOPUIHOTO
JIEKAPCTBEHHOTO Iperapara BKI0YaeT B COOTBETCTBYIOIINE pa3aesibl Moaynen 4 u 5
iy Yacru 111, IV Ilepeuns.

HpOBeI[eHI/Ie JOITIOJIHUTCIJIBHBIX HCCJ’IGI[OB&HHFI, HGO6XOI[I/IMBIX JJIs
BOCITPOU3BCACHHBIX JICKAPCTBCHHBLIX IIPCIIAPATOB U FI/I6pI/I,Z[HI)IX IMpCIapaToB:

1) paznuunbie conu (CIOkKHBIC) 3PUPHI (KOMIUIEKCHI) UX MPOU3BOIHBIC (C OHOM
¥ TOM ’K€ aKTUBHOM YaCThIO0 MOJIEKYJIBI) MMPEAOCTABIISIIOT IOKA3aTeIbCTBA TOTO, YTO HET
HUKAKUX U3MEHEHUH B (DApMaKOKMHETHUKE aKTUBHOM YaCTU MOJIEKYJIBI,
dapmakoarHaAMUKE U (MJIM) TOKCUYHOCTH, KOTOPBIE CYIIECTBEHHO BIUSIOT HA MPO(UIIb
6e3omacHocTd (3P HEKTUBHOCTH) (MHAYE PACCMATPUBACTCS KAK HOBOE aKTUBHOE
BEILIECTBO);

2) npyroi crocod mpuMeHeHus (JIpyras) JekapcTBeHHas popma (s
apeHTEePaTLHOTO BBEICHUS, HEOOXOAMMO MTPOBOIUTE PA3TUIHS MEKTY
BHYTpHAPTEPUATbHBIM, BHYTPUBEHHBIM, BHYTPUMBIIICYHBIM, TIOJKOKHBIM U JPYTUMHU
METOJ/IaMH BBEJICHUS ) HOBBII ITyTh BBEJCHUS WHAs JICKapCTBEeHHAs (hopma (IIpy TOM Ke
crroco0e BBEJICHHMS ) MPEIOCTABIIIOT KIMHUYECKHE JaHHbIe (0€3011acHOCTh
3¢ (PeKTUBHOCTS), HccieoBaHus (hapMaKOKHMHETHKH, COOTBETCTBYIOIINE
JTOKITMHUYECKHUE TaHHbBIE (HapUMep, MECTHAsI IEPEHOCUMOCTH ), €CITH ATO TPUMEHUMO;

3) opyras 103UpOBKa MIPU TOM K€ MYTH BBEJICHUS (JIeKapCTBEHHOU (popme) u
MOKa3aHUSAM K IPUMEHEHUIO MPEOCTABIIAIOT UCCIEAOBAHUS CPABHUTEIBHOMN
OMOIOCTYITHOCTH;

4) cBepxOMOJOCTYITHBIE MpEenapaThl IPU COXPAaHEHUU UHTEpBaJla JO3UPOBAHMS,
HO CO CHM)KEHHUEM J103bl, IPEIHa3HAYECHHBIE )11 JOCTH)KEHHS CXOJHONW KOHLEHTPAluu B
1azMe (KpoBH) NMPEOCTABIISIOT UCCIIEIOBAHUS CPABHUTEIHLHOM OMOTOCTYTHOCTH.

4. buonoruueckue npenapaTsl

1) Jlnst TekapCTBEHHBIX MPENapaToB, OTYUYEHHBIX U3 KPOBH WIIH IIJIa3MBbI
Yes0BeKa yCIyromnoaydaTesb MpeJoCTaBIsueT MOTHOE PETUCTPAIMOHHOE TI0ChE
JIEKapCTBEHHOTO TIpenapara, KOTOPOE COMPOBOKIACTCS MPUIIOKEHUEM OTICIHHOTO
MacTtep-(daitiia Ha mIa3my.
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Mactep-daiin Ha M1a3My KPOBH SBJISETCS CAMOCTOSITENIbHBIM JOKYMEHTOM,
OTJEJIBHBIM OT PETUCTPALMOHHOIO JOCKE JIEKAPCTBEHHOTO MIpenapaTa 1 CoAep Kalum
BCE 3HAYMMBbIE MOJPOOHBIE CBEICHUS O XapaKTEPUCTHKAX BCEH TIa3Mbl KPOBH
YeJI0BEKA, UCIOIb30BAaHHON B KAYECTBE UCXOIHOTO MaTepHuaia U (W) ChIpbs IpU
IPOU3BOJACTBE CyO(hpaKkLMii UM TPOMEKYTOUHBIX (PpaKLIMii, KOMIIOHEHTOB
BCIIOMOTaTEJIbHBIX BEIECTB UM aKTUBHBIX BEIIECTB, SIBIISIIOLIUXCS YaCTHIO
JIEKapCTBEHHBIX MPENapaToB WU MEAUIIMHCKUX U3/IEIHH;

KKl LIGHTP WM YUpeKIeHUE, PpakiuoHUpyolue (epepadaThiBatOIIHe)
IUIa3My YeJIOBeKa MOArOTaBIMBAIOT U MOAJIEPKUBAIOT B OOHOBJICHHOM COCTOSTHUH
Ha0op NoApoOHOI 3HAYMMO HH(pOpMAIMK, YKa3aHHOU B MacTep-(paiiie Ha m1a3my
KpOBH;

€CJIM PETUCTPALIMOHHOE JOChE OTHOCUTCS K KOMITOHEHTY, IIOJIyYEHHOMY U3
IUTa3MBbl, TO IS UCIIOJIB30BAHHOM IJIa3Mbl B KAUECTBE HCXOJAHOIO MaTepuana (ChIpbsl)
peIyCcMaTpPUBAETCS CChUIKA Ha MacTep-Gaiii Biaebla.

MacTtep-daiin Bragenbiia COAEPKUT CIASAYIONIYI0 HH(POpMAIHUIO O TUIa3Me,
UCIIOJIB30BaHHOM KaK UCXOIHBIA MaTepuall (ChIphe):

MMPOUCXOKIACHUC IJIa3MbI:

uH(MOpMAITUS 0 IEHTPaX WK YUPESKIACHHUSIX, B KOTOPBIX MPOBOJAUTCS COOp KPOBU
(r1a3mbl), BKItOYAs JaHHBIE 00 MHCTIEKIIMU U TIPEJICTABIICHUE CIIEIIUATILHOTO
paspenieHus Ha BEJACHUE TaHHOTO BHJIA JACATEIBHOCTH, a TAKXKE dMHICMHOJIOTHICCKUC
JaHHBIE 00 MHPEKIUSIX, IEPEIAIOIINXCS YePe3 KPOBb B PETUOHE, TJI€ TMPOU3BOIUTCS
3aroToBKa KpoBH (ILJIa3Mbl);

uH(pOpMAIIHS O LEHTpaX WU YUYPEXKICHUIX, B KOTOPBIX MPOBOJAUTCS KOHTPOJIb
JIOHALIMK Y MTyJIOB IUIa3Mbl, BKJIFO4asi MHCIEKIIMOHHBIN U PETYJIATOPHBIA CTAaTyC ITUX
LIEHTPOB WJIN YUPEKICHUN;

KpuTepuu 0T00pa (MCKITI0UEHHs) JOHOPOB KPOBH (TIJ1a3Mbl);

OINHACAHUE JECUCTBYIOIIEH CUCTEMBI, TO3BOJISAIOIIECH OTCIECAUTD MYTh KaXI0U
JIOHAIIMU OT YUPEXKJIEHUs, IIe COOUPAIOT KPOBb (IJ1a3My), 10 TOTOBOTO JIEKAPCTBEHHOTO
npemnapara u Hao0opOT;

KAQ4eCTBO ILIa3Mbl U €€ 0€30MaCHOCTb:

COOTBETCTBHE KA4eCTBA CTAThsIM (MOHOTpa(usiM) TOCYIapCTBEHHBIX (DapMaKOIICH;
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KOHTPOJIb COOpaHHOW KPOBH (IJIa3Mbl) U €€ MYJIOB Ha HAJIMYKE BO30OYyIUTENEH
uH(pEKIMH, BKITI0Yas HHOOPMAIUIO 0 METOIaX KOHTPOJIS M B CIIy4ae MyJIOB IJIa3MBbl -
JaHHbIE BaJIWIAIIUA UCTIOJIb30BAHHBIX METONK;

TEXHUYECKUE XAPAKTEPUCTUKH KOHTEHHEPOB 11 cOOpa KPOBHU U IIa3Mbl,
BKJIFOUYasi HHPOPMAIIHIO 00 HCIOIb30BaHHBIX PACTBOpPAX aHTUKOAryJISIHTOB;

YCJIOBHSI XPAaHEHHS U TPAHCIOPTUPOBKHU IJ1a3MBbl;

MpoIIeTypa XpaHESHHs JIF0OOT0 MaTepuaa, UCIOIb3yeMOT0 JIJIsi TPOU3BOICTBA U
(unn) mepuo] KapaHTHHA,

XApPaKTCPUCTHKA ITyJIa IIJIa3MBbI;

OINKMCAHKNE YCTAaHOBJICHHOW CHUCTEMBI B3AUMOICHCTBUS MEKY IPOU3BOUTEIIEM
JIEKApCTBEHHOTO Mpernapara, MOJIy4YeHHOr0 U3 TJ1a3Mbl, U (MJIK) [IEHTPOM WU
yapexaeHreM, PpaKIMOHUPYIONUM U (M) TIepepadaThIBAIOIIUM TUIa3My, U IEHTPOM
WU YUPEXKIECHUEM 110 COOPY U KOHTPOJIIO KPOBH (TJIa3Mbl), a TAKKE COTJIACOBAHHBIC
MU crieru(UKaAIIY Ha TUIa3My.

Mactep-daiin Ha MIa3My TakkKe COACPIKUT MepPeUeHb JIEKApCTBEHHBIX
IpernapaToB, Ha KOTOPbIE OH PaclpOCTPAHIETCS, HE3aBUCUMO OT TOTO, SIBJISIFOTCS JIU 3TU
JIEKapCTBEHHBIE MperapaThl 3apErUCTPUPOBAHHBIMU, HAXOAATCS B IIpoLiecce
pErucTpalyy Wik B CTaJANH KIMHUYECKUX UCCIEAOBAHMIA.

Macrtep-daiin Ha 11a3My TOJIEKHUT €KET0THOMY OOHOBJICHHIO ¥ TIOBTOPHOM
AKCIEPTHU3E.

[Tpu BHECeHUHU N3MEHEHUI B MacTep-(aiilsl Ha M1a3My OH HOJUIEKUT SKCIIEPTU3E
B COOTBETCTBHUU C IIPOLIEAYPON BHECEHUS U3MEHEHHM.

2) B oTHOIIEHUH BaKIUH JIsl METUIIMHCKOTO MPUMEHEHUS TPEOOBAHUS K
MCXOJHBIM MaTepuajaM U ChIPBIO 3aMEHSI0TCS MacTep (aijioM BaKIIMHHOTO aHTUTEHA.
B ciiyuyae BakiyHbl, He SBISIONIEHCS BAaKIIMHOW 171 MPOUIaKTUKK TPUTITIA YeJIOBEKa,
MIPEIOCTaBISAETCS MacTep (ailyl BAKIIMHHOTO aHTUTEHA VISl KaXKI0TO aHTUTEHaA,
KOTOPBIH SIBJISICTCS] aKTUBHBIM BEILLIECTBOM 3TOW BAKLVHBI.

MacTtep-daill BAKHIUHHOTO aHTUT€HA COAEPKUT CIEAYIONLYI0 HH(OPMAIHIO,
U3BJICUCHHYIO U3 COOTBETCTBYIOIIEH yacTu (AKTUBHAs (hapMalleBTUUYECKas
cyOcrannus) moayns 3 "KauectBo".

AKTHBHOE BENIECTBO:
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oO1ast uagopmanus, BKIOUYas CBEJACHUS O COOTBETCTBUM CTaThe (MOHOTpadum)
rocyJapCTBEHHBIX (hapMaKomeH;

uHdOpMAIUS O MPOU3BOIUTENIEC AKTUBHOTO BEIIECTBA: HH(MOPMAIIHS O
IPOM3BOJICTBEHHOM IIPOIIECCE, HCXOIHBIX MaTeprajax U ChIpbe, CIIeIUaIbHBIX Mepax
OTHOCUTEJIHFHO TPAHCMHUCCHUBHBIX TyOUaThIX dHIIe(amonaTii u oreHKe 0€30MacHOCTH
MOCTOPOHHUX WH(PEKIIMOHHBIX ar€HTOB, TOMEIIEHUSIX U 000pYI0BaHUY;

XAPAKTCPUCTHKA AKTHBHOT'O BCIICCTBA,

KOHTPOJIb Ka4CCTBAa aAKTUBHOI'O BCIICCTBA,

CTaHIapPTHBIC 06pa3u1;1 U MaTCpHAJIbI;

IICPBUYHAA YIIAKOBKA U YKYIIOPOYHAA CUCTCMA daKTHBHOT'O BCIICCTBA,
CTaOMIILHOCTH aKTHBHOTO BCHICCTBA.

JI711 HOBBIX BaKIUH, KOTOPBIE COAEPKAT HOBBIM BAKIIMHHBIN AHTUTEH,
YCIYTOMNOJIy4YaTelb MOJAET MOJTHOE PETUCTPALIMOHHOE JOChE, BKIIIOYAsi BCE MacTep-
(baiibl BaKIIMHHOT'O aHTUT'CHA Ha KaXKIbIi BaKIIMHHBINA aHTUTEH, KOTOPBIHA SIBISCTCS
YaCThIO HOBOM BaKIIMHBI, €CJIM MacTep-(aiiia BaKIIMHHOTO aHTUT'€Ha Ha TaKOU
BAKIIMHHBIA AaHTUTEH OTCYTCTBYET.

VYkazaHHbIe TPEOOBaHUS TaKXKe MPUMEHSIOTCSA K KaXI0M BaKIIMHE, KOTOpas
COCTOMT W3 HOBOM KOMOMHAIINM BaKI[UHHBIX aHTUT'€HOB, HE3aBUCUMO OT TOTO, SIBIISIETCS
OJIMH WJIM 00Jiee AHTUI€HOB YaCThIO BAaKI[MH, KOTOPBIE YK€ 3apETUCTPUPOBAHBI.

[Ipu BHECEHUHU U3MEHEHMI B MacTep-(aiisl Ha BaKIIMHHBIA aHTUTEH, MacTep-haii
IIOJJIEIKUT DKCIIEPTU3€E B COOTBETCTBUH C IPOLEAYPON BHECEHUS N3MEHEHUM.

5. buoananorn4yHbIN JEKapCTBEHHBIN MpemnapaT (OnoaHanor, Onono100HbIN
JICKapCTBEHHBIN Mpenapat, OnOCUMHUIISP)

J11st sKCepTr3bl OMOAHATIOTMYHOTO JIEKAPCTBEHHOTO IIperapara
PEAOCTABISIOTCS JaHHBIE CPABHUTEIBHBIX UCCIEAOBAHUN €0 C OPUTHHAIBLHBIM
(pedepeHTHBIM) OMOJIOTMYECKUM JIEKAPCTBEHHBIM CPEJCTBOM B COOTBETCTBUH C
[IpaBuiamu mpoBeAeHUS UCCIIEIOBAHUI OMOIOTMYECKUX JICKAapPCTBEHHBIX CPEJICTB B
paMkax EBpa3uiickoro SJKOHOMHUYECKOI0 cO03a, yTBepxkAeHHbIMU Pemenriem CoBeta
EBpazutickoit sxoHOMUYecKkoi komuccuu oT 3 HostOps 2016 roma Ne 89.

B Monyne 1 popmara OT/I peructparnmonnoro gocke uiau Yactu | [epeuns
yCIIyTOIOIyYaTeNb MPEACTaBISAET pe3toMe 000CHOBAaHUM U (PaKTOB, MOKA3bIBAIOLIUX,
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YTO JICKAPCTBEHHBIN MpemapaT, MoAaBaeMblil Ha SKCTIEPTHU3Y, SBISETCS
OroaHaIOTHYHBIM (OO0 JO0HBIM) JIEKAPCTBEHHBIM MTPENAPATOM OPUTHHATILHOMY
(pedepenTHOMY) IeKapcTBEHHOMY TipenapaTy. Pesrome coaepxut nHdopmaiuio o
JIeKapCTBEHHOM Ipenapare, akTUBHOM BEIIECTBE, JIEKaPCTBEHHOM (opMme, T03UPOBKaXx,
MOKa3aHUSAX K MPUMEHEHHIO B CITIOCO0E MPUMEHEHHS B CPABHEHUH C aHAJIOTHYHOM
uH(popmalmeit 00 OpuruHaNIbHOM (PePEPEHTHOM) JIEKAPCTBEHHOM Mpernapare.

B Monayne 1 popmara OT/I peructpanmonnoro gocke uinu Yactu | [lepeuns
BMeCTe ¢ KpaTkoi uHdopmaliieit o cucteme hpapmMakoHaa3opa epkaresns
PETHCTPAIIMOHHOTO YIOCTOBEPEHUS MPEACTABIISACTCS TUTaH YIIPABJICHHS pUCKaMU Ha
3asBJISIEMBIN HA SKCIEPTU3Y OMOAHAIOTHYHBIN (OMOTI0T00HBIN) JIEKAPCTBEHHBIH
npernapar.

KauecTBo, 6€30macHOCTh, 3 (HEKTUBHOCTh 1 HMMYHOTEHHOCTh OMOaHAIIOTHYHOTO
JIEKapCTBEHHOIO Mpenapara Ha MPOU3BOJACTBEHHOM, JOKIIMHUYECKON U KIIMHUYECKON
¢aze ero pa3pabOTKu CPaBHUBAIOTCS C OJHUM M TEM K€ ATATOHHBIM peepeHTHBIM
OMOJIOTHYCECKUM JICKAPCTBEHHBIM CPEJICTBOM B COOTBETCTBHUH C IMPABHIIAMU
UCCJIeIOBaHUS OMOJIOTMYECKUX JIEKAPCTBEHHBIX CPEJICTB B pamKkax EBpaszuiickoro
YKOHOMHUYECKOTO COI03a.

B Monynsx 2, 3,4 u 5 dopmara OT/] wnm Yactu 11, 111, IV Iepeuns
PErHCTPALIMOHHOTO JI0ChE OMOCHMMIISIPA COJAEPKUTCS CIEAYIOIIasi HHPOPMALIHS:

1) moaTBep)KAEHUE CXOACTBA MOJIEKYJISIPHBIX U OMOJIOTUYECKUX XapaKTEPUCTUK
AKTUBHBIX BEIIECTB OMOCUMUIISIPA U ATAJIOHHOTO OMOJIOIrMUYECKOT0 JIEKAPCTBEHHOTO
cpencTBa (JeTaiu 1Mo NEPBUYHON CTPYKTYPE U CTPYKTypaM 0oJiee BICOKOTO MOpsiIKa,
HNOCTTPAHCISIUOHHBIM MOAU(PHUKAIUAM (BKIHOYAsl, B YACTHOCTH IITMKO(OPMBI),
OMOJIOTUYECKON aKTUBHOCTHU, YUCTOTE, MPUMECSIM);

2) NOATBEPKJICHUE CXOJICTBA XapaKTEPUCTUK FOTOBOTrO Mpenapara
(JlekapcTBeHHAs! popMa, KOJTMYECTBEHHBIN U KAYECTBEHHBIN COCTAaB, I03UPOBKA, CIIOCOO
OPUMEHEHUs, YCIOBUSI XpaHEHUs, CPOK XpaHEHUsI, CTAOMIIBHOCTb, PO(UIIL puMeceil)
OnocuMmIIsIpa ¥ 3TAJIOHHOTO OMOJIOTUYECKOI0 JIEKAPCTBEHHOTO CPECTBA; IOy CKAETCS
paziuuune B npoduie MpuMecei U BCIOMOraTeIbHbIX BEIIeCTBaX OMOCUMMIISIpA U
pedepeHTHOro npenapara, yCiIyromnojydareieM NIPUHUMAETCS BO BHUMaHUE HAaIU4ne
HOBEHUIINX TEXHOJOTUW, JEMOHCTPUPYETCS COOTBETCTBUE BEHIOPAHHOTO COCTABA IO
TaKUM KpUTEPUSIM, Kak Mpoduie npumMecei, cTabMiIbHOCTb, COBMECTUMOCTB (CO
BCIIOMOTaTEIbHBIMH BEIIECTBAMH, PACTBOPUTEISIMU M MaTepUaIaMu YIIaKOBKH),
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LEJIOCTHOCTH (KaK Ha OMOJIOTMYECKOM, TaK U (PU3UKO-XUMHYECKOM YPOBHE),
aKTUBHOCTb U CHJIA JICMCTBUSI aKTUBHOI'O BELIECTBA,

3) kpuTepuu BHIOOpA TAJJOHHOTO OMOJIOTMYECKOTO JIEKAPCTBEHHOTO CPEJICTRA;

4) B cimydae pa3nuiuii npu pazpaboTke OMOCUMUIISIpa, KOTOPhIE 00Ia1at0T
NOTEHLMAIbHBIM BO3/IEHCTBUEM Ha €ro 0€30MacHOCTh WK 3()(PEKTUBHOCTD,
NPEIOCTaBISAIOTCS AOMOIHUTENbHBIE TAHHBIE MO0 UCCIEI0BAaHUSAM Ha KUBOTHBIX U
KJIMHUYECKUM HCCIIETOBaHUSM JUIsl TOTO, YTOOBI 0XapaKTEepU30BaTh pa3inyus;

5) noaHOE ONKCaHue U MaKeT JaHHBIX 110 IPOU3BOACTBEHHOMY IIPOLIECCY,
Ha4yMHasi C pa3pabOTKU BEKTOPOB SKCIPECCUH M OAHKOB KJIETOK, KYJIbTYpbI (OpOKEHNs)
KJIETOK, cOOpa, OUUCTKU, PEaKIi MOAN(PUKAIINH, HAITOJIHEHUS! KOHTEHHEPOB JIs
rOTOBOM JIEKapCTBEHHOU (POPMBI;

6) uccliieIoBaHus, IPOBOIUMBIE B X0Jie (hapMalleBTUYECKOU pa3paboTKu 1Jis
OTIpEJICIICHNS ¥ BAJIMIAIIUN JIEKAPCTBEHHOMN (hOPMBI, COCTaBa U CUCTEMBI YITAKOBKH
(YKymopk#) (BKJTFOUasi MX 1IEJIOCTHOCTD JUISl IPEIOTBPAIICHUS MUKPOOHOTO
3arpsi3HEHUs );

7) cneundukanus OMOCUMIIAPA, OTpaKaroUas 1 KOHTPOJIUPYIOLIAsi BaKHbIE
KayeCTBEHHBIE TIOKA3aTEIH JIEKAPCTBEHHOI'O CPEJCTBA, U3BECTHBIE ISl 3TaJJOHHOIO
OMOJIOTUYECKOTO JIEKAPCTBEHHOT'O CPE/ICTBA (TaKue KaK UACHTU(PUKALIMS; YUCTOTA;
AKTUBHOCTb; MOJIEKYJISIpHAs F€TEPOr€HHOCTh B IUIAHE Pa3MEPOB, 3apsiia U
ruipopoOHOCTH, TJI€ BO3MOKHO UX OINpPEACIICHNUE; CTEIIEHb CUaTUPOBAHMS; KOJIMYECTBO
OTJI€JIBHBIX MOJIMMENTHIHBIX LETEN; MNUKO3UINPOBAHNE (PYHKIIMOHAIIBHON 00JaCTH;
YPOBHHU arperanuu; npumecH, Takue kak o6emnok u JIHK kinerku-xo3suna);

8) nccnenoBaHus CTAaOMIBHOCTH;

9) pe3ynbTarhl JOKIMHUYECKUX (HEKIMHUYECKHUX ) UCCIEIOBAaHUM (B OCHOBE
JOKIIMHUYECKUX UCCIICOBAHMM JIS)KUT TIOIX0J], OCHOBAHHBII HA OIICHKE PUCKOB, U, TaM
r7ie BO3MOXKHO, U30€eraTh MPOBEICHUS UCCIIEJOBAHUN HA )KUBOTHBIX): MH-BUTPO
UCCJIEIOBAHUS CBSI3bIBAHUSA C PEIIENTOPOM WIIM KJIETOUHbIE aHAIMU3BI (HAIIPUMED, aHATIU3
npoaudepanuu KJIEeTOK WIH aHaJIU3 HUTOTOKCUYHOCTH) SIBJISIIOTCSI HEOOXOJUMBIMU
JTOKITMHUYECKUMU UCCIIEI0BAHUSIMH; HH-BUBO MCCIICIOBAHUS HA TIOIXO/ISIIEM BH]IC
KUBOTHBIX (Ha KOTOPOM OblIa n3yyeHa apMakoguHaMudecKas u (WIn)
TOKCHKOJIOTUYECKAsi aKTUBHOCTh 3TAJIOHHOTO OMOJIOTHYECKOTO JIEKAPCTBEHHOTO
CpeACTBa); KpuBas 3aBUCUMOCTH 3 dekTa oT 1035l ("' 103a-3¢dexT"), onpeaencHue
HavaJbHOU O€30MaCHOM 103bI U CXEM IMOBBIIICHUS 03I B MOCIETYOMINX KIMHHYECKUX
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UCCJIEIOBaHUAX, UCCIIEIOBAaHUA (DAPMAKOJIOTHYECKON 0€30IaCHOCTH; PE3yIbTaThl KaK
MUHHMYM OJIHOT'O MCCJIEIOBAHUN TOKCUYHOCTHU ITPU MHOTOKPAaTHOM BBEJICHUH,
BKJIIOYAsl OEHKY TOKCUKOKMHETHKH, OTPEJICTICHUE U XapaKTEPUCTUKNA UMMYHHBIX
OTBETOB, B TOM YHUCJIE TUTPhI AHTUTEIL, IEPEKPECTHASI PEAKTUBHOCTH C TOMOJIOTMYHBIMU
SHJOTEHHBIMU OEJIKaMH U HEUTpaIU3ytouas CoCOOHOCTh; OLIEHKa MECTHOU
NEPEHOCUMOCTH; JaHHBIE TOKCUKOJIOTMYECKHUX UCCIIET0BAHNM, BKIIOYAIOIIUE OLIEHKY
PENPOIYKTUBHON TOKCUYHOCTH, TEHOTOKCUYHOCTH, MyTareHHOCTU U KaHIIEPOT€HHOCTHU
(mpu HEOOXOAUMOCTH) TPeOyETCs MPEOCTABIATh B TEX CIy4dasiX, KOTJla pe3yabTaThbl
UCCJIEI0BaHNs TOKCUYHOCTH IPU MHOTOKPAaTHOM BBEJICHHUH, UCCIIETOBAHNSI MECTHOM
NEPEHOCUMOCTH BBISBIISIOT MOTEHIIMATbHBIE PUCKU U (MJIM) KOT/1a U3BECTHBI
TOKCHUKOJIOTUYECKHE CBOKMCTBA 3TAJJOHHOI'O OMOJIOTMYECKOI0 JIEKAPCTBEHHOI'O CPEICTBA
(HanpuMep, u3BecTHbIE TOOOUHBIE A((DEKTHI ATATOHHOTO OHoTpernapaTa Ha
PENpPOIYKTUBHYIO (PYHKIUIO);

10) pe3yabTaThl KIMHUYECKUX UCCIEIOBAHUHN (XapaKTep U CI0KHOCTh
pedepeHTHOrO IIpenapar, CTereHb CX0ICTBA, HAOM0aeMast B (PU3UKO-XUMHUUISCKUX,
OMOJIOTUYCCKUX UCCIICIOBAHUSAX OYyT BIUATH HA IJIAHUPOBAHUE KITMHUYICCKUX
HCCIIEIOBAHUM ):

(hapMakOKUHETHYECKUE UCClieIoBaHUS ((hapMaKOKHMHETHUECKUE UCCIIEIOBAHMS
IPY OJHOKPATHOM BBEJICHHH; (apMaKOKWUHETUYECKUE UCCIICTOBAHMS PU
MHOT'OKpPaTHOM BBEJICHUU MIPU HAJTMYHUH 3aBUCUMOCTH (DApMaKOKHMHETUKH OT JIO3bI U
BpeMeHH; (hapMaKOKMHETHYECKOE CPaBHEHUE OMOCUMIIISIpA U PEPEPEHTHOTO
npenapara BKJIIOYAeT BCachlBaHUE, OMOIOCTYITHOCTh, XapaKTEPUCTUKHU BBIBEJICHHUS
(kupeHc U (WIK) MepUuo/] MOJIyBbIBEACHUS));

(bapmakoguHaMUYeCKUe uccienoBanus ((papmMakomHaMuyeckue 3pPexTob
OLIEHMBAIOTCS HAa OJXOAIIECH MOMYJISILUY U C IPUMEHEHUEM J103 U3 KPYyTOH 4acTu
KPUBOM 3aBUCUMOCTH J103a-3((HEKT B JOKIMHUYECKUX UCCIIET0BAHUSIX;
(apMakouHAMUYECKHE MapKEPhl BBIOUPAIOTCS B 3aBUCUMOCTH OT UX KIIMHUYECKOU
3HAYMMOCTH);

CpPaBHUTENIbHBIEC KIIMHUYECKHUE UCCIIEA0OBAHMS, BKIIIOYAsl OLICHKY BUA, YACTOTHI U
TSXKECTH HEXKEJIATENIbHBIX SBJICHUHN (OOOYHBIX PEaKIuil);

MCCJIEeI0BAHNSI HIMMYHOT€HHOCTH Ha LEJIEBO rpymne (CpaBHEHUE YacTOThI U
TUIA 00Pa3yIOLIUXCsl AaHTUTEI U TOTEHIUAIbHbIE KIIMHUYECKUE MOCIEICTBUS
UMMYHHOT'O OTBETa JjIsl OMocUMuUIsipa U peepeHTHOr0 Ipenapara; MMMYHOT€HHOCTh
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UCCIIeTyETCs Ha TIOMYJISAIUU TAIMEHTOB C CAMBIM BEICOKUM PHUCKOM UMMYHHOTO OTBETa
¥ UMMYHHBIX TTOOOYHBIX PEaKITNii; IPEIOCTaBIsAETCS 000CHOBAHUE CTPATETUU
OTIpEICIICHNS aHTHUTEI, BKIIFOUAst BBIOOP, OIICHKY M XapaKTEPUCTHUKY METOIOB,
yCTaHOBJICHHE BPEMEHU 0TOOpa Mpoo, B TOM YHCIIe HA UCXOJHOM YPOBHE, O0HEMBI,
00paboTKy U XpaHeHue Mpo0d, a TAK)KE CTATUCTUYECKUE METO/Ibl aHAJIM3a JTAaHHBIX;
AHATMTHYECKUE METOIBI OTIPEICIICHUS aHTUTEN BATMIUPYIOTCS JJIsI HAMEUCHHOM T1eITH,
MIPOBOJIUTCSI CKPUHUHTOBBINA aHAIHM3 IOCTATOYHON YyBCTBUTEIILHOCTH METO/IA,
IIPOBOJIUTCS OTPEEICHIE HEUTPATU3YIONTUX aHTUTEI; TIEPUO]T HAOIFOACHHSI TTPU
UCCJIEIOBAHUSX HA UMMYHOTEHHOCTh COOTBETCTBYET TUIAHUPYEMOU JITTUTEIIbHOCTH
JICUCHHSI M TIPETIONIaracMoro BpeMEHH 00pa30BaHus aHTUTEN, U He MeHbIIe 12
MECSIIEB, TIPU APYTON JIUTEITLHOCTH UCCIICOBAHUS TIPEICTABIIICTCS 000CHOBAHUE; TIPU
3HAYUMBIX CITydasx 00pa30BaHUs TUTPOB aHTHUTEN, UX CTOMKOCTh B TCUCHHE
OTIPEICIICHHOTO BPEMEHH, MTOTCHITMATBHBIC N3MEHEHUS XapaKTepa MMMYHHOTO OTBETA H
KIIMHUYECKUE TTOCIIENICTBUSI TPEOYETCS UCCIE0BaTh B I0- U TIOCIIE PETUCTPAIIMOHHBIN

epuon);

OCHOBHBIE KJIMHUYECKHUE JaHHBIE TOJYYal0TCs C UCIIOJIb30BAHUEM
JIEKAPCTBEHHOTO CPEJICTBA, MPOU3BEACHHOTO MTyTEM OKOHYATEIBLHOIO
IIPOU3BOJICTBEHHOTO MPOIlecca, T.€. JIEKAPCTBEHHOTO CPEJICTBA, HA KOTOPOE MOJAETCs
3as1BJI€HME Ha FOCYJaPCTBEHHYIO PETUCTPALUIO;

IUTSL TFOOBIX OTKJIOHEHUH OT 3TUX TPEOOBAHUM YCIyronoaydaTeiab NpeICTaBIseT
000CHOBaHUE, U NMPU HEOOXOAUMOCTH, JaHHbBIE TOMOTHUTEIbHBIX
(dhapMaKOKMHETUYECKHUX UCCIEI0BAHNM, CPAaBHUBAIOMINX (DAPMAKOKMHETUYECKUE
npo(HIIN JTEKAPCTBEHHOTO CPEJICTBA C OKOHYATEJIBHBIM U 00JI€€ paHHUM COCTaBOM;

11) cneundukanuio 6€30MaCHOCTH (C OMUCAHUEM BaXKHBIX BBISIBICHHBIX U
MOTEHIMAJIbHBIX MPOOJIeM O€30MaCHOCTH 3TAJJOHHOT0 OMompernapara, Kiacca
JIEKApCTBEHHOTO BelllecTBa U (Min) OMocuMmIsipa) u 1iad gpapmMakoHaI30pa
OrocuMuUIIsipa B IOCTPETUCTPAIMOHHBIN Mepro/ (C OMMCAaHUEM TUTAHUPYEMBIX
MOCTPETUCTPAIIMOHHBIX MEPOTIPUSTHH U METOI0B, OCHOBBIBAIOIIIUXCS Ha
cnierupukanum 6€30MacHOCTH, TUTAHA YITPABICHUS 1 MUHUMU3AIMHA PUCKOB, B TOM
yucie 00pa3oBaTelibHbIe MAaTEPHUAIIbI JIJIsl TAIMEHTOB U (UJIK) JIeYalluX Bpayeil);

12) skcTpanoaupoBaHue TaHHBIX M0 3PGEKTUBHOCTH U O€30MACHOCTH C OJHOTO
TEeparneBTUYECKOT0 NOKA3aHUsI Ha IPYroe: eciii peepeHTHbIN penapar uMeer 0osee
OJTHOTO TTOKa3aHMs K MPUMEHEHUIO, YCIIYTOMOIyYaTellb MPEJ0CTaBIIeT 000CHOBAHUE
OTCYTCTBUS KIMHUYECKUX HCCIIe0OBaHUMN 3P (HEKTUBHOCTH U 0€30MaCHOCTH
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OnocuMuUIIsIpa Mo APYrUM MOKa3aHUSIM K IPUMEHEHHIO, IO KOTOPBIM HE TPOBEIECHBI
KJIMHUYECKHUE UCCIIET0BaHMsI OMOCUMMIISPA; B 0OOCHOBAHUM OTPAXKAeTCsl OIBIT
KJIMHIYECKOTO IPUMEHEHUS, TOCTYITHOCTh JaHHBIX JIUTEPATypPhbl, MEXaHU3MOB
JeMCTBHSI aKTUBHOTO BeLIeCTBa pe()epeHTHOTO Mpernapara A KaKI0ro MoKa3aHus
(BKJIIOYAsi CTENEHb UX JIOCTOBEPHOCTH) M BOBJICUEHHBIX PELENTOPOB; MPU HATUYUHU
JI0KA3aTeJIbCTB, YTO NP Pa3HbIX MOKA3aHUAX K IPUMEHEHHUIO BOBJICKAIOTCS Pa3IUUYHbIC
aKTUBHBIC IIEHTPHI JEHCTBYIOIIETO BELIECTBA PeEPEHTHOIO Mpenapara uin pa3indHbIe
peuenTopbl KJIETKA MULIEHU WM YTO MPOpuiIb O€30MaCHOCTU IIpenapara pa3aindaeTcs
JUIA pa3HbIX MOKa3aHUM K MPUMEHEHHIO, MPEAOCTABISIOTCS TaHHbIE KIMHUYECKUX
UCCJIeIOBAHUMN; JIJIs1 DKCTPANOIUPOBAHMS TaHHBIX 110 0€30MaCHOCTH MPUHUMAET BO
BHUMaHHE (DAKTOPBHI, CBA3AHHBIE C TALUEHTOM (COMYTCTBYIOIIEE JICUCHHE,
COITYTCTBYIOIIKE 3a00JI€BaHUSI U UMMYHHBIN CTaTyC), (DaKTOPHI, CBSI3aHHBIE C
3a00JeBaHuEM (peaKinK, CXOAHbIE C TAKOBBIMU KJIETOK MUIIIEHEH); 00hEM TaKUX
JAHHBIX PACCMATPUBAETCS B CBETE COBOKYIHOCTH JI0KA3aTEIbCTB, MTOJyYEHHBIX IPU
YCTaHOBJIEHUH COMTOCTABUMOCTH OMOCUMUIISIPA U MOTEHIIUATBHBIX OCTAIOIIUXCS
HEOIPEICTICHHOCTEN.

6. KomOunupoBaHHbIe JIEKapCTBEHHBIE TIPETIapaThl

JIJ1s1 HOBBIX JIEKAPCTBEHHBIX MPENApaToB, MPEACTABISIOIUX cO00 KOMOUHALINIO
JIBYX UM O0Jiee paHee U3BECTHBIX aKTUBHBIX BEIIECTB B OJIHOM JIeKapCTBEHHOU (popme,
peACTaBIseTCs MOJHOE perucTpanrontoe nocke (Moaynu 1-5, Yactu -1V Tlepeuns).
Monyinb 3 unu Yacts [1 BkItouaeT cBeieHus: 0 Npor3BOACTBE, KOHTPOJIE KauyecTBa,
IIPOU3BOJINTENE KAXKIOI0 AKTUBHOT'O BEILIECTBA, BXOAIIETO B COCTAB
KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX NpenapaToB. B Monynsax 4 u 5 i Yactax 111, IV
[lepeuHs npeacTaBISIIOTCS PE3yJIbTAThl JOKIMHUYECKUX U KIMHUYECKUX HCCIIEI0BAHUIN
3asIBISIEMbIX KOMOMHAIMN aKTUBHBIX BELIECTB.

7. JlekapCTBEHHBIE CPEACTBA C XOPOIIO U3YUYECHHBIM MEIUIIMHCKAM TPUMEHEHUEM.

K nexapCTBEHHBIM CpeJICTBAM C XOPOIIIO U3YUYEHHBIM MEIUIITHCKUM
MPUMEHEHUEM OTHOCSITCS JIEKAPCTBEHHBIE IIpenapaThl C MOATBEPKIACHHON
3¢ (PEKTUBHOCTHIO U IPUEMIIEMBIM YPOBHEM 0€30MMaCHOCTH:

AKTUBHOC BCUICCTBO, KOTOPBIX XOPOIIO N3YUYCHO B MCAUIIMHCKOM IIPUMCHCHUH

JICKapCTBEHHBIC TIPEIapaThl U3 CHIPhS MIPUPOIHOTO MPOUCXOXKACHHS (HaIpuMep:
JeroTh O€pe30BbIi, 3MEUHBIN SI1,

IMPOAYKTHI IMYCJIOBOACTBA, MCANIIMHCKHUE IMUSABKH, ’KCJI9b, MUHCPAJIbI U I[p),
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BHUTAaMHUHBI 1 BUTAMUHHO-MHUHCPAJIbHBIC KOMIIJIICKCEI,

PacTBOPHI aHTUCENTUKOB (TIEPEKUCH BOAOPO/Ia, 1101, OpUITHAHTOBBIN 3€JIEHBIN 1

ap.);

BOJIA JIJISI UHBEKIIUM;

a7copOeHThI (Yrojib aKTUBUPOBAHHBIN );

KapMUHATHBHBIE JICKAPCTBEHHBIC TIPETIapaThl;

JIEKapCTBEHHBIE NpenapaThl U3 IPyIIbl pa3apaxaroliuX 1 00BOJAKUBAIOIINX
CPEICTB.

B peructpannonnom gocwe npenacrasisaores Moaymu 1, 2 u 3 uw Hactu [, 11
[Tepeuns. B Monynsx 4 u 5 wim Yactu 111, IV [lepeunst B moapoOHOI HaydHOM
oubnuorpaduu yka3blBalOTCS JOKJIUHUYECKUE U KIIMHUYECKUE XapaKTePUCTUKHU.

I[J'ISI JICKAPCTBCHHBIX CPCACTB C XOPOIIO U3YUYCHHBIM MCAUTTUHCKUM
IMPUMCHCHUCM NPCAOCTABIIAIOTCA CIACAYIONINC JAHHBIC!

1) dbaxTopsl, KOTOpHIE HEOOXOAUMO YUUTHIBATH MIPH OMPEACIICHUN XOPOIIIO
VU3YyYEHHOI'0 MEJULIMHCKOI'O IIPUMEHEHHSI KOMIIOHEHTOB JIEKAPCTBEHHBIX CPEJICTB:

BpeMsl, B TCUEHUE KOTOPOIr'0 UCIOJIb3YETCSA aKTUBHOE BEILIECTBO B MEULIMHCKON
IIPaKTHKE;

KOJIMYCCTBCHHBIC ACIICKThI MCITOJIB30BaHUA aKTUBHOI'O BCIIICCTBA,

4acTOTa HAyYHBIX MyOJUKAIUNA U aKTyaIbHOCTH UCIIOJIb30BAHUSI aKTUBHOT'O
BEILIECTBA B TEUEHHUE MOCIEAHUX S5 JIET epe] nojaueii 3asBiIeHHs (CO CChUIKON Ha
MyOJIMKAIUKA B HAYYHBIX UICTOUHHKAX);

COIIaCOBAHHOCTDb HAYYHBIX OLICHOK.

I[J'IH OIIPCACICHUA XOPOIIO U3YYCHHOI'O IPUMCHCHUA PA3JIMYHBIX dKTHBHBIX
BCHICCTB IPCAOCTABIIICTCA OLICHKA 3a PA3JIMYHBIC IICPUOIBI BPECMCHHU. HepI/IOI[ BpPCMCHH,
HCO6XOI[I/IMI)If/1 AJIA OIIPCACIICHUA XOPOIIO N3YUYCHHOI'O MCAUITMHCKOI'O ITPUMCHCHUA
AKTHUBHOI'O BEIICCTBA, COCTABJISICT HC MCHEC 10 et ¢ AAThI IICPBOT0 CUCTEMATHYCCKOTO
U JOKYMCHTHUPOBAHHOI'O IIPMMCHCHHUA JICKAPCTBCHHOI'O CPCACTBA.

2) MaTepuabl pErUCTPAIMOHHOTO JOChE, MPEACTABICHHBIE YCIYrOMOaydaTelieMm,
BKJIFOUAIOT BCE aCMEKThI OLIEHKU 0€30MacHOCTU U 3P (HEKTUBHOCTH, COACPIKAT CCHUIKY
Ha 0030p COOTBETCTBYIOIIEH JTUTEPATYPhI C YUETOM TMPEJI- U TOCTPETUCTPALIMOHHBIX
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UCCJIeIOBaHUN U OMyOJIMKOBaHHON HAYyYHOU JINTEPATypPbl OTHOCUTEIBHO PE3YIHTATOB
AMUIEMUOJIOTMYECKUX UCCIIEI0BAaHUN U OCOOEHHO CPAaBHUTEIBHBIX UCCIEA0BAHUMN, BCIO
JOKYMEHTAIINIO0, KaK MOJOKUTEIbHYIO0, TaK U OTpULATeNbHY0. bubnuorpaduueckas
CCBUIKA Ha IPYTMe€ UCTOYHUKH JTOKA3aTeNbCTB (IIOCTPETUCTPALIMOHHBIE UCCIIEIOBAHNUS,
AMUAEMHUOJIOTMYECKHIE UCCIIEOBaHUS ), KpOME JaHHBIX, KaCalOIIHUXCs METO/I0B
KOHTPOJISI U UCIIBITAHUH, SIBJISIETCS JOKA3aTEIbCTBOM 0€30MacHOCTH U 3P(HEKTUBHOCTH
JIEKapCTBEHHOTO Tpenapara mpu YCIOBUH, YTO B PETUCTPAIIMOHHOM JI0ChE YETKO
00BACHEHO U 0OOCHOBAHO MCIOJIb30BAHUE ITUX UCTOYHUKOB MH(POPMALIHH;

3) o6ocHOBaHME JOKa3aHHOTO MTPUEMIIEMOTO YPOBHS 0€30MaCHOCTHU U (WJIN)
3(p(PEKTUBHOCTH, HECMOTPS Ha OTCYTCTBUE HEKOTOPBIX UCCIIEIOBaHMUIA;

4) B TOKTUHUYECKUX U (UITN) KIMHUYECKUX 0030pax 0OBICHUTH 3HAYMMOCTD
JTHOOBIX MIPEICTABIICHHBIX TAHHBIX, KACAIOMIMXCA YKe 3apEruCTPUPOBAHHOIO
JIEKApCTBEHHOTO Tpernapara, OTIIMYHOr0 OT TOTO, KOTOPBIM MpearaeTcs K
peructpanuu. [Ipeacrapnsercss 000CHOBaHME 1O TOBOJIY TOTO, MOXKHO JIU 3asBJICHHBIN
JIEKapCTBEHHBIN IIpenapaT CUUTaTh MOJAO0HBIM yKe 3apEerUCTPUPOBAHHOMY
JIEKApCTBEHHOMY IIpernapary, HECMOTPS Ha CYILIECTBYIOIIUE Pa3Iuyus;

5) MOCTPEruCTPAIMOHHBIN OIBIT UCTIOIB30BAHMS COJEPKUT UH(POpMAITHIO 00
VICTIOJIB30BAHUU JIPYTUX JIEKAPCTBEHHBIX MIPENapaToB, COASPKALIUX T€ )K€ AKTUBHBIC
BEIIIECTBA;

6) epuoUYECKH OOHOBIISIEMBIN OTYET IO 0€30MaCHOCTH JIEKAaPCTBEHHOTO
npenapara 3a MocjaeHue 5 JIET ¢ MOMEHTA PETUCTPAllMK B CTPaHE TPOU3BOIUTENS 110
MO/Ia4y 3asIBJICHUS 3apyOCKHBIMU TTPOU3BOIUTEIISIMH.

IIpu oTCyTCTBMHU OIBITA IPUMEHEHHS B CTPaHE IPOU3BOIUTENS 3a 5 JIET C
MOMEHTA PETUCTPAINH, TPEAOCTABIIACTCS MEPUOTUIECKH OOHOBIISIEMBIN OTYET 10
0€30MacHOCTH JIEKapCTBEHHOTO Ipenapara 3a (pakTuyeckoe BpeMsi MPUCYTCTBUS Ha
PBIHKE B COOTBETCTBHH C TPEOOBAHUAMU HaAJIEXkKAIIEH MPaKTUKU (hapMaKoHaa30pa
(GVP).

8. PacTutenbHbIe JIEKAPCTBEHHBIE MPENapaThl

JI1s1 BKCIIEpTU3BI JIEKAPCTBEHHBIX MPENAapaTOB PACTUTEIBHOIO TPOUCXOXKIACHUS
IPEIOCTABISIOTCS PE3YIbTaThl COOTBETCTBYIOIINX (DAPMAKOJIOTUYECKHUX,

TOKCHKOJIOTHYCCKUX U KIIMHUYCCKHUX HCCHGHOB&HHﬁ. MaTepHanH U JOKYMCHTHI I10
JOKJIIMHHYCCKUM (HGKJII/IHI/I‘-IGCKI/IM) )41 (PIJII/I) KIMHHUYCCKHUM HUCCICAOBAHUAM BKIIIOYArOT:
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MaTepuabl JOKIMHUYECKUX (HEKIMHUYECKHUX ) UCCIEOBAHUM crieluduuecKkoit
AKTUBHOCTHU;

MaTepHuasbl UCCIEAOBAHUS OCTPOM U XPOHUUYECKOM TOKCUYHOCTH;

JAHHBIE O MECTHO-PA3ApAXKAIOLIEM JCHCTBUN;

JaHHBIE 00 AJJIEPTU3UPYIONTUX CBOMCTBAX;

ONBIT KIIMHUYECKOTO MPUMEHEHUS B CTPAHE-ITPOU3BOANUTEIIE WIIM IPYTUX CTPAHAX.

HpI/I 9TOM MAaTCPHAJIbl OTHOCUTCIIbBHO KAYCCTBCHHBIX ACIICKTOB JICKAPCTBCHHOI'O
mpciapara NpcAoCTaBIAOTCA B IIOJIHOM ooBeMe.

J1j1s1 cOOpOB JIEKaPCTBEHHOTO PACTUTENHLHOTO ChIPbs, (PUTO-4aeB
penocTaBisieTcss 0030p HAyUYHOH JIMTEPATYPhl MO JEKAPCTBEHHBIM PACTEHUSM,
BXOJIAIIMX B X COCTaB.

9. 'omeonaTuyeckue mpenaparhbl

Yciyronosydarens I 3KCIEPTU3bl TOMEOIIATHYECKHUX MPENAPATOB
npeACTaBisieT JOKYMEHThI U MaTepUalibl, BKIOYaronue nupopmaiiuio no Moayssam 4 u
S wim Yactawm 11 u IV Ilepeuns:

IJIs1 TOMCOITaTUYCCKHUX IIPEIIapaToOB, COOTBCTCTBYIOIINX BCCM
HWKCIICPCUUCIICHHBIM YCIOBUAM B KOMIIJIICKCC:

MperiapaTsl MIPCAHA3ZHAYCHDBI AJIA IICPOPAIIBHOT'O UJIN HAPYKHOI'O IIPUMCHCHU A,

Ha 3TUKETKE JIEKAPCTBEHHOI'O IIperapara UM J000i OTHOCAIIEHCS K HEMY
uH(pOpMaIMU HE MPUBEIEHO KOHKPETHOTO TEPANEBTUYECKOr0 MOKa3aHus K
IIPUMEHEHHUIO;

CTENEHb PACTBOPEHUS JIEKAPCTBEHHOT'O IPENapara sABJIsSETCS JOCTATOYHON JUIs
rapaHTUu ero 0€30MaCHOCTH; B YACTHOCTH, JIEKAPCTBEHHBIN Mpenapar He COACPKaTh
6onee 1 wactu Ha 10 000 gacTeit MmaTouHOTO pacTBOpa win 6osee 1/100 MuHUMATBHON
J103bl, IPUMEHSEMON B aJUIONATUH B OTHOLIEHUH JIEUCTBYIOLIErO BEUIECTBA, HAINYUE
KOTOPOTO B aJUIONATUYECKOM JIEKAPCTBEHHOM Ipenapare TpedyeT 00s13aTeabHOro
Hajau4us penenta Bpaya, st Moayneit 4 u 5 unu Yacreit 11 u IV [epeuns
PEIOCTaBISAI0TCS 0030p JaHHBIX HAYYHOMU JUTEpaTypbl 00 3 (HEKTUBHOCTH U
0€30MacHOCTH TOMEOIIaTUYECKOT 0 ITpenapara B 3asBAsI€EMOI 001acTH IPUMEHEHHS,

JJI1 HOBBIX TOMCOIIATUYCCKUX IIPCIIApaTOB, HC YIIOMHUHACMEBIX B (bapMaKone;{X n
MOHOFpa(l)I/IHX; JJIA KOM6I/IHI/Ip0BaHHI>IX TOMCOITATHUYCCKHUX IIPCITapaTOB, KOTOPLIC
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OpUBEAET K BO3MOXXHBIM B3aUMOJCHCTBUSAM, CHHEPT€TUYECKUM d(PPexTaM nim
aJAIMTUBHBIM 3(()eKTaM pa3IMuHbIX UHTPEAUEHTOB; JIs1 TOMEONAaTHYECKUX
npenapaTroB, MHIPEAUEHTHI KOTOPBIX MPEICTABISAIOT PUCK TOKCUYECKHUX W IPYTUX
HEeOJIaronpUATHBIX BO3JEHCTBHM, 0COOEHHO KOT/1a MHIPEIUEHThI KOHIEHTPHUPOBAHbI
WM TIPEJICTaBIeHbl B HU3KUX pa3BefeHusix (Hanpumep, 1X, 2X wiu 1C), unu He
KOHTPOJUPYIOTCS TOJKHBIM 00pa3oM B MPOLIECCE MPOU3BOICTBA; IS
rOMEONaTUYECKHX MPENapaToB, MPeAHA3HAYCHHBIX JUIsl UHBEKIUN U U1l IPEenaparTos,
IPUMEHSEMBIX B 0()TaIbMOJIOTMH; PEIHA3HAUYEHHBIE J1JIs1 UCIIOJIb30BAHUS C LEJIbIO
npoUIAKTUKY WK JIEYEHUS] CEPhE3HbIX 3a00JIEBaHUM; AJI1 TOMEONATUYECKUX
penaparoB, NpeIHa3HAYCHHbIX JIJISl YSI3BUMBIX TPYII HaceleHus (Hampumep,
HOBOPOXKACHHBIE U IETH, OEpEeMEHHBIEC U TOKUIIbIE, MAIUEHTHI C 0CIa0IEeHHBIM
MMMYHUTETOM U Ap.): 1 Moayis 4 uin Yactu 111 [lepedns npenctaBiasiOTCs JaHHbBIC
TOKCUKOJIOTUYECKUX, UCCIIEIOBAaHUH (B Cilydae cOAep:KaHUsl HHPEKIMOHHOTO areHTa
MOJITBEPIKIACHUE MCCIICIOBAHUEM OMOJIOTUYECKON O€301acHOCTH ), 000CHOBaHUE
no100pa pa3aIuYHbIX MOTEHLINN, JaHHBIE KIMHUYECKOTO ONbITa IPUMEHEHUS;, IS
Monayns S unm Yactu VI [lepeuns npencTaBisitoTcsl JaHHbIE KITUMHUYECKUX
uccienoBanuii 00 3pPpexkTUBHOCTH U 6€30MaCHOCTH TOMEOIATUYECKOTo IIpernapara B
3asBJISIEMOM 00IaCTH MPUMEHEHU U 000CHOBaHUE M0I00pa PA3TUYHBIX T03HUPOBOK.

oO11ast XapaKTepUCTHKa JIEKApCTBEHHOTO MpernapaTa i HHCTPYKUHUIO 110
MEIUIMHCKOMY PUMEHEHHIO (JINCTOK-BKJIAJIBIII) C YKAa3aHUEM, YTO JIEKAPCTBEHHOE
CPEACTBO SBIISETCS TOMEOMATHYECKUM MPEMIAPATOM.

10. ButamuHbI, MUHEpAJIBI

J1J1st SKCTIepTU3BI JIEKAPCTBEHHBIX CPEACTB, COAEPKAIUX BUTAMUHBI U (MIIH)
NPEACTaBISAIONINX CO00I KOMILIEKC BUTAMUHOB U (WJIM) BATAMUHOB U MUHEPAJIOB,
yCIIyTOIOIyYaTeNb MPEACTABISAET OJJUH U3 HUKECISAYIOIUX TOKYMEHTOB U
MaTepHaIOB:

1) Gubnmorpadudeckuii 0030p AaHHBIX MO OE30MACHOCTH JIEKAPCTBEHHBIX
CPEIICTB, BMECTE C OTYETOM DKCIIEpPTa, BKIFoUasi HHMOpMAIUIo 00 dKCTIepTe;

2) Hay4HbBIC TyOJUKAIINK HA 3asBIISIEMBbII Tperapar;
3) IaHHbBIE UCCIEOBAHUM OCTPOM U (WJIM) XPOHHUYECKON TOKCUYHOCTH.

11. PagnodapmarneBTH4ecKue IpemapaThl
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Jlist sKcnepTr3sl paguodapManeBTHYECKUX MPENapaToB U UX MPEKYpPCOPOB B
Mopyne 3 unu Yacru II [lepeunst nmpeacTaBiasroTCs JOKYMEHTBI 1 MaTepUallbl,
BKJTFOYAOIIIHE CIEAYIONIYIO CIeM(PUISCKYI0 HH(HOPMAIIHIO:

1) B paguodapmarieBTHIeckoM Habope, KOTOPBI CHA0XKaeTCsl paJuOoaKTUBHON
METKOM TOCJIe TOCTaBKU MPOU3BOIUTENEM, 38 AKTUBHOE BEIIECTBO MPUHUMAIOT YaCTh
Habopa, NpeIHa3HAUYECHHYIO JUIsl IEPEHOCA WK CBSI3bIBaHUS paAuoHykKiauaa. Onucanue
METO/1a TPOU3BOACTBA paanodapMaIieBTUIECKOT0 Habopa BKIII0YaeT MOAPOOHbBIE
JAHHBIE 110 IPOU3BOJICTBY HAOOpa U IaHHbIE PEKOMEHIYEMON OKOHYATEIbHOU
00palboTKu A7l MPOU3BOACTBA PAJAMOAKTUBHOTO JIEKAPCTBEHHOTO Mpernapara.
TpeOyembie cienuuKauy paauoHyKIUIa OMKUCHIBAIOTCS B COOTBETCTBUHU, €CITH
MPUMEHHUMO, C 00IIIeH WK YacTHOU cTaTthell (MoHorpaduei) ['ocynapcTBeHHOM
®apmaxoneun PK, 1160 mpu oTCyTCTBUU TakuxX ctateit (MoHOrpaduil) — CTaThaM
(MoHorpadusm) Gapmaxonei, NPU3HAHHBIX IEUCTBYIOIUMH Ha TEPPUTOPHUU
PecnyOnuku Ka3zaxcras.

B momnonHeHue, onmuchiBaeT BCe COSAMHEHMS, HEOOXOIUMBIE JIJIsl BBEICHUS
PaAMOAaKTUBHON METKH, a TAKKE CTPYKTYPY COCIUHEHUS C PAAMOAKTUBHON METKOIA.

AHaTU3UPYIOTCS SAEPHBIC PEAKIIUU PAAUOHYKIUIOB.

Kak maTepuHCKUH, TaKk U JOYEPHUMN paUOHYKIIU]IBI T€HEpaTOpa CUUTAOTCS
AKTUBHBIMU BEIIIECTBAMU,

2) cBeZieHUs O IPUPOJIe PATUOHYKIUIA, OIJTMHHOCTUA U30TOIA, BO3MOKHBIX
PUMECSX, HOCUTEINE, TPUMEHEHUH U CIEIU(UIECKON aKTUBHOCTH;

3) “ucxoaHbIe MaTEpHUaIbl BKIIOUYAIOT IIEJIEBbIE MAaTEpUalbl 111 00IyUYEHNUS;

4) paccMOTpEeHHE XUMHUYECKOH (PaIMOXUMHUUECKOI) YUCTOTHI U €€ CBSI3b C
ounopacnpeieIeHUEM;

5) onucanue paguoOHYKIUIHON YACTOTHI, PATUOXUMUYECKON YUCTOTHI U
crienu(puIecKol aKTUBHOCTH;

6) 17151 TeHEPATOPOB MPECTABIISIIOTCS MOIPOOHBIE JAHHBIC UCTIBITAHUM
MAaTE€pPUHCKUX U JTOYEPHUX PATUOHYKINUIOB. 17151 TeHEPATOPOB-AIH0AaTOB
MPEACTABISIOTCS UCTIBITAHUSI MAaTEPUHCKUX PATUOHYKIIUIOB U JPYTUX KOMIIOHEHTOB
CUCTEMBI F€HEPATOPa;

7) conep>kaHuEe aKTUBHBIX BEIIECTB HA OCHOBAHUU MAaCChl aKTUBHOMN 4acTH
MOJIEKYJIbI IPUMEHSETCS TOIBKO K paanodapManeBTuueckium Habopam. s
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paanOHYKINA0B PaJIHOAKTHBHOCTD BbBIPAKACTCA B 6CKKepeJ'I$IX, C YKa3aHUCM OaThI U,
CCJIN HGO6XOI{I/IMO, BPEMCHH U 9aCOBOTI'O I104Ca. VYka3bIBaeTcs TUI PAIUOKTUBHOCTH,

8) cnenuduKaIuu JIeKapCcTBEHHOTO MperapaTa, sIBISIOIErocs
paauodapMalieBTUYECKUM HAaOOpOM, BKJITIOUAIOT UCIIBITAHUSI CBOMCTB IIpenapara mocie
BBEJCHUS PAJUOAKTUBHON METKH, COOTBETCTBYIOIINE KOHTPOJIU HA PAAUOXUMHUYECKYIO
U PaIMOHYKJIUIHYIO YUCTOTY COETMHEHUSI C PAJMOAKTUBHON MeTKOH. JItoOoi
Marepuai, HeOOXOAUMBIH JJisl BBEICHUS paIMOAKTUBHOU METKHU MOJICKUT
YCTAHOBJICHUIO TOJJIMHHOCTH U KOJIMYECTBEHHOMY ONPEIEIICHHIO;

9) undopmarus o cTabUIBLHOCTH ISl K30TOIMHBIX TEHEPATOPOB, M30TOIHBIX
Ha0OPOB U JIEKAPCTBEHHBIX MPENapaToB C paJIMOAKTUBHON METKOM. Y Ka3bIBACTCS
CTaOMIIBHOCTH TIPY MCTIOIB30BAHUH PAAO(PapMaIieBTUIECKUX JIEKAPCTBEHHBIX
IIPENapaToB B KOHTEUHEPAX JJIsI MHOIOPAa30BOr'0 UCIIOJIb30BAHU.

B Mopyne 4 uin Yactu 111 [lepednst yka3plBatOTCsl aCHEKThI paIMalldOHHON
JO3UMETPUH (JIEUCTBUE U3IIyUEHHUS Ha opraH (TkaHb)). [lokazarenb MOrioneHHoN 1035
V3JIyUYCHUS PACCUUTBIBACTCS C YKA3aHUEM CUCTEMBI UCII0JIb30BAHHBIX MEXKIYHAPOIHO
MPU3HAHHBIX €IMHULL U3MEPEHUS MPH ONPEICICHHOM ITYyTH BBEACHUS.

B Mopyine 5 niin Hactu IV Ilepeuns, ecinu NIpUMEHUMO, PEACTABIISIOTCS
pe3yNbTaThl KIMHUYECKUX UCTIBITAHUIN WM MPUBOAUTCS B KIMHUYECKUX 0030pax
(Monynb 2) 000CHOBaHUE UX OTCYTCTBHUSI.

B cnydae paanodapmarieBTHUECKOTo MpeKypcopa, IpeIHa3HaueHHOTO TOJIBKO
JUTsl BBEICHUSI PaMOAKTUBHBIX METOK, MPEK]IE BCETO MPEACTABIACTCS HH(OPMALIHS O
BO3MOYHBIX TTOCIIEJICTBUAX HEAOCTATOUHON A((DEKTUBHOCTH BBEJICHUS PAJHMOAKTHBHBIX
METOK WJIA IUCCOLUAIINY 1N VIVO KOHBIOTATa ¢ PaIuOaKTUBHON METKOM, T.€. BOIPOCHI,
CBSI3aHHbIE C JIEUCTBUEM CBOOOJAHOTO PaJMOHYKIIH/IA HA MAIMEHTOB. B nononHeHue,
IPE/ICTaBIIACTCA COOTBETCTBYIOIIAs MHGOPMALIHS OTHOCUTENBHO (DaKTOPOB PUCKA, T.€.
PagOaKTUBHOTO BO3/ICHCTBUS Ha EPCOHANT OOJIBHUIIBI U OKPY>KAIOIIYIO CPENY.

B wacTHOCTH npeacTaBisieTcs cienyromas nHhopmarus:

ITonoxenus Monyns 3 nnu Yacru II Ilepeuns npuMeHsOTCS pU perucTpanuu
paanodapMalieBTUYECKUX MPEKYPCOPOB, KaK YKa3aHO BBILIE, €CIIH IPUMEHUMO.
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B Monayne 4 unu Yactu I [TepeuHs OTHOCUTENBbHO TOKCUYHOCTHU MPU
OJHOKPAaTHOM U MHOTOKPAaTHOM BBEJICHUU TPEJICTABISAIOTCS pE3yIbTaThI
JOKJIIMHUYECKUX UCCIICIOBAaHUMN, IPOBEAEHHBIE B COOTBETCTBUM C ITPABHIIAMU
HaJJIekKallei 1abopaTopHON MPAKTUKH.

I/ICCJIQILOBaHI/IH Ha MYTAarcHHOCTb PAAUOHYKINAOB HC CUUTAIOTCA ITPUMCHHUMbBIMU
B JaHHOM KOHKPETHOM CJIydac.

[IpencraBnsercs nHopMalysi OTHOCUTEIIBHO XUMHUUYECKON TOKCUYHOCTHU U
pacrpeneneHus COOTBETCTBYIOUIETO "X0JIOAHOT0" (HE COJIepAKAIIEro paguoaKTUBHBIX
BEILIECTB) HYKJIH/IA.

B Monyne 5 unu Yactu IV Tlepeuns knuHudeckas nuHGpopmalus, moyuyeHHas B
X0/J1€ KIIMHUYECKUX UCCIIEIOBAaHUI C UCIIOJIb30BAaHUEM MPEKYpPCOpa caMoro 1o cede, He
CUMTAETCs 3HAYMMOM B ciiydae pajanodapManeBTHuecKoro npeKkypcopa,
MPEIHA3HAYCHHOTO UCKIIFOYUTENBHO /111 BBEICHUS PAIMOAKTUBHOW METKH.

[IpencrapmsieTcst nHGOpMAIHSI, TOATBEPIKIAI0MIAS KIIMHHYECKYTO
3¢ HEeKTUBHOCTH paanodapMaIeBTUIECKOro MpeKypcopa npu MPUCOSTUHEHUH K
MOJIEKYJIaM COOTBETCTBYIOIIETO HOCUTEIISI.

12. Opdannsbie 1eKapCTBEHHBIC MperapaThl

[Ipu sxcniepTu3e oppaHHBIX MPENapaToB MOJIOKUTEIBHOE 3aKIOUEHHUE O
0€30I1acCHOCTH BBIIAETCS 0[] 0053aTENbCTBO yCIYronoayyaTels Ha YCIOBHAX:

1) BBINIOJIHEHHUS B OIIPEACIIEHHBIE CPOKH OIPENEIEHHON MPOrpaMMBbl
UCCIIEJIOBAHUMN, PE3YIIbTaThl KOTOPBIX OyIyT SIBJIATHCS OCHOBAHUEM JJISl IEPEOLICHKU
COOTHOIIEHHUS "TOIb3a-pucK";

2) npuMEeHEeHUs JIEKapCTBEHHOTO IIpenapara Mmoj CTporuM HaOJII0ACHUEM Bpaya;

3) HEMEIJICHHOTO YBEJOMJICHUS TOCYIJAPCTBEHHOTO OpraHa O JIF0OBIX
HEXKEJIaTeTbHBIX PEaKIUIX, BOHUKIINX IPH MPUMEHEHUH OppaHHOTO Tperapara, u
NPEANPUHATHIX MEPAX B COOTBETCTBUU C MPUKa30M MUHHCTPA 3ApaBOOXPAHEHHUS
Pecnybnuku Kazaxcran ot 23 gexadbps 2020 roga Ne KP JICM-320/2020 "O6
YTBEPKJICHUHU TIpaBWJI MpoBeeHus (hapMaKOHaI30pa 1 MOHUTOPUHTA O€30TTaCHOCTH,
KadecTBa U 3 (PEKTUBHOCTH METUIIMHCKUX U3enuid" (3apeructpupoBat B Peectpe
roCyJIapCTBEHHOM perucTpalui HOPMaTUBHBIX MPABOBBIX akTOB 1o Ne 21896).

DKcIepTHas OpraHU3alMs COTJIACOBBIBAET MPOrpaMMy UCCIEAOBAHUM,
0053aTENBbHYIO K IPOBEJICHUIO MOCTIE TOTYyUYEeHUS PErUCTpallid, pa3paboTaHHYIO U
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IPEIOCTABISIEMYIO YCIyTOMOIYyYaTeIeM Ha SKCIIEPTU3Y COTJIACHO MOANYHKTY 1)
HACTOSIIIIETO MyHKTA.

B nepuo BbITIOTHEHMSI TOCTABIIEHHBIX YCIOBUM SKCTIEPTHAS OpraHu3aIlus
MIPEIOCTABIISET B TOCYAAPCTBEHHBIN OpraH HH(POPMAIIHIO, IIOJTy4aeMyIo OT
yCIIYTOIOTYYaTeNsl O TPOBEICHUH OTIPEICTICHHON MPOTPaMMBbI UCCIICIOBAHUMN IS
€XKET0THOW MepeoleHKH COOTHOMIEHUS "MOIb3a-pUCK" IS 3apeTrUCTPUPOBAHHOTO
ophanroro npenapara. MHCTpYyKITHS 10 MEAUIIMHCKOMY PUMEHEHHUIO U IpyTast
MEIUIMHCKass UHPOpMaIKs O 3apETUCTPUPOBAHHOM TaKUM 00pa3zoM ophaHHOM
npernapare COACPKUT YKa3aHUs O HETOCTATOYHOCTH JTaHHBIX.

13. JIekapcTBEHHBIE IpenapaThl IEPEIOBOM TEpANIUN

Marepuanbl perucTpaliOHHOTO JOCHE JIJII BBICOKOTEXHOJIOTMYECKUX
JIEKApCTBEHHBIX MPEMAPATOB COOTBETCTBYIOT pasneny 4 [IpaBun peructpauuu u
AKCHIEPTU3BI JIEKAPCTBEHHBIX CPEACTB JJIS1 MEIAULIMHCKOTO IPUMEHEHUS, YTBEPHKIECHHBIX
pemenueM Cosera EBpazuiickoil axkoHoMudeckoi komuccuu oT 3 HosaOps 2016 roma Neo
78.

14. Tpauncdep

[Ipu sxcniepTH3e JeKapCTBEHHBIX MPENapaToB, MPOU3BOIUMBIX HA OCHOBE
nepeHoca (Tpancdepa) MoJHOTO UKJIA WX YaCTH TPOU3BOICTBEHHBIX U
TEXHOJOTUYECKHUX MPOIIECCOB, K PETHCTPAIIMOHHOMY JIOCHhE TOTIOJTHUTEIHLHO
NIPEIOCTABIISIOTCS CICTYIOIINE JOKYMEHTHI:

1) A0TroBOp O IICPCHOCC IIPOU3BOJACTBCHHBIX U TCXHOJOTUYICCKUX ITPOICCCOB
MCKAY OTCUCCTBCHHBIM ITPOU3BOJUTCIICM U 3ap}76€)KHBIM IMPONU3BOAUTCIICM,

2) OTYET MO0 pe3yJibTaTaM MPOBEACHHOIO TpaHCc(epa, BKIIOYAIOLIET0 OUCAaHUE
npoekTa Tpancdepa, macirad TpaHcdepa, KpUTUIECKUE apaMeTphl, TTOTyUYCHHbBIE
OCHOBHOM U JOTIOTHUTEIIBHON TIIOMIAKaMHU, 3aKTFOYUTEIIbHBIC BEIBOIBI TpaHCPEpa, ¢
npuioxkeHnem ceprudukata GMP (c ykazaHueM qaThl ¥ pe3yIbTaTOB MOCIEIHEH
WHCIIEKINH) (HOTapuaIbHO 3aCBUIETEIHCTBOBAHHBIN) 3apyOEKHOTO MTPOU3BOAUTEIIS;

3) OTYCT BaJIMAAIINH ITPOU3BOACTBCHHLIX IIPOICCCOB HA OTE€YECTBEHHOM
HpOH3BOI[CTB€HHOﬁ II0IaaKe,

4) 0 MOATBEPKACHUU TOTO, YTO KAYECTBO UCXOJHOTO ChIPbsI (AKTUBHOM
cyOcTaHIIUU, BCTIOMOTATEIbHBIX BEIIECTB), UCIIOJIBb3YEMOT0 Ha OT€Y€CTBEHHOU
IJIOMIAJKE HE BIUSIET HA MPOLIECC UM TOTOBBIN MPOIAYKT;
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5) MO KOHTPOJIIO KauecTBa MpenapaToB, MPOU3BOANMBIX Ha OT€YECTBEHHON
POU3BOJICTBEHHOM IUIOIIAKE, U MPENapaToB 3apyOeKHOT0 MPOU3BOAUTENS
OCYLIECTBJISIETCS IO OAHOM crienuPuKauuu (0IUHAKOBBIA MPOPUIb MPUMECEH,
dbapmMakoOKMHETUYECKHI TPOGUITH pACTBOPEHUS (17151 TBEPABIX JIEKAPCTBEHHBIX (OPM) U
WUH-BUTPO UCCIICIOBAHUS);

6) OTUETHI HCCIIeJOBAaHUN OMOIKBUBAJIEHTHOCTH UM KIIMHUYECKUX
UCCIIEIOBAHUM JIEKAPCTBEHHBIX MPENapaToB, MPOU3BEICHHBIX HA TPOU3BOICTBEHHBIX
wionaakax BHe Kazaxcrana (B ciyyae oTCyTCTBUS — 00OCHOBAHUE).

B cnydae, ecnu nepearonias IionaaKa perucTpupoBaiia Ha CBOSH TepPUTOPUU
npernapar 1o npoueaype Tpanchepa TEXHOJIOTHI U UCMOIb30Bajia OTYET UCCIICIOBAHMS
OMOAKBUBAJICHTHOCTH WJIN KJIMHUYECKUX MCCIICOBAaHUMN TPEThEH CTOPOHBI, TAaHHBIC
OTYETHl IPUHUMAIOTCS K PACCMOTPEHHIO MPH IKCTIEPTU3E PETUCTPALMOHHOTO JOCKE.

7) Ha MOMEHT TOJIauM 3asBIICHUS Ha SKCIIEPTU3Y MPHU PETUCTPAIUH ITepeaaAroIIast
CTOPOHA MPEIOCTABIISAET PE3yIbTaThl HCCIEAOBAHNN YCKOPEHHON CTAOMIBLHOCTH U HE
MeHee 6-TH MECSIYHBIX UCCIEAOBAHHM TOJITOCPOYHON CTAOMIBHOCTH, IS
PUHUMAIOIIEH CTOPOHBI — MPOTPAMMY MCCIICIOBAHNUN CTAOMIBHOCTH C YKa3aHHEM
CepHii IEKApCTBEHHOTO Mpemnapara v MoCTPETUCTPAIIMOHHBIE 003aTEIHCTBA O
NPEI0CTAaBICHUH IJAHHBIX CTAOMIBHOCTH C TJIONIAI0K MIEPEIAIoIei 1 MPHHUMAOIIEH
CTpOH (IEPUOIUIHOCTD MIPEAOCTABICHUS HH(DOPMAITUHU COTIACHO MTPOTrpaMMe U3YICHUS
CTaOMIIBHOCTH).

[Tpu nosnHoM nepenoce (TpaHcdepe) NPOU3BOACTBEHHBIX U TEXHOIOTMUECKUX
IPOLIECCOB YCIIyTONOIyYaTellb 00eCIIeUnBAET MOJTHOE COOTBETCTBUE YCIOBUM
POU3BOJICTBA U CUCTEMBbI OOECIICUeHHUsI KayeCcTBa Ha MIPOU3BOJICTBEHHOMN IUIOIIAIKE B
Pecny6nuke Kazaxcran ycioBUsiM MPOU3BOJICTBA U CUCTEME 00eCIIeUeHUsI KauecTBa
IPOU3BOICTBEHHOM IIomaaku BHe KazaxcraHa.

15. Tlepeperucrpanus

YcayronomydaTesns MOJaeT 3asBICHIE Ha MTPOBEICHUE KCTIEPTUIBI IS
HepeperucTpainy, MoAaeTCs 10 OKOHYaHUS AEUCTBUS PETUCTPAITUOHHOTO
yIIOCTOBEPEHHUSL.

Ha skcnepTu3sy mmpu rocy1apCTBEHHOM MEPEPErucTpalny JEKapCTBEHHOTO
cpenctBa npousBoauTessiMu Pecriyonuku Kazaxcran npenoctasmsitores gactu [ u 11
[Tepeuns npunoxenus 13 k HactosiuuMm [IpaBuinam unu Moaynu 1, 2 u 3 cornacHo
npwioxeHuto 14 k HacrosummM [IpaBunam, 3apyOeKHBIMA TPOU3BOAUTEISIMU
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npenoctabistoTcsa Moaynu 1, 2 u 3 cornmacHo NpuioKeHuto 14 K HacTOSIIIUM
[IpaBunam.

B o6miem oTyere 1o kauecTBy NpenocTaBiIsieTcs: 0030p HHGOPMAIIMH, CBSI3aHHON
C XUMHYCCKUMHU, (papMarieBTUICCKUMU U OMOJIOTHYECKUMHU TaHHBIMU. J[OKYMEHTHI
Moysst 2 0XBaTBIBAIOTCSI BOITPOCHI M OMKMCHIBAIOTCSI COOTBETCTBYIOITUE TAHHBIC,
KOTOpBIE TIOJIPOOHO TpeIcTaBIeHb B Moyre 3.

ITpu BBISIBIEHUM B X0J1€ IPOBEACHMSI SKCIIEPTU3bI (DAKTOB, CTaBSIIMUX IO
COMHEHHE JTOCTOBEPHOCTh CBEIECHUH, IPEICTABIEHHBIX B Moyse 2 perucTpaunoHHOTO
JIOChE B OTHOILIIEHUH KA4eCTBa JICKAPCTBEHHOTO IIpenapara, SKCIIepTHast OpraHu3arus
3ampaimBaeT JOKyMeHTsl Monyiis 3.

HononuutensHo npousBoautensiMu Pecyonuku Kazaxcran uz Yactu IV
[lepeuns cornmacHo npunoxenuto 13 k Hactosmmm [IpaBunam u 3apyOexHBIMU
IIPOU3BOAUTEISIMU U3 Moyt 5 cornacHo npuwioxenuro 14 k macrosmum IIpaBunam
IPEAOCTABIAIOTCS:

1) 0T4ETHI NOCTPErUCTPALMOHHBIX KIIMHUYECKUX UCCIIeI0BaHN 3()(PEKTUBHOCTH
1 0€30I1aCHOCTU B COOTBETCTBHUHU C IJIAHOM YIIPaBJICHUS PUCKAMU;

2) nepuoanYecKrd OOHOBIISIEMBIN OTYET IO 0€30IaCHOCTH 3a MOCJIeIHUE 5 JIeT
HAXOXIEHUS JIEKapCTBEHHOTO MperapaTa Ha papMalieBTH4ecKoM pbiHke PecryOnuku
Ka3zaxcraH ¢ KpaTKMM ayTEHTUYHBIM IIEPEBOJIOM C S3BIKA MPOU3BOJUTEIS HA PYCCKUI
A3BIK OCHOBHBIX Pa3/IcIIOB.

16. BHecenrue u3MEeHEHHUH B PErUCTPAIMOHHOE 1I0ChE

1) BHecenune u3MeHeHnl B pErUCTPAlMOHHOE TOChE OCYIIECTBIISIETCS 10 TI01aYU
3asiBJICHUS Ha MEePEePErucTpaliio B COOTBETCTBUU ¢ TpeOOBaHUSIMU HacToAmux [Ipasu,
3a UCKIIIOYEHHEM U3MEHEHU M0 peKOMEH1alluu (papMaKoHaI30pa U SKCTPEHHBIX
OTrpaHUYEHMM, CBSI3aHHBIX ¢ 0€30MaCHOCTHIO TPUMEHEHUS penapara. [Ipu BHeceHun
MU3MEHEHNH B peructpannonHoe nocwe tuna [A, Ib ninn II yemyrononydgarenem
IPEIOCTABIIAETCS MOSCHUTENbHAS 3alUCKa, COo/leprKalasi 000CHOBaHUE HEOOXOAUMOCTH
BHOCHMBIX U3MEHEHHUM.

[Tomaua 3asBi€eHUs HA SKCIIEPTU3Y BHECEHUSI N3MEHEHUHN B PETUCTPALMOHHOE
JIOChE OCYIIECTBIISIETCS YCIYTOMOIyYaTeJIEM B TEUEHUE CPOKOB, TPEYCMOTPEHHBIX
nyHKkTaMu 62 u 65 Hactosiux [IpaBu.

2) [Ipu BHeceHU U3MEHEHUH B perucTpaloHHoe Aocke tumna Il:
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o nyHkram b.I npenocrasnsiercs nepeuens nokyMeHToB Yactu I, 11 [lepeuns
(o6HOBEHHBIE pa3enbl | A7 - JIokyMeHT, OITBEPKAAIOIINI KAYECTBO aKTUBHOTO
BelecTBa (cepTudukat aHanu3a 3-xX cepuil akTUBHOM (papMalieBTUYECKOM cyOCTaHIIUU
OT MPOU3BOJUTEIS, CEPTUPHUKAT aHATN3a CYOCTAHIINK OT IPOU3BOAUTENS, CEPTUPHUKAT
cooTBeTCcTBUS MOHOTrpaduu EBpornelickoii @apmakoneu, IpOTOKOJI aHaIu3a,
AHAIMTHYECKUI NaclopT JaHHBIE IO U3YUYEHUIO CTA0UILHOCTH TOTOBOIO MPOAYKTA MPU
JIOJITOCPOYHBIX U YCKOPEHHBIX YCIOBUSAX U3yUYEHUS CTAOUILHOCTH C UCIIOJIH30BAaHUEM
3asBIIeMOM CyOCTaHIIMM 3a nepruoj Kak MuHUMYyM 6 MecsitieB.) u Il C 1 - aktuBHas
cyOCTaHIIMsI B COOTBETCTBUU C BHOCUMBIMH U3MEHEHUSIMH) Wi Moyis 3
[Tpunoxenus 14 (o6HOBIEHHBIE pa3einbl 3.2.S u 3.2.P B COOTBETCTBUU ¢ BHOCUMBIMU
U3MEHEHUSIMU );

no nyHkram b.II mpenocrasnsercs nepedens qokyMeHTOB YacTtu [
(o6HOBNEHHBIN pa3nen | A8 - JlokyMeHT, OATBEPKIAIOLIUI Ka4eCTBO TOTOBOTO
IPOJYKTa TPEX MPOMBIIUIEHHBIX cepull (cepTuduKaT aHaIu3a, MPOTOKOJI aHAIK3a),
0JIHa cepusi KOTOPOTO COBMAAAET C cepueil oOpasiia JeKapCcTBEHHOTO CPE/ICTBa,
MOJIAaHHOT'O HA PETUCTPAIUIO B COOTBETCTBUU C BHOCUMBIMU M3MEHEHUAMHM) U 11
[Tepeuns unu Monayns 3 [punoxenus: 14 (o0HOoBRIeHHBIE pa3aensl 3.2.P B
COOTBETCTBUM C BHOCUMBIMU U3MEHEHUSIMN).

17. YckopeHHas SKCrepTH3a JIEKapCTBEHHOTO CPE/ICTBA

[Ipu npoBeeHNN yCKOPEHHON HKCIIEPTU3BI HE CHIDKAIOTCS TPEOOBaHUS K
0€30MacHOCTH, KaueCTBY U 3(P(HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB.

1) YckopenHas skcrepTH3a JeKapCTBEHHBIX CPEACTB OCYIIECTBIISIETCS 110
PELIEHUIO YIIOJTHOMOYEHHOTO OpraHa v MPOBOJUTCS B CIIyUasX:

npcaHasHa4YCHUA JICKAPCTBCHHBIX CPCACTB IJIA HpOCI)I/IJ'IaKTI/IKI/I, JCUYCHMUA,
AUATrHOCTHUKH PCAKUX 3360H€B3HI/Iﬁ;

BO3HUKHOBEHUS M YCTPAaHEHUU MOCIIEICTBUM SMUJIEMUH, TaHEMHUU
MH(EKIIMOHHBIX 3200JI€BaHNU (JIEKapCTBEHHBIE MpenapaThl ATHONATOI€HETUYECKOM
Tepanuu, IPUMEHSEMbIE B SKCTPEHHBIX CUTYyalUsX B OTBET HA YTPO3bl 30POBBIO
HaceseHus (MaH/IeMHUH) U BKIIFOUEHHbIE B KIIMHUYECKHUE MPOTOKOJIbI JICUESHHUS;

BOCHHBIX JCHUCTBUU U JTUKBUALIMM UX OCIEACTBUM, BOSBHUKHOBEHUS,
MPEIYIPEKICHUS U JTUKBUIAIWHA MTOCIIEACTBAN YPE3BbIUANHBIX CUTYAlUU, YTPO3bI
BO3HUKHOBEHHUS, PACIIPOCTPAHEHUSI HOBBIX 0CO00 OMACHBIX HH(PEKITMOHHBIX
3a00JIeBaHNUM 1 JIMKBUJAIIUH WX ITOCJICICTBUM;
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MpeJHa3HAYEeHUS JIEKAPCTBEHHOTO MpernapaTa, MHOCTPAHHOTO MPOU3BOIUTES,
JU1st TpaHcdepa TEXHOJIOTUH Ha MTPOU3BOJICTBEHHYIO IUIOMIAAKY HA TEPPUTOPUU
Pecnybnuku KazaxcraH.

2) DkcnepTu3a JeKapCTBEHHBIX CPENICTB, YUACTBYIOIIUX B IMIPOLIEAYPE
coBMecTHOM npekBanudukanuu BO3, ocyiiecTBiseTcs B COOTBETCTBUU C
npunoxenneM § Cepun Texunueckux noknaaoB BO3, Ne 996, 2016 r. "l[Ipouemypa
COBMECTHOW PETUCTPALMHU MEXKIY I'PYIIION MO MPEeABAPUTEIILHON OLleHKe BecemupHoi
opranuzaiuu 3apaBooxpanenus (BO3) u HallMoHaILHBIMUA OpPraHaAMU PETYJIUPOBAHUS
JUTSI OIIEHKH M YCKOPEHHOW HAIIMOHATIBLHOUW perucTpanuu papMamneBTHICCKUX
MPOJIYKTOB M BaKIMH, IPOIIEAIINX MpeaBapUTEeIbHYI0 kBanudukamnuo BO3".

HaCTOSIHIGG IMPUIIOKCHHUC PACIIPOCTPAHACTCA TAKIKE HA JICKAPCTBCHHBIC CPCACTBA,
HaxoAmHECA Ha 3TAIIC SKCIICPTHBIX pa60T A0 BCTYIUICHUSA B CUITY HACTOAIIHUX HpaBI/IJ'I.

3) sKcnepTU3a JIEKapCTBEHHBIX CPEJICTB, MO MPOILEYype MPU3HAHUS HAYUHOU
OIICHKH JICKAPCTBEHHBIX MTPENApaToB, MIPOBEAECHHBIE PETYIATOPHBIMU OPraHaMU CO
ctporoi peryistopHoit cuctemoit (SRA) (CILLIA, EC (EMA), Kanana, [1Iseitiapus,
Benukobputanus, ABctpaius, SOHKs) HA OCHOBAHUU COBMECTHOU MPOLETYPbI
YCKOPEHHOM perucTpanuu ¢ BceMupHoil opranuzaiuei 31paBoOXpaHeHuUs
OCYHIECTBIISIETCA B COOTBETCTBHM C [Ipunoxennem 5 Cepun TeXxHHUUECKHX JTOKIAA0B
BO3, Ne 986., 2014 r «PykoBOACTBO 1O MPE/ICTABICHUIO TOKYMEHTAIIUU 11
npekBaTM(UKAIMA TOTOBBIX JIEKAPCTBEHHBIX CPEJICTB, YTBEPKICHHBIE CTPOTUMHU
PEryJIUPYIOIIUMHU OpraHaAMK.
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[Ipunoxenue 16
K [IpaBWJIaM K ITpaBUJIaM
perucTpanuu JeKapCTBEHHBIX
CPEICTB U MEIULNHCKUX WU31EIUI
10 MPUHIHUITY «ETUHOTO OKHA

[lepedyeHb N3MEHEHN, BHOCUMBIX B PETHCTPALMOHHOE TOChE JIEKAPCTBEHHOT'O CPECTBA

A. AIMUHUCTpPaTUBHBIE N3MECHECHUS

A.1 U3meHeHne Ha3BaHUA U (WIIH) afpeca AepiKaTels pEeTHCTPAIMOHHOTO YAOCTOBEPEHHS VYemo- | [Joky- IIpo-
BUS MEHTBI e-
U J1aH- nypa
HbIC
a) Jlepkaresp perucTpalioHHOTO YJIOCTOBEPECHUS HE MEHSETCS 1 1,2 1A
0) CMmeHa JiepykaTerst peruCTPaliOHHOTO YI0CTOBEPEHHS 2,3,4 1B
VYcnosus

1. llepmaTeneM PErucTpalluOHHOI0 y10CTOBEPECHUS ABJISACTCSA IOPUIUICCKOEC JIMLIO.

JloxyMeHTanus

1. JIOKyMEHT OT COOTBETCTBYIOILETO yIIOJHOMOYEHHOTO OpraHa (HalpuMep, HAIOTOBOTO OpraHa), B KOTOPOM yYKa3aHO HOBOE Ha3BaHHE MIIH
azpec.

2. lepecMoTpeHHas HHPOPMALHS O JIEKAPCTBEHHOM Mpenapare (0GHOBICHHAS KpaTKas XapaKTepHCTHKA JIEKapCTBEHHOTO Mpernapara, HH-
CTPYKLUS 110 METUIIMHCKOMY MPUMEHEHHIO (JINCTOK-BKIIAIBIII ), MAPDKHPOBKA).

3. Kparkas XapakTepHCTHKa CHCTEMbI (hapMaKOHaI30pa OT HOBOT'O IePIKATEIIsl PErHCTPALOHHOT0 yaocToBepenus (naiee — JIPY) BritoyaroT
CJICIYIOIIHE IEMEHTBI: HHPOPMAIIUS O TOM, YTO AEPXKATENb PETHCTPALMOHHOTO YAOCTOBEPEHHSI IMEET B CBOEM PACIOPSHKSHUH YIOJIHOMO-
YEHHOE JIMLIO 32 IJI00abHbIN (hapMaKkoHaI30p; KOHTAKTHbIE JaHHBIC YIIOJIHOMOYEHHOTO JIMIA 32 I00ABHBIN (hapMaKOHaA30p; IeKIapamusi,
MOIITUCAHHAS JEPIKATEIEM PETUCTPAIMOHHOTO YAOCTOBEPEHHUSI O TOM, YTO OH HMEET CHCTeMy (papMaKoOHAI30pa /ISl BEITIOJIHECHHS 33184 i
00513aHHOCTEI 110 TOCTPETHCTPALIMOHHOMY KOHTPOIIIO Ge30IMacHOCTH JIEKAPCTBEHHBIX CPEICTB; CCHUIKA HA MECTO (aIpec), TAe XPaHUTCS Ma-
ctep-(aiin cucremsl papmakoHamzopa.

4. JloroBopHbI€ B3aMMOOTHOIIICHHSI MEXly TIpon3BouTeneM u JIPY Ha npaBo OCyIIeCTBICHUS JEeSITEILHOCTH 10 (hapMaKoHaI30py.

A. 2 V3meHeHue (TOProBoro) HaMMEHOBAHHS JISKAPCTBEHHOTO Iperapara Ycnosus JHo- ITpoue-
Ky- Aypa
MEH-
THI

JIaH-
HBIE

a) JlekapCcTBEHHBIE ITpenaparsl 1 1 1B

Ycnosus

1 U36erath myTaHUIIBI C HA3BAHUSIMHU CYIIECTBYOIIMX MEIMUIIMHCKHIX MPEMapaToB WM ke ¢ MexXIyHapoAHBIM HEMaTEHTOBAHHBIM HAUMEHO-
BaHueM (nanee — MHH), ecniu ske HauMeHOBaHUE OOILETIPUHATOE, U3MEHEHUE TPOM3BEICHO B CJEIYIOLIEM MOPsIKE: OT OOIICHPHHSATOrO Ha-
3BaHUs K (hapMakoneiiHomy win kK MHH

JloxymeHTanus
1. MoTuBupoBaHHOE 000CHOBaHKME HEOOXOJMMOCTH U3MEHEHHS Ha3BaHUs IIperapara.

2. IlepecmoTpeHHas uHGOpMAaLus O JISKAPCTBEHHOM ITpenapaTe (0OHOBJIEHHAs KpaTKasi XapaKTePUCTHKA JIEKApCTBEHHOTO Iperapara, HH-
CTPYKLHUS IO MEAULUHCKOMY IPUMEHEHUIO (JINCTOK-BKJIAbIII), MAPKUPOBKA).
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3. Konust JAOKYMEHTA, BbIJAHHOI'O KOMIICTCHTHBIMHU OpraHaMu CTPaHbI-IIPOU3BOAUTEIIA, KOTOpLIﬁ YAOCTOBEPSAECT UBMCHCHUE €I'0 Ha3BaHUs.

4. TlonnucaHHas IeKIaparnus 0 TOM, YTO MECTO, CIIOCO0, COCTaB, HOPMATHBHbIN IOKYMEHT, perlIaMeHTHPYIOLINIT KauecTBO Mperapara ocTa-
JIUCH 0€3 M3MEHEHUS.

5. BenomocTh M3MeHEHHiT K yTBEPKICHHOMY HOPMAaTHBHOMY JOKYMEHTY 110 KOHTPOJIIO KauecTBa 1 OezonacHoctH JIC.

A. 3 I3MeHeHne HAaMMEHOBaHHS aKTHBHOM (papMalleBTH4ECKOH CyOCTaHIIMU MITM BCIIOMOTaTeIbHOTO Bellle- VYcnosust | Jloxy- IIpo-
CTBa MEHTHI e-
U J1aH- nypa
HbIE
1 1,2 IA
Ycnosus

1. ®apmaneBTuueckas cyocTaHIus (BCIIOMOraTeIbHOE BELECTBO) HE U3MEHSETCS.

JloxyMeHTanus

1. CBuzetenscTBO BeemupHoit opranusanum 3apaBooxpanerus (nanee — BO3) 00 yTBep)xIeHNH WM KOIHSA TepedHst MexXyHapoaHOTO
HETIaTeHTOBAaHHOTO HaUMEeHOBaHuUs. ECli NpIMEeHNMO, MOATBEP)KACHHE TOTO, YTO U3MEHEHHE COOTBETCTBYET [ ocynapcTBenHoit dapmako-
nee Pecriy6onuku Kazaxcran. [lexnapanust, 4To HAUMEHOBAHHE PACTUTENBHBIX JEKAPCTBEHHBIX MIPENapaToB PACTHUTEIBHOTO NPOUCXOKACHUS
COOTBETCTBYET JJOKyMeHTaM PecrnyOnuku Kazaxcras.

2. IlepecmoTpeHHast HHGOPMALUS O JISKAPCTBEHHOM IIperapare.

A. 4 VI3meHeHue Ha3BaHKs U (WIIH) aJipeca: NPOU3BOIUTEN (BKITIOYAsi, €CITH IPUMEHUMO, TUIOLIAI0K Veno- | Hokymen- | Ilpouenypa
[0 KOHTPOJIIO KaueCTBa), WX JepKaTels MacTep- (aiiiia akTHBHOH (apMaIleBTHYECKOH CyOCTaHITHI BUS THI U JIaH-
(manee — MOADC), mu nocTaBIIMKa aKTHBHOH (apManeBTHIECKOH CyOCTaHINN, HCXOMHBIX MaTe- HEIC

pHAJIOB, PEAKTHBOB WITH IIPOMEXYTOYHBIX IPOIYKTOB, HCIOIB3YEMBIX B IPOU3BOCTBE AKTHBHOIM
(hapMmarieBTHUYECKOI CyOCTaHIMH (€CIIN YKAa3aHO B TEXHUYECKOM JIOChE), €CITH B PETHCTPALIMIOHHOM
JI0CBE OTCYTCTBYIOT cepTH(hUKATE cOOTBETCTBHS Ph. Eur., i IpOU3BOAUTENSI HOBOTO BCIIOMOTa-
TEIBHOTO BELIECTBA (€CIIH YKa3aHO B TEXHHYECKOM J0ChE)

1 1,2,3 1A

VYcnoBust

1. HpOI/ISBOIICTBeHHaH TUIoIMaAKa 1 HU OJHA U3 IIPOU3BOACTBECHHBIX onepaunﬁ HC U3MCHACTCA.

JloxyMeHTanus

1. O¢puuuanbHbIH JOKyMEHT OT YIIOJTHOMOYEHHOTO Oprana (HalpuMep, HaJIOTOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHUE U (WIJIH) aj-
pec.

2. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3/ieny (pa3zienam) A0Che.

3. Ilpu u3menenun Hazpanus aepxarensi MOADC — 0OHOBICHHOE pa3pellieHne Ha JOCTYII.

A. 5 3meHenue Ha3BaHus U (WIIK) aJipeca MPOM3BOANTEIISI JIEKapCTBEHHOI'O Mpernapara, Bkitoudasi Bel- | Yeno- | o- [Ipouenypa
MyCKAFOII¥e IUIOIAKU U IUIOMaAKH O KOHTPOJIIO KauyecTBa BUSI Ky-
MEH-
TBI 1
JiaH-
HBIE
a) JleificTBus, 3a KOTOPBIC OTBEYAET MPOU3BOUTEINH (MMIIOPTEP), BKIFOYAIOT BBITYCK CEPHI 1 1,2, 1A
3
0) JleiicTBusl, 32 KOTOpBIEC OTBEYACT IPOU3BOAUTEND (MMIIOPTEP), HE BKIFOYAIOT BBIIYCK CEpUil 1 1,2, 1A
3
VYcnosus

1. Her u3smeHenus B IIPOU3BOACTBEHHOM IIpoLecce, (l)aKTI/I‘ICCKOM MECTC PACIIOJIOKCHUS IIOIIAJIKU, B HOPMATUBHOM JTOKYMEHTE I10 KOHTPO-
JII0 KauecTBa U 0€30MacHOCTH JICKapCTBECHHOI'O CpEeACTBA.

JlokymeHTanus

1. Konus ucmpaBieHHOro pa3penieHus Ha MPOU3BOACTBO (TIPU HAJIMYUH) WIN O(QUIHMATBHBII JOKYMEHT OT COOTBETCTBYIOLIETO YIOIHOMO-
YEHHOT'0 OpraHa, B KOTOPOM YHOMHHAETCsl HOBOE Ha3BaHUE U (MJIM) ajipec.
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2. Ecnu nprMeHnMo, 1onpaBKa K COOTBETCTBYIOIEMY (COOTBETCTBYIOIINM) pa3zeny (paszaenaM) J0Che, BKIIIOYas IEPECMOTPEHHYIO HHPOP-
MAIIHIO O JIEKapCTBEHHOM IIpenapare.

3. O6HOBIIEHHAS KpaTKasl XapakKTCpUCTHUKa JICKapCTBEHHOI'O IIperapara, MHCTPYKIUS 10 MEAUIIMHCKOMY IIPUMCHCHUIO (JII/ICTOK—BKJ'I&I[LIH_I),

MapKHpPOBKa.
A. W3meneHne KoJja aHATOMO-TEpaneBTHIECKO-XxumMmuaeckoit (nanee - ATX) kinaccudukanmm Veno- | Tpe- Bun npoueny-
6 BUS Oye- psI

Mast

JIOKY-

MeEH-

Tanus

1 1,2 1A

Ycnoust

1. U3menenwue BenencTBue yreepkaeHus wim n3menenus BO3 koma ATX.

JloxymeHTanus
1. CeuzetensctBo BO3 00 yTBepkacHNH WK KomHs Tiepedns kogoB ATX.

2. IepecMoTpeHHas HHGOPMALHS O JIEKapCTBECHHOM Mpernapare (0OHOBICHHAs! KpaTKasi XapaKTepPUCTHKA JICKapCTBEHHOT'O TIpernapara).

A. HckmovyeHne npon3BOICTBEHHOH TUTOIAIKH (B TOM YHMCIIe Il aKTUBHOM (hapMalieBTHYEeCKOM Veno- | Tpe- Bun npoueny-
7 cyOCTaHIIMH, IPOMEKYTOYHBIX NPOIYKTOB, JIEKAPCTBEHHOT'O ITpenapara, yrnakoBIIUKa, IPOH3- BHS Oye- pHI
BOJIUTEINS, OTBETCTBEHHOTO 32 BBIITYCK CEPUH, KOHTPOJIS KAYEeCTBA CEPHUI MIIM TIOCTABIIMKA HC- mast
XOJHOTO MaTepuaja, peakTUBa MM BCIIOMOTATEJILHOTO BEIIECTBA (€CIH YKa3aHbl B I0CHE) JIOKY-
Me€H-
Taus
1,2, 1,2 1A
3
YcnoBust

1. OcTaercst He MeHee OJJHOH paHee 000PEHHOM TPOM3BOICTBEHHOM IIOIAIKH (TPOU3BOAUTENS), OCYLIECTBIAIOINUX Te ke QYHKIUH, 4TO U
nojexanye uckimouenuto. Eciau npumenumo, B Pecriy6iike Kaszaxcran ocraercs, no MeHblieil Mepe, 0JMH IPOU3BOAUTEINb, OTBEYAIOIIHH
3a BBIIYCK CepHil, CIOCOOHBIH cepTH(GUIMPOBATh HCIBITAHNE IPOAYKTa B IENAX BBIIycKa cepuit B Pecy6nuke Ka3axcras.

2. VIcknrodyeHue He SBIISETCS CIIEICTBUEM KPUTHUYCCKUX HEAOCTATKOB MMPOMU3BOJACTBA.

JloxymeHTanus

1. B ¢hopme 3asBrIeHHsI O BHECEHUH U3MEHEHUIT HEOOXOANMO YEeTKO 0003HAYHUTD «TEKYLIMX» U «IIpeUIaraeMbIX» IPOU3BOUTENCH, IIepeyrc-
JICHHBIX B 3asBJCHUU O PETHCTPALUU.

2. IompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYOIIMM) pa3zeity (pa3aenaM) 10Che, BKII0Yast IEPECMOTPEHHYIO HH(POPMALIHIO O JICKAPCTBEH-
HOM IIperapare.

A. 8 VI3MeHeHYS 1aThl ayJUTa UL BepU(PUKAIINE COOTBETCTBUS IIPOU3BOUTENISI aKTUBHOI (hapMa- Yeno- | Tpe- Bun npoueny-
LEBTHYECKOI CyOCTaHIIUM TIPaBUIaM HaJUIeKalIeil NPOU3BOACTBEHHOM NPaKTUKH BHSA Oye- pHI

Mast
JIOKY-
MEH-
Tauus

- 1 IA

JloxyMeHTanus

1. [TucbMeHHOE NONTBEPIKICHHE IPOU3BOAUTENS JIEKAPCTBEHHOTO IIpeTiapaTa, Coaepikaliee yka3aHue 0 Bepu(HKaii COOTBETCTBHS IIPOH3-
BOAUTEIS aKTHBHOH (hapMarieBTHUecKoi cyocTanimu [IpaBunaM Hagnexamnieil npon3BoaCcTBeHHOI npakTuky Pecmy6muku Kazaxcras.

b. 3menennsa kauectBa
b.I AktuBHas dapmaiieBTHUYeCKas CyOCTaHIUS

b.1. a) ITpou3BoacTBO




Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]I—[ OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e.zZan

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Cakray KyHi
Jlata pegakuuu

I[aTa CKaYnuBaHUA

Penakuusiinay KyHi

18.07.2025
30.07.2025
18.07.2025
30.07.2025

b.l.a.1 MI3MeHeHne NpoU3BOAUTENS UCXOIHOTO MaTepuaa (peaKTu-
Ba) MPOMEKYTOYHOTO IPOIYKTA, UCHOIB3yEeMOTO B IIPOIIECCE TPO-
U3BOJCTBA aKTUBHOH (apMalleBTHYECKON CyOCTaHIIUH MU U3MEHe-
HHE [TPOU3BOINTEINS AKTHBHOH (hapMaleBTHUECKOH cyOCTaHIIMU
(BKJIIOYAs, €CIIM IIPUMEHHMO, TUIOIIA/IKH [0 KOHTPOJIIO KauyecTBa)
aKTUBHOM (papManeBTHYECKO CyOCTaHIUHM, €CIIU B PETUCTPALIUOH-
HOM JIOChE OTCYTCTBYeT cepTudHUKaT cooTBeTcTBUA EBponeiickoil
dapmakonuu.

Ycnosus

TpeOyemast JOKyMEHTaLHUs

Bup nponexypst

a) [Ipennaraemblii MpoOU3BOANTENb IPUHAIICIKHUT K TOMH ke hapma-
LEBTUYECKOMN TPYIIIIE, YTO U 00OPEHHBIN POU3BOUTEIH

1,2,3

1,2,3,4,5,6,7,

1A

0) BHeceHre HOBOTO MPOM3BOANTEINSI aKTUBHON (papMarieBTHYe-
cKkoii cyOcTaHmu, o6ocHoBaHHOH MDADC

I

B) IIpeutaraeMslii TpONU3BOJUTENb UCIIONB3YET PE3KO OTINYAIO-
HIK#Cs Croco0 CHHTE3a WK yCIIOBHUS IIPOU3BOACTBA, KOTOPBIC Me-
HSFOT BaKHbIC [TOKA3aTeNM KaueCcTBa aKTHBHOM (papMarieBTHICCKON
cyOCTaHIINH, TAKUE KaK KAYeCTBEHHBIH U (UITH) KOJTHYCCTBECHHBIN
npoduib npuMeceid, TpeOyroIInil KBanuhuKanuu, Wi GU3NKO-XHU-
MHYECKHE CBOMCTBA, BIMSIONIHE HAa OHOIOCTYITHOCTD

I

r) HoBelit npousBoauTes MaTepuana, TpeOyIoLero OLeHKH BUPYC-
Holt 6e3omacHocTH U (1K) pucka TpaHCMUCCUBHOMN ryO4aToif >H-
uedanonaruu (nanee — TI'D)

I

1) 3MeHeHune 3aTparuBaeT OMOJIOTHYECKYI0 aKTHBHYIO (hapMalieB-
THYECKYIO CYOCTAHIIMIO MITH HCXOIHBIH MaTepuai (peakTuB) mpome-
JKYTOYHBIN IPOAYKT, HCTIONB3YIOIIUNACS B TIPOU3BOACTBE GHOIOTH-
4eCKOro (MMMYHOJIOTHYECKOr0) JICKAPCTBEHHOT'O TIperapara

II

¢) M3ameHeHue nopsiika KOHTPOJIsl Ka4eCTBa aKTUBHOM (papMarieBTH-
4eCKOM CyOCTaHLIMM: CMEHa WIH 100aBIeHHe IUIOMAIKHU, Ha KOTO-
Ppoii ocyIecTBIIeTCS KOHTPOJIb (MCIIBITAHUE) CEpPUit

1,5

1A

k) BHeceHre HOBOTO NPOU3BOUTENS AKTUBHOM (hapMalieBTHYC-
ckoii cyocTanmmu, He nmeronied MOADC u Tpebyrommeii cymie-
CTBEHHOTO OOHOBJICHHsI COOTBETCTBYIOIIETO pa3/ielia JOChe MO aK-
THUBHOH (hapMaleBTHYECKOH CyOCTaHIHH

11

3) BrutodeHne anbTepHATHBHOM IJIOIIAIKY 110 CTEPHIM3aLUH aK-
TUBHOH (hapMarieBTHIECKO# CyOCTaHIMHU C HCIIOIb30BAHHEM METO-
na I'ocynapcreenHoit @apmakonen Pecrry6imkn Kazaxcran

1,2,4,5,8

IB

I/I) BHecenune HOBO TIIOMIAKHU 10 MUKpOHHU3aAUU

1,4,5,6

1A

k) VI3MeHeHHs corylaleHui 1o UCIbITaHUSIM 110 KOHTPOJTIO Kaue-
cTBa OMOJIOTUYECKON aKTHBHOI (hapManieBTHUECKON CyOCTaHIINN:
3aMeHa WK BKIIOYEHHE IUIOMAKI, Ha KOTOPOH OCYIIECTBICTCS
KOHTPOJIb (MCIIBITAHMUS) CEPHid, BKIIFOUAsi OMOIOTHYECKH (MMMYHO-
JIOTUYECKUH) (MMMYHO-XUMUYECKHUH) METO

11

1) HoBas mtomaika o XpaHeHHIO TI1aBHOTO OaHKa KJIETOK U (VJTH)
pabounx OGaHKOB KIIETOK

1,5

1B

YcnoBust

1. CHCI_H/I(bI/IKaI_II/II/I HUCXOAHBIX MATEPUAJIOB U PEAKTHBOB (BKJ'IIO‘Ia}I BHYTPUIIPOU3BOJACTBEHHBIC KOHTPOJIM, METO/Ibl aHAJIN3a BCEX MaTCpI/IaJ'IOB)

UICHTUYHBI paHEEe OHOGpCHHHM. CHGHI/I(III/IKaI_II/II/I (BKJ'HO‘{EUI BHyTpI/IHPOI/ISBOIICTBeHHHﬁ KOHTpPOJIb, METOIBI aHAIN3a BCEX MaTepI/IaJ'IOB), CI10-

cOOBI MPUTOTOBIICHHS (BKIIFOYAs pa3Mep CEpHK) U MOAPOOHBIN CIIOCOO CHHTE3a MPOMEXKYTOUHBIX MPOAYKTOB M aKTHBHBIX (hapMaleBTHIe-

CKUX CYOCTaHIMI HICHTUYHBI paHee 0JI00PEHHBIM.

2. AkTuBHas (apMmaneBTHYECKasi CyOCTaHINS HE SIBISIETCSl OMOJIOTMYECKOH (MMMYHOJIOTHUYECKO#) HITH CTEPUIIBHOM.
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3. Ecin B nporiecce pon3BoJICTBA UCIIONIB3YIOTCS MaTepUalbl YEI0BEYECKOrO UIIM JKMBOTHOI'O TPOMCXO0XKEHHUS, IPOM3BOAUTENb HE UCIIONb-
3yeT HOBOTO [TOCTABIHKa, B OTHOIIEHUH KOTOPOTo TpeOyeTcs OLleHKa BUPYCHOM Oe301macHOCTH U cooTBeTcTBUE ['ocynapcTBenHol Papmako-
nee Pecrry6nuku KazaxcTan Mo MUHUME3aluK PUCKA NIEpefadl areHToB I'yOuaTol SHIe(hanonaTH )XHBOTHBIX IOCPEACTBOM JICKAPCTBEHHBIX
HpenapaToB IS MEAHIIMHCKOTO M BETEPHHAPHOTO IPUMECHEHHS.

4. Tpancgep TEeXHOJOTHI CO CTapOil Ha HOBYIO IUIOLIAIKY HPOU3BEACH YCIICIIHO.

5. Cneundukaiys Ha pa3Mep 4acTUI] aKTHBHOW (hapMalleBTUIEeCKON CyOCTaHIIMU M COOTBETCTBYIOIINI aHATMTHUECKUI METO HE N3MEHSIOT-
csl.

JloxymeHTanus
1. Ecin npuMeHnMoO, MoIpaBKa K COOTBETCTBYIONIEMY(COOTBETCTBYIOIINM) pa3aeiny(pasiesiam) 10Cke.

2. Jlexiapanusi aepiatess perucTpalioHHOro yaocToBepeHus win nepxkareias MOADC cooTBETCTBEHHO, YTO MPOLIEAYPbI KOHTPOJIS Kaue-
CcTBa crocoba cuHTe3a (WITH UTS PACTHTENBHBIX JIEKAPCTBEHHBIX TPEMapaToB (COOTBETCTBEHHO): METO/Ia MPUTOTOBICHHS, TeorpadIecKoro
HCTOYHHKA, MPOU3BOCTBA PACTUTENHHO (hapMaleBTHYECKO CYyOCTaHIMK U MPOLiecca MPOU3BO/ICTBA) U CrieHU(UKALUK aKTUBHON (apma-
LEBTUYECKOH CyOCTaHIIMU U HCXOIHOTO MaTepuaia (peakTiBa) IPOMEXKYTOYHOTO IIPOAYKTa B IPOLIECCe MPOU3BOICTBA aKTUBHOI (hapMarieB-
TUYECKON CyOCTaHIMH (€CIIH IPUMEHUMO) HE OTJIMYAIOTCS OT paHee 0J00PEHHBIX.

3. JIubo ceprudukar coorserctBus EBponeiickoit @apmaxonen o TI'D 1st 1060ro HOBOro HCTOYHKMKA MaTepHaa, 100 (eciu NpUMeHH-
MO) TOKyMEHTAIBHOE TIOATBEP)KICHUE TOTO, YTO HCTOYHHK MaTepHaa, IIoABEpKEeHHbIH pucky TI'D, paHee mccienoBaics yroIHOMOUYCHHBIM
OpraHoMm; u ObUIO MOATBEPIKACHO ero cooTBeTcTBUE ["ocynapcTBenHoit @apmakonee Pecybnuku Kazaxcran mo MUHUMHU3ALMK pHCKa Hepe-
JIaYM areHToB ry0ouarToil sHIedaIonaTHy >KMBOTHBIX OCPEICTBOM JICKAPCTBEHHBIX MPETIapaToB Ul MEJUIMHCKOTO U BETEPMHAPHOTO IIPUMe-
Henus. HeoOxoauMo npeicTaBuTh CllelyIoIe CBeJICHHs: Ha3BaHUe IIPOM3BOJUTEIS; BU )KUBOTHBIX M TKaHH, U3 KOTOPBIX MOJTyYeH MaTepH-
aj; CTpaHa MPOUCX0XKICHHSI dKUBOTHBIX, €r0 UCIOJIb30BAHUE U IPHEMIIEMOCTD B IIPOILJIOM.

4. JlanHble ananmu3a cepuii (B popmaTe CpaBHUTEIBHOM TaOIHIBI), IO MEHBILEH Mepe, ABYX cepuil (o MeHbLIeil Mepe, OMBITHO-TIPOMBIIIIICH-
HBIX) aKTUBHOU (hapMarieBTHIeCcKOil CyOCTaHIMK OT TEKYLIMX U IPeAIaraeMbIX IPOM3BOIUTENCH (ILIOIIAI0K).

5. B ¢opme 3asiBieHHs1 0 BHECCHUM M3MEHEHUI HEOOXO0ANMO 4eTKO 0003Ha4YuTh "Tekymux" U "mpeiaraeMbix " IpOU3BOAUTENCH, KaK yKa3a-
HO B paszene 2.5 popMbl 3asiBICHUSI.

6. Eciin aktuBHas (apMarieBTUUECKask CyOCTaHIUs HCIONB3YeTCs B Ka4eCTBE HCXOIHOTO MaTepHaa, JeKIapalus KBalu(QUIIpOBaHHOTO JIH-
1@ KayK/I0T0 JiepaKaTes JIMLEH3UH Ha IIPOU3BO/ICTBO, YKA3aHHOT'O B 3asBJIICHUM, U KBAIU(UIIMPOBAHHOTO JIMIIA KaXJIOT0 AEprKaTes JIULEeH-
3MU Ha IPOU3BOJICTBO, YKa3aHHOTO B 3asBJICHUHU B KaUYeCTBE OTBETCTBEHHOI'O 3a BBIITYCK cepuil. B neknapanusax HeoOX0MMO yKa3aTh, 4TO
HPOU3BOAUTEI(IIPOU3BOAUTEIIN) aKTHBHO# (hapMaleBTHYECKO CyOCTaHIMH, YKa3aHHbIH (yKa3aHHbIC) B 3asIBJICHUH, OCYILECTBIISIET (0Cy-
LIECTBIISIOT) CBOIO JICATENIBHOCTh B COOTBETCTBUH ¢ [IpaBuiamu Hayiexaleil mpou3BoACTBEHHO mpakTiku Pecry6onuku Kazaxcran B 0THO-
IICHUU UCXOJHBIX MaTepuanos. IIpu ompeaeneHHbIX 00CTOATENbCTBAX AOMYCKAETCS IPEACTABIATh OAHY AEKIApalUio (CM. IPUMEYaHHe K H3-
menenuo b.11.6.1).

7. FapanTtuitHoe THCHEMO (IIPU HEOOXOJMMOCTH) TIPOU3BOIUTENISI AKTUBHOH (hapMarieBTHYECKON CyOCTaHIMH OMOBEIIATh AEPKATeIIsl peru-
CTPALMOHHOTO YAOCTOBEPEHHS O JIOOBIX H3MEHEHHSIX TIpoliecca IPOU3BOICTBA, ClIeHU(pHUKAIMIT U aHATUTHYSCKUX METOJUK aKTUBHOHN (apma-
LEBTHYECKOI CyOCTaHIIUH.

8. [loaTBeprkaeHuEe TOTO, UTO TpeiaraeMast IIoMIaaKa J0HKHBIM 00pa30M JIUIICH3UPOBAHA B OTHOIICHHH pacCMaTPUBAEMOil JTIeKapCTBECHHOM
(hopMBI, JIEKapCTBEHHOT'O Mpenapara UK MPOU3BOICTBEHHOH Oneparyu.

b.I.a.2 M3MeHeHust mpoliecca MPOU3BO/ICTBA aKTUBHOM (hapMarieB- YcnoBus TpeOyemast fOKyMeHTAIHs Bun nouenypst
THUYECKOHN CyOCTaHIINU

a) HecymiecTBeHHOE M3MEHEHHUE MpoLiecca IMPOU3BOJICTBA aKTHBHOM 1,2,3,4,5,6,7 1,2,3 1A
(hapMarneBTHYECKO CyOCTaHIINH

0) 3HauuTENEHOE M3MEHEHHUE IIPOLIECcCa IIPOU3BO/ICTBA AKTUBHOM - - I
(hapMarneBTHYECKOI CyOCTaHIIMU, KOTOPOE OKa3bIBAaeT CYIIECTBEH-
HOC BIIMSHHE HAa KAYECTBO, 6E30MaCHOCTh Wi 3 (PEKTHBHOCTD Jie-
KapCTBEHHOTO MpernapaTa

B) M3MeHeHue 3aTparuBaeT OHOIIOTHYECKYHO (MMMYHOJIOTHYECKYO) - - 1T
CyOCTaHLHIO WM HCIIOJIb30BaHKE IPYroro BELIECTBa, OJYYCHHOIO
MyTeM XUMHYECKOTO CHHTE3a, ITPH MPOU3BOACTBE OHOIOTHYECKOTO
(MMMYHOJIOTHYECKOT'0) JICKAPCTBEHHOT'O Iperapara, KOTOpoe OKa-
3bIBACT CYLIECTBEHHOE BIIMSHUC HA KAYECTBO, OE30IIACHOCTD HITH

3¢} (beKTHBHOCTB JIEKapPCTBEHHOTO Mpenapara i He CBsI3aHO C IPOTO-
KOJIOM
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r) lI3MeHeHue 3aTparuBaeT pacTUTENIbHBIN JICKAPCTBEHHBIN Mpera-
par, a UMEHHO: reorpapuuecknii HCTOYHHK, CIOCO0 MPOU3BOCTBA
WY TIPUTOTOBJICHUS
1) HecymectBenHoe n3mMeHeHue 3akpoIToil vactu MOADC - 1,2,3,4 1B

Ycnosus
1. HexxenarenbHOe H3MEHEHHE KA4€CTBEHHOTO MIIH KOJINYECTBEHHOTO Mpoduiist mpuMeceil, uin Gpu3nKo-XUMHYECKUX CBOMCTB OTCYTCTBYET.

2. Crioco0 cuHTe3a OCTAETCsI TEM XKe, TO €CTh IIPOMEKYTOUHbIE MPOLYKThI HE U3MEHSIOTCS U B IPOLIECC HE BBOJSTCS HOBBIE PEAKTHBBI, KaTa-
JIM3aTOPBI MIIK PAcTBOpUTENH. ['eorpaduueckuii HCTOYHUK, IIPUTOTOBJICHHE PACTUTEILHOTO CHIPBS U CIIOCO0 MPON3BOACTBA JIEKAPCTBEHHBIX
pacTUTENBHBIX IPENapaToOB HE U3MEHSIOTCS.

3. Cneundukanuy akTUBHON (papMarieBTHIECKOi CyOCTaHIMU U IIPOMEXYTOUHBIX IIPOJYKTOB HE M3MEHSIOTCSL.
4. VI3MeHeHne NOJIHOCTBIO OIHMCBIBAETCS B OTKPBITOH uacTu (dactu "yciayrononydarens") MOADC (eciu IpEMEHUMO).
5. AxtuBHas (apMmaleBTHYECKast CyOCTaHIHs HE SBJISETCSl OMOIOTHYECKOi (MMMYHOIOTHYECKO#T) CyOCTaHIMeH.

6. I3menenue He 3aTparuBaet reorpaguueckuii ICTOYHHK, CIOCO0 MPOU3BOJCTBA HIIM IPUTOTOBJICHHUS JIEKAPCTBEHHOTO PACTHTEIBHOTO Mpe-
napara.

7. I3meHeHue He 3aTparuBaet 3akpbiToi yactu MOADC.

JloxymeHTanus

1. TTonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOLIMM) paszeiy (pa3aenam) Jocke, BKIIOUas MPSMOE CPABHEHNE TEKYIIEro 1 HOBOT'O IPo-
IeCCOB.

2. JlauHble aHaM3a cepuii (B GpopMaTe CpaBHUTENBHOM TaONUIBL), 10 MEHBIIEH Mepe, ABYX CepHil (110 MEHbIICH Mepe, OIBITHO-IIPOMBIIIICH-
HBIX), IPOU3BEACHHBIX C IOMOIIBIO OJOOPEHHOTO U IMPEATaraeéMoro IpomneccoB.

3. Komuu yTBepKICHHBIX Crieli(uKaImii akTHBHOH (hapMarieBTHYECKO# CyOCTaHIHH.

4. Jlexnapanus Aep>katesis perucTpaluoHHOTo yaocToBepeHus win nepxareiasi MOADC cooTBETCTBEHHO, UTO U3MEHEHHE KaUeCTBEHHOTO 1
KOJIMYECTBEHHOTO HpoduIIs mpuMeced i GU3UKO-XMMUYECKHX CBOMCTB OTCYTCTBYET, CIIOCOO CHHTE3a, Crieliu(UKaIlMi aKTUBHOM (apma-
LEBTHYECKOH CYOCTaHIIUH ¥ IIPOMEXKYTOUHBIX MPOIYKTOB HE U3MEHSIOTCS.

ITpumeuanue k b.1.a.2.6) ITox 3HauUMTENBHBIMY U3MEHEHUSIMU aKTUBHBIX (hapMa-
LEBTHYECKHX CYOCTaHLIUMH, OTyYEHHbIX ITyTEM XUMHYECKOTO CHHTE-
3a, MOJPa3yMeBAIOTCsl U3MEHEHHS CIIOC00a CHHTE3a HIIN YCIOBUI
MPOU3BO/ICTBA, KOTOPBIE CIIOCOOHBI M3MEHUTH BaYKHBIE TIOKA3aTeNN
KauecTBa aKTUBHOM (hapMarieBTHYECKOH CyOCTaHIMHU, TAKHe KaK Ka-
YECTBEHHbIH U (MJIM) KOJINYECTBEHHBIN PO UL NpUMecei, Tpedyto-
i KBanuHUKauy, Wi GU3UKO-XUMHYECKUE CBOHCTBA, BIHSIO-
e Ha OMOIOCTYITHOCTb.

b.I.a.3 M3meHeHue pa3mepa cepur (BKII0Yask JUAIa30HbI pasMepa VYcenosus TpeOyemast TOKyMeHTAIHSL Bun npouenypst
cepur) aKTUBHO# (hapManeBTHYECKOW CYOCTAHIIMH HITH IPOMEKY-
TOYHOT'O NPOJYKTa, UCHOJIb3YEMOTO B IIPOLIECCE TPOU3BOJICTBA aAK-
TUBHOH (hapMarieBTH4YeCKOH cyOcTaHIn

a) YBenMueHue pa3Mepa cepuu BILIOTH 10 10 pa3 1o cpaBHEHUIO ¢ 1,2,3,4,5,6, 1,2,5 1A
3aperHUCTPUPOBAHHBIM Pa3MEPOM 7,8

0) 10-kpaTHOE pa3yKpyIHEHEe 1,2,3,4,5 1,2,5 1A
B) M3MeHeHue TpeOyeT aHalli3a COOCTaBUMOCTH OHOJIOrHUeCcKOn - - II

(MMMYHOJIOTHYECKOI) aKTUBHOH (hapMaleBTHIECKON CyOCTaHIUH

r) YBenmueHue pa3Mepa cepuu 6onee 10 pa3 mo cpaBHEHHIO ¢ 3ape- - 1,2,,4 IB
THCTPHPOBAHHBIM Pa3MepOM

1) YBenuyeHue (yMEHbIICHHE) MaciTada mpou3BOACTBA OHOJIOTH- - 1,2,3,4 1B
YeCKOW (MMMYHOJIOTHYECKO#) aKTUBHOM (papMalieBTHYECKOi Cy0-
cTaHIMK 0e3 U3MEHEHUs Mpoliecca MPOU3BOJICTBA (HapuMep, 1yo-
JIMPOBAHUE JIMHHUN)

YcnoBust

1. Bce u3MeHeHHs1 METOJOB ITPOU3BOACTBA 3aTParkBaroT JIMIIb HEOOXOAUMBIE [UIsl YKPYITHEHHS M pa3yKpyHEHHUs], HapHMep, HCIOJIb30Ba-
HEe 000pyJOBaHUE IPYroro pasMepa.
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. Heobxoanmo npecTaBuTh pe3ysIbTaThl HCIIBITAHUN COTIIACHO crienn(HUKaLUsIM HE MEHee JIBYX CEpHH IpeJiaracMoro pasMepa CepuH.
. PaccmatpuBaeMmplii JIekapCTBEHHBIH NpEnapar He SBISETCS] OMOJIOTHYECKUM (MMMYHOJIOTHYECKUM) JIEKapCTBEHHBIM IIPETIapaToM.

. VI3MeHeHue He BIMSET HeXeIaTeIbHbIM 06pa30M Ha BOCIIPOU3BOAUMOCTS IIpoIecca.

2
3
4
5. HenpenBUIEGHHBIX CHTYAIUAX, BOSHUKIINX B X0JI€ IIPOU3BOJICTBA, WK HAPYIICHUS CTAOMIBHOCTH H3MEHEHHE HE OCYIIECTBIIACTCS.
6. Crienndukanny akTHBHON (papMarieBTHIeCKoil CyOCTaHIMK (IPOMEKYTOYHBIX) MPOIYKTOB HE H3MEHSIOTCSL.

7. AktuBHas dapmaineBTHICCKasi CyOCTaHIIUS HE SIBISICTCS CTEPHUIBHOM.

8

. Pazmep cepuu HaxomsiTest B ipenerne 10-KpaTHOTO quana3oHa pa3Mepa cepr, MPeIyCMOTPEHHOTO MIPH PETUCTPALIMH HIIH MTOCIE TOCICTYy 0~
I1[er0 U3MCHEHHs1, He SBILIBLICTOCS U3MEHEHHEM [A THra.

JloxymeHTauus
1. ITonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOLIMM) pa3/eiy (pasesiam) 10Cke.
2. Homepa cepuii HCIBITAaHHBIX CEpUI UMEIOT IpeJularaeMblii pa3mMep CepuH.

3. JlauHble aHamu3a cepuii (B GpopMaTe CpaBHUTENBHOM TaONHUIBI), 10 MEHBIIEH Mepe, OXHOM IPOMBIIIICHHON CepHH aKTHBHOU (hapMaleBTH-
YEeCKOM CyOCTaHIIMH MM TIPOMEXYTOYHOTO TPOYKTa COOTBETCTBEHHO, IIPOM3BE/ICHHOI B YTBEp)KACHHOM U IpearaeMoM pasmepe. [1o 3a-
NPOCY HEOOXOIUMO MPEACTABUTH JAHHBIE 10 CICAYIOLIUM ABYM IOJIHBIM NPOMBILIUICHHBIM CEPUSIM; JepiKaTeIb COOOIIAeT, €Cn pe3yIbTaThl
aHaJIn3a He YKJIA/IBIBAIOTCS B CNIELM(PHUKALMIO U IPEUIOKHUTD IUIaH IeHCTBHUM.

4. Konuu oj00peHHBIX crienuduKanui akTHBHOH (hapMalieBTH4eCcKoi cyOCcTaHIu (M IPOMEXKYTOUHBIX TPOJLYKTOB, €CIIU IPUMEHUMO).

5. Jlexmaparys aepiarelis perucTpalioHHOro yaocropepenus mwim aepxarensi MOADC cooTBETCTBEHHO, YTO BCE H3MEHEHHUS METOJIOB MPO-
M3BOJICTBA 3aTPArvBaIOT JIMIIb HEOOXOAUMBIE JJIsl YKPYITHEHHUS WX pa3yKpYITHEHUs, HallpuMep, UCII0JIb30BaHHE 000pYyJOBaHKE IPYTOTo pas-
Mepa; I3MEHEHHUE He BIHSCT HEeXENaTeIbHBIM 00pa3oM Ha BOCIIPOU3BOANMOCTD IPOIIECca; N3MEHEHHE He SBISCTCS CIISCTBHEM HETPEIBH-
JICHHBIX CUTYallUii, BO3HUKIIKNX B XO/€ IPOU3BOJICTBA, MIIM HAPYLIECHHS CTaOMIBHOCTH; CrielM(HUKALMI AKTUBHOW (hapMalieBTHYECKOH Cy0-
CTaHLUH (IIPOMEKYTOUYHBIX TIPOLYKTOB) HE M3MEHSIOTCSL.

b.l.a.4 N3MmeHnenne BHyTPUIIPOU3BOJCTBEHHBIX UCIIBITAHUH TN YcnoBus TpeOyemast TOKyMeHTaIHsI Bun npouenypst
KPHUTEPUEB MPUEMIIEMOCTH, UCIOIB3YIOIIUXCS IIPU IPOU3BOJICTBE
AKTUBHOM (papMalleBTHYECKON CYyOCTaHIIUH

a) YKecToueHHe BHYTPHIIPOU3BOACTBEHHBIX KPUTEPHEB IIpUEMIIE- 1,2,3,4 1,2 1A
MOCTH
6) JloGaBneHne HOBBIX BHYTPHUIIPOU3BOACTBEHHBIX HCIIBITAHUI WIIN 1,2,5,6 1,2,3,4,6 1A

KPHUTEpUEB MPUEMIIEMOCTH

B) MckiroueHne HE3HAYMMOTO BHY TPUITPOU3BOICTBEHHOTO UCTIBITA- 1,2,7 1,2,5 A
HUA
r) Pacumpenune 0100peHHBIX BHYTPUIIPOU3BOICTBEHHBIX KPUTEPH- 11

€B IPUEMIIECMOCTH, KOTOPBIC CYIIECTBEHHO BJIHUAIOT Ha COBOKYITHOE
KadyeCTBO aKTHUBHOC q)apMaL[CBTI/I'-ICCKOI\/'I Cy60TaHHHH

1) VckimroueHrne BHYTPHIIPOM3BOACTBEHHOT'O HCIIBITAHMS, KOTOPOE II
CYILIECTBEHHO MOBIIHSET Ha COBOKYITHOE KaueCTBO aKTHBHOI (ap-
MalEeBTHYECKON CYyOCTaHIIUH

¢) JlobGaBnenue winu 3aMeHa BHYTPHIIPOU3BOACTBEHHOTO UCIIBITA- 1,2,3,4,6 1B
HUSI U3 COOOpaKeHHU T 6E30MaCHOCTH MM Ka4ecTBa

VYcnoBus

1. 3MeHeHHe He SBIISETCA CIECTBUEM KaKOro-11u00 0043aTeIbCTBA, IPHHATOTO 110 pe3ysbTaTaM paHee NPOBEACHHBIX KCIIEPTH3 C 1IEIbIO
aHaJIn3a KPUTEPUEB NPUEMIIEMOCTH crielupUKanuy (Hanpumep, B X0/ie perucTpaly WK BHeCeHUs u3MeHeHuit 11 tuna).

2. VI3ameHeHue He SBIIIETCS CJICACTBUEM HEIIPEABUICHHBIX CHTyaHHﬁ, BO3HHUKIINX B XOA€ IIPOU3BOACTBA, HAIIPUMEDP, HOBast HeKBaJ'II/I(bI/II_[I/IpO-
BaHHas IPUMECh, UBMCHCHHUC ITPEACIIOB COACPIKAHUSI CyMMbI HpHMCCGﬁ.

3. JIro6oe n3MeHeHME YKIaAbIBAIOTCS B AWAIIa30H Z[eﬁCTByIOHII/IX OHOGpeHHHX KPUTCPUCB ITPUCMIICMOCTH.
4. Ananutnueckas METOAHKA HC U3MCHACTCA NI U3MCHACTCA HC3HAUYUTECIIBHO.

5. Hu oguH HOBBII METO HCIIBITaHUS HE OCHOBAH Ha HOBOW HECTAHAAPTHOM METO0JIOTHH WIIM CTaHIAPTHON METOIOJIOTHH, UCTIONb3YeMOU
M0-HOBOMY.
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6. HoBblil MeTO MCTIBITAHUS HE SBIISIETCS OMOJIOrNYECKUM (MMMYHOJIOTMYECKUM) (MMMYHOXUMUYECKUM) WIIM METOZIOM, B KOTOPOM UCIIONb-
3yeTcsi OUOJIOTMYECKUIT peaKTUB JUTs OHOJIOTUYECKOH aKTHBHOH (hapMaIleBTHUECKOH CyOCTaHINY (32 HCKITIOUCHHEM CTaHIAPTHBIX (apMaKo-
HeHHBIX MHKPOOUOJIOTHYECKHX METO/IOB).

7. IlapameTtp crienudukanny He 3aTparuBaeT KPUTHUESCKUI ITapaMeTp, HalpuMep, JII000i U3 CIIeAyOMUX: KOIHIECTBEHHOE OIpeie/IeHHe,
HpUMecH (€CiU TOJIBKO ONpeIeIeHHBIN PACTBOPUTENb OJHO3HAYHO HE UCIIOJIB3YETCsl B IPOM3BOJICTBE AKTUBHOW (papMalieBTHYECKOM CyOCTaH-
Hn), r00ast KpuTHYecKast GU3nUecKasi XapaKTepUCTHKa, HAIIPUMEP, pa3Mep YacTHIL, HACBIIHAS INIOTHOCTD /10 M MOCJIe YIZIOTHEHUs], UCIIbITa-
HUE Ha NOJIMHHOCTb, BOAA, 00O 3aIpoc Ha M3MEHEHUE YaCTOTHI UCTIBITAaHHH.

JloxyMeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3aeiy (pasienam) JoChe.

2. CpaBHUTeNbHAS TAOIHIA TEKYLINX U TPEJIaraeMbIX BHYTPUIIPOM3BOICTBECHHBIX UCTIBITAHHIA.

3. [loapoOHOe omrcanue HOBOTO He(hapMaKOIeHHON aHATUTHIECKOH METOIMKH U ITaHHBIC BAIMAALMH (B COOTBETCTBYIOIIHUX CIIyYasx).

4. JlanHble aHATN3a IBYX OPOMBIIUICHHBIX CepHil (111 GHOJIOTHYECKIX aKTHBHBIX (papMaIeBTHYCCKUX CYyOCTaHIINIA, B OTCYTCTBHE KOHKPET-
HBIX 000CHOBaHMUI, — TP MPOMBIIUICHHbIE CEPHU) aKTHBHOW (hapMaleBTHYECKON CyOCTaHIIMM 10 BCEM IapaMeTpaMm crelu(rKaimm.

5. O0GocHOBaHue (OLIEHKA) PHCKOB CO CTOPOHBI IepXKATellsi pErUCTPALIOHHOTO yaocToBepeHust miu nepxateist MOADC cooTBETCTBEHHO,
MOATBEPIKIAIOIINE, YTO BHYTPUIIPOU3BOICTBEHHBIE TTAPAMETPHI SBJISIOTCSI HE3HAYMMBIMU I yCTaPEBIIUMH.

6. O60oCcHOBaHNE CO CTOPOHBI AP KaTelIst PETUCTPALIMOHHOTO yaocToBepeHus min aepxatens MOADC cooTBETCTBEHHO HOBBIX BHYTPHUIIPO-
U3BOJACTBEHHBIX HCIBITAHUH U IIPEJENIOB.

b.l.a.5 VI3MeHeHNe aKTUBHOI (papMaleBTHYECKON CyOCTaHIINH BaK- VYcenosus TpeOyemast TOKMEHTAIHSL Bun npouenypet
LVHBI
a) 3aMeHa WK J00aBIICHHE HOBOTO CEPOTHIIA, IITAMMa, aHTUTeHA 1T

WM KOAMPYIOILEH MOCIIeI0BATEIbHOCTH HIM KOMOMHALIUS CEPOTH-
10B, IITAMMOB, aHTUI'€HOB WJIM KOJUPYIOIIHUX [TOCIe10BaTEIbHO-
creu

JlokyMeHTanus HeoOXoAUMast ULl IIPOBEICHHS IKCIEPTH3BI MO (DHIUPOBAHHbIX BAKIINH:
1. ConpoBouTENBHOE TICHMO ¢ MOTUBHPYIOIIUM 0OOCHOBAaHHEM;

2. INompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIINM) pa3zieiy (pa3zaenam) J0Che.
3. AKTyanu3upOoBaHHBIE JOKYMEHTHI 110 Ka4eCTBY:

Ilo akTuBHO# (hapMaleBTUIECKON CyOCTaHIIHNN:

1) oburast uHdpopMalus aKTHBHOTO BEILECTBA: HAa3BaHUE, CTPYKTYPa, OOLINE CBOWCTBA;
2) NpoU3BOAUTENb, ONTMCAHUE IIPOM3BOJICTBEHHOT'O MPOLIECCa U €r0 KOHTPOJIb;

3) KOHTPOJIb HCXOJHBIX MAaTEPUAIIOB;

4) KOHTPOJIb KPUTHYECKHUX 3TAIIOB ¥ IIPOMENKYTOUHON MPOTYKIIHIL;

5) Bayuanus mnporecca U (WIN) ero OLeHKa;

6) pa3paboTka POU3BOACTBEHHOTO MPOLECCa;

7) I0Ka3aTeabCTBO CTPYKTYPBI U XapaKTEPUCTHKH;

8) mpumecu; 9) cienuduKkays Ka4ecTpa;

10) aHanMTHYECKHE METOMKH;

11) Banuaanus aHaIUTHYECKUX METOJIHK;

12) 1OKyMeHT, MOATBEPIKAAIOIINIT KaYeCTBO aKTUBHOTO BEILIECTBA TPEX cepHil (cepTHdUKAT aHaIM3a CyOCTaHIMH OT MIPOU3BOAMUTENS, IPOTO-
KOJI aHAJIN3a, aHAJTUTHYECKNH 1actopT);

13) o6ocHOBaHUE CHEU(UKAIHY;

14) cranpapTHbIe 00pa3IIbl UM BEIIECTBA;

15) cucrema ynakoBka (yKymopka);

16) pe3roMe OTHOCHUTEIBHO CTA0MIBHOCTH U BBIBOJIBI,

17) IIpoTOKOJ MOCTPETHUCTPALIMOHHOTO M3YUeHHsI CTAOMIIEHOCTH M 00513aTENbCTBa OTHOCUTENIFHO CTAaOMIIBHOCTH;
18) maHHBIE O CTAOMIILHOCTH.

ITo roroBoMy Ipenapary:
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1) TOKyMEHT, OATBEP)KAAIONIMI KaueCTBO FOTOBOI'O IPOIYKTa TPeX cepuil (cepTU(dHKAT aHaIU3a, IPOTOKOJ aHAJIN34a), OJIHA CEPUsi KOTOPOTO
COBIIAJaeT ¢ cepueit oOpaslia JIEKapCTBEHHOTO CPEJICTBA, I0JJAHHOI0 Ha PErUCTPALUIO;

2) TOKyMEHT O HIPHOHOBOM 0E30IaCHOCTH Ha BELIECTBA JXKMBOTHOTO MTPOUCXOKIACHHS OT IIPOM3BOJUTENS (TOCTABILHKA);
3) Ka4eCTBEHHBIH 1 KOJINYECTBEHHBIH COCTAB JICKapPCTBEHHOT'0 Mpemnapara (aKTHBHbBIE, BCIIOMOTaTeIbHBIE BEIECTBA);
4) NOKyMEHT, TIOATBEPIKIAIOIIMI Ka4eCTBO YIIAKOBOYHOTO U YKYIIOPOYHOTO MAaTepHaIOB TOTOBOTO TIPOLYKTa;

5) dpapmarneBTHUecKast pa3paboTka (omrcanue adc, BCIOMOraTelbHbIX BELIECTB, pa3paboTKa JIeKapCTBEHHOIO Mpemnapara, pa3paboTka mpoms3-
BOJICTBEHHOTO IPOLIECCa, COBMECTHMOCTh KOMIIOHEHTOB, U3JIUIIKH, CTA0OMILHOCTh, MUKPOOHOJIOTHYECKast YHCTOTA);

6) nmpou3sBoacTBeHHAs Gopmya;

7) onmcaHue TEXHOJIOTHH IPOU3BOJICTBA;

8) KOHTpOJIB B TIpOIIECCE MTPOU3BOACTBA (ONEPALMOHHbIH KOHTPOJIb);

9) METO/IbI KOHTPOJISI HCXOAHBIX MaTEPHANIOB;

10) cepruuKaThl KauecTBa Ha BCHOMOTAaTeNbHBIC BEIECTBA;

11) MeTobI KOHTPOJISI KAYECTBA MPOMEKYTOUYHBIX MTPOAYKTOB (TIPH HEOOXOAUMOCTH);

12) HOpMaTHBHBII JOKYMEHT IPOU3BOJHUTEINS [10 KOHTPOJIIO KauecTBa U OE30MMaCHOCTH JICKapCTBEHHOTO CPEICTBA B SNIEKTPOHHOM BHC B
dhopmare .docx;

13) Basanysi METOAMK UCIIBITAHUI JIEKAPCTBEHHOTO NpETapara;

14) pe3ynbTaThl HCIBITAHUS CTAOMIBHOCTH CPOKOM HE MEHee 4eM | MecsI| He MeHee Ha TPeX ONbITHO-IPOMBILIIICHHbIX CEPUAX C TapaHTHIi-
HOM 00513aTeIbCTBOM O MPEIOCTABICHUH PE3yJIbTATOB UCCIICIOBAaHUH CTaOMIBHOCTH, TIPOBEIACHHBIX depe3 3 (Tpu) u 6 (1IecTh) MecsIeB Ha 3
(TpH) mocIeA0BaTEIbHBIX IPOMBIIIICHHBIX CEPUSX IIOCIIE 3aBEPIICHUS HCCICA0BaHU) CTa0HIbHOCTY;

15) nononuurensHast nHGOpMaLKs, HOATBEPXKIAFOIIAst KAYeCTBO (IIPH HEOOXOAUMOCTH).

4. 'apaHTHitHOE MUCHMO IepXKATeNs BPEMEHHOTO PErHCTPALMOHHOTO YOCTOBEPEHHS (B IIPOU3BOJIBLHOM (POpME) O MPOBEICHUH KIMHUYECKUE
WCCIIEJOBAaHHsI IMMYHOT€HHOCTH BapHAHTHOW BaKIMHBI, [TOCIIE TTOJIyYCHUS] BDEMEHHOW PErucTpariy.

IlaHHI:Ie 00 HUMMYHOI'€HHOCTU MOHOBJICHTHOU M TOJIMBAJICHTHOMN BapPIaHTHOﬁ BaKIUHBI IPOTUB BApUAHTHOI'O LITaMMa (I_HTaMMOB) OLICHHBA-
I0TCS Ha OCHOBAHUH IIPEACTABJIICHHBIX NTaHHBIX:

KIIMHUYECKOT0 UCCIIeI0BaHNA MIMMYHOT€HHOCTH TP IEPBUYHON BaKI[MHAIINY BAPHAHTHOW BaKIIMHON. PekoMeHyeTcs MpoBeCcTH, KaKk MAHU-
MYM, O/IHO HCIIBITAHHE Ha CyOBEKTax, paHee He BAKLIMHUPOBAHHBIX U 0€3 NPU3HAKOB NPE/IIeCTBYIOLIEH HHPEKIUH;

KJIMHMYECKOTO MCCIEe0BaHMS MIMMYHOI'€HHOCTH IIPH BaKIMHALMK BAPUAHTHON BAaKIIMHOM (OTHOKpATHOE 103UPOBaHUE) CyOBEKTOB, paHee 1o-
JIYYUBIIMX MEPBUYHYIO BAKLIUHALNIO POIUTENLCKON (MCXOIHOM) BAKIIMHOM;

O TUTpax HeﬁTpaanyrome AHTUTEJI, UBSMEPCHHBIX 10 OTHOLIEHHUIO K COOTBETCTBYIOLIEMY LITAMMY (IJ_ITaMMaM) BaKIUHBI, TO €CTh B pOJAU-
TEJNBCKOU TPYIIIC BAKIIMHBI IPOTUB POAUTEIILCKOTO IITaMMa U B BapHaHTHOﬁ TpynIe nNpoTUuB BapuaHTHOI'O IITaMMa (IJ_ITaMMOB);

HYDKHSISI TpaHuIa 95% noBepUTENbHOTO HHTEPBAIa PA3HHUIEI B YPOBHAX CEPOKOHBEPCHH IS BAKIIMHBI C BAPHAHTHBIM IITAMMOM II0 CpaBHE-
HUIO C POJUTENLCKUM IITAMMOM He npeBbImaeT -10%; cepoKOHBEpCHs ONpeaessIeTcs] KaKk YeThIPEXKPATHOE YBEIHMUEHUE TUTPA OT COCTOSHUS
JI0 BaKIMHALMHU K COCTOSTHUIO MTOCTBAKI[MHALINN;

JUIsl MOJM(UIIMPOBAHHON BaKIMHbI (A3MEHEHHBIH BapUaHT (IITaMM), MCIIOIb30BAHHBII B MHAKTHBUPOBAHHBIX BAKI[MHAX MJIM U3MEHEHHBIH Ba-
puant 6enxa, MPHK uin uHo# cyObeaAnHUIIBI) IPEAOCTABIAIOTCS 10KA3aTENbCTBA, YTO BAPUAHTHBIE BAKLIUHBI IIPOM3BOJISTCS TEM XKe IPOU3-
BOJUTEIIEM C HCIIOIb30BaHHEM TOTO XK€ IIPOLECCa, YTO ¥ OPUTHHAIBHBIC BAKIMHEL, KITHHIYECKast 3 ()eKTUBHOCTH KOTOPOH ObLIa IIPOIEMOH-
CTPHUPOBAHA; 1O MOAPOOHOMY OMHUCAHHIO COOCTBEHHO MCIIONIB30BAHHOTO MTaMMa win Oeinka, MPHK wnnn nHoit cyObeannupl, ¢ Gpukcarueit
OTJIMYHUH OT HCXOJHOIO BApUAHTA (CPaBHHUTENIbHAS XapaKTEPUCTUKA IITAMMOB MU CyObeJUHNUI);

0 0€30MacHOCTH, COOPAHHBIX B XOI€ HCTIBITAHHH KMMYHOT€HHOCTH BAPUAHTHON BaKIMHBI. JJOKyMEHTALMS TPEACTABISAETCS C YIETOM PYKO-
BojacTBa BO3.

b.1. 6) KouTposns kauecTBa akTHBHOU (papMarieBTUIECKON CyOCTaHITUN

B.1.6.1 3menenune napameTpoB crierudukamuy u (M) KpUTEPUEB MPUEMIEMOCTH aKTUBHOU (hapma- VYcenosust Tpebye- Bun
LEBTUYECKOH CyOCTaHIUH, NCXOJHOTO MaTepHala (IpOMEeXyTOYHOTO MIPOAYKTa) PEaKTUBA, HCIOIb3Y- Masi JOKy- To-
eMBIX B TIPOLIECCE NPOM3BOACTBA AKTHBHON (hapMalieBTHUEeCKOl cyOcTaHIu MEHTaIHs e-
ay-
pEI
a) YrkecTO4eHHE KPHTEPUEB IPHEMIIEMOCTH ClieU(HKALUN JTeKapCTBEHHBIX TIPENapaToB, MOIeKa- 1,2,3,4 1,2 1A
IIUX BBITYCKY CepUi OQUIIAIBHBIM KOHTPOJIBHBIM OPTaHOM
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- ,‘ a .' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecry6anku KazaxcTaH B 51€KTPOHHOM BHJIE e
y p 2 JlaTta ckaunBaHMs 30.07.2025
0) YikecTo4eHHE KPUTEPHEB IPUEMIIEMOCTH CrieluduKaum 1,2,3,4 1,2 1A
B) /loGaBienue B crienu(pUKannIo HOBOTO MTapaMeTpa M COOTBETCTBYIOIIETO €My METO/1a UCIIBITAHUS 1,2,5,6, 1,2,3,4,7 1A
7
r) UckioueHne He3HAYUTEIBHOTO TapamMeTpa crenuuKanuy (Hapumep, UCKIIIOUeHHE YCTapeBLIEro 1,2,8 1,2,6 1A
rapameTpa)
1) Uckmouenne napamerpa crielupUKauy, KOTOPbIi CYIIECTBEHHO MOBIMSAET Ha COBOKYITHOE Kaue- 11
CTBO aKTHUBHO#1 (hapMareBTHYECKOW cyOCcTaHMK | (MJIH) JISKAPCTBEHHOTO TpernapaTa
¢) Uamenenue, BhIXOIIEE 32 OOOPEHHBIN THANa30H KPUTEPHUEB MPUEMIIEMOCTH Crieln(pHKALINI aK- II
THUBHOH (hapMaleBTHYECKOH CyOCTaHIHH
k) Pacummpenue 0J00peHHBIX KPUTEPUEB PUEMIIEMOCTH CIIE(DUKAILIMN Ha HCXOIHbIE MAaTEPUAIIBI 11
(TIpOMEKYTOYHBIE TIPOAYKTHI), KOTOPBIE CYIIECTBEHHO BIMSIOT Ha COBOKYITHOE KaYeCTBO aKTUBHOM
(hapmarieBTHUECKOM CyOCTaHIIMU U (MIIH) JIEKApCTBEHHOT0 Ipernapara
3) [loGaBnenne wim 3ameHa (MCKIIroYast OMOJIOTHYECKYI0 1 HIMMYHOJIOTHUYECKYIO CyOCTaHIINIO) Mapa- 1,2,3,4, 1B
MeTpa crelu(UKAIMU U COOTBETCTBYIOIIETO €My METO/1a HCIBITAaHUS U3 COOOpaXKeHHI 6e301acHOCTH 5,7
WM KayecTBa
n) Ecni Ha akTHBHYI0 papManieBTHYECKYI0 CyOCTaHIMIO OTCYTCTBYET CTaThs [ ocynapcrBenHoi dap- 1,2,3,4, IB
Mmakornee Pecriyonuku KazaxcraH, n3MeHeHHe COOCTBEHHBIX JaHHBIX crienn(UKALNN HA JTaHHbIE 5,7
HeopHIUaIbHOH (hapmakonen wiH hapMaKoen TPEThEH CTPaHbI

YcnoBust

1. I3MeHeHue He SIBIISeTCs CIISICTBUEM JTI000ro 0053aTelIbCTBA, IPUHATOTO 110 PE3yJIbTaTaM paHee NPOBEACHHBIX KCIIEPTH3 C LETIbIO Iepe-
CMOTpa KPUTEPHEB MPUEMIIEMOCTH cHe(UKALMY (HAIPHMEp, B X0/I¢ PErUCTPAIMH JICKApCTBEHHOTO MpeIapaTa Wi BHECEHUH HU3MEHEHHI
II Tuna).

2. V3MeHeHue He SIBISIETCS CIICACTBUEM HENPEABUICHHBIX CUTYaluil, BO3HUKIINX B XOJI€ IPOM3BO/ICTBA, HAPUMEP, HOBOH HEKBATU(UIIMPO-
BaHHOW NMPUMECH, U3MEHEHHUS PEAEIIOB COACPKAHUS CYMMBI IPUMECEH.

3. JIro6oe n3MeHeHHe yKIIaJbIBAIOTCS B IMAIIA30H TEKYIINX 0I00PEHHBIX KPUTEPUEB IPUEMIIEMOCTH.
4. AHanuTHuYeCcKas METOJMKA HE U3MEHSETCS MJIM U3MEHSETCS] HE3HAYNTEINBHO.

5. Hu oH HOBBI METO/ MCIIBITAHUSI HE OCHOBAH Ha HOBOM HECTAHIAPTHOW METOJOJIOTHHU I CTaHIaPTHOH METOI0JIOTHH, HCIIONB3YEMOii
[O-HOBOMY.

6. HoBblit METO/T HCTIBITAHHS HE SIBISCTCS OMOIOTHYECKIM (MMMYHOJIOTHIECKIM) (MIMMYHOXHMHYIECKHM) HIIH METOIOM, B KOTOPOM HCIIOIb-
3yeTCsi OMOIOTHYECKHIA PEaKTUB Ik OMOJIOTUIeCKON aKTUBHOI (hapMalieBTHYECKOH CyOCTaHIMHK (32 UCKITIOUEHHEM CTaHIaPTHBIX (hapMaKo-
MEHHBIX MUKPOOHOJIIOTHYECKUX METOJIOB).

7. 3menenue 000ro Matepuaa He 3aTparuBaeT reHOTOKCHYHYIO puMech. Eciii BoBieueHa akTuBHas (apmanieBTiyeckas cyOcTaHIuys, 3a
UCKIIIOYEHHEM OCTATOUHBIX PaCTBOPUTEINEH, KOTOPbIE COOTBETCTBYIOT IIpeiellaM COOTBETCTBYIOIIEH craThe "'ocynapcTBenHoi Dapmakornee
Pecny6nuku Ka3axcran, KOHTpOIIb 110001 HOBOI IIpUMecH cOOTBETCTBYIOT I'ocynapcrBenHoi ®apmakonee Pecrrybnuku Kazaxcran.

8. [Tapamerp crenuduKanuy He 3aTparuBaeT KPHTHIECKUI TapaMeTp, HalpuMep, 000 U3 CIeyONHX: KOINIECTBEHHOE OIIpeieIeHUE,
HpHMecH (€CIIH TOIBKO ONpeieeHHbI PACTBOPHTENb OJHO3HAUHO HE UCIONb3YeTCs B IPOM3BOACTBE aKTHBHON (papManeBTHIECKOH CyOcTaH-
1K), 1100ast KpuTudeckas GU3MUecKas XapaKTepUCTHKA, HATPHIMEp, pPa3sMep YacTHII, HACBIIHASA INIOTHOCTh A0 H IOCJIE YIJIOTHEHHUs], HCIIbITa-
HHE Ha NOJIMHHOCTb, BOJA, JIF00O0H 3a1poc Ha MPOITYCK UCIIBITAHUS.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3/ieiy(pa3zienam) J0Che.

2. CpaBHHTEIbHAS TAOIMIA TEKYIIUX U NIPEAIaraéMbIX crienu(uKauii.

3. TloapoOHOe omucanue 000N HOBOH aHAJTUTHYECKOH METOMUKH H IAaHHBIC BATMIALMH (B COOTBETCTBYIOIIHX CIIyJasx).

4. JlanHble aHanmM3a IBYX MPOMBIIUICHHBIX CEPUii (B OTCYTCTBHE 00OCHOBAaHHSI 0OPATHOTO A7 OMOJIOTHYECKHUX aKTHBHOM (hapMarieBTHIe-
CKUX CYOCTaHIMI — TP CEPHK) COOTBETCTBYIOIICH aKTUBHOI (DapMaleBTHYECKO# CyOCTaHIMK 10 BCEM MapaMeTpaM CrennuprKaium.

5. B cooTBeTCTBYIONIMX CTydasiX JaHHbIE TECTa CPABHUTEIbHOW KHHETHKH PACTBOPEHHUS JIEKAPCTBEHHOTO MpenapaTa, COAEPKaIIero akTUB-
HYI0 (hapMaLeBTUYECKYIO CYyOCTaHIIHIO, 10 MEHBIICH Mepe, U3 OIBITHO-ITPOMBIIUICHHOW CEpHHU, COOTBETCTBYIOLIYIO JEHCTBYIOIIUM U IIpe/Jia-
raeMbIM crienuuKanusM. B OTHOIEHNH J1eKapCTBEHHBIX PACTUTENBHBIX IIPENapaToB JOCTaTOYHBI JaHHbIE CPAaBHUTEIBHON PaciagaeMOCTH.

6. O6ocHOBaHMeE (OLEHKA) PUCKOB CO CTOPOHBI AePKATEIsl PErUCTPALMOHHOTO yaocToBepeHus win aepxatens MOADC cooTBETCTBEHHO,
HOATBEPKIAIOMINE, YTO BHYTPUIIPOM3BOICTBEHHBIIH NapaMeTp ABIISAETCS HE3HAYUMbBIM MJIH YCTAPEBIINM.




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 18.07.2025
! AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.07.2025
™ .‘ a ,' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB JlaTa pesaKiyu 18.07.2025

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.07.2025

7. O60CHOBaHHE CO CTOPOHBI ACPIKATENS PErHCTPALUOHHOr0 yaocToBepeHus win aepikarensi MOADC cooTBETCTBEHHO HOBBIX ITapaMerpa
criel(pUKAILMU U KPUTEPHUEB TPHEMIIEMOCTH.

b.1.6.2 Mi3MeHenue aHaNMTHIECKOH METOAMKH aKTUBHOH (hapMarieBTHIeCKoi CyOCTaHIIMN MIIU UCXOIHOTO Ycnosus Tpe- | Bun
Marepraa (IpOMEeXyTOYHOTO MPOYKTa) PEaKTHBA, UCIIOIb3yEMbIX B IIPOLIECCE MIPOU3BOICTBA aKTUBHOM Oye- po-
(hapMmarieBTHUYECKO CYyOCTaHIIUH Mast 1e-
no- ay-
Ky- pH
MEH-
Ta-
Hst
a) HesnaunMmbie n3MeHeHUsI 0JOOPEHHON aHATUTHIECKOW METOIUKH 1,2,3,4 1,2 1A
6) UcknroueHne aHATUTUIECKON METOAUKN aKTUBHOI (hapMareBTHYECKOM CyOCTaHI[MK HITH HCXOJHOTO Ma- 7 1 1A
Tepuana (IPOMEKYTOYHOTO POYKTa) PEaKTHBA, €CIIHM aIbTePHATHBHAS €l aHATUTHYECKAst METOIHKA yiKe
o00peHa
B) [Ipoune n3MeHeHHs aHATUTHYECKOW METOJUKH (BKITIOUAs 3aMEHY WM 100aBlICHHE) PeakTHBa, KOTopas 1,2,3,5,6 1,2 1A

HE OKa3bIBA€T 3HAYUMOTI'0 BIIMSIHUSA Ha COBOKYITHOC KaU€CTBO AKTUBHOM (bapMaueBTqucxoﬁ Cy6CTaHL[I/II/I

r) CylecTBeHHOEe M3MEHEHUE MM 3aMeHa OMOJIOTHUECKOTr0 (MMMYHOJIOTHYECKOr0) (MMMYHOXHMHUYECKOT0) II
METO/1a UCIIBITAHHS UM METOJIa, B KOTOPOM MCIIOJIb3yeTCs OMOJIOrnYecKuil peakTuB A1 OUOJIOrMYeCcKOoH
aKTUBHOM (papManeBTHIECKOH CyOCTaHINN

1) [Tpourie M3MEHEHNUs aHATUTUYECKON METOIMKH (BKJTIOUast 10OABJICHUE WM 3aMEHY) aKTHBHOI (hapMa- 1,2 IB

LEBTUYECKON CyOCTaHIIMU MJIM UCXOAHOTO MaTepraia (IPOMEXyTOUYHOTO MPOIyKTa)

VYcnoBus

1. IIpoBeaena HeoOXoAMMAsT BATUAALIMS, TOITBEPIKAAIOIIAs TO, YTO OOHOBIICHHAs aHAJTMTHYECKAs: METO/IMKA, 110 MEHBIIICH Mepe, SKBUBAJICHT-
Ha MpeabIayIei.

2. Ilpenernsl copepKaHusl CyMMBI IPUMECEH He H3MEHHIINCh, HOBbIE HEKBAIN(HIINPOBAHHBIE IPUMECH HE 0OHAPYKEHBI.

3. Merox aHanm3a He U3MEHMWICS (HanpuMep, N3MEHEHNE JUTHHBI KOJIOHKU MJIM TEMIIEpaTyphl, HO HE APYTO# BU KOJOHKH MIIH METON).

4. MeToJ UCIIBITaHHSA HE SBISCTCS OHONOIHYCCKIM (MMMYHOJIOTHIECKIM) (MIMMYHOXHMHYECKUM) HJIH METOJIOM, B KOTOPOM HCIHOIB3YeTCs
OMOJIOTHYECKHI PEaKTHB JUIsl OMOJIOTHYECKON aKTHBHOM (hapMaleBTUUECKON CyOCTaHIINH (32 HCKIIIOUCHUEM CTaHIapTHBIX (papMaKoneHHbIX
MHUKPOOHOIIOTHYECKUX METOJIOB).

5. Hu oquH HOBBIIT METOZ HCHIBITAaHUSI HE OCHOBAH HAa HOBBIX HECTAHJIAPTHBIX METOJAX WM CTAaHAAPTHBIX METO/aX, UCIIOJIb3YEMbIX O-HOBO-
My.

6. AxTHBHas (papmaleBTHUYECKas CyOCTaHIMs HE SBJISETCS OUONIOrHYeCcKOi (MMMYHOIOTHYECKOH).

7. AnbTepHaTHBHAs aHATUTHYECKAst METO/IMKA JUTS TapaMeTpa crieluduKaniy yxe 0400peHa, U ITOM TaKas METOJMKa He OblIa BKIIOUCHA
nocpeactsoM [A-yBenomieHus.

JlokymeHTamms

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIINM) pa3aeny(pasaeiiaM) 10Che, BKIT0Yask OMHCAHIE aHATUTHIECKOW METOIOJIOTHH, PEe3to-
M€ JIaHHBIX BaJIUAALNH, IEPECMOTPEHHBIE cre(DUKAMN Ha IpUMecH (€CIIU IPUMEHUMO).

2. CpaBHHTEIbHBIE PE3Y/IBTATHI BAIUIALMH WM, IPH HATMYUH 000CHOBAHHS, CPAaBHUTEIILHBIC PE3yJIbTaThl aHATIM3a, HOATBEPHKAAIOIINE, YTO
TEKyIIee U pe/iaraeMoe UCIbITaHNE 3KBUBAJIICHTHBI. Hacrosiee TpeOoBaHNe HE IPUMEHSETCS, €CIN 100aBIIsIeTCs] HOBasl aHAIMTHYECKast
METO/IHKA.

b.I. B) YakoBO4HO-yKynopo4Hasi cuctema

b.1.B.1 lI3MeHeHune nepBUYHOMN YIIAKOBKH aKTHBHOW (hapMalieBTHUECKON CyOCTaHIIMU VYeno- | Tpebyemas Bun
BUSI JIOKyMEHTa- po-
st ueny-
pbI
a) KauecTBeHHBI U (MJIH) KOTUYECTBEHHBIH COCTaB 1,2, 1,2,3,4,6 1A
3
6) KauectBeHHbIi 1 (MJIH) KOJINYECTBEHHBIH COCTAB ISl CTEPUIIBHBIX WITH HE3aMOPOXKECHHBIX OHOJIOTH- II
YeCKUX (MMMYHOJIOTHYECKHX) aKTUBHBIX (papMaleBTUUECKIX CyOCTaHIIN
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B) XKuzkue aktuBble papManeBTHUECKUE CyOCTaHIIMN (HECTEPUIIbHBIC) | | 1,2,3,5,6 1B

YcnoBust

1. [To cooTBETCTBYIOIIUM CBOMCTBAM IpeUlaraeMblii yIIakOBOUHBII MaTepuall, 10 MEHbILEeH Mepe, COOTBETCTBYET K SKBUBAJIEHTHBIM 0100-
PEHHOMY.

2. HauaTbl COOTBETCTBYIOLINE UCCIIEIOBAHMUSI CTAOUIBHOCTH B COOTBETCTBHH C YCTAHOBJICHHBIMU TPEOOBAHMSIMU U YCIYTOMOIyYaTeIeM Ha
MOMEHT BBEJCHHSI U3MEHEHHH TPOaHaIM3UPOBAHbBI COOTBETCTBYOLINE HAPAMETPhl CTAOMIFHOCTH HE MEHEe YeM Ha JIBYX OIBITHO-IIPOMBIILI-
JICHHBIX WJIM IPOMBIIIJIEHHBIX CEPUSX, B €T0 PACIIOPSHKEHUN HAXOAATCS yIOBICTBOPUTEIbHBIE PE3YJIBTAThI, 10 MEHbLIEH Mepe, 3-MeCs/YHOro
u3ydeHus crabmipHocTH. OHAKO, €CIU IpeJylaraeMas yrakoBka 6oJiee yCTOHUMBA 110 CPABHEHUIO C 3aperUCTPUPOBAHHOMN, TO TpeXMecsy-
HBIC JJaHHBIE 110 CTA0MIBHOCTH He Tpebyrores. [1o 3aBepIIeHNN TaKUX MCCIICOBAHUM, €CIIM Pe3yIbTaThl HE YKJIAQABIBAIOTCS B CIICIM(UKAIAT
WM NOTEHIUATBHO HE YKIIAIbIBAIOTCS B ClICHU(UKALINK HA KOHEIl CPOKa TOTHOCTH (IIepHo/ia) MOBTOPHOTO MCIIBITAHUS, UX HEOOXOIUMO
HEMEJICHHO TPEJICTaBUTh YIIOJTHOMOUYCHHOMY OpraHy Hapsay ¢ IpejylaraéMbIM INIaHOM AEHCTBUIL.

3. Uckirouas cTepuiIbHbIC, XKHIKHE U OHOJNIOTHYeCKHe (MMMYHOJIOTHYECKHE) aKTUBHbBIE (DapMalleBTHYECKUE CyOCTaHIINH.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3ieny(pasaenam) JoChe.

2. HeoOxomMble JaHHBIE 0 HOBOW YIaKOBKE (HaIlpuMep, CPaBHUTEINIBHBIC JaHHbIC MO IPOHULIAeMOCTH, Haripumep, st 0%, CO? Biarn),
BKJIFOYAsi [TOJTBEPK/ICHHUE TOTO, YTO MaTepHal COOTBETCTBYET COOTBETCTBYIOMINM (papMaKoOICHHBIM TPEOOBAHMSM O IIACTHYECKUX MaTepHra-
J1axX ¥ 00BEKTax, KOHTAKTHPYIOIIUX C IMUIIEBBIMHU ITPOTYKTAMH.

3. B cOOTBETCTBYIOLIMX CIy4asx HEOOXOIMMO MPEICTABUTh HOATBEPKICHHE TOTO, YTO B3aUMOJICHCTBHE MEX/TY COIEPIKUMBIM U yIIAKOBOY-
HBIM MaTepHaoM He IPOUCXOUT (HAalpuMep, OTCYTCTBYET IepeMeIleHHe KOMIIOHEHTOB NpelaraeéMoro MaTepuaia B €ro CoIepKUMoe, KOM-
MOHEHTBI JIEKAPCTBEHHOT'O Iperapara He Nepexo/iT B YIaKOBKY ), BKJIIOUas TOATBEPIKICHUE TOTO, YTO MaTepua COOTBETCTBYET COOTBET-
CTBYIOIIUM (hapMaKONEeHHBIM TPEOOBAHUSIM O TUIACTUYECKHX MaTepHanax U 00bEeKTaX, KOHTAaKTHPYIOIINX C MUIIEBBIMH IPOIYKTaMHU.

4. lexnapanus qepkaTeist perucTpaiuoHHOTo yiocToBepeHus win aepxkaresss MOADC, uro Tpedyemble ncciieI0BaHUS CTaOUIBHOCTH Ha-
YaThl B COOTBETCTBHUU C YCTAHOBJICHHBIMH TPEOOBAaHMAMH (C yKa3aHUEM HOMEPOB CEpHii); M UTO (B COOTBETCTBYIOIIHX CIIydasix) HA MOMCHT
BBEJICHUSI U3MEHEHHUII B €T0 PACIIOPsHKEHUH HaXOAMINCH TpeOyeMble MUHUMAIIbHbIC YIOBIETBOPUTEIbHBIE JaHHBIE IO CTAOMIBHOCTH; M 4TO
UMEIOIIHMECS ITaHHbIE HE CBUJICTENILCTBOBAJIM O KaKOH-1100 npobieme. HeoOxoaMmo Takoke NpecTaBUTh MOATBEP)KACHHUE TOTO, YTO UCCIIe0-
BaHUs OylyT 3aBEepILIEHBI,  YTO €CJIM PE3y/IbTaThl He OyyT yKIaabIBaThCs B e (UKALMK HIN TOTEHIMAIBHO HE YKJIA/IbIBATHCS B CIICLIU-
(hukanmy Ha KOHEIl CpOKa rOJJHOCTH (IIEpHO/1a) HOBTOPHOTO MCIBITAHUS, X HEMEUICHHO MPEICTABAT YIOJIHOMOYCHHOMY OpraHy Hapsiay ¢
IIpeUlaraéMbIM IIaHOM J€HCTBUN.

5. Pe3ynbrathl nccienoBaHmil CTaOMIIBHOCTH, POBEICHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMH, IO 3HAYMMBIM ITapaMeTpaM
CTaOWIIBHOCTH HE MEHEe YeM Ha JIBYX OIBITHO-IIPOMBIIUICHHBIX WM MPOMBIIUICHHBIX CEPHSX, OXBATHIBAIOIINX HE MEHEE TPEX MECALEB, U
MOATBEPIKIIEHUE TOTO, YTO YKa3aHHbIE UCCIIEA0BAaHUS Oy/LyT 3aBEPILEHBI, U €CIM Pe3yJIbTaThl He OyyT YKJIAAbIBaThCS B CIICLM(BUKALIMT UITH
MOTEHIIMAJILHO HE YKJIA/IBIBAThCs B ClieHM(UKALNI Ha KOHEI[ CpOKa FOAHOCTH (TIepro/ia) TOBTOPHOTO UCIBITAHHS, HX HEMEJICHHO TIPEJICTa-
BAT YIIOJIHOMOYEHHOMY OpTraHy Hapsity ¢ IpeiJiaracMbIM IJIaHOM JICHCTBUM.

6. CpaBHEHHE ICHCTBYIONMNX U IpeIaraeMblX creupHUKaiii IepBUYHON YIIAKOBKH (€CIIH IPUMEHIMO).

b.1. B. 2 lI3MeHeHNE apaMeTpoB CHEUpUKAIU U (WIH) KPUTCPHEB IIPUEMIIEMOCTH IIEPBUYHON yIia- VYeno- | TpebGyemast Bun
KOBKH aKTHBHOH (hapMaIieBTUUECKOH CyOCTaHITHI BUS JIOKyMEHTa- npo-
s neny-
pbl
a) YKecTOueHHE KPUTEPUEB MTPUEMIIEMOCTH CIIEHU(PHUKAIIH 1,2, 1,2 1A
3,4
0) [lobGaBnenune B cienuQpUKaIM0 HOBOTO ITapaMeTpa U COOTBETCTBYIOLIEMY €My METO/1a UCIBITAHMH 1,2, 1,2,3,4,6 1A
5
B) MckiroueHne HeCcyIeCTBEHHOro apaMeTpa crienudukanuy (HarpuMep, HCKII0UeHHE yCTapeBILEro 1,2 1,2,5 1A
rapameTpa)
r) Jlo6aBienue mim 3aMeHa rnapaMmerpa crequUKauu 3 cooOpakeHuii 0e30IIaCHOCTH MIIH KauecTBa 1,2,3,4,6 1B
VYcnosus

1. I3MeHeHue He SIBISETCS CIIEICTBUEM KaKOro-1n0o 0053aTeNnbCTBa, IPUHSTOTO MO pe3ybTaTaM paHee HPOBEJCHHbIX IKCIIEPTU3 C LEIIBIO
aHaJIn3a KPUTEPUEB NIPUEMIIEMOCTH Crieln(pUKanny (Hampumep, B X0/1e PErUCTPALMHU JIEKApPCTBEHHOTO Iperaparta Wik BHECEHHS! M3MEHEHHUH
1 Tuna), ecitu TOJILKO OHO paHee He PACCMOTPEHO U 0I00PEHO B KAUeCTBE MEPBI MOCIISYIOIIEro HAaOII0ACHUSL.

2. I3meHeHue He SBISETCS CIISICTBUEM HENPEeIBUICHHbIX CUTYalUi, BO3HUKILIHNX B X0/1€ IPOU3BOJICTBA YIIAKOBOYHOT'O MaTepHaa Wi Mpu
XpaHeHUH aKTUBHOM (papMarieBTHIeCcKO cyOcTaHIUH.
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3. JIro60e u3MeHeHHe yKIIaJbIBAIOTCS B IMAIIA30H TEKYIIUX 0I00PEHHBIX KPUTEPUEB IPUEMIIEMOCTH.
4. Ananuruyeckas METOIMKA HE U3MEHSETCS MM U3MEHSETCS He3HAUUTENIbHO.

5. Hu oquH HOBBII METOZ MCHBITaHUS! HE OCHOBAaH Ha HOBOM HECTAaHIAPTHOM METOJOJIOIMHU MIIU CTaHJAPTHOH METOM0I0THHU, UCTIONb3YeMOM
O-HOBOMY.

JlokymeHTamms

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3jieny(pa3aenam) 10Che.

2. CpaBHHTeNbHAS TAOIUIIA TEKYIMX U TPeIaraeMbIX crieluuKamnmii.

3. IloppoOHOE onrcaHKe 000 HOBOW aHAIMTUYECKOW METOAMKY M AaHHbBIC BATUIAIMHU (B COOTBETCTBYIOIIUX CIYYasiX).
4. JlaHHBIC aHAJIM3a JIBYyX CEPHUil yIIaKOBOYHOTO MaTepHalla 110 BCEM MapaMeTpam Creu(pUKaIuy.

5. ObocHOBaHHME (OLIEHKA) PUCKOB CO CTOPOHBI JIepyKaTelss PErUCTPALIMOHHOTO YAOCTOBepeHus WK aepxarens MOADC coOTBETCTBEHHO,
MOATBEPIKIAIOIINE, YTO BHYTPUIIPOM3BOICTBEHHBIIH MTapaMeTp SBIISCTCS HE3HAYUMbIM HIIH YCTAPEBIIUM.

6. ObocHOBaHME CO CTOPOHHI Aeprkatens PY mmn nepxarens MOA®DC cooTBETCTBEHHO HOBBIX ITapaMeTpa CHEU(HUKAUN U KPUTCPHUEB TIPHU-

E€MIIEMOCTH.
b.I. B. 3 3meHeHre aHATUTHYIECKOW METOIMKH HCITBITAHUS [IEPBUYHON YITAKOBKH aKTHBHOU (apmarieB- | Ycmo- | Tpebyemas Bun
THUYECKOM CyOCTaHIINU BUS JIOKYMEHTa- po-
nus neny-
pbI
a) HesHaunTenbHbIC M3MEHEHNS YTBEPKACHHON aHATUTHYECKOH MEONKI 1,2, 1,2 1A
3
0) [Ipounie M3MEHEHNS AaHATUTHYECKON METOANKY (BKIIIOYast T0OABICHUE WIIH 3aMEHY) 1,3, 1,2 1A
4
B) MckiroueHre aHaINTH4eCKOH METOIUKH, €CIIH aJbTePHATUBHAS €if MeTO/IMKaA YKe YTBep)KACHA 5 1 1A

VcenoBus

1. CornacHO COOTBETCTBYIOIINM JOKyMeHTaM Pecrny0Oiuku Kazaxcran, mpoBeeHa He0OX0oAnMast BaTUIAIINS, TOTBEPIKAAIOIIAs TO, YTO 00-
HOBJICHHAsI aHAJIMTHYECKasi METOIMKA, 110 MEHbIIeH Mepe, SKBUBAJICHTHA MpeAbLIyIeil.

2. MeTOJI aHaJM3a HC U3BMCHUIICA (Hanpnmep, WU3MEHCHUEC UIMHBI KOJIOHKH UJIA TEMIIEPATypPhl, HO HE I[pyl"Oﬁ BH/J] KOJIOHKH HJIH MeTOI[).

3. Hu oy HOBBI METOZ MCIIBITAaHUH HE OCHOBAH Ha HOBBIX HECTAHJAPTHBIX METOJAX MJIM CTAHAAPTHBIX METO/aX, HCHOJIb3YEMbIX 0-HOBO-
My.
4. AxtuBHas (apManeBTHIECKas CyOCTaHIHSA (JIEKapCTBEHHBIN IperapaT) He SBIAIOTCSA OHONOrMYECKUMH (MMMYHOIOTHIECKUMH).

5. B oTHOWIEHNH TapamMeTpa CIEHU(PUKAIMI COXPAHSIETCS aHATNTHYECKas METOIUKA, IPH 3TOM TaKas METOIHKa He Oblia [o6aBieHa mocpe-
ctBoM IA (yBemomieHus).

JloxymeHTauus

1. TTonpaBka K COOTBETCTBYOIIEMY(COOTBETCTBYOILIM) paszeny(pa3aenam) Jocke, BKIK0Yas OMHCAHNEe aHATMTHYECKO METOIOIOTHH, Pe3ko-
M€ JIaHHBIX BaJIIAINH.

2. CpaBHHTEIIBHBIE PE3YJIBTATH] BAJIMJAUY WIH, TP HATWYAN 000CHOBAHMS, CPABHUTEIIBHBIC PE3YJIBTAThl aHAIN3A, [TOTBEPKAAIOIIUE TO,
YTO TEKyILIee U Mpe/iaraeMoe UCIIbITaHHe IKBUBAJICHTHBI. HacTosiee TpeboBaHue HE MPUMEHSIETCS, €CiU T00aBIIseTCs HOBasi aHATUTHYC-
CKasi METOJIUKA.

b.1. ) CtabuiabHOCTh

b.Lr. 1 M3MeHeHue nepro/ja MOBTOPHOTO UCIIBITAHUS (IIEPUOA XPAHEHUST) MIIN YCIIOBUI Xpa- VYeno- | Tpebyemas noxy- Bup npo-
HEHHUS aKTUBHOM (papManeBTHYECKOi CyOCTaHIUHY, €CIIU B PETUCTPAIIMOHHOM JIOCHE OTCYTCTBY- | BHA MEHTaLus Lexypbl
eT ceprudukar coorBeTcTBUs EBporneiickoit @apmakoren, 0XBaThIBAIOIINI TIEPUOJ TIOBTOPHO-
TO UCIIBITAHUS

a) [leprox nosTopHOTO HcnbiTanus (epuo xpanenus) 1. CokparieHue 1 1,2,3 1A

2. VBenuveHue mepro/ia MOBTOPHOTO UCTIBITAHUS ITyTEM SKCTPAMOJSIINU JAHHBIX M0 CTaOWITb- 11
HOCTH, HE COOTBETCTBYIOIIEH JoKkyMeHTam Pecriyonuku Kaszaxcran (*)

I
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! AKTLIep/IiH TANOHIbI OaKplIay OaHKI Caxray KyHi 30.07.2025
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y p 2 JlaTta ckaunBaHMs 30.07.2025
3. VBenu4eHue neproia XpaHeHus! OHOJIOrHYecKoi (MMMYHOJIOTHUECKOI) akTHBHOH (hapma-
LIEBTUYECKOH CyOCTaHIMM, HE COOTBETCTBYIOIINE 000PEHHOH pOorpaMMe H3y4eHHs CTaONITb-
HOCTH
4. YBenu4eHne WiIn BBEJCHUE [IEPHO/a IIOBTOPHOTO UCTIBITAaHUSA (TIEPHOA XPAHSHNUS ), TIO- 1,2,3 1B
TBEPIKACHHOTO JaHHBIMH €CTECTBEHHOTO XpaHEHHS
0) YcnoBust XpaHeHUs
1. Mi3mMeHeHue ycrnoBuil XxpaHeHHs: akTUBHOE (papMalieBTHUECKO# CyOcTaHInK Ha OoJiee CTpo- 1 1,2,3 1A
rue
2. I3MeHeHue yCcIoBuil XpaHeH s OMOTIOTHYeCKHX (MMMYHOJOTMYEeCKUX ) aKTHBHBIX (hapMarieB- 1T
TUYECKHUX CyOCTaHIIMHI, €CITM UCCIICJOBAaHNs CTAaOMILHOCTH TPOBE/ICHBI HE B COOTBETCTBHH C Te-
KYIIUM yTBEPKJCHHBIM ITPOTOKOJIIOM CTa0HIBHOCTH
3. 3meHeHue ycloBui XpaHeHUs! akTUBHON (papMalieBTHYEeCKOH CyOcTaHIuU 1,2,3 IB
B) M3MeHeHMe yTBepKAeHHOH POrpaMMbl H3yUeHUsl CTaOMIIBHOCTU 1,2 1,4 IA

YcnoBust
1. I3MeHeHne He SIBISIOTCS CIEICTBUEM HEIIPEABUACHHBIX CUTYAINii, BOSHUKIINX B X0JI€ IPOU3BO/ICTBA, HIIM U3MEHEHHUS CTAOMIBHOCTH.

2. I3MeHeHus He TIPUBOAAT K PACHIMPCHUIO KPUTEPUCB IPUEMIIEMOCTH UCIIBITYEMBIX ITapaMETPOB, UCKIIIOYCHUIO ITapaMeTpa CTaOMIIBHOCTH
WU CHYDKCHHIO YaCTOTHI MCIIBITAHUM.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3ieny(pasaenaM) qocke. Heo6XoquMo mpecTaBuTh Pe3yibTaThl COOTBETCTBYO-
IMX MCCIIEA0BAHUI CTAOMIBHOCTH B PEAIbHOM BPEMEHH, IPOBEAECHHBIX B COOTBETCTBUU C COOTBETCTBYIOIIUMHU PYKOBOACTBAMH 110 CTAOMIIb-
HOCTH HE MEHEE 4eM Ha JIBYX (151 OMOJIOTHYECKUX JIEKAPCTBEHHBIX IPENAapaTOB — TPEX) OIBITHO-ITPOMBIIUICHHBIX WM MPOMBIIUICHHBIX Ce-
PYSIX aKTUBHOM (hapMalleBTHIEeCKON CyOCTaHINH, YIIAKOBAHHOH C IIOMOIIBIO 3apETHCTPUPOBAHHOTO YIIAKOBOYHOT'O MaTEPHalIa, U OXBATHIBAIO-
IIMX BECh MpeIaraeMblii IEPHOJT TOBTOPHOTO HCIIBITAHUS MIIH TIPEJIaraeMble YCIOBUS XPaHEHUS.

2. IloaTBepkaAeHUE TOTO, YTO UCCICOBAHUS CTAOMILHOCTH MPOBE/ICHBI B COOTBETCTBHIH C TEKYIIEH 0100peHHOI porpaMMoii. Pe3ynbraTsl
UCCIIEI0BAHUS OATBEPKIAIOTCS, YTO COOTBETCTBYOLINE 0JJ00PEHHbIE CrIelU(pHUKALNHT TPOAOIKAIOT COOTIOAATHCS.

3. Komuu yTBepKIeHHBIX crieluduKaluii Ha aKTUBHYIO (papMalieBTHUECKYI0 CyOCTaHIIUIO.

4. ObocHOBaHMeE TpeyIaracMbIX H3MEHEHUI.

(*) Ilpumeuanue NepHO]] TOBTOPHOTO UCIIBITAHUS HE NPHU-
MEHUM K OHOJIOTUUECKUM (MMMYHOJIOTH-
YeCKUM) aKTHBHBIM (hapMaIieBTHUCCKIM

CyOcTaHIUsIM

b.I. 1) [IpoexkTHOE MOJI€ ¥ MPOTOKOJ MOCTPETrUCTPALIMOHHBIX U3MEHEHUMN

b.I.n.1 BBeneHune HOBOTO IIPOEKTHOTO TIOJISI HJIH PACIIUPEHHE 0100pEHHOr0 MPOEKTHOTO MOJIsi aKTHBHON VYceno- | Tpebye- Bun
(hapmaneBTHYECKOH CyOCTaHINH, 3aTparuBaroIee BUS Mas IoOKy- | mpo-
MEHTALHS 1e-

ny-
pHI
a) OJTHY OIEPaLMOHHYIO SAMHUILY [POLiecca IPOU3BO/ICTBA AKTUBHOM (hapMalileBTHYECKOW CyOCTaHIHH, 1,2,3 1T
BKJIIOYAsi COOTBETCTBYIOIIME BHYTPHIIPOU3BOACTBEHHBIC KOHTPOJIU U (MJIM) AHAIUTUYECKUE METOIUKH
0) aHAJIMTHYECKHE METOUKHI UCXOIHBIX MaTEPHAJIOB (IIPOMEXYTOUYHBIX IIPOLYKTOB) U (MJIM) aKTUBHOH (ap- 1,2,3 II

MaleBTHYECKOH CyOCTaHINH

JloxyMeHTanus

1. IIpoektHoe moJie ObLIO Pa3paboTaHO Ha OCHOBAHUH COOTBETCTBYIOIINX YCTAHOBJICHHBIX TPEOOBAHHI U MEKTYHAPOIHBIX HAYYHBIX PYKO-
BOJICTB. Pe3ynbrarsl Hccaen0BaHui pa3paObOTKH NPOAYKTa, IPOIIECCa U aHATUTUYECKOH METOIOIOTHU (HalpHMep, B3aUMOICHCTBUE Pa3Iy-
HBIX N1apaMeTpoB, GOPMUPYIOIINX MOAJTIEKAIEE H3yUESHHIO IIPOSKTHOE 110JIe, BKII0YAasi OLIEHKY PUCKOB U MHOTOMEPHBIE UCCIIEIOBAHUSI COOT-
BETCTBEHHO), B COOTBETCTBYIOIHUX CJIYy4asX MOATBEPKAAIOLINE TO, YTO JJIOCTUTHYTO LIEJI0CTHOE MEXaHUCTHYECKOe OHUMAHHE MoKa3aTenen
Ka4ecTBa MaTepHalioB M TapaMEeTPOB IpoIlecca Ha KPUTHIECKUE MOKA3aTeIH KauecTBa aKTUBHOI (hapManeBTHYECKOH CyOCTaHIIH.

2. Onucanue IIPOCKTHOTI'O IIOJISI B TaOJIUYIHOM BUJIC, BKIIIOYas IIEPEMCHHBIC (CBOﬁCTBa MaTepUuaJioB U MapaMeTphl Iporecca HpOI/I3BOIICTBa) n
HuX IpeajaracMbI€ JUara3oHbl.
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3. IlonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOLINM) pa3/eiy (paszesiam) 10Cke.
b.1.1.2 BBeneHue NoCTperucTpaiMOHHOTO IPOTOKOJIA YIIPABICHHUsI U3MEHEHHUSIMH, 3aTParuBalOIIMK aKTHB- VYceno- | Tpebye- Bun
HYIO (papMaleBTHYECKYIO CYyOCTaHIHIO BHS Masi JIOKy- po-
MEHTAIHSI e-
ay-
pBL
1,2,3 11
JloxymeHTanus
1. ITogpobHOE omIcaHKe MpeIaracMoro H3MEHEHHSI.
2. IlpoTokon ynpaBiieHHs HK3MEHCHUSIMH, 3aTPAaruBarOIMMU aKTUBHYIO (papMalieBTHUECKYIO CyOCTaHIIMIO.
3. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3Jiely(pa3aenam) J0Che.
b.I.a. 3 HckiroueHne MocTperucTpaiuoHHOTO MPOTOKOIIA YIPABJICHNS H3MEHEHUSIMH, 3aTparuBaroIuMy ak- | Ycio- | TpeGye- Bun
TUBHYIO (papMaIieBTHUECKYIO CyOCTaHIINIO BHS Masi JIOKy- po-
MEHTAILHS e-
ay-
pHI
1 1,2 1A

YcnoBus

B IIPOTOKOJIC, U HUKAK HE BJIMSICT HAa YTBCPIKACHHBIC CBEACHUS, BKIIFOUCHHBIC B PEIr'UCTPALIMOHHOC 10CHE.

1. Ucknrouenne TIOCTPETUCTPALTUOHHOI'O IIPOTOKOJIA YIIPABJICHUSA U3MEHCHUAMMU, 3aTparuBarOlIMMU aKTUBHYIO (bapmaueBaneCKy}o Cy6CTaH-
LHI0, HE SABJISICTCS CJICACTBUEM HCIIPEABUACHHBIX CI/ITyaLII/Iﬁ WA HECCOOTBECTCTBUS CHCLII/IqJI/IKaHI/H/I B X0A€ BBCACHUA I/I3MCHCHHfl, OIMHCAaHHBIX

JlokymeHTanus
1. O6ocHOBaHKE TPEATATAEMOTO UCKITFOUCHHSL.

2. IlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYOIIMM) pa3aeny(pa3ienam) 10Che.

B.1.n. 4 VI3meneHus: yTBEP>KACHHOTO MPOTOKOJIA YIIPABIECHHUS N3MEHEHHSIMU

VYcno-
BHUS

Tpedye-
Masi 10Ky~
MEHTALHs

Bun
po-
ne-
ay-
pHl

a) 3HaYMMbIC U3MCHECHHS IIPOTOKOJIA YyIIPABJICHUS U3MEHCHUSIMN

II

6) Hesnaurmele n3MeHEHHS IIPOTOKOJIA YIIPABJICHUSA U3MCHCHUSIMH, KOTOPbIC HC U3BMCHSAIOT CTPATETUIO,
OIMMCAaHHYIO B IIPOTOKOJIE

IB

JlokymeHTamnms

1. lexnaparus, 4to 1000e H3MEHEHHE YKIIaJbIBACTCS B IUANIa30H JSHCTBYIOMINX YTBEP)KACHHBIX KpUTEpHEB puemiemMocty. [Tomumo sto-
ro, IeKJIapalys TOro, 4YTO B OTHOLIEHUN OHOJIOTHYECKUX (MMMYHOJIOTHUECKHUX ) JICKAPCTBEHHBIX IPENapaToB He TpeOyeTCst OLEHKa COIocTa-

BHUMOCTH.
b.I.a. 5 Peanusanus usMeHeHHH, MPEAyCMOTPEHHBIX YTBEPKACHHBIM IIPOTOKOJIOM YIpaBJICHHsI M3MEHEHUS- VYeno- | Tpebye- Bun
MH BHSA Mas IoKy- | Tpo-
MEHTaIHs 1e-
ny-
phl
a) Peanmsanus n3meHeHus He TpeOyeT TOMOTHUTEIbHBIXBCIIOMOTATENIbHBIX IaHHBIX 1 1,2,4 1A
0) Peanuzarust u3MeHeHus: TpeOyeT AOMOIHUTENbHBIX BCIIOMOTaTEIbHBIX JaHHBIX 1,2,3,4 1B
B) Peanu3zanus n3mMeHeHUs] OHOJIOTHYECKOro (MMMYHOJIOTHYECKOr0) JIEKapCTBEHHOT'O Ipenapara 1,2,3,4, 1B
5

YcnoBust

1. Hpe;[nomeHHoe HU3MEHCHHUEC OCYLIECTBIICHO B IIOJTHOM COOTBETCTBUU C YTBEPIKACHHBIM ITPOTOKOJIOM YIIPABJICHUS U3MEHCHUSIMU.

JlokyMeHTanus
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1. Ccplika Ha yTBep)KZ[eHHBIi’I IIPOTOKOJI YIIPaBJICHUSA U3MCHCHUSAMU.

2. Jlexmapariys, 9To H3MEHEHHE COOTBETCTBYET YTBEPKICHHOMY MPOTOKOITY YIIPABICHHUS N3MEHEHHSAMH 1 YTO PE3yIbTaThl HCCIICJOBAHUS
YAOBIETBOPSIOT KPUTEPHUSIM IIPHEMIIEMOCTH, OTOBOPEHHBIE B TPOTOKOJIE. [IoMnMo 3TOT0, IeKIapanus Toro, 4To B OTHOIIEHUH OMoIoTHye-
CKHX (MMMYHOJIOTHYECKHX ) JIEKAPCTBEHHBIX MPENapaToB He TPEOYeTCs OL[EHKA COMOCTABUMOCTH.

3. Pe3ynbTaThl HCCIIEI0BAHMIA, TPOBEACHHBIX B COOTBETCTBHH C YTBEP)KACHHBIM IIPOTOKOJIOM YIIPABICHUS H3MCHECHUSIMH.
4. INonpaBka K COOTBETCTBYIOLIEMY(COOTBETCTBYIOIIUM) pa3zeny(pa3aenam) J0Che.

5. Konust yTBepskeHHbIX crieliuUKai Ha aKTUBHYIO (hapMaleBTHUECKYIO CyOCTaHIIMIO.

b.1I JIekapcTBeHHBIN npenapaT

b.11. a) BHeminuii Bug u coctan

b.Il.a. 1 M3meHeHne nnm 1006aBiIeHNE OTTHCKOB, TPABUPOBKH MIIM HHBIX 3HAKOB, BKIIIO- Ycnosus Tpebyemast ToKy- Bup mpo-
Yasi 3aMeHy WU N00aBICHHE YePHUII, HCIIONb3YEMbIX IPH IPOU3BOCTBE IEKAPCTBEH- MEHTaNus Lexypel
HOTO Iperaparta

a) Mi3MeHeHHs OTTHCKOB, TPaBUPOBKH WITH MHBIX 3HAKOB 1,2,3,4 1,2 1A
0) 3meHenue pucok (JIMHUH pa3iioMa), IpeJHa3HAUCHHBIX IS pa3/ielicHHs] Ha paBHbBIC 1,2,3 1B
JI03bI

VYcnosus

1. CHGHI/I(bI/IKaLII/II/I JICKapCTBCHHOI'O IIperiapaTa Ha BBIITYCK U Ha KOHEL] CPOKa 'OJHOCTU HE UBMCHSIOTCS (3a HUCKIYCHHUEM BHCIIHETO BI/I)Z[a).
2. Bce YEPHUJIBI COOTBETCTBYCT HCﬁCTBymmeMy (bapMaI_[CBTI/I‘{CCKOMy 3aKOHOJATCIIbCTBY.
3. Pucku (J'H/IHI/II/I pa3J10Ma), HC NpEeIHA3HAYCHbI HA pa3JICJICHUC Ha PAaBHBIC 1O3bI.

4. 3HaKku JIEKAPCTBEHHOTO IIpETIapaTa, UCIOJIb3yEMBIC IS PA3IIUNUYCHUA JO3UPOBOK, MMOJHOCTHIO HE YIAJICHBI.

JlokymeHTamnus

1. TTonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3aeny(paszenaM) 10Che, BKIF0UYas MoapoOHOe rpaguueckoe UM MOBECTBOBATEIb-
HOE OITMCaHUE TeKYIIEro ¥ HOBOrO BHEIIHEr0 BU/IA, a TAK)KE COOTBETCTBYIOIIHH ITepecMOTp HHGOPMALIUK O JIEKAPCTBEHHOM IIpernapare.

2. B COOTBETCTBYIOLIMX CIIy4asx 00pasibl JeKapCTBEHHOTO pemnapara.

3. PCSyJ’[BTaTH COOTBETCTBYIOIIIUX HCTIBITAHUH 110 rOCyI[apCTBeHHOI\/'I (DapMaKonee PCCHy6J’IHKI/I KaSaXCTaH, TIOATBEPIKAAIOIINE DKBUBAJICHT-
HOCTh CBOMCTB (HpaBI/IHLHOCTL L[O3I/Ip0BaHI/IH).

b.1l.a. 2 I3meHeHHe (OPMBI MITH pa3MepOB JIEKapCTBEHHOH (GOpMbI Ycnosus Tpebyemas noxy- Bup npo-
MEHTaLHs Lexypel

a) TaOneTku, KarcyJbl, CYNIIO3UTOPUH U IIECCapUH C HEMEUICHHBIM BHICBOOOXK/ICHUEM 1,2,3,4 1,4 1A

0) JlekapcTBeHHBIE (OPMBI C OTCPOUCHHBIM, MOJU(ULIUPOBAHHBIM HIIN IPOJIOHTHPO- 1,2,3,4,5 IB

BaHHBIM BBICBOOOXKICHHUEM H TAOJIETKH C PHUCKOM, MPeIHA3HAUCHHOM IS pa3ae/ICHUs
Ha paBHBIE J03bI

B) Jlo6aBienue HOBoro Habopa [uis paanodapMaleBTHYECKOro JIEKapCTBEHHOTO Mpemna- 1T
paTa ¢ IpyruM 00BEMOM 3aII0IHCHHS

YcnoBust

1. HpO(bI/IJ'IL PacTBOPEHUS U3MEHEHHOI'O JICKAPCTBCHHOTO ITpeTiapaTa COIOCTaBUM CO CTapbIM, €CJIM IPUMEHUMO. HpI/I HEBO3MO>XXHOCTH ITPOBE-
JACHUS UCIIBITAHUS PACTBOPEHUS BPEMS pacialaMOCTU HOBOI'O JICKAPCTBEHHOI'O IIpe€napara B CpaBHEHUHU CO HCU3MCHCHHBIM.

2. CrienuuKaIyy JeKapCTBEHHOTO MpenapaTa Ha BBITYCK U Ha KOHEIl CPOKa TOJHOCTH HE H3MEHHJIMCH (32 HCKIIIOUCHUEM Pa3MepoB JeKap-
CTBEHHOU (POpMBI).

3. KayecTBeHHBIN M KOJTMYECTBEHHBIA COCTAB U CPEIHSISI Macca He H3MEHUIIHCh.

4. V3meHeHMe He 3aTparuBaeT TabJleTKH C PUCKOM, IpeIHa3HAYCHHOM IS pa3[esieHUs! JIeKapCTBEHHOM ()OPMBI Ha PaBHbBIE JIO3bI.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3ieny(paszienaM) JoChe, BKIIIYas MoipoOHOe rpaduueckoe 0TOOpaKEHHUE TEKY-
IIeTO U IPeIaraeMoro MOJIOKEHHS, a TAKKe IePecMOTp HHPOPMAIUH O JICKAPCTBEHHOM IIPErapare COOTBETCTBECHHO.

2. CpaBHI/ITeJILHI;IC JAaHHBIC PACTBOPCHUS HE MEHEC UEM OTHOM OHLITHO—HpOMLIIHHCHHOﬁ CepuHU C TCKYUIUMHU U IIpe€ajIaracMbIMU pasMepaMu
(OTCyTCTBI/Ie 3HAYUTCIIbHBIX pammlmﬁ C TOYKH 3pE€HUS COIIOCTABUMOCTH — CM. HpaBHna TIPOBEACHUA I/ICCHCZ[OBaHI/Iﬁ OHOPKBHUBAJIEHTHOCTH
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JIEKapCTBEHHBIX IpenaparoB (nanee — [IpaBuia npoBeieHHs HCCIICI0BaHUI OMOIKBUBAJICHTHOCTH). B OTHOIIICHNY JIEKAPCTBEHHBIX PACTH-
TEJBHBIX TPETIapaToB IIPHEMIIEMbI JAaHHBIC CPAaBHUTEILHOM pacnaJacMOCTH.

3. O60CcHOBaHUS HEIPECTABICHHS Pe3yIbTaTOB HOBOTO HCCIICI0BaHHs OMOIKBUBAICHTHOCTH COTNIACHO [IpaBuiiaM mpoBeieHuUsI UCcClieIoBa-
HUI OHOSKBHBAJICHTHOCTH.

4. B cOOTBETCTBYIOIINX CIIy4asx 00pa3Lbl JIEKapCTBEHHOTO MpenapaTa.

5. Pe3ynbraThl COOTBETCTBYIOIIMX HCIbITaHuit 110 ["ocynapcrBennoit @apmakonee Pecrybnuku KazaxcraH, moarBep:kaaroiine SJKBUBaJICHT-
HOCTH CBOMCTB (TIPaBUIILHOCTb JI03UPOBAHHMS).

(*) Ilpumeyanue Juns b.1La. 2.8), m0060e U3MEHEHHE «JJO3UPOBKI»
JIEKapCTBEHHOTO Ipenapata TpedyeT ojauu 3a-
SIBJICHUS O PACIIMPEHUH PETUCTPALUH.

b.Il.a. 3 M3mMeHeHne cocTaBa (BCIOMOTaTEeNbHBIX BEIIECTB) JICKAPCTBEHHOTO Ipernapara Ycnosus Tpebyemas noky- Bun npo-
MEHTaIHs ey pbl

a) M3ameneHue coctaBa BKyCOBBIX 100aBOK (apOMAaTH3aTOPOB) HITH KpacuTeIeH

1. loGaBnenne, UCKIIOUCHHE WIIH 3aMEHa 1,2,3,4,5, 1,2,4,5,6 1A
6,7,9, 10
2. YBenuyeHue Wi yMEHbIIEHHE COEPIKAHS 1,23,4,10 1,2,4 1A

6) [Ipoure BcrioMorareNbHbIe BEIIECTBA

JIto0as He3HauKMTENbHAS KOPPEKIHS KOTMYECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX Be- 1,2,4,8,9, 1,2,7 1A
IIECTB JIEKAPCTBEHHOT'O MperapaTa 10
2. KauecTBeHHBIE HIIH KOJHYECTBEHHbBIE H3MEHEHHSI OJTHOTO MIIH O0Jiee BCIIOMOraTeb- 11

HBIX BCUIECTB, CYIIECTBEHHO BJIUAIOIINC Ha Ka4yeCTBO, 0e30MacHOCTh WU 3quJCKTHB-
HOCTbD JICKApCTBCHHOTO IIpeIiapaTa

3. 3menenue, 3aTparuaroiiee 61onorudeckuit (MMMyHOJIOTHUECKUI) penapar I

4. JIroboe HOBOE BCIIOMOTaTEIbHOE BELIECTBO, MIPEATIONAraolIee UCIIONb30BaHUE MaTe- I
PHAJIOB YEeIOBEYECKOTO HITH YKHBOTHOTO TIPOUCXOKICHHUS, TPEOYIOMINX OLCHKH JaHHBIX
BUpYyCHOU Oe3omacHocTH U (i) pucka TI'D

5. U3menenune, 000CHOBAaHHOE pe3yJIbTaTaMK UCCIIC0BaHUsI OMOIKBHBAICHTHOCTH 11

6. 3aMeHa OHOTO BCIIOMOTaTeIbHOI0 BEIIECTBA CXOJHBIM BCIIOMOTaTeIbHBIM BEIlle- 1,3,4,5,6,7,8,9 1B
CTBOM C TeMH k€ (YHKIMOHAIBbHBIMH XapaKTEPUCTUKAMHU B aHAJIOTHYHOM KOJIMYECTBE

YcnoBus

1. I3meneHust pyHKUMOHANBHBIX XapaKTePUCTHK JIEKApCTBEHHOH (OPMBI, HAIIpUMeEp, BPEMEHH PacnalaéMOCTH, POQUIIs pacTBOPEHHS OT-
CYTCTBYIOT.

2. BC}IKyIO HE3HAYUTCJIbHYIO KOPPEKIUIO COCTaBa Il IOAACPIKAHUS 0611Ieﬁ MaccChl H€O6XOL[I/IMO OCYIICCTBJIATH BCIOMOT'aTEIIbHBIM BELIC-
CTBOM, COCTaBJIAIOIIUM B HACTOALIEE BPEMSA OCHOBHYIO YaCTh JIEKAPCTBEHHOT'O IIperapara.

3. Creundukanus JeKapcTBEHHOTO IpenapaTa OOHOBJICHA B YaCTH BHEIIHEro BUJA (3amaxa, BKyca) H, P He0OXOJUMOCTH, HCKIIIOUEHO UC-
MBITAHUE HA MOUTMHHOCTD.

4. HayaTbl COOTBETCTBYIOIIME HCCIICA0BAHMS CTAOMIBHOCTH B COOTBETCTBUM C YCTaHOBJICHHBIMHU TPEOOBAHUAMU (C yKa3aHHEM HOMEPOB ce-
pHit); IpOaHAIM3UPOBAHBEI COOTBETCTBYIOIINE TAPAMETPhl CTAOMILHOCTH HE MEHEE YeM Ha JIBYX OIBITHO-IIPOMBIIUICHHBIX MU IIPOMBIIILIEH-
HBIX CEpHAX; B PACIOPSDKEHHHN YCIyTroNoJlydaTens HaX0ATCs YA0OBIETBOPUTEIbHBIE PE3yIbTaThl, 10 MEHBILEH Mepe, 3-MECAUHOTO H3yUEeHUs
CTaOWIBHOCTH (Ha MOMEHT BBE/ICHUS W3MeHeHHH 1A Tuna u yBenomnenus 06 u3MeHeHusx 1B tuna); npoduib cTabUIBHOCTH CX0X C YTBEp-
JKICHHBIM B HacTosmee Bpems npoduieM. [lonrsepkaeHne TOro, 4To HCCIeA0BaHMA OyIyT 3aBEpILICHBI, U UTO €CIIU Pe3yJIbTaThl Ha KOHEI
CpOKa TOAHOCTH He OyAyT yKJIaJAbIBaThCA B criel(HKALUK WK IOTCHIUAIBHO HE YKIAIbIBAThCA B Crie(HKALUN, HX HEMEUICHHO Tpe/icTa-
BAT YHOJIHOMOUYSHHOMY OpraHy Hapsily ¢ IpeJyiaraéMbIM IUIaHOM JieHcTBUi. KpoMe Toro, B COOTBETCTBYIOIIUX CIIydasx HE0OX0JUMO IpoBe-
CTHU HCTIBITaHHE (POTOCTAOMIIBHOCTH.

5. Bce HOBBIE KOMITIOHEHTBI YAOBIICTBOPSICT Tp€6OBaHI/IHM COOTBCTCTBYHOIUX NJOKYMCHTOB PCCHyGHI/IKI/I Ka3aXCTaH, KacCaronuxcs Kpacure-
neﬁ, HCHOJIb3YEMBIX B MHIIEBOMH TIPOMBIIIJIEHHOCTH, U BKYCOBBIX ,HO68.BOK.

6. Hu oH HOBBIIT KOMIIOHEHT HE MPEJIIoaraeT UCHOJIb30BaHUE MAaTePUaIOB YeI0BEYECKOr0 MM JKMBOTHOTO IIPOUCXOXKICHHS, TPEOYIOIHNX
OLICHKH JIaHHBIX BUPYCHOI1 0€30I1aCHOCTH MJIM COOTBETCTBHS ACHCTBYOUMM TpeboBanusM ['ocynapcTeenHoi dapmakonee Pecryonuku Ka-
3axCTaH 10 MUHUMU3AIMU PUCKa IIepeayy areHToB Iry04yaToi SHIe(haIonaTHi JKUBOTHBIX ITOCPEACTBOM JICKAPCTBEHHBIX MTPENapaToB s
MEIUIMHCKOTO U BETEPUHAPHOTO IIPUMEHEHHUSL.
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7.B COOTBETCTBYIOIIUX ClIydyassX U3MEHECHHUS HE BIIUAIOT Ha pa3jinuns MEXAY NO3UPOBKAMHU U HE OKa3bIBAIOT HEIAaTUBHOI'O BJIMAHUSA Ha BKYCO-
BBIC CBOMCTBa JICKapCTBEHHBIX IIperapaToB, NPEeAHA3HAYCHHBIX IJIS JIeTeH.

8. [Ipo¢uiab pacTBOpEHHUS HE MEHEE YeM JIBYX OINBITHO-IIPOMBILIIICHHBIX CEPUil HOBOTO JISKAPCTBEHHOTO MTpernapaTa COOCTaBUM CO HEH3Me-
HEHHBIM (OTCYTCTBUE 3HAYUTENBHBIX PA3INYUH C TOUKH 3pEHHS COOCTaBUMOCTH — cM. [IpaBuiia mpoBeeHMs HCCiIeI0BaHNT ONOIKBHBA-
JEHTHOCTH). [Ipu HEBO3MOXKHOCTH NPOBEAEHHUS UCTIBITAHUS PACTBOPEHUS C JIEKAPCTBEHHBIMH PACTUTENILHBIMH TIpeNapaTaMy BpeMsi pacraaae-
MOCTH HOBOT'O JIEKAPCTBEHHOTI'0 Mpenapara CONOCTaBUMO CO HEM3MEHEHHBIM.

9. V3MeHeHue He SIBIACTCS CJICACTBUEM HECTaOWILHOCTH K (I/IJ'II/I) HC CKa3bIBACTCA HA 6630HaCHOCTI/I, T.C. pa3jinuusgXx MEXAY A03MPOBKaMU.

10. PaCCManPIBaeMLIﬁ HCKapCTBCHHHﬁ npenapar He SABJISICTCS OHOJIOrMYECKHM (I/IMMyHOJ'IOFI/I‘{CCKI/IM) JICKapCTBEHHBIM IIpEIIapaToM.

JloxyMeHTanus

1. ITompaBKa K COOTBETCTBYIOIEMY(COOTBETCTBYIOINM) pa3ey(pa3aenaM) J0Che, BKIIIOUas METOAbI UCIIBITAHUS Ha TTOJJTMHHOCTb BCEX HO-
BBIX KpacuTelneil (eciy MPIMEHHUMO), a TAKKe IepecMOTp HH(GOPMALUH O JICKapCTBEHHOM IpenapaTe COOTBETCTBEHHO.

2. Jlexknapanusi, 4To HayaTsl TpeOyeMble HCCIESA0BaHHs CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBAHUAMH (C YKa3aHHEM HO-
MEpOB CepHii); M 4TO (B COOTBETCTBYIOIIMX CIIy4asix) HA MOMEHT BBE/ICHUsI U3MEHEHMH B €r0 PacIopsDKEHHH HaXOAMWIUCH TpeOyeMble MUHU-
MaJIbHBIC yJIOBJIETBOPUTEIIBHBIC JaHHBIC 0 CTAOMIIBHOCTH; M YTO MMEIOIIUECS ITaHHBIC HE CBUIECTEIILCTBOBAIN O KaKOH-TTHO0 mpobieme.
Heob6xoanmo Takxke npeiCTaBUTh NOATBEPXKICHNAE TOT0, YTO UCCIIEJOBAaHMS Oy IyT 3aBEPILICHBI, M YTO €CIIH PE3yJIbTaThl He OyIyT yKJIaIbl-
BaThCsl B cCHEM(DUKALMN WIN OTSHIIMATIBHO HE YKIIAbIBATHCS B CICHU(UKANK Ha KOHEI[ CPOKA FOJHOCTH, MX HEMEJICHHO MPEICTaBsT
YIOJIHOMOYEHHOMY OpTraHy Hapsily ¢ peaaracMbIM IJIAHOM JIEHCTBHMH.

3. Pe3ynbrathl HCciIe0BaHMIT CTAaOMIIBHOCTH, POBEICHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMH, 10 3HAYMMBIM TIapamMeTpam
CTaOWIBHOCTH HE MEHEE YeM Ha JIBYX OIBITHO-IIPOMBIIUICHHBIX WM IPOMBIIUICHHBIX CEPHSX, OXBATHIBAIOIIUX HE MEHEe 3 MecsIeB, U MOA-

TBEPXKJICHHUE TOTO, YTO YKa3aHHBIC UCCIIEIOBaHMS OyIyT 3aBEPILCHBL, M €CIIH PE3YJIbTAaThl HEe OyyT YKJIaAbIBaThCS B ClICHM(UKAILMI WIH T10-
TEHIMAIFHO HE YKIIAIBIBATHCS B CIICIM(UKAIIMN HAa KOHEIl CPOKA TOJHOCTH, NX HEMEUIEHHO MPEJCTaBsT YIIOJHOMOUYCHHOMY OpraHy Hapsay
C TpeyuIaraeMbIM INIaHOM JAEHCTBUIL.

4. B cOOTBETCTBYIOIINX CIIy4asx 0Opa3ibl HOBOTO JISKAPCTBEHHOTO Mpenapara.

5. JIubo ceprudukar coorserctust EBporneiickoit ®apmakomnen no TI'™D Ha n1r000# HOBBIM HCTOYHUK MaTepHaa, JTH00 (eciu MPUMEHUMO)
JIOKYMEHTAJIbHOE TOITBEPKICHHE TOT0, YTO HCTOYHUK MaTepHaa, oBepxeHHbli pucky TI'D, paHee IpoBepeH yrnoJIHOMOYEHHBIM Opra-
HOM; ¥ OBLIO TIOATBEPKJICHO €ro COOTBETCTBHE AeiCTBYoLIeH ctatbe ['ocynapcrBennoit dapmakonee Pecriyonmiku Kazaxcran no MuHuMM3a-
LMY PUCKa IIepe/ladi areHTOB I'y0uaToi sHIe(aIonaTuy )KUBOTHBIX IIOCPEICTBOM JIEKAPCTBEHHBIX IIPEMapaToB sl MEIUIIMHCKOTO U BETEPH-
HapHOTO IIpUMEHEeHHs. [ KaXKI0ro Takoro poJjia MaTepraia HeoOX0JMMO MPEACTABUTH CIEAYIONINE CBECHHUS: Ha3BaHNE [IPOU3BOANUTEILS;
BUJI )KUBOTHBIX M TKAHH, U3 KOTOPBIX MOJIyUCH MaTepHall; CTpaHa MPOUCXOXK/ICHNS JKUBOTHBIX U €TO HCIIOIb30BaHHUE.

6. B cOOTBETCTBYIOIINX CIIy4asx JaHHbBIE, TOATBEPIKAAIOLINE TO, YTO HOBOE BCIIOMOTaTeIbHOE BEIIECTBO HE B3aUMOJICHCTBYET C aHAJTUTHYE-
CKMMH METOJJMKaMH CHeln(pHKaLMK JIEKapCTBECHHOT'O Ipernapara.

7. Heo0xo1uMo 1ocpeicTBOM HajieKaner papMaleBTHIEeCKON pa3paboTKy (BKIIFOUasi BOIPOCH! CTaOMIIBHOCTH M IPOTHBOMHKPOOHOTO KOH-
CEpBUPOBAHMS, €CIIM IIPHMEHUMO) NPECTaBUTh 000CHOBAaHIE CMEHBI (BBIOOpA) BCIIOMOTATEIbHBIX BEIIECTB.

8. CpaBHHTENbHBIC JaHHBIC TIPOHIIS PACTBOPEHUS TBEPIbIX JIEKapCTBEHHBIX (JOPM HE MEHEE YeM Ha BYX OINBITHO-IPOMBIIUICHHbIX CEPUIX
JIEKApCTBEHHOTO IperiapaTa HOBOTO U CTApOT0 COCTABOB. B OTHOMICHNH JIEKAPCTBEHHBIX PACTUTEIBHBIX MPEIAPATOB JOCTATOYHBI JTAHHBIC
CPaBHHTEIIBHO pacaiacMOCTH.

9. O60cHOBaHYs HENPECTABICHHS PE3yIbTaTOB HOBOT'O HCCIEI0BaHHS OMOIKBUBAIEHTHOCTH B COOTBETCTBUHM C IIpaBuiiaMu poBeIeHUs M-
ClIeIOBaHU# OMOIKBHUBAJICHTHOCTH.

b.Il.a. 4 VI3mMeHeHne Macchl 000JIOYKH JIEKAPCTBEHHBIX (hOPM ISl TpUeMa BHYTPb WIIN VYcnosus Tpebyemas noky- Bun npo-
U3MEHEHHE MacChl 000JIOUKH KarlCyJIbl MEHTAIHS ey psl
a) TBepable eKapCTBEHHBIC (OPMBI JUIS IIpHUEMa BHYTPh 1,2,34 1,2 1A

0) JlexapcTBeHHBIE (POPMBI C OTCPOUCHHBIM, MOIM(PUIIPOBAHHBIM HIIH POJIOHTHUPO- 11
BaHHBIM BBICBOOOXKICHHEM, B KOTOPBIX 000JI0YKA SIBIISETCS KITIOUYEBBIM (h)aKTOPOM BbI-

CcBOOOXKIECHUS

VYcnosus

1. IIpodmiie pacTBOpeHHs: HE MEHEE YeM JIBYX OIBITHO-IIPOMBIIUICHHBIX CEpHH HOBOTO JIEKAPCTBEHHOT'O Mperapara COIOCTaBUM CO CTAPhIM.
ITpu HEBO3MOKHOCTH NMPOBEIECHUS HCIIBITAHUS PACTBOPEHHS C JIEKAPCTBEHHBIMHU PACTUTENILHBIMHU MpENapaTaMy BpeMs pacrafaeMOCTH HOBO-
0 JIEKAPCTBEHHOT'0 Iperapara B CPaBHEHUHU CO CTapbIM.

2. O00104YKa HE ABJIACTCS KIIFOYEBBIM (PAKTOPOM MEXaHHU3Ma BHICBOOOKICHHSI.

3. CHCHI/I(bI/IKaHI/ISI JICKaApCTBCHHOT'O ITpeIiapaTa OOHOBIIEHA JIUIIb B YaCTH MACCHI K pasMepoB (CCJ'H/I HpI/IMeHI/IMO).
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4. Hauatbl COOTBETCTBYIOIINE UCCIIEIOBAHHS CTAOMIBHOCTH B COOTBETCTBHH C YCTAHOBJICHHBIMH TPEOOBaHUSIMHU HE MEHEE YeM Ha JIBYX
OTIBITHO-TIPOMBIIIUIEHHBIX HJIM IIPOMBIIIJICHHBIX CEPHSX; B PAaCIIOPSDKCHUH YCIIYTOIIOTydaTelIsi HA MOMEHT BBEACHHS U3MECHCHHI HAXOIATCS
YZIOBJIETBOPHUTEIIBbHBIE, 10 MEHBLICH Mepe, 3-MeCs/YHbIE JAHHBIE 110 CTaOMIBHOCTH; MOATBEPIKICHUE TOT0, YTO HCCICA0BaHus OyayT 3aBepIie-
Hbl. ECitit pe3ynbTaTsl He YKIIaJpIBAIOTCS B CHICHU(UKAIMY HITH TOTCHIMATBHO HE YKIIAJBIBAThCS B CrienU(UKAINN HA KOHEI[ CPOKa TOIHO-
CTH, UX HEMEIJICHHO MPEICTABST YIIOJIHOMOYEHHOMY OpraHy Hapsiay ¢ mpelaraéMbIM IUIaHOM JeHCTBUIL.

JloxymeHTauus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3zieny(pa3aenam) JoChe.

2. Jlexnapanys, 4To Ha4aThl TpPeOyeMbIe HCCIIEA0BaHUS CTAOMIBHOCTH B COOTBETCTBHH C YCTAaHOBJICHHBIMH TPEOOBaHUAMH (C YKa3aHUEM HO-
MEpOB CEpHii); U 4TO (B COOTBETCTBYIOIINX CIIy4ask) HA MOMEHT BBEICHHS U3MEHEHHUH B €T0 PacHoOpsHKEHHH HAXOAMINCH TpeOyeMble MUHH-
MaJIbHBIC YJIOBIETBOPUTEIIBHBIC JAHHBIC 110 CTAOMIBHOCTH; U YTO UMEIOLIMECS TAaHHbIC HE CBUJICTENIHCTBOBAIN O KaKOH-IH00 mpodiieme.
Heobxoaumo Taxske NpeacTaBUTh MOJATBEPIKACHUE TOTO, YTO UCCIIEOBAHUs Oy IyT 3aBepLICHbI, U YTO €CIIH Pe3YJIbTaThl He OyIyT YKiIa/bl-
BaThCs B creM(DUKALMN WIN IOTSHIMAIBHO HE YKJIAbIBATCS B CICHU(UKALUKY HAa KOHEL| CPOKA FOJHOCTH, UX HEMEJICHHO MPE/ICTaBsT
YIOJIHOMOYEHHOMY OpraHy Hapsily ¢ MpeiJiaracMbIM IJIaHOM JieiicTBHiA. KpoMe Toro, B COOTBETCTBYIOIMIMX CITy4asiXx HEOOXOANMO IPOBECTH
HCTIBITaHUE POTOCTAOMITBHOCTH.

b.Il.a. 5 MI3MeHeHne KOHIEHTPpALMK OJHOJJO3HOT0, IIOJHOCTHIO BBOJUMOIO IIapeHTe- VYcnosus Tpebyemas noky- Bup npo-
PaJIBHOTO JIEKAPCTBEHHOTO MperapaTa Mpyu HEM3MEHHOCTH COJICPIKaHuUs aKTUBHOU ap- MEHTAIHs Leaypsl
MalEeBTHYECKON CyOCTaHIIMH Ha SMHMILY 03Bl (T.€. JO3UPOBKH)

I
B.Il.a. 6 MckiroueHne KoHTeHHEpa ¢ pacTBOpHUTeseM (pa3daBUTeneM) U3 YIaKOBKU YcnoBus Tpebyemast noKy- Bun npo-
MEHTAaIHs ey pbl
1,2 IB

Hoxymenranus 1. O60CHOBaHHE HCKITIOUCHHS, BKIIFOYAs yKa3aHHUE Ha allbTePHATHBHBIC CIIOCOOBI MOYYeHHs PaCTBOPHUTENS (pa3baBuTeNs) B
Lesnsix 0e30macHoro ¥ 3pQEeKTUBHOrO MPUMEHEHHUS JIeKapCTBEHHOro npenapara. 2. [lepecMorpeHHast HH(poOpMaIus o JeKapCTBEHHOM Ipera-
pare.

B.II. 6) IIpousBoacTBO

B.I1.6. 1 3amena unu no6aBieHue HOBOMW mpous- | YcioBus Tpebyemast AKyMeHTALUS Bun npouenypst
BOJICTBEHHOM IITOLIAJIKM JUISl YACTH MIIU BCEX
HPOLIECCOB MPOU3BOCTBA JIEKAPCTBEHHOT'O

npemnapara

a) [Tromaaka 1o BTOPUYHON YHaKOBKE 1,2 1,3,8,10 1A
0) I1nomanka o MepBUYHON yIaKOBKe 1,2,3,4,5 1,2,3,4,8,9,10 1A
B) [lomanka, Ha KOTOPOW OCYIIECTBISIOTCS 11

IPOHU3BOCTBEHHBIC OIEPaIliH 1711 OHOIOrHYe-
CKHX (MMMYHOJIOTHYECKHX ) JIEKAPCTBEHHBIX
NpenapaToB WM JIEKapCTBEHHBIX (OPM, IPOU3-
BEJICHHBIX C IIOMOILIBIO CJIOXKHBIX TPOU3BOI-
CTBEHHBIX IIPOLIECCOB, 32 HCKJIIOYCHHUEM BBIITyC-
Ka CepHii, KOHTPOJIS KauecTBa Cepuil U BTOpUY-
HON YIaKOBKH

r) [Tnomazixka, Tpedyromas IpoBeeHHs Tep- 11
BUYHOU WJIM IPOJYKT crielin(UIHON HHCIIEK-

Jigget

1) [Tnomaaka, Ha KOTOPOH OCYIECTBISIFOTCS 1,2,3,4,56,7,8,9, 10 1B

J100BIe IPOU3BOJICTBEHHBIC ONIEpaLnuy JIs
HECTEpHIIBHBIX JICKApCTBEHHBIX IIPETIapaToB, 3a
UCKJIFOYCHHEM BBIITyCKa CEpHid, KOHTPOJIS Ce-
puii, IEpBUYHON ¥ BTOPUYHOHN YITaKOBKH

¢) [Tnomaaka, Ha KOTOPO# OCYIECTBISIOTCS 1,2,3,4,5,7,8,10 1B
n00bIe POU3BO/ICTBEHHBIE OIIEpPaLIUK CO CTe-
PWIBHBIMU JICKAPCTBEHHBIMU IpETIapaTaMH,
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MIPOM3BO/ISAIIIMMHUCS C UCTIONIH30BAHUEM aCEIITH-
YECKHX METOJIOB (MCKITIO4ast ONOJIOrnIecKue
(MMMYHOJIOTHYECKHE) JIEKapCTBEHHbIE Tperna-
parthl), 32 HCKJIIOUEHUEM BBIITyCKa CepHUil, KOH-
TPOJIsl KauecTBa CepUil U BTOPUYHOM yIIaKOBKH

VYcnoBus

1. Haymune ceptudukaTa Hauiexaniei npou3BoacTBeHHoH npaktuku (GMP) npon3BoacTBEHHOI MIIOIAIKH HepeAatoel 1 NpUHUMAIOIIeH
CTOPOHEI.

2. IInomasaka IMIEH3UPOBaHA B YCTAHOBIEHHOM MOPSKE (17151 IPOM3BOJCTBA PACCMATPUBAEMON JIEKapCTBEHHOH ()OPMBI MU JT€KapCTBEHHO-
TO TIpernapara).

3. PaccmarpuBaeMblif JIeKapCTBEHHBIH MPENapaT He SBISIETCS] CTEPIIIbHBIM.

4. B COOTBETCTBYIOIIUX CIydasX, HAIPUMEp, B OTHOLICHUH CYCIECH3UIl MK dMYJIbCUI, IMEETCS CXeMa BalUAalliK UIIH B COOTBETCTBUH C Te-
KyIIUM IPOTOKOJIOM YCIIEIIHO MPOBE/ICHA BaINUAAIMs HOBOH IIOMIAAKH C HE MEHEE YeM TPEMsl IPOMBIIIJICHHBIMU CEPHAMHU.

5. PaCCManHBaeMLIﬁ HeKapCTBeHHBIﬁ Tnpenapar HE ABJISACTCA OHOJIOTHYECKUM (PIMMyHOJTOFI/I‘IeCKI/IM).

JloxymeHTanus

1. ITonTBepIKACHHE TOTO, YTO MpeuIaraeMas IIOINaKa JIMICH3UPOBaHa B YCTAaHOBICHHOM HOPSIIKE IS IIPOU3BOJICTBA JIGKAPCTBEHHOM (op-
MBI WJIK PACCMAaTPUBAEMOTO0 JICKaPCTBEHHOT'O Mpernapara.

2. B cOOTBETCTBYIONINX CITydasx HEOOXOAUMO yKa3aTh HOMEpa CEepHii, COOTBETCTBYIOIIHE Pa3Mep CEpUH U JaTy IPOU3BOACTBA cepHii (3), uc-
HOJIb30BaHHbIE B BAaJIMIALIMOHHOM UCCIIEI0OBAHUH, U NIPEACTABUTH JAHHbIE IEPBUYHON SKCIIEPTU3BI MIIU IIPOTOKO (CXEMY) NIEPBUYHOMN JKC-
HEePTU3bl, NOIEKALIMHI oAaYe.

3. B opme 3asiBieHNs 0 BHECEHHH M3MEHEHUI HEOOXO0AMMO YEeTKO yKa3arh "Tekymux" u "npemiaraemMpix" IpOU3BOIUTENEH JIEKapCTBEHHO-
ro Tpernapara (coriacHo paszeny 2.5 GOopMbI 3asBICHHS).

4. Koy yTBepKICHHBIX cHeU(UKAIMI Ha BBIITYCK U KOHELl CPOKa TOJJHOCTH (€CIIH TPUMEHHUMO).

5. JlaHHbIe aHAIM3a OJTHON MPOMBIIIICHHON CEPHHU U IBYX OIBITHO-IPOMBILIUICHHBIX CEPHil, IMUTHUPYIOIIHX HPOLECC IPOM3BOICTBA (MU J1BE
MPOMBIIUICHHBIC CEPHN) M CPAaBHUTEIBHBIC TaHHBIE C TPEMSI CEPUSIMHE, IPOU3BEICHHBIME Ha MPEIbIAYIICH ITPON3BOACTBEHHOI 1wTommaake. [To

3aIpocy HEOOXOIUMO MPEACTABUTH JAHHBIE 110 CICSAYIOLIUM ABYM IOJIHBIM MPOMBIIUIEHHBIM CEPHUsIM; HEOOXOJUMO COOOIHTD, €CIU Pe3yJb-
TaThl aHAJIM3a HE YKJIAJIbIBAIOTCS B ClIELU(DUKALIMIO, U MIPEATIOKHUTH IUIaH IeHCTBUM.

6. COOTBeTCTByI—OH_II/Ie JAHHBIC HepBH‘{HOﬁ OKCIICPTU3BI, BKIIOYas pe3yjIbTaTbl MUKPOCKOIIUU PACIIPEACIICHHUS 110 pasMepaM YacTULl U UX MOpP-
(bOHOI‘I/II/I MATKUX U KUJAKUX JICKAPCTBCHHBIX (bOpM, B KOTOPBIX (bapMaLICBTI/I‘ICCKaﬂ Cy60TaHI_[I/I51 HaxoJAuTCs B HEPACTBOPEHHOM COCTOSTHUU.

7. Ecniu Ha HOBOM NMPOM3BOJICTBEHHOM IUIONIAZKU B KAUECTBE HCXOJHOTO MaTepHalla HCIOJIb3yeTCsl aKTHBHAs (papMalieBTHYECKast CyOCcTaH-
1Hs1, — JeKJIapanusl yIoJIHOMOYSHHOTO JIMIA IUIOLIA/IKU, OTBETCTBEHHOTO 32 BBIILYCK CEPHi, YTO aKTUBHAs (hapMaleBTHUECKas CyOCTaHIIUs
mpou3Be/ieHa B cooTBeTcTBIHM ¢ [IpaBunamu Hajsexkaniei mpon3BoICTBEHHOM npakTke Pecryonuku Kazaxcran [uis HCXOHBIX MaTepHaoB.

8. TTompaBka K COOTBETCTBYOIEMY(MM) pa3zeiy(am) Aoche.

9. Eciin npon3BoACTBEHHAs TUIOIIAKa H ILIOIA/(KA, HA KOTOPOif OCYIIECTBIAeTCS IIEPBUYHAs YITaKOBKA, PA3IINYaIOTCsl, HCOOXOIUMO OIH-
caTh U BaJIMIUPOBATH yCIIOBUS TPAHCIIOPTUPOBKH U XpaHeHus HepachacoaHHoro npemnapara (bulk).

10. ITucbMeHHOE coriache Ha TIIpoBE€ACHUEC (bapMaueBTqucxoﬁ HUHCIICKIIUH Ha COOTBETCTBUC Tpe6OBaHI/I$IM 110 HaJJICXKaIlluM q)apMaI_ICBTI/I‘Ie—
CKHUM IIPaKTHKaM.

[Tpumeuanus: [1pu u3MeHeHUn WM HOBO# MPOU3BOICTBEHHOM IUIOIMIA/IKE B CTpaHe 3a npeaenamu Pecriyonuku Kazaxcras, ¢ Ko-
TOPOI1 HEe 3aKITI0UEHO COTJIAlIeHne O B3auMHOM npusHannu GMP, nepikarensM 10 mogaul yBEIOMIIEHUS PEKO-
MEH/1yeTCsl IPOKOHCYJIBTUPOBATHCS € YIIOJTHOMOYEHHBIM OPIaHOM U MPEJICTaBUTh CBEACHHUS O BCEX MPEbLIYIINX
UHCHEKIHAX 3a NocieHue 2—3 roja 1 (M1n) BceX 3alUIaHUPOBAHHBIX MHCIICKLUSIX, BKIIIOYas 1aThl MHCIICKLHUH,
KaTeropuu HHCHEKTHPYEMBIX NIPOJYKTOB, HaA30pPHOE BEJIOMCTBO U IIPOYUE CBEAEHHMs. JleKiiapaliin yIoIHoMo-
YEHHOT'0 JIMIA, 3aTParkBarolue akTUBHYIO (hapMaleBTUUECKYI0 cyOcTaHImo. JlepkaTenu JueH31i Ha Ipou3-
BOJICTBO B KQUe€CTBE MCXOAHBIX MAaTEPUAJIOB UCIIONB3YET UCKIIOYUTEILHO aKTHBHBIE (papMarieBTHIeCKHe cyOcTaH-
LIUH, TPOU3BECHHbIE B COOTBeTCTBUH ¢ GMP, mosToMy KaXkablil epxaTenb JULEH3UN Ha TPOU3BOICTBO MPoe-
KJIapUpYeT, YTO OH B KAUeCTBE UCXOAHOTr0 MaTepyalla UCIONb3yeT aKTUBHYIO (hapMalleBTHYECKYIO CyOCTaHIIUIO,
npousBeeHHy10 B cootBercTBHU ¢ GMP. Kpome Toro, NockosbKy yrnoJaHOMOYEHHOE JIULIO, OTBETCTBEHHOE 3a
cepTHHKAIHIO cepr, OepeT Ha ceds 00IIyI0 OTBETCTBEHHOCTD 33 KaXIyI0 CEPHIO, CCIIH IUIOIIA/IKA, BBITYCKAIO-
1asi CepHI0, OTIIMYACTCS OT YKa3aHHOM BBILIE, YIIOJTHOMOYEHHOE JIMII0, OTBETCTBEHHOE 33 CEPTHU(UKALINIO CEPUH,
NpeJICTaBISIeT JOMOIHUTENIBHYIO IeKIapaliio. Bo MHOIHMX citydasix BOBJIEUEH JIMIIb OJMH AEPXKATeNb JTHLEH3UH
Ha IPOU3BOJICTBO, I0ATOMY NOTpeOyeTcs NUIlb 0Ha Aekiapanus. OJJHaKo, €CIIM BOBJICYEHbI HECKOJIBKO BIIA/IEITb-
LIEB JINLIEH3UH Ha IIPOM3BOJICTBO, BMECTO MOAUU HECKOJIBKUX JEKIapaltil 10oIycKaeTcs MoJaTh OJHy AeKjiapa-
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YCETKO YKa3aHO, YTO OHa IToANMCaHa OT JIMla BCEX BOBJICYCHHBIX YIIOJJHOMOYCHHBIX JIUII.

LU0, MOANMKUCAaHHYO OAHUM YIIOJITHOMOYCHHBIM JIMLIOM. 910 JA0IIyCTUMO IIPU YCIIOBUH TOI'0, YTO: B JACKJIapalluu

b.11.6.2 13meHeHne num-
HopTepa, CoraleHuH
0 BBIIIYCKE Cepuil U uc-
MBITAaHUH 110 KOHTPOJIIO
Ka4ecTBa JICKapCTBEH-
HOTO IIperapara

VYcnoBus

Tpebyemast noKyMeHTaAIHS

Bun npouenypst

a) 3ameHa wn J100aB-
JICHHE TUIOLIAIKU, Ha
KOTOPOH OCYIIECTBIISI-
€TCs1 KOHTPOJIb Kaye-
cTBa (MCIBITAHUE Ce-

puif)

1,2,3

1,2,4

1A

0) 3ameHa wiu 100aB-
JICHHE TIPOU3BOIUTEIS,
OTBETCTBEHHOTO 32 BbI-
MyCK cepuii OHooruye-
CKOTr0 (MMMYHOJIOTHYE-
CKOr0) JIEKapCTBEHHO-
TO MperapaTa 1 JI0bIX
METO/IOB UCIIBITAHHUIA,
OCYIIECTBIISIEMBIX Ha
TUIOIIA/IKE, SIBIISIOIINX-
cs1 OMOJIOTHYECKUM
(MMMYHOJIOTHYECKHM )
METOJIOM

B) 3ameHa min 100aB-
JICHUE TTPOU3BOAUTEIIS,
OTBETCTBEHHOI'O 32 BBI-
IyCK cepuii

1. 3a uckiIOUeHNEM
KOHTpOJISl KaecTBa (Uc-
HBITAHUE CEPHIL)

1,2,3,4

1A

2. Bxirouast KOHTPOIIb
KauecTBa (MCTIBITAHHE
cepuil)

1,2,3,

1,2,3,4

1A

3. Bxutoyast KOHTPOIb
KauecTBa UCHbITAaHUE
OuosIornYecKkoro (M-
MYHOJIOTHUECKOT0) JIe-
KapCTBEHHOTO Tpemnapa-
Ta U OJIMH U3 METO/IOB
WCIBITAaHUM, OCYIIECTB-
JISIEMBII Ha TUIOIIAJIKE
SIBIISIETCS] OMOJIOTHYe-
CKHM (MMMYHOJIOTHYE-
CKUM) (MMMYHOXUMH-
YECKUM)

II

VYcnosus

1. [Inomanka TuIeH3upoBaHa B YCTAaHOBICHHOM MOpSI/IKE.

2. .HeKapCTBeHHBIﬁ npenapar HE SABJISICTCA OHOJIOTHYECKUM (PIMMyHOJTOFI/I‘IeCKI/IM) JICKapCTBCHHBIM IIpEHIapaToM.

3. Tpchq)ep TEXHOJIOTHH CO CTapOﬁ Ha HOBYIO IVIOIIAAKYy I HOBYIO UCIIBITATECIIBHYIO na60paT0pmo TIPOU3BCACH yCIICIIHO.




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 18.07.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025

™ ‘ a .' ,' ?Tanogm,lﬁ I;Z)HTpO.TII)HHﬁ 0aHK HOPMATHBHBIX [TPABOBBIX AKTOB Jlata pesakiyuu 18.07.2025
ecryOinky KazaxcraH B 3JIGKTPOHHOM BHUJIE Tlata ckaumBanms 30.07.2025

JloxymeHTanus

1. Kornus nuneH3uii Ha IIPOU3BOACTBO UJIK B UX OTCYTCTBUC — CCpTI/I(iJI/IKaT GMP, BBIJIAHHBIA B TEUCHUE TpeX NOCICAHUX JIET COOTBETCTBYIO-
UM yIIOJTHOMOYC€HHBIM OpraHOM.

2. B dopme 3asBneHus 0 BHECEHUH U3MEHEHHI HE0OX0MMO yKa3aTh "Tekymux" U "peuiaraeMbix " IpOU3BOAUTENCH JIeKapCTBEHHOTO TIpe-
napara (coriiacHo pasaeny 2.5 popMbl 3asiBICHUS).

3. Jlexnapanus yIoJHOMOYEHHOTO JIMIIA, OTBETCTBEHHOT'O 3a CEPTUGUKAIIMIO CEPUH, B KOTOPOH yKa3bIBaeTCs, YTO IPOU3BOIUTEN(U) AKTUB-
HOH (hapMaleBTHYECKOH cyOCTaHIMH, YKAa3aHHOH B PErHCTPAllMOHHOM JIOChe, padoTaeT B cooTBeTcTBUH ¢ [IpaBunamu Hajuiexaleit npous-
BOJICTBEHHOM npakTuku PecrryOinku Ka3axcran Uit HCXOMHBIX MaTtepraoB. [Ipu onpeieneHHbIX 00CTOSTENIBCTBAX A0y CKAeTCs IPEACTaB-
JATH OZIHY ASKIapanuio (CM. IpuMedaHue k n3Menenuio b.11.6.1).

4. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIUM) pa3feny(pa3aenaM) Jocke, BKI0Uas HHYOPMALNH O JeKapCTBEHHOM IIperapare.

B.11.6.3 I3MmeHeHne VYcmoBusa Tpebyemast fOKyMeHTaUs Bun nmponenypst
mpotiecca MpOU3BO/I-
CTBa JICKAPCTBEHHOTO
npenapara, BKIrouast
MIPOMEKYTOYHBIH Mpo-
IIYKT, UCIIOJIb3YEeMBlil B
MIPOM3BO/ICTBE JIEKap-

CTBEHHOT'O TIpernapara

a) Hesnaunmeie n3me- 1,2,3,4,5,6,7 1,3,4,6,7, 1A
HEHHs Mpolecca Npous-

BOJICTBA

0) 3HauMMBbIe U3MEHe- II

HHS [IpoIiecca Ipous3-
BOJICTBA, OKA3bIBAIO-
I[He CYIIECTBEHHOE
BIIMSIHUE Ha Ka4eCTBO,
6e3omacHoOCTb U dhdek-
THBHOCTb JICKapCTBEH-
HOTO IIpenapara

B) JlexapcTBeHHBII I
npernapar siBIseTcs
OHOJIOrHYeCKUM (UM-
MYHOJIOTHYECKHM), U
H3MEHEHHE TpedyeT
OLICHKHU COIOCTaBUMO-
cTH

r) Beenenue necra- I
JIAPTHOTO TEPMHHAIIb-
HOT'0 METO/Ia CTePUITH-
3aIMH

1) Beenenue niu yse- II
JMYEHHE N30BITKA, UC-
MOJIb3yEMOTO B OTHO-
LIEHUH aKTUBHOH ap-
MalleBTHYECKOil Cy0-
CTaHIUH

¢) HecymecrBenHoe u3- 1,2,,6,7,8 IB
MEHEHHe TIpoliecca
IIPOHU3BO/ICTBA BOJHOM
CYCIICH3UH JUIs IpreMa
BHYTpb

YcnoBus

1. I3MeHeHus: Ka4eCTBEHHOTO HIIH KOJIMYECTBEHHOI'O l'[pO(l)I/IJ'[ﬂ npnmecef/’l, NI (bHSHKO-XHMI/I‘{eCKI/IX CBOICTB OTCYTCTBYIOT.




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.07.2025

e‘ A a i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 18.07.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE e
JlaTta ckaunBaHMs 30.07.2025

2. HeKapCTBeHHBIﬁ Tpenapar HE ABJISICTCA OHOJIOTHYECKUM (I/IMMyHOJTOFI/I‘IECKI/IM) WU PACTUTEIIbHBIM.

3. HpI/IHHI/IH IIPOU3BOACTBA, BKIIIOYasl OTACIIBHBIC €I'0 3Tallbl, HC U3MCHAIOTCS, HAIIpUMED, 06pa60TKa TIPOMEKYTOYHBIX IPOAYKTOB, OTCYT-
CTBYIOT U3BMCHCHUSI KaKux-JIn0o paCTBOpHTCHeﬁ, HCIIOJIb3YEMBIX B ITPpOLIECCE NTPONU3BOACTBA.

4. 3aperucTpUpoBaHHBIN B HACTOSAILEE BPEMS IIPOLIECC IPOU3BOACTBA KOHTPOIUPYETCS] BHYTPUIIPOU3BOICTBEHHBIMU KOHTPOJISAMH, U U3MEHE-
HHeE TaKUX KOHTPOJIeH (pacIupeHne WM HCKIIoYeHue KpUTePUEB IPHEMIEMOCTH) He TpeOyeTcs.

5. Cneundukanuu JIeKapcTBEHHOTO MpernapaTa Wid MPOMEXYTOYHBIX IPOJYKTOB HE H3MEHSIOTCS.

6. ITo pe3yspTaTaM HOBOTO Ipoliecca 0OPa30BLIBACTCS HACHTHYHBIC C TOYKU 3PCHHUS BCEX aCHIEKTOB Ka4ecTBa, 0e30macHoCT! U 3G (EeKTHBHO-
CTH JICKapCTBEHHOTO TIperapara.

7. CorymacHO COOTBETCTBYIOIINM JOKyMeHTaM PecryOimkn Kasaxcran HauaThl COOTBETCTBYIOIINE NCCIIEIOBAaHHS CTAOMIEHOCTH HE MEHEE
YeM Ha OJJHOH ONBITHOI MM MPOMBIIUIEHHOH CEPHH; B PACIIOPSDKEHUH yCIyTONOMyYaTelNsl HAXOIATCS YAOBICTBOPUTEIbHBIE PE3YIbTAThL, 10
MEHBIIEH Mepe, 3-MeCSIHOTO H3y4eHHsl CTa0mIbHOCTH. [loATBepIKACHUE TOTO, YTO UCCIICAOBAHUS OYIyT 3aBEPIICHBI, U €CIIU Pe3yJIbTaThl HE
OyAyT yKIIaabpIBaThCs B CHEHU(PHUKAIIMH WU TOTCHIMATBHO HE YKIIA/IBIBAThCS B ClielM(UKALNI Ha KOHEI CPOKa TOHOCTH, X HEMEUICHHO
MIPEACTABST YIOJIHOMOYEHHOMY OpraHy Hapsily ¢ IpeJlaraeMbIM IJIaHOM JICHCTBUIA.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3/ieiy(pa3ienam) J0Che.

2. B OTHOLIEHHH MATKUX U KHUIKHX JISKAPCTBEHHBIX ()OPM, B KOTOPBIX aKTHBHAs (hapMalleBTHYECKasi CyOCTaHIINS HAXOIUTCS B HEPACTBOPEH-
HOM COCTOSIHHH: HaJJIe)KaIlas BaTMIalHsl U3MCHEHUSI, BKIIFOYas MUKPOCKOIIHMIO YaCTHUIL B LIEJISIX TPOBEPKU BUIUMBIX H3MEHEHUIT MOp(oIIo-
THH; CPAaBHUTEJIBHBIC JAHHBIC O PACTIPEACICHUH 0 Pa3Mepy YacTHll (JUCIEPCHOCTH), TIOJYYeHHBIE HAaJIeKAIUM CIIOCOOOM.

3. B OTHOIICHUH TBEPABIX JICKAPCTBEHHBIX (hOPM: JaHHbBIE MPO(UIIS PACTBOPEHHUS OHOW PEMPE3CHTATUBHOI IPOMBILIICHHOW CEPUHU U CPaB-
HUTEJbHBIE JaHHBIE TPEX MOCISIHUX CePUH, MPOU3BEICHHBIX C MOMOIIBIO NPEABbIAyIero npolecca. [1o 3anpocy He0OX0AMMO NPECTaBUTh
JTQaHHBIE 110 CJICAYIONINM JBYM HOJHBIM IIPOMBIIUICHHBIM CEPHSIM HIH COOOIIHUTE, €CITU PE3YJIbTAaThl HE YKJIAbIBAIOTCS B CHEHU(PHUKALIUIO U
IIPEAJIOKNTH TUIAH JEUCTBHI. B OTHOIIEHNN JIeKapCTBEHHBIX PACTUTEIIFHBIX IIPETIApaTOB JIOCTATOYHBI JaHHBIE CPAaBHUTEIIBLHOM paciagaeMo-
CTH.

4. O00OCHOBaHHsI HETIPECTABICHUS PE3YJIbTATOB HOBOTO UCCIICIOBAHUS OMO3KBUBAICHTHOCTH B COOTBETCTBHU ¢ [IpaBriaMu npoBeIeHUs rc-
clieI0BaHuil OModKkBHUBaneHTHOCTH PK.

5. Ilpu u3MeHeHn: napameTpa(lrapaMeTpoB) IpoLecca, KOTOPbIC CUMTAIOTCS HE OKA3bIBAIOLIMMY BIMSHUE HA KAYECTBO JIEKAPCTBEHHOTO Mpe-
napara, JIeKJIaparys, 4To 3TO JOCTUTHYTO B XOZI¢ PaHee IPOBEICHHOI 0100PEHHOM OLICHKH PHCKOB.

6. Komnu cneun@)mcaunﬁ Ha BBIITYCK 1 KOHEL CpOKa roOAHOCTH.

7. Jlannble aHanu3a cepuii (B GpopMare CpaBHUTENBHON TAOIHUIIbI), IO MEHBILEH Mepe, OHO cepuH, IPOU3BEICHHOI! ¢ MOMOIBIO 0T00PEHHO-
o M mpeaaraeMoro npotecca. [1o 3armpocy He0OX0IMMO NPEACTABUTH JaHHbIE 110 CICAYIOLIMM JIBYM ITOJIHBIM IIPOMBIIUICHHBIM CEPUSIM; CO-
OOIIMTD, €CITU PE3YJIbTAThl aHAJIN3A HE YKIIAABIBAIOTCS B CHEU(UKAIMIO U TIPEATIOKHUTD TUIaH ASHCTBUIA.

8. Jlexnapanusi, 4TO Ha4aThl COOTBETCTBYIOIHE MCCIIEA0BAHNS CTAOMIBHOCTH B COOTBETCTBHH C JoKyMeHTaMu PecryOnuku Kasaxcran (c
YKa3aHWEM HOMEPOB CEpHid) U M3y4eHBI HEOOXOAUMBIE NapaMeTPhl CTAOMIBHOCTH, 110 MEHbLIEH Mepe, Ha O/THON OIBITHO-IPOMBIIIJICHHON
WM IPOMBIINIICHHON CEpHH U Ha MOMEHT YBEIOMIICHHS B PACIIOPSKEHHUHN YCIIyTOIOIy4aTeNsl HaXOAUINCh yIOBIETBOPUTEIbHbIE PE3YIbTa-
TBI, IO MEHBILEH Mepe, 3-MECTYHOT0 U3YUSHHUsI CTAOMIIBHOCTH; U PO UIIb CTAOMIBHOCTH aHAJIOTHYUCH TEKYIIeH 3aperuCTpUpOBaHHON CHTYa-
uu. [IpencraBieHo MOATBEPIKACHUE TOTO, YTO UCCIESNOBaHMs OYIyT 3aBEpPIICHBI, M YTO €CIIH Pe3yJIbTAaThl He OyayT YKJIAIbIBAThCS B CIICLH-
(hUKaIMU WK NOTEHIMATIBHO HE YKJIAbIBATCS B CICLM(UKALMK HAa KOHEL| CPOKA FOJHOCTH, MX HEMEUICHHO MPEJICTABST YIIOJIHOMOYEHHOMY
opraty Hapsiy ¢ IpeajaraéMbIM IJIAHOM JIEHCTBHM.

b.11.6.4 M3menenue pazmepa cepuu (BKIIOYast Ycnosus Tpebyemast foKyMeHTaLUs Bup mpouenypsl
JIMaIa30Hbl pa3Mepa CepuH) JEKapCTBEHHOIO

npemnapara

a) YkpynHeHune BIIoTh 10 10 pa3 mo cpaBHe- 1,2,3,4,5,7 1,4 1A

HUIO C 0I00pPEHHBIM

6) Paszykpynuenue no 10 pa3 1,2,3,4,5,6 1,4 1A

B) 3MeHeHue TpeOyeT aHai3a COnoCTaBUMO- 11

CTH OMOJIOTMYECKOr0 (MMMYHOJIOTHYECKOTO)
JIGKapCTBEHHOTO MperapaTa Wik H3MEHEHUE
pa3mepa cepur TpedyeT HOBOIO UCCIICI0BAHUS
OMOIKBUBAJICHTHOCTH

r) Mi3MeHeHue 3aTparuBaeT BCe OCTaIbHEIE Je- 11
KapCTBEHHbIE ()OPMBI, TIPOU3BOJSIINECS C TI0-
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MOIIBIO KOMIUIEKCHBIX ITPOLECCOB IIPONU3BOA-
CTBa

1) YkpynHerue 6onee 10 pa3 1o cpaBHEHHIO ¢ 1,2,3,4,5,6 1B
0I0OPEHHBIM Pa3MepOM CEpUH JICKAPCTBEHHBIX
(hopM ¢ HeMeUTEHHBIM BHICBOOOKACHHEM (/151
npuemMa BHYTPb)

¢) Macrtab npou3BocTBa OHOJIOTHYECKOTO 1,2,3,4,5,6 1B
(MMMYHOJIOTHYECKOTI'0) JIEKapCTBEHHOTI'O Ipera-
para yBenmuuics (YMEHbIIWICS) 6e3 N3MeHe-
HHS TIpoLiecca NPOU3BOICTBA (HanpuMep, 1y0-

JTUPOBAHKE JTHHUH )

Vcnosus
1. Mi3mMeHeHue He BIUSIET HAa BOCIPOU3BOAMMOCTD U (HITH) TIOCTOSIHCTBO KayeCTBa JIEKAPCTBEHHOTO Mpernapara.

2. I3MeHeHue 3aTparuBaeT CTaHAapTHBIE JIEKapCTBEHHbIE ()OPMBI 1JIs IPHEMa BHYTPb ¢ HEMEUICHHBIM BBICBOOOXKICHHEM HITH HECTEPHIIb-
HBIC JKHJIKUE JIEKapCTBEHHBIE (YOPMBI.

3. JIroOble M3MEHEHUsI METOI0B IPOU3BOCTBA U (MJIM) BHYTPUIIPOU3BOACTBEHHBIX KOHTPOJIEH HEOOXOAMMBI JINILb JJIsl U3MEHEHUS pa3Mepa
Cepuu, HallpHMep, UCIOJIb30BaHUE 000PYI0BaHUE APYTOro paMepa.

4. meeTcs cxema BallMJalliy WA B COOTBETCTBUH C TEKYIIIUM IPOTOKOJIOM YCIICITHO IPOBEICHA BAJTUIAINS IIPOU3BO/ICTBA HE MEHEE YeM
Ha TPeX NPOMBIIUICHHbIX CEPHUAX C HOBBIM Pa3MEPOM B COOTBETCTBUH C MPUMEHUMBIMH TPEOOBAHHAMH.

5. PaccmarpuBaeMblii JIeKapCTBEHHBII TpenapaT He SBISIETCS. OMOIOrHIeCKUM (MMMYHOJIOTHYECKIM).
6. HenpenBuieHHBIX CUTYalMAX, BOSHUKIIMX B X0J1€ IPOU3BO/ICTBA, WM M3MEHEHUS CTA0WIIBHOCTH U3MEHEHUE HE OCYILIECTBIIASTCS.

7. Pa3Mep CCpUU YKIAAbIBACTCS B IO-KpaTHBIﬁ Juara3oH, HpeﬂyCMOTpeHHBIﬁ TIpU perucTpanuu, Ui 1ocje nocjIeAyromero i3BMCHCHU, HE
SIBJISIBIIETOCS] M3MeHeHneM A Tuma.

JloxyMeHTanus
1. IlonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOLINM) pa3/eiy (pasesam) 10Cke.

2. JlanHble ananu3a cepuii (B popmaTe cpaBHUTEIBHOM TaOIUIIbI), IO MEHBILEH Mepe, OAHOI NPOMBILIUICHHOH CepuH, MPOU3BEICHHOM B 3ape-
THCTPHPOBAHHOM H IIpeutaraeMoM pasmepax. Ilo 3ampocy HeoO0X0AUMO IPEACTABUTh AaHHBIE 10 CIEAYFOIIUM JBYM IOJIHBIM HPOMBIIILICH-
HBIM cepusiM; Aepkatens PY coobmiaet, eciiu pe3yabTaThl aHaNIU3a HE YKIAIbIBAaIOTCA B CHEMGUKALMIO, H IPEI0KUTh IIaH AeHCTBUH.

3. Konnu 02106peHHBIX CHCI_II/I(i)I/IKaHI/lﬁ Ha BBIITYCK U KOHEL[ CPOKa 'OJHOCTHU.

4. B COOTBETCTBYIOIIHX CITy4Yasx HE0OX0JMMO yKa3aTh HOMepa CepHii, COOTBETCTBYIOIME pa3Mepy CEpHH H JjaTe X npousBoacTsa (3), uc-
HOJIb30BAaHHBIX B BAJIMJANOHHOM HCCIICIOBAHUH, WIH NIPEICTABUTH IIPOTOKOJ (CXEMY) BaIHIALUH.

5. HCO6XOIII/IMO IpeACTaBUTh PE3YJIbTAThl BAJINAAIINN.

6. Pesysbrarhl nccinenoBaHuil CTaOMIIBHOCTH, IPOBEICHHbBIE B COOTBETCTBHH ¢ IOKyMeHTaMu PK, 1o 3HaYMMBIM TapamMeTpaM CTaOuIIbHOCTH,
10 MEHbBIIIEH Mepe, Ha OAHOM ONBITHON MU MMPOMBIIIUIEHHON CEpUH, OXBAaTHIBAIOLIEH, TI0 MEHbIIEH Mepe, TPH Mecs1a; MOATBEPKACHUE TOTO,
4TO TaKHe MCCIe0BaHus OyayT 3aBEpIICHBI, U YTO €CJIM Pe3ybTaThl He OYAyT YKJIaIbIBaThCs B CIELM(BHUKALNYI WIH OTEHIMAIBHO HE YKIIa-
JIBIBATHCS B CHIELM(HUKALMH Ha KOHEI] CPOKA TOJAHOCTH, MX HEMEJICHHO IPEJICTAaBAT YIIOJHOMOYEHHOMY OpraHy Hapsiy C peagaraeMbiM
IUTAaHOM JecTBHH. B oTHOIIEHHN OMONTOrHYecKuX (MMMYHOJIOTHYECKHX) CPEICTB: JeKIapanus, 4T0 OLeHKa COIOCTABUMOCTH HE TpeOyeTcsl.

B.11.6. 5 MI3MeHeHne BHY TPUIIPOU3BOACTBEH- Ycnosus Tpebyemast nokyMeHTaLust Bup mpouenypsr
HBIX MCIIBITAHUH MJIM KPUTEPHUEB IPHUEMIIEMO-
CTH, UCHIONB3YIOIUXCS TIPU TPOU3BOJCTBE JIe-
KapCTBEHHOTI'0 Ipenapara

a) YkecToueHHe BHYTPUIIPOU3BOICTBEHHBIX 1,2,3,4 1,2 1A
KPHUTEPUEB MPUEMIIEMOCTH

0) [loGaBneHne HOBBIX MCIBITAHHUI MM KPHUTE- 1,2,5,6 1,2,3,4,5,7 1A
pHEB IPUEMIIEMOCTH

B) MckiroueHne HecymecTBeHHOro BHyTpunpo- | 1,2,7 1,2,6 1A
U3BOJCTBEHHOT'O UCIIBITAHUS

II
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r) Mckitouenne BHY TPUIIPOU3BOJCTBEHHOIO
UCIIBITAHKS, KOTOPOE CYLIECTBEHHO MOBJIUSAET
H COBOKYITHOE KaueCTBO JIEKapCTBEHHOTO TIpe-
napara

1) Pacumipenue 0100peHHBIX BHYTPUIIPOU3BO/I- 11
CTBEHHBIX KPHUTEPHEB IIPUEMIIEMOCTH, KOTO-
PpBIE CYLIECTBEHHO BIIUSIOT Ha COBOKYITHOE Ka-
YECTBO JIEKAPCTBEHHOTO Ipenapara

¢) JlobaBiieHue Wiy 3aMeHa BHY TPHIIPOU3BO/I- 1,2,3,4,5,7 1B
CTBEHHOTO HCIIBITAHHS U3 COOOpaKeHUI Oe3-
OIIACHOCTH MJIM KauecTBa

VcenoBus

1. I3MeHeHue He SIBISIETCs CIIECTBUEM KaKOro-1n0o0 0053aTeNnbCTBa, IPUHATOTO MO pe3ybTaTaM paHee HPOBEJCHHbIX IKCIIEPTU3 C LEIIbIO
aHaJIn3a KPUTEPUEB IPUEMIIEMOCTH Crieln(pUKanny (Hanpumep, B X0/Ie peruCTpalliy WK BHECCHUs u3MeHeHuit 11 Tuna).

2. VI3ameHeHue He SIBIIeTCS CJICACTBHUEM HEIIPEABUICHHBIX CHTyaHI/Iﬁ, BO3HHUKIIKX B XOA€ IMPOU3BOJACTBA, HAIIPUMEDP, HOBas HeKBaJ'[I/I(I)PILH/IpO-
BaHHas IPUMECh, UBMECHCHHUEC IIPCACIIOB COACPIKAHUSI CYMMbI HpHMCCCﬁ.

3. JIroOoe n3MeHeHune YKIIaAbIBa€TCs B AMAIIa30H TEKYLIUX 0[[06p€HHLIX KpUTEPUECB IIPUEMIIEMOCTH.
4. Ananutnyeckas METOAUKA HE U3MCHACTCA UIIHM U3MCHACTCA HESHAYUTCIIBHO.

5. Hu ouH HOBBII METOI HCIIBITAHUS HE OCHOBAH HA HOBOI HECTAaHJAPTHOW METOOJIOTHH MM CTAHAAPTHON METOMOJIOTHH, UCTIONIB3yEeMOM
M0-HOBOMY.

6. HoBblif METO/T MCTIBITAHHS HE SIBJIAETCA OMONIOrUYECKHM (MMMYHOJIOIHYECKHM) (MMMYHOXHMHYECKHM) HJIM METOJIOM, B KOTOPOM HCIOJIb-
3yercst OMOJIOrHUECKUi PeakTHB 111 OMOJIOrHYECKOH aKTHBHOH (hapMaleBTHUeCKol cyOcTaHIMu (32 UCKITIOYEHHEM CTaHIapTHBIX (hapMaKo-
HEeHHBIX MUKPOOHOJIOTHYECKHUX METOJIOB).

7. BHyTpHUIIpon3BOACTBEHHOE UCIIBITAHIE HE 3aTPArMBaeT KOHTPOJIb KPUTHUECKOTO MTapaMeTpa, HallpuMep: KOJIMUYECTBEHHOE ONpe/ieIeHHe
IpHUMeCH (€CIIH TOIBKO ONpeIeeHHbIN PACTBOPHTENb OJHO3HAUHO HE UCIIONIb3YeTCs B IPOM3BOICTBE) MI00YI0 KPUTHUECKYIO (PU3HIECKYI0
XapaKTePUCTHKY (pa3Mep JacTHII, HACBITHYIO IUIOTHOCTBIO 10 M NOCIIE YIUIOTHEHN) HCIBITAHNE HA MOTHHHOCTH (B OTCYTCTBUE TTOAXOAIIIE-
To aJbTePHATUBHOTO KOHTPOJIS)) MUKPOOHOIOrHYECKHI KOHTPOIIB (€CIM TONBKO OH He TpeOyeTcs B OTHOLIEHUH ONpPe/IeNIeHHOI JIeKapCTBEH-
HO¥ (hopMbI)

JloxyMeHTanus

1. ITompaBKa K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3aeiy(pasesiam) 10cke.

2. CpaBHUTeNIbHAS TAOIHIA TEKYLINX U TPEIaracMbIX BHYTPUIIPOM3BOICTBECHHBIX UCTIBITAHUMN, U KPUTEPUEB IIPHEMIIEMOCTH.
3. [loapoOHOe omrcaHue HOBOH aHATUTHYECKON METOAMKY U JJaHHBIC BAUIAUH (B COOTBETCTBYIOIINX CITy4asix).

4. JlanHble aHATN3a IBYX OPOMBIIUICHHBIX cepuil (B OTCYTCTBHE HODKHBIX 000CHOBAHMIA TSl OHOMOTHIECKUX aKTHBHBIX (hapMaIleBTHUCCKHX
cyOCTaHIINiT — TPU CEepUH) JIEKApCTBEHHOT0 Mperapara Mo BCeM apaMeTpaM crielnuKanmu.

5. B cooTBeTCTBYIOLIMX CIIyYasix CpaBHUTEINIbHbIE JaAHHbIE MPO(UIIS PAaCTBOPEHHMS JIEKAPCTBEHHOI'O IIperapara He MeHee 4YeM Ha OJHOH OIbIT-
HO-TIPOMBIIIJICHHOH CEpUH, TIPOU3BEICHHON C UCIIOJIF30BaHIEM TEKYIIUX U HOBBIX BHYTPHIIPOM3BOACTBEHHBIX UCTIBITaHNH. B oTHOIEHNN
JICKapCTBEHHBIX PACTUTENIFHBIX IIPETIAapaTOB IOCTATOYHbI JAHHBIE CPABHUTEIILHOM paciajaeMOCTH.

6. O6ocHOBaHHE (OHGHKa) PHUCKOB, IIOATBEPKAAIONINEC, YTO BHYTPUIIPOU3BOACTBEHHOC UCIIBITAHUC SABJIACTCSA HECYIIECCTBECHHBIM WM YCTApeJIo.

7. O60ocHOBaHNE HOBOTO BHYTPUITPOU3BOJCTBEHHOTO UCTIBITAHHS M KPUTEPUEB IIPUEMIIEMOCTH.

B.IL. B) Kontposb kauecTBa BCHOMOTaTEIbHBIX BELIECTB

b.11.B.1 M3meHenue napamMeTpoB crieupUKaMy U (MIM) KPUTEPUEB IPUEMIIEMOCTH BCIIOMOTaTEIbHOTO Bellle- VYeno- | Tpebye- | Bun
CTBa BUS Mas jo- | mpo-
KyMEH- e-
Tanus ny-
jusi
a) YKeCTOUeHHE KPUTEPUEB TPUEMIIEMOCTH CIIeLU(PHUKAIIH 1,2, 1,2 1A
3,4
0) [lobaBnenue B crienudUKaIMio HOBOTO MapaMeTpa Crieliu(UKauy U COOTBETCTBYIOIIETO €My METO/1a HCIIbI- 1,2,3, 1A
TaHUHU 4,6,8
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1,2,
5,06,
7
B) lckiroueHne HeCyIeCTBEHHOrO apaMeTpa crenuduKanuy (HalpuMep, HCKIIOYEHHE YCTapeBIIeTo mapa- 1,2 1,2,7 1A
MeTpa)
r) U3menenue, BRIXOAIIEE 32 0[00PEHHBIC KPUTEPUH MTPUEMIEMOCTH CIICHU(BUKAIIUI 11
1) Uckmouenne mapamerpa crieiuduKaium, KOTOPbIi CYIIECTBCHHO MOBIUSACT Ha COBOKYITHOE KauecTBO Jie- 1I
KapCTBEHHOT0 Iperapara
¢) JlobaBneHue uin 3aMeHa (MCKIIFouasi OMOJIOTHYECKUI 1 MMMYHOJIOTHYECKHIA TIpenapaT) mapaMerpa Creiu- 1,2,3, 1B
(uKaMu U COOTBETCTBYIOIIETO €My METO/a HCIBITAHUI U3 COOOpaXKeHU it 0€30I1aCHOCTH MM KauecTBa 4,5,6,
8
k) Eciti Ha BcrioMorarelibHOE BEIECTBO OTCYTCTBYET cTaThs I ocynapcrBenHoit ®apmakonee PK, usmenenue 1,2,3, IB
B COOCTBEHHBIX JJAHHBIX CIICHU(PHUKAINHN Ha HeODHIHATBHYIO (hapMaKoIero win GapMakoIero TpeTheil CTpaHbl 4,5,6,
8

VcenoBus

1. I3MeHeHue He SBISSTCS CIIEICTBUEM KaKOTO-Tu00 00513aTelIbCTBA, IIPUHATOTO TI0 PE3yIbTaTaM PaHee MPOBEICHHBIX IKCIIEPTU3 C LENBIO
aHaIM3a KPUTEPUEB IPUEMIIEMOCTH CrieHU(UKaLnK (HaIpUMep, B X0/I¢ PETUCTPALIMH JICKapCTBEHHOT'O TIperapaTa Wil BHECCHUH U3MEHEHHUIH
11 Tuma).

2. VI3aMeHeHue He SBIISIETCS CJICACTBHUEM HEIIPEABUACHHBIX CHTyaHHﬁ, BO3HHUKIINX B XOA€ IIPOU3BOACTBA, HAIIPUMED, HOBOM HCKBaJ’II/I(I)I/ILII/Ipo-
BaHHOU IIpUMECH, U3MCHECHUSI TIPEACIIOB COACPIKAHUSI CYMMBI HpI/IMCCCﬁ.

3. JIro6oe n3MeHeHME YKiIIaAbIBACTCs B AUATIA30H TEKYIIUX OZ[O6peHHLIX KpUTCPUCB IIPUEMIIEMOCTH.
4. Ananutnueckas METOAHKA HC U3MCHACTCA UJIN U3MECHACTCA HC3HAYUTCIIBHO.

5. Hu oguH HOBBII METO HCIIBITAaHUS HE OCHOBAH Ha HOBOW HECTAHAAPTHOM METO0JIOTMH WIIM CTaHIAPTHON METOIOJIOTHH, UCTIONb3YeMOn
M0-HOBOMY.

6. HoBblit MeTO MCTIBITAHUS HE SBIISIETCS OMOJIOrNYECKUM (MMMYHOJIOTMYECKUM) (MMMYHOXUMUYECKUM) WIIK METOIOM, B KOTOPOM UCIIONb-
3yeTcst OMOJIOTMYECKUIl peaKTUB JJIsi GUONIOTHYECKOH akTUBHON (papMarieBTHYECKOH CyOCTaHIUHM (3a UCKIIFOUEHHEM CTaHJapTHBIX (apMako-
HEHHBIX MHKPOOUOJIOTHYECKHUX METO/IOB).

7. I3MeHeHne He KacaeTcsl TeHOTOKCUIHOM MPHMECH.

JlokymeHTamnms

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3ieny(pa3aenam) 10Che.

2. CpaBHHTeNbHAS TAOIUIIA TEKYIMX U IpeIaraeMbIX crielnuKamnmii.

3. IloppoOHOE onKcaHKe JII0O0ro HOBOW aHAIMTUYECKOW METOJMKY M JaHHbIE BAIMIAIMU (B COOTBETCTBYIOIINX CIYYasiX).

4. ﬂaHHHe aHaJin3a JByX IIPOMBIIIJICHHBIX cepm?I (B OTCYTCTBHUEC JOJIKHBIX 000CHOBaHUI JJIA OHOJIOrMYECKHX aKTHBHBIX (bapMaL[eBTI/I‘[eCKI/IX
Cy6CTaHHHﬁ — Tpu CCpI/II/I) BCIIOMOTaTCJIbHOI'O BEIIECTBA 110 BCEM ITapaMeTpaM CHCI_II/I(;I)I/IKaLII/II/I.

5. B coOTBETCTBYIOINX CITydasix JaHHBIE TECTa CPAaBHUTEIBHON KHHETHKH PACTBOPEHHUS JICKApCTBEHHOTO IIperapaTa, 1o MEeHbIIeH Mepe, 011-
HO¥1 OIIBITHO-TIPOMBIIUICHHOHN CEPHU, COZIeprKaleil BCIIOMOTraTeIbHOE BEIECTBO, COOTBETCTBYIOIIETO TEKYIIEH 1 NpeuiaraeMoii crienuduka-
UsIM. B OTHOIIIEHUM JIeKapCTBEHHBIX PACTUTEIBHBIX MIPENapaToB AOCTATOYHBI JaHHBIC CPABHUTEIBHON PaclaaeMOCTH.

6. O00CHOBaHHMs HEMPE/ICTABIICHUS PE3YJIbTATOB HOBOT'O HCCIIEIOBaHUS OMOIKBUBAJICHTHOCTH B COOTBETCTBUU ¢ [IpaBuiiaMu mpoBeCHUS HC-
clieIoBaHuil OnodkBHuBaneHTHocTH PK.

7. O6ocHOBaHME (OLICHKA) PHCKOB, HOATBEPKIAOIIIE TO, YTO apaMeTp SIBJISICTCS] HECYIIECTBEHHBIM MJIH yCTapedl.

8. O00CHOBaHKE HOBOTO IapameTpa CHCI_[I/I(l)I/IKaI_[I/II/I 1 KpUTEPHUECB [IPUCMIIEMOCTH.

b.11.B. 2 M3MeHeHHe aHANUTUYECKOH METOIUKHU JUIs BCIIOMOTIaTeIbHOIO BELECTBa Veno- | Tpebye- | Bug
BUS Mas f1o- | mpo-

KyMe€H- 1e-

Tauus ny-

jusi

a) HesnaunMpble M3MEHEHUs 0JJOOPEHHOW aHAIMTHYECKOW METOUKH 1,2, 1,2 1A

3,4
6) Hcximouenne aHaMTHYECKOI METOAMKH, €CIIH allbTepHATUBHAs € METOIMKaA yxKe 0100peHa 5 1 1A
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B) 3aMeHa OMOJIOrMYeCcKOro (MMMYHOJIOTHYECKOr0) (MMMYHOXUMHUYECKOr0) METO/1a UCIIBITAHUI MIIM METO/IA, B I
KOTOPOM HCIIOJIb3Y€ETCsl OMOJIOTMUECKUIl peakTUB
r) [Ipounie U3MEHEHUs aHAINTUUECKON METOJMKY (BKIIIOUast 100aBIeHNUE UITH 3aMEHY) 1,2 1B

YcnoBust

1. CornacHO COOTBETCTBYIOLIUM JOKYMEHTaM, IPOBEICHBI HEOOXOIMMBbIE BATHIALOHHBIC HCCICIOBAHHS, TOATBEPIKIAIOLINE TO, YTO OOHOB-
JICHHAsI aHAJIMTHYECKAs METOJMKA, IO MEHBIIIEH Mepe, SKBUBAJICHTHA PEIbIAYIICH.

2. IIpenernsl conepkaHus CyMMbl IPUMeCei He M3MEHWIHCh, HOBbIE HEKBAIU(HLPOBAHHbIE TPUMECH HE OOHAPYIKECHBI.
3. Merox aHanu3a He M3MEHWICS (HanpyMep, U3MEHEHHE UTMHBI KOJIOHKH MJIM TeMIIepaTypbl, HO HE JPYroH BU KOJOHKHU WJIX METOL).

4. HoBbli MCTOA UCHIBITAHUSA HC SABJIACTCA OHOJIOTHYECKUM (PIMMyHOHOFHLIeCKI/IM) (I/IMMyHOXI/IMI/IquKI/IM) WJIX METOA0M, B KOTOPOM UCIIOJIb-
3yercsa OHOJIOTHYCCKHIM pCaKkTuB (3a HUCKIIIOUYCHUEM CTaHAApPTHBIX (bapmaxoneﬁm,lx MHKp06I/IOHOFI/I‘I€CKI/IX MeTOZ[OB).

5. AnbTepHaTHBHAs aHATUTHYECKAst METO/IMKA JUTS TTapaMeTpa Crielu(uKaniy yxe 0400peHa, IPU ITOM Takas METOJIHKa ObUla BKIIOUYEHA HE
¢ momomrsio [A-yBenomienus.

JlokymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3ieny(pa3enaM) J0Che, BKIIFOUas OMMCAHUE aHATUTUIECKONH METOIOIOTHHU, PE30-
M€ JaHHBIX BaJIUAALNH, IEPECMOTPEHHBIE cle(DUKAIMN Ha IPUMecH (€CIU IPUMEHNMO).

2. CpaBHHTEIbHBIE PE3YJIBTATHI BAIMIALMH WM, IPH HATMYUM 000CHOBAHHS, CPAaBHUTEJILHBIE PE3yJIbTaThl aHATH3A, TOATBEPXKAAIOIIHE TO,
YTO TEKyIIee U MpeJylaracMoe UCIIbITaHNE SKBUBAJICHTHBI. J[aHHOE TpeOoBaHNe HE IPUMEHSIETCS, €CIIH JOOABIISCTCS HOBAst aHATUTHYECKast

METOUKA.
b.11.B. 3 M3MeHeHHe HCTOYHNKA TTOIy4EHHUs BCIIOMOTaTeIbHOTO BEIIECTBA WM PeakTHBa ¢ puckom TI'D Veno- | Tpebye- | Bug
BUS Mas f10- | mpo-
KyMe€H- 1e-
Tauus ny-
jusi
a) 13 marepuana ¢ puckom TI'D Ha MaTepuan pacTUTEIBHOTO WIIM CHHTETHYECKOTO IPOUCXOXKICHHS
1. JIyist BcrioMoraTesbHbIX BEIECTB WM PEAKTUBOB, HE MCIIOIb3YEMbIX B IPOU3BOCTBE OMOIOTHUECKOH (MM- 1 1 1A
MYHOJIOTHYECKOI) aKTUBHOH (papMalieBTHUECKON CyOCTaHIMH MM OHOJIOrHYeCKOro (MMMYHOJIOTHUECKOTO0) JIe-
KapCTBEHHOTI'0 Ipernapara
2. JIns BCIOMOTaTeNbHBIX BEIIECTB HIN PEAKTHBOB, HCIIONB3YEMBIX B IPOU3BOJCTBE OMOIOTHYECKOH (IMMYHO- 1,2 IB
JIOTMYECKO) aKTHBHOM (hapMalieBTUIeCKON CyOCTaHIIMN MK OUOIOTUIeCKOro (MMMYHOJIOTHYECKOTO) JIeKap-
CTBEHHOTI'O Ipemnapara
0) 3menenue nnu BBeneHne MaTepuana ¢ puckoMm TI'D wnu 3amena matepuana ¢ puckom TI'D Ha npyroit Ma- I
tepuai ¢ puckoM TI'D, He umerommii ceprudukar coorercTBus o TI'D

VYenosus 1. Cnenugukayy Ha BBITYCK H KOHELl CPOKa TOJHOCTH BCIIOMOTaTeIbHOTO BEIECTBA U JISKAPCTBEHHOT'O Npenapara He U3MEHSI0T-
csl.

Joxymenranus 1. Jlekinaparys mpou3BOANTENS MK JIepKaTellst PerHCTPallMOHHOTO yJIOCTOBEPEHHs MaTepuaa, YTo OHH IOJTHOCTBIO PacTH-
TEJILHOTO MIIM CHHTETHYECKOr0 IPOUCXOXkIeHHs. 2. MccaenoBaHe SKBUBaICHTHOCTH MaTEPUAIOB U BIMSHUE Ha IIPOM3BOJCTBO TOTOBOIO Ma-
TepHana 1 BIMSHUE HA XapaKTePHCTUKU (HalIpUMeEp, XapaKTEPUCTUKH PACTBOPEHMUS) JIEKAPCTBEHHOTO MIpenapara.

b.11.B. 4 V3MeHeHHe CHHTE3a WU MOTy4YeHHs He()apMaKoIeifHOro BCIIOMOTaTeIbHOTO BellecTBa (€CIIH OIHCaH VYemo- | Tpebye- | Bug

B PETUCTPALIMOHHOM JI0Ch€) HIIM HOBOI'O BCIIOMOTaTEIBHOTO BEIECTBA BUS Mas Jo- | mpo-
KyMEH- 1e-
Tauus ny-

pBL

a) HecymecTBeHHOE N3MEHEHNE CHHTE3a MU HOIy4eHHs He(hapMaKOIEHOr0 BCIIOMOTaTeNIbHOTO BEIECTBA 1,2 1,2,3, 1A

UM HOBOTO BCIIOMOTaTEIBHOTO BEIIECTBA 4

6) V3mensroTces crienudUKauy WX IMEETCS H3MEHEHHE (DH3UKO-XMMHYIECKUX CBOHCTB BCIIOMOTIaTEILHOTO I

BEIIECTBA, KOTOPhIE BIUIOT HAa KAYeCTBO JEKAaPCTBEHHOTO Ipenapara

B) BemoMorarensHoe BeliecTBO — OHOOrHuecKoe (MMMYHOJIOTHIECKOE) BEIIECTBO 11

VYcnoBus
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1. Cnioco6 cuHTe3a U crieuUKALMU UASHTHYHBI U OTCYTCTBYIOT KQUECTBEHHbIE U KOJIMUECTBEHHBIE U3MEHEHUs Npoduiis npumeceit (MCKIIto-
Yasi OCTaTOYHBIE PACTBOPUTENH, IPH YCIIOBUM TOTO, YTO UX KOHTPOJIb OCYIIECTBIISIETCS B COOTBETCTBHHU C NIPEAEIBHBIM COJEPKAHUEM, YKa-
3aHHBIM B 1oKyMeHTax PK) uinu pu3nKo-XMMHYECKHX CBOMCTB.

2. Uckmroyast axblOBaHTHI.

JlokymeHTanms
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3ieny(pa3aenam) 10Che.

2. JlanHble aHanu3a cepuii (B popmare cpaBHUTENBHOM TaOIHIBI), IO MEHBIIICH Mepe, IBYX CepHil (10 MEHbIIEH Mepe, OMBITHO-POMBIIILICH-
HBIX) BCIIOMOTATEILHOTO BEIIECTBA, TPOU3BEICHHBIX C MOMOIIBIO CTAPOr0 U HOBOTO MPOIECCOB.

3.B COOTBETCTBYIOIIUX ClIydyasX JaHHbIC TECTa CpaBHHTCJ’[LHOﬁ KHUHETUKH PaCTBOPCHUS JICKAPCTBCHHOTO IIperiapara, 1o MEHBIIEH Mmepe,
ABYX CepI/Iﬁ (HO MEHBIIEH Mmepe, OHLITHO—HpOMLIIHJ'IeHHLIX). B oTHOMmIEHNHN JICKapCTBEHHBIX PAaCTUTCJIbHBIX IIPEIIapaTOB JOCTATOYHBI JaHHBIC
CpaBHHTCJ’ILHOﬁ pacnagacMoCTH.

4. Konnst omoOpeHHo# 1 HOBO# (eciu mMprUMeHUMO) crieninUKaIHil BCIOMOTaTeIbHOTO BEIECTRA.

B.11. ) KonTpomas kauecTBa JJ€KapCTBEHHOTO IIpenapara

B.ILr. 1 M3Menenue napamMeTpoB crieupUKauu u VYcnosus Tpebyemast noKyMeHTaLUs Bun nponemypst
(M11) KpUTEPUEB NIPUEMIIEMOCTH JIEKAPCTBEHHOTO

npemnapara

a) YKecToueHHe KPUTepHEeB IPUEMIIEMOCTH ceudu- 1,2,3,4 1,2 1A

Kalluu

0) VixecroueHue Kputepres npuemiemoctu crnietmbu- | 1,2, 3,4 1,2 1A

Kaluu JICKapCTBEHHBIX MPENapaToB, MOAJICKAIIUX BbI-
IIyCKYy Cepl/lﬁ O(bPII_U/IaJ'[BHBIM KOHTPOJIbHBIM OpraHOM

B) [loGaBieHue B crienu(pUKaNI0 HOBOTO ITapamMeTpa 1,2,5,6,7 1,2,3,4,5,7 1A
U COOTBETCTBYIOIETO €My METO/Ia HCIIbITAHUH

r) UckioueHne HeCyIeCTBEHHOTO TapaMeTpa CIelH- 1,2 1,2,6 1A
¢duKanuy (HapuUMep, HCKIIOYCHUE YCTapeBIIeTO Ma-

pameTpa)

1) V3amenenue, BRIXosIIee 3a 0J00pEHHbIC KPUTEPUU 11

HNPUEMIIEMOCTH creludUKaui

¢) Uckimrouenne napamerpa crneudukaim, KOTOpbIid I
CYILLIECTBEHHO MOBJIMSCT HA COBOKYITHOE KQueCTBO Jie-
KapCTBEHHOTO IperapaTa

) JlobaBiieHne uiam 3amMeHa (MCKITro4dasi OMoJioruye- 1,2,3,4,5,7 IB
CKHMI ¥ MIMMYHOJIOTHUYECKHH ITpernapar) mapamerpa
crier(pUKAIMU U COOTBETCTBYIOIIETO €My METO/Ia HC-
MBITAHUIT U3 COOOpaKeHn T 0E30IaCHOCTH HITH Kade-
cTBa

3) OGHOBIICHHE JTOCKE C LIEIBI0 COOTBETCTBHS MOJIOKE- 1,2,3,4,7,8 1,2 1A
HUSIM OOHOBJICHHOMW 0011e craTbu ['ocynapcTBeHHON
®dapmakornee Pecrrydnukn Kasaxcran Ha j1ekapcTBeH-
HbI penapar (*)

n) Bomurces crates ['ocynapcrsennoi dapmakonen 1,2,10 1,2,4 VN
Pecny6nuku Kazaxcran "OgHOpOIHOCTD 103HPOBa-

HUsl" B LIEJSAX 3aMEHBI TEKYIIETO 3aperuCTPUPOBAHHO-
ro MeToaa, m1bo cratbs ['ocynapcTBeHHoit dapmako-
nien Pecrry6immku Kazaxcran "OpHOpoaHOCT Macch'”,

1160 "OZHOPOAHOCTH COAEPKUMOTO"

Ycnosus

1. I3MeHeHue He SIBISETCS CIIECTBUEM KaKOro-1n0o 003aTeNnbCTBa, IPUHSTOTO MO pe3ybTaTaM paHee HPOBEJCHHbIX IKCIIEPTU3 C LEIIbIO
epecMoTpa KPUTEPHUEB NPHEMIIEMOCTH crelu(UKALMU (HapUMep, B X0/1€ PErUCTPALNH JISKAPCTBEHHOTO MpernapaTa i BHECCHUH U3MEeHe-
nui Il TMna), ecnu TonbKO 00OCHOBBIBAIOIIAS JOKYMEHTALUs He ObLla paHee IPOBEPeHa U YTBEP)KAEHA B paMKax JApYyroil NpoLeaypsl.
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2. VI3MeHeHue He SIBISIETCS CIICACTBUEM HENPEABUICHHBIX CUTYalUil, BO3HUKIINX B X0JI€ IPOM3BOJICTBA, HAIIPUMEP, HOBOH HEKBATU(UIIMPO-
BaHHOM NPUMECH, U3MEHEHHUS NIPEEIIOB COAEPKAHUSI CYMMBI IPUMECEH.

3. JIro6oe n3MeHeHHe yKIIaIbIBACTCs B IMANAa30H TEKYIIUX 0JOOPEHHBIX KPUTEPHEB IIPUEMIIEMOCTH.
4. AHanuTHYecKas METOIMKA HE U3MEHSETCS MM U3MEHSEeTCS He3HAYUTENIbHO.

5. Hu ouH HOBBI METO/ HCIIBITAHUSI HE OCHOBAH Ha HOBOM HECTAHIAPTHOW METOJOJIOTHH I CTaHIaPTHOH METOI0IOTHH, HCIIONB3YEMOi
MO-HOBOMY.

6. HoBbIil MeTO MCTIBITAHUS HE ABIISICTCS OMOJIOTNYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXUMHYECKUM) UIIK METOZOM, B KOTOPOM HCIIONb-
3yeTCsi OMOTOTHYECKHIA PEaKTUB [T OMOJIOTUIeCKON aKTUBHOI (hapMalieBTHYECKOH CyOCTaHIMK (32 UCKITIOUEHHEM CTaHIapPTHBIX (hapMakKo-
MEHHBIX MUKPOOHOIIOTHYECKUX METO/IOB).

7. I3MeHeHne He 3aTparuBaeT Kakue-Inoo mpuMecH (BKII0Yasi TeHOTOKCHYHBIE) HITH PACTBOPEHHE.

8. I3MeHeHue 3aTparuBaeT OOHOBICHHE KPUTEPHEB MPUEMIIEMOCTH MUKPOOHOJIOTHUECKHX KOHTPOJICH B LIEJISIX COOTBETCTBHS ICHCTBYOIIEH
dapmakoriee, a 3aperuCTPUPOBAHHBIC HBIHE KPUTEPUH PHEMIEMOCTH MUKPOOHOIIOTHYECKUX KOHTPOJISH He BKIIIOYAIOT KaKUe-Inbo J0IoI-
HHUTEJbHBIC KOHTPOIIH, BKIIFOUCHHBIC B CIICIU(PHUKAINIO, TOMUMO (hapMaKoIeHHbIX TPeOOBaHUH B OTHOLICHHUH OIIPE/ICIICHHOMH JIeKapCTBEHHON
hopmbl

9. MMapametp crermpuKai He 3aTParuBacT KPUTHUCCKUIT ITapaMeTp, HAIpUMep: KOIHIECTBEHHOE ONPEACICHIE TPUMECH (€CITH TOTBKO
OIPEICNICHHBIH PACTBOPUTEIb OAHO3HAYHO HE HCIIOIB3YETCs B IPOM3BOACTBE JICKAPCTBEHHOT'O TIpenapara) N0y KpHTHIECKY0 hH3nye-
CKYIO XapaKTepPUCTHUKY (IIPOYHOCTH WITH XPYIKOCTh TaOJIETOK, HE TIOKPBITHIX 000JI0UKOM, pa3sMepbl) Jr000ii 3apoc Ha MPOMyCK UCIIbITAHHS

10. IIpennaraeMslii KOHTPOJIb MOJHOCTBIO COOTBETCTBYET Tabnuue cratbi ['ocynapcrennoit @apmakonee Pecriy6muku Kazaxcran u He
BKJIIOYAET aJbTEPHATUBHBIE MIPEUIOAKEHHS UCTIBITAHHS OZHOPOJHOCTH JO3UPOBAHUS C OMOILbIO BAPUALIUH MACChl MM OZHOPOJHOCTH COAEp-
JKaHUS, €CIIM MOCTIEAHNE YKa3aHbI B CTAThe.

JlokymeHTamus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3eny(pa3aenam) 10Che.

2. CpaBHHTeNbHAS TA0IUIIA TEKYIMX U IpeIaraeMbIX crielinuKamnmii.

3. IlogpoOHOE omrcaHKe JII0O0ro HOBOW aHAIMTUYECKOW METOJMKY M JaHHbIE BAIUIAIMU (B COOTBETCTBYIOIINX CIyYasiX).

4. [LaHHBIC aHaJin3a AByX IIPOMBIIIJICHHBIX cepm?I (B OTCYTCTBHUEC NOJIKHBIX 000CcHOBaHUI JJIA OHOJIOrMYECKHX aKTHBHBIX q)apMaL[eBTI/I‘[QCKI/IX
Cy6CTaHHI/Iﬁ — Tpu CCpI/II/I) JICKapCTBEHHOI'O IIp€liapaTa I10 BCEM IlapaMeTpaM CHCI_II/I(iJI/IKaHI/II/I.

5. B coOTBETCTBYIOINX CTydasx JaHHBIE TECTa CPABHUTEIBHON KHHETHKH PACTBOPEHHUS JICKAPCTBEHHOTO TIperapara, 1o MEeHbIIEeH Mepe, 011-
HO¥1 OITBITHO-TIPOMBIIUICHHOHN CEPHHU, COOTBETCTBYIOLIME TEKYIIEH U MmpeuiaraeMoii cetupukaiusaM. B oTHOIeHHN JTeKapCTBEHHBIX PacTH-
TENbHBIX TPENapaToB JOCTATOYHBI JJAHHbIE CPABHUTEIBHOM pacaaeMOCTH.

6. O0ocHOBaHuME (OLIEHKA) PHCKOB, HOATBEPXKIAFOIIHE, YTO APAMETP SBJISETCS HE3HAYUMBIM.

7. O60ocHOBaHME HOBOTO NapaMeTpa cnelu(UKall U KpUTEPHEB IPUEMIIEMOCTH.

(*) lpumevanue €CJIM B JIOCKE 3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOTO Npenapara yIOMHHAETCs
""rexyiee u3gaHue" HeoOXOIMMOCTh B YBEIOMIICHUH YIIOJIHOMOUYEHHBIX OPraHOB
00 oOHoBIeHHOI! cTathe ['ocynapcrBenHoi Papmakonee PK. B cBs3u ¢ 3TM Ta-
KO€ U3MEHEHHE IIPHMEHSeTCs IIPU OTCYTCTBUH YIIOMHHAHKSA OOHOBICHHOI (hapMa-
KOIEHHOH CTaThM B TEXHUYECKOM JIOChE, 4 H3MEHEHHUE OCYIIECTBIACTCS B IEIX
BKJIIOUECHMS YIIOMUHAHHs OOHOBJICHHON BEPCUH.

B.IL.r.2 V3MeHeHne aHaTMTHYECKON METO/IMKH JIeKap- VYcnosus Tpebyemasi TOKyMEHTaIHs Bun npouenypst
CTBEHHOT0 Ipernapara

a) HesHaunTenbHbIC N3MEHEHNUS YTBEPIKACHHON aHa- 1,2,3,4 1,2 1A
JIUTAYECKOU METOIUKH

0) VckiroueHne aHATMTHIECKOW METOMKH, €CITH allb- 4 1 1A
TepHATHBHAs €il METOIMKA yiKe 0100peHa

B) 3MeHeHue (3aMeHa) OMOIIOrHYecKOro (MMMYHOJIO- 1T
THYECKOro) (MMMYHOXUMHYECKOTO) HCIBITAHUS M

METO/1a, B KOTOPOM HCIOJIB3YeTCsl OMOIOTHIECKUii pe-
AKTHB, WM 3aMEHa OMOJIOIHYECKOro Mpernapara cpas-
HEHUSI, HE OXBAYEHHOTO YTBEPIKICHHBIM IIPOTOKOJIOM

r) IIpounie U3MEHEHUs aHATUTHYECKON METOINKI 1,2 IB
(BKuTtOUas 10OABICHUE UITH 3aMEHY)
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11) OGHOBJICHHE aHATUTHYECKOW METOIMKH B 1elsiX co- | 2,3,4,5 1 1A
OTBETCTBUsI OOHOBJIEHHOH 00mIel cTatbe 'ocynap-
ctBeHHoON ®Papmakonee Pecydimukn Kasaxcran
e) B nemsix otpaskenns coorsercTBus ['ocymapcTBen- 2,3,4,5 1 1A

Hoit @apmaxkonee Pecriyonuku Kazaxcran u uckiroue-
HUsI yIIOMUHAHUS yCTapeBIiei COOCTBEHHON aHATUTH-
YeCKOW METOJMKH U ee HoMepa (*)

VYcnoBust

1. Cornacuo COOTBCTCTBYIOIIIUM JJOKYMEHTaM, ITPOBEACHbBI H606XOZ[I/IMLIC BaJIMJallMOHHBIC UCCJICIOBAHM, IIOATBEPKAAOIIHNEC, YTO OOHOBJICH-
Hasa aHaJIMTU4YCCKasd METOOUKA, 11O MEHBIIEH MEpPE, SKBUBAJICHTHA HpCHLIL[yHICﬁ.

2. IIpenens! comepskaHus CyMMBI IIpUMECeH He H3MCHHUIINCh, HOBbIC HEKBANU(UIMPOBAHHBIE IPIMECH HE OOHAPYKEHBL
3. Metoq aHanM3a He U3MEHUICS (HaIpHMep, H3MEHEHHUE [UTHHBI KOJIOHKU WM TeMIepaTypsl, HO He APYToif BUA KOJIOHKU UIIH METOJ).

4. HoBbIif METO/I MCTIBITAHHS HE ABISICTCS OHOIOTHIECCKUM (MMMYHOJIOTHIECKUM) (MMMYHOXUMIYECKHAM) MM METOIOM, B KOTOPOM HCIIOJNTb-
3yeTcsi OMOJIOTHUYECKHI PEaKTUB (32 HCKITFOYCHUEM CTaHIAPTHBIX (papMaKONeitHbIX MUKPOOHOIOTHYECKHX METO/IOB).

5. 33peFHCTpHpOBaHHaﬂ AHAJIMTUYCCKAss METOJUKA YIKE CChUIACTCA Ha 061].[le CTaTbIO rOCyI[apCTBeHHOﬁ (DapMaKonee PK, a JIIo0bIe U3MEHe-
HHUA SABJISIIOTCSA HE3HAYMMBIMU U TpeGyIOT OOHOBIICHHSI TEXHUIECKOTO JTOCHE.

JloxyMeHTanus

1. HonpaBKa K COOTBCTCTByIOHIeMy(COOTBCTCTByIOH_[I/IM) pa3aeﬂy(pa3z[enaM) JOCKEE, BKIIKOYas OIMMCaHue AHAJTUTUYECKOM METOA0JIOTNH, PE3I0-
M€ NaHHBIX BaJIUAAllUH, IEPECMOTPEHHBIC CHCI_II/I(I)I/IKaI_H/II/I Ha IIpUMECH (CCJ'H/I HpI/IMeHI/IMO).

2. CpaBHHTEIbHBIE PE3YJIBTATHI BATUIALMN WIN, IPH HATUYUM 000CHOBAHHS, CPAaBHUTEIILHBIC PE3yJIbTaThl aHATH3A, TOATBEPXKAAIOIIHE TO,
4TO TEKyIee ¥ IpeJlaraeéMoe UCIbITaHue SKBUBaJIeHTHbI. Hacrosiee TpeboBaH1e HE MPUMEHSETCS], €CIIU J00aBIsieTCsl HOBasi aHAIUTHYE-
CKasi METO/InKa.

(*) Ilpumeuanue €CJIM B JIOCKE 3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOTO Npenapara yIOMHHAETCs
""rexyiiee n3ganue" HeoOXOIMMOCTh B YBEIOMIICHUH YIIOJIHOMOUYEHHBIX OPTraHOB
00 oOHoB1eHHOI! cTathe ['ocynapcrBenHo# Papmakonee Pecrry6nuku Kazaxcran
OTCYTCTBYET.

B.1L.r.3 M3menenue, 3aTparuBaromniee BBEICHNE BBITyC- | YCIOBUS TpeOyemast JoOKyMeHTaLUs Bun mpouenypst
Ka B peaJbHOM BPEMEHH MM BBIYCKa MO IapaMeTpam
TIPY TMPOU3BOJICTBE JICKAPCTBEHHOTO IpernapaTa

II
B.I1. 1) YnakoBoyHO-yKynOpoYHasi cuctema
B.I1.x.1 3MeHeHne IepBUYHON YITAKOBKH JIEKapCTBEHHOTO Mpenapara Veno- | Tpebyemas noxy- Bug npouenypsr
BUSA MEHTalus
a) KauecTBeHHBII U KOJIMYECTBEHHBIH COCTaB
1. TBepabie nekapcTBEHHBIE (OPMBI 1,2, 1,2,3,4,6 1A
3
2. MArkme u HecTepUIIbHBIC XKUIKHE JIEKApCTBEHHBIE (hOPMBI 1,2,3,5,6 1B
3. CtepuibHBIC JIEKapCTBEHHBIC NPENapaThl 1 OMOJIOrnYecKue (MMMYHOJIOTHYE- 11
CKHe€) JIEKapCTBEHHBIE MIpernapaTsl
4. VI3MeHeHue 3aTparuBaeT ynaKkoBKy, 00J1a/1al0Iy0 MEHBIIMMH 3alIUTHBIMH I
cBOIfcTBaM IpH OJJHOBPEMEHHBIX U3MEHEHHUSX YCIOBHI XpaHEHUs U (MJIN) COKpa-
IICHUHU CPOKA TOTHOCTH
0) M3meHenue Bua KOHTeHHepa WK 100aBIICHUE HOBOTO KOHTEHHepa
1. TBepasle, MATKHE U HECTEPUIIbHBIC KUAKUE JICKapCTBEHHBIE (OPMEI 1,2,3,5,6,7 IB
2. CrepuibHble JE€KapCTBEHHBIE IIPENApaThl U OMOJIOTUUECKUE (MMMYHOJIOTHYe- 1I
CKH€) JTeKapCTBEHHbIE PEeNapaTsl
3. Uckirouenne KOHTeHHEpa NEPBUYHON YIAKOBKH, KOTOPOE HE IPUBOIUT K IOJI- 4 1,8 1A
HOMY MCKJIIOUEHHIO JO3UPOBKHU MM JIEKapCTBEHHOM (GopMbI




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 18.07.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025

™ ‘ a .' ,' ?Tanogm,lﬁ I;Z)HTpO.TII)HHﬁ 0aHK HOPMATHBHBIX [TPABOBBIX AKTOB Jlata pesakiyuu 18.07.2025
ecryOinky KazaxcraH B 3JIGKTPOHHOM BHUJIE Tlata ckaumBanms 30.07.2025

VYcnosus
1. VI3MeHeHue 3aTparuBaeT TOJIBKO OIWMH M TOT XK€ BHUJI YIIaKOBKH (KOHTeWHepa) (HanpuMep, Oimctep Ha OimcTep).
2. Ilo 3HaYMMBIM CBOWCTBAM IIpeyIaracMblil YIIaKOBOYHBIH MaTepHall 110 MEHBIIEH Mepe SKBUBAJIICHTCH OJJOOPCHHOMY.

3. Hauatsl COOTBETCTBYIOIINE HCCIEJOBAHHS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBICHHBIMU TPEOOBaHUSIMH U yCITyTOIOIyYaTe-
JIeM Ha MOMEHT BBEICHHSI M3MEHEHUH POaHaIM3UPOBAHbI COOTBETCTBYIOLINE TAPaMETPhl CTAOMIIBHOCTH HE MEHEE YeM Ha JIBYX OIbIT-
HO-TIPOMBIIIJIEHHBIX WM HPOMBIIIICHHBIX CEPUAX, B €0 PACIOPSKEHUU HAXOAATCS YAOBICTBOPUTENBHBIE PE3YNIbTAThI, 10 MEHBIIEH
Mepe, 3-MecsIYHOro u3ydeHus crabunbHocTH. OHAKO, eciu Npejularaemas yrakoBka 0osiee yCTOH4MBa 110 CPaBHEHHUIO € 0JJOOPEHHOMH,
TO TPEXMECSYHBIE IJaHHBIE 110 CTaOMIIBHOCTH HE TPeOYIoTCs. MccnenoBaHus 3aBepIIaoTCsl, €CJIN UX PE3yJIbTAaThl HE YKIIAIbIBAIOTCS B
crierpUKaIMU WM NOTSHIHATIBHO HE YKIIA IbIBaThCs B ClICHU(UKANK HAa KOHEIl CPOKA TOTHOCTH, UX HEOOXOAMMO HEMEUICHHO Ipel-
CTaBUTH YIIOJTHOMOYEHHOMY OpraHy HapsIy C IpeAiIaraeMbIM IUIAHOM JEHCTBUI.

4. OcraBuasics (ocraBiuecs) Gopma (Gpopmbl) BeIITyCKa JIEKapCTBEHHOTO TpenapaTa AocTaTouHa(bl) ISl BHITOIHEHUS] PEKOMEH AL
0 T03UPOBAHHIO U HPOIOJKHTEIEHOCTH JICUCHHS, YKa3aHHBIX B 00LIeil XapaKTepHCTUKE JICKAPCTBEHHOTO MpenapaTa.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3ieiny(pasaenam) JoChe.

2. HeoGXOIMMbIE JAHHBIEC O HOBOT yIIAKOBKe (HAIIPHME, CPABHHTEIIBHBIC JAHHBIE 110 IPOHHIIAEMOCTH, Hanpumep, 11 0%, CO?, Bia-
TH).

3. B COOTBETCTBYIOLIMX CIy4asx HEOOXOMMO MPEACTaBUTh HOATBEPHKICHUE TOTO, YTO B3aUMOJICUCTBIE MEXIY COACPKUMBIM U yIIa-
KOBOYHBIM MaTepHAaIOM HE IPOUCXOAUT (HAIIPUMEP, OTCYTCTBYET NepeMelleHre KOMIIOHEHTOB IIPEAIaraeMoro MatepHana B ero co-
JIePIKMMOE, KOMITOHEHTbI JIEKapCTBEHHOTO NperapaTa He MepexosIT B yaKOBKY), BKIIIOYas MOATBEP)KAECHHUE TOT0, YTO MaTepHall COOT-
BETCTBYET COOTBETCTBYIOIIMM (papMaKoIeHbIM TPeOOBAHHM HITH 3aKOHOIaTeNIbeTBY PecryOimku KaszaxcraH o IiacTHYeCKHX Mate-
pHaax u 00bEKTaM, KOHTAKTUPYIOIUIUM C IHIIEBBIMHU MPOAYKTaMH.

4. Jlexnapaiysi, 4T0 Ha4aThl TpeOyeMble HCCICOBAHMS CTaOMIBHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBaHUSIMH (C YKa3aHH-
€M HOMEpOB cepuit); i 4To (B COOTBETCTBYIOIIMX CITy9asx) HA MOMCHT BBEICHHSI H3MEHEHHUI B PACIIOPSHKCHHIH YCITYTOOIyYaTes Ha-
XOIHIIINCH TPeOyeMble MUHUMAIIbHBIC YIOBICTBOPUTENBHBIC JaHHBIC IO CTA0MIIBHOCTH; M YTO MMEIOIMECS TaHHBIC HE CBUICTEIBCTBO-
BaJIM 0 Kakoi-1160 npodiaeme. HeoOxoanmo Takxke NpeIcTaBUTh MOATBEPKICHUE TOTO, YTO UCCIICOBAHUs Oy IyT 3aBEPIICHBI, U YTO
€CJIM pe3yJIbTaThl He OYIyT YKJIAAbIBAThCS B CIELU(BHUKALIMU WK MOTEHIUAILHO HEe YKIaIbIBATHCS B CHICHH(UKALINN HA KOHEIl CPOKa
TOAHOCTH, MX HEMEUICHHO MPE/ICTABST YIIOTHOMOYEHHOMY OpraHy Hapsiay ¢ MpeiaraeMbIM [UIAHOM JICHCTBHIA.

5. Pe3ynbrathl ncciienoBaHuil CTaOUIIBHOCTH, POBEICHHBIX B COOTBETCTBHH C YCTAHOBJICHHBIMU TPEOOBAHUSIMH, 10 3HAYHMBIM ITapa-
MeTpaM CTaOHIBHOCTU HE MEHEEe YeM Ha JIBYX OIBITHO-IIPOMBILIJICHHBIX WM IPOMBILIJICHHBIX CEPUsX, OXBAaThIBAIOIMX HE MEHee 3 Me-
CSILIEB, ¥ TIOATBEPKCHHE TOT0, YTO YKa3aHHBIC UCCIIEOBAHMUS Oy yT 3aBEpIICHbI, ¥ €CIIM Pe3yJIbTaThl He OyAyT YKJIa/(bIBaThCsS B CIIe-
IU(UKALMN WIK IOTEHIMAIBHO HE YKJIAbIBAThCS B CIELU(UKALUY HAa KOHEL| CPOKa FOJHOCTH, UX HEMEUIEHHO MPEJICTaBAT yIOJIHO-
MOYEHHOMY OpraHy Hapsily ¢ IpejlaracMbIM IJIaHOM JICHCTBUM.

6. CpaBHEHHE TEKYILHUX U MpeUlaraeMbIX crienuduKanuii nepBUYHON yIIakoBKH (€CJIU IPUMEHUMO).
7. B cooTBeTCTBYIOIMX CIydasx oOpa3Lbl HOBOTO KOHTEHHepa (YKyIOPKH).

8. Jlexnapanusi, 4To OCTABIIHICS (OcTaBIIMECs) pa3Mep (pa3Mepbl) YIIAaKOBKH COOTBETCTBYET (COOTBETCTBYIOT) PEXKUMY H03MPOBAHUS
U IPOJIOIDKUTETIPHOCTH JI€UCHHS U JOCTATOYHBI [ BBIIOIHEHUs PEKOMEH AIMII 10 JO3UPOBAHMUIO, IPHBEICHHBIX B OOIIEH XapaKTe-
PUCTHKE JIeKapCTBEHHOTO Npernapara.

TIpumeuanue Jns B.IL..1.6) — ecnu u3MeHEHHE IPUBOTUT
K "00pa3oBaHUIO HOBOI1 JIEKapCTBEHHOU (op-
MBI", TO TaKO€ U3MEHEHHUE TpeOyeT Imo1auu 3a-

SIBJICHUSI O paCIIMPEHUU PErucTpaluu.

B.11.1.2 Vi3MeHeHNe apaMeTpoB CHEeNU(pUKANY U (WIH) KPHTEPUEB IPHEMIEMO- Veno- | Tpebyemast moky- Bun npouenypet
CTH IEPBUYHOH YIAaKOBKHU JTE€KapCTBEHHOTO Ipernapara BUSA MEHTalus
a) YKeCTOUCHHE KPUTEPUEB MTPUEMIIEMOCTH CIeU(PHUKAIIH 1,2, 1,2 1A
3,4
6) [lobaBnenue B crieludUKaI{0 HOBOTO TapaMeTpa U COOTBETCTBYIOLICH eMy 1,2, 1,2,3,4,6 1A
QHAJIMTHYCCKOI METOINKH 5
B) MckitoueHne HecyIeCTBeHHOro apamMeTpa crienuduKanuy (Hanpumep, HCKIIIo- 1,2 1,2,5 1A
YEHHE YCTapeBIIEro napamMmerpa)
r) JlobaBiieHre WM 3aMeHa rapameTpa cliennpuKanuyl 3 cooopakeHuit 6e3omnac- 1,2,3,4,6 IB
HOCTH HJIU Ka4ecTBa
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YcnoBust

1. VI3MeHeHue He SBISIETCS CIEICTBHEM KaKOTo-JIM00 0053aTeNbCTBa, IIPUHATOTO M0 Pe3yIbTaTaM paHee MPOBEICHHBIX SKCIIEPTH3 C Iie-
JIbIO aHANM3a KPUTEPHEB MIPUEMIICMOCTH clieli(UuKaniy (HampruMep, B X0/I¢ PErHCTPALMH JICKapCTBEHHOTO MpenapaTa Wi BHECEHUU
n3MeHeHwui 11 tuma).

2. I3MeHeHue He SBIsETCS CIEICTBHEM HENPeIBUICHHBIX CUTyalui{, BOSHUKIINX B XOJI€ IIPOU3BOICTBA.
3. JIro6oe n3MeHeHHe yKIabIBaCTCs B IMANAa30H TEKYIHX 0100pEHHBIX KPUTEPUEB TPUEMIEMOCTH.
4. AHanuTHYeCKas METOANKA HE M3MEHSCTCS WM U3MEHSIETCS HE3HAUNTEIBLHO.

5. Hu oguH HOBBIM MeTOJ MCIIBITaHUs HE OCHOBAH Ha HOBOW HECTAHAAPTHOM METOJOJIOIMH WIIHM CTaHIAPTHOM METOI0JIOTUH, UCTIONb3Ye-
MO [I0-HOBOMY.

JlokyMeHTanus

1. IlonpaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pa3zieiry(pa3aenaM) JOChe.

2. CpaBHUTeNbHAS TAOIHIA TEKYLIMX U NPEIaraeMbIX CrielupHKaInii.

3. IloapoOHOe omrcaHre HOBOI aHATMTHYECKON METOAMKH U IaHHBIC BAJTHIAIMH (B COOTBETCTBYIOIIMX CIy4asXx).
4. JlanHble aHAIM3a IByX CEpHUil yIIaKOBOYHOTO MaTepHala 1o BceM napameTpam (ToKas3arelisim) crenudukaimu.

5. O6ocHOBaHue (OLIEHKA) PHCKOB, HOATBEPXKIAFOIIHE, YTO APAMET SBJISETCS HE3HAYUMBIM.

6. O6ocHOBaHNE HOBOTO NapaMeTpa cnelu(UKall 1 KpUTEPHEB IIPUEMIIEMOCTH.

b.11.1.3 V3MeHeHne aHAIUTHUECKOH METOJUKHU JUIS IEPBUYHON yITaKOBKH JIeKap- VYeno- | TpebGyemas noxy- Bug mpouenypsl
CTBEHHOTO ITpenapara BHSI MEHTAIHS
a) He3sHaunMble M3MEHEHNs 0JOOPEHHON aHAINTHYECKOW METOUKH 1,2, 1,2 1A
3
6) [Ipounie m3MEeHEHNs aHATTUTUYECKON METOMMKY (BKIIIOYast 3aMEHy MIH oOaBie- 1,3, 1,2 1A
HUE) 4
B) MckiroueHHe aHATMTHYECKO METOTUKH, €CIIH alIbTePHATHBHAS € METOIMKA 5 1 1A

yke ogoOpeHa

VYcnoBus

1. CoryacHO COOTBETCTBYIOIINM JJOKYMEHTaM, IPOBEJICHHAs HEOOX0IMMasi BaJIiIallnsl, OATBEPIKIArOIIasl TO, YTO OOHOBJICHHASI aHAIIU-
THUYECKasi METOJIMKa, 10 MEHbLICH Mepe, SKBUBAJICHTHA HPEIbIIYIICH.

2. MGTOI[ aHaJIu3a HC U3MCHUIICA (HaanMep, HU3MEHCEHUEC JUIMHBI KOJIOHKH UJIK TEMIIEPATypPhbl, HO HE JApyrasi KOJIOHKa Ui MCTOI[).

3. Hu oauH HOBBII METOZ HCHBITaHUS HE OCHOBAaH Ha HOBOM HECTAHIAPTHOM METOOIOTMHU MIIU CTaHIAPTHOH METONOIOTHH, UCTIONb3Ye-
MO TT0-HOBOMY.

4. AxtuBHas (papMaiieBTHUYECKasi CyOCTaHIMs (JICKaPCTBEHHBIHN Mpenapar) He SBISIFOTCS OHOJOTHYECKUMH (MMMYHOJIOTHYECKIMHU ).

5. AnbpTepHaTHBHAs aHAJTMTHYECKAs METO/IMKA /sl TapaMeTpa cenrupuKain yxe 0Jo0peHa, Py 3TOM TakKasi METO/IMKa ObLIa BKITFOUE-
Ha He ¢ nomouibio IA-yBeqoMieHus.

JloxymeHTauus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIMM) pa3ieiny(pasenam) JOChe.

2. CpaBHI/ITeHLHLIC Pe3yJIbTaThl BaJIMAAlNU WJIH, TIPU HAJTUYUU 060CHOBaHI/I${, CPaBHUTEIIbHBIC PE3YJIbTAaThl aHaJIM3a, [IOATBEPKAAOIINC
TO, UTO TCKYIIEC U IIpeyIaracMoeC UCIIbITAHUEC SKBUBAJICHTHBI. HaCTOHHICC TpC6OBaHI/IC HC NPUMCHSICTCSI, €CIIN ,HO6aBII$[CTC$I HOBasdA aHa-
JIMTHYCCKAs MECTOIHKA.

B.I1.n. 4 3menenune hopMbl WiIK pa3MepoB HEPBUYHOM YIAKOBKH, WM YKYTIOPKH Veno- | TpebGyemas noxy- Bug npouenypst
(TepBUYHOM YIIaKOBKHU) BUS MEHTAIHs
a) HecrepuiibHble TekapCTBEHHbIE MTPEHapaThl 1,2, 1,2,4 1A
3
0) 3menenue GopMbl WK pa3MepoB 3aTparkBacT KIKOUEBbIE TOKA3aTEIH YIaKo- 1T

BOYHOI'O MaTepuajia, KOTOpbI€ CYIIECTBEHHO BJIUAIOT Ha JOCTAaBKYy, IIPUMEHCHUE,
0€30IaCHOCTh WJIH CTa0UILHOCTH JICKapCTBEHHOI'O IIperapaTa

B) CTepuiibHbIe JIEKapPCTBEHHBIE IIPENapaThl 1,2,3,4 1B

YcnoBust
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Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.07.2025

1. KauecTBeHHBIN U KOJIMYECTBEHHBIN COCTaB HepBH‘{HOﬁ YIIakOBKH HE U3MEHUIJICA.

2. 3meHeHue He 3aTparuBacT KJIKOYCBBIC ITI0KA3aTCIIN Ka4yeCTBa YIIAKOBOYHOI'0O MaTepHralia, KOTOPHIC BIIMAIOT Ha JOCTAaBKYy, IIPUMCHE-
HUE, 6€30IMacHOCTh WIH CTA0MIBHOCTH JICKapCTBECHHOI'O IIperapara.

3. Ipu u3MeHeHn: CBOOOIHOTO IPOCTPAHCTBA HITH OTHOIICHHS TOBEPXHOCTH (00BEM) COTITACHO COOTBETCTBYIOMINM JOKYMEHTaM Pec-
ny6nuku Kasaxcras 1o cTabHiIbHOCTH HaYaThl COOTBETCTBYOIINE HCCICAOBAHIS CTaOMIBHOCTH; IPOaHATH3UPOBAHBI COOTBETCTBYIO-
LIKe TapaMeTpbl CTAOMIBHOCTH HE MEHEE YeM Ha JBYX OIBITHO-NPOMBIIIICHHBIX (11 OMOJIOTNYECKHX (MMMYHOJIOTMYECKUX) JIeKap-
CTBEHHBIX TPEHapaToOB — TPEX CEPHsIX) UIIH HPOMBIIUICHHBIX CEPUAX; B PACTIOPSHKEHUH YCIIYTOMOIyYaTelisi HAXOAATCS yIOBJICTBOPHU-
TEJIbHBIC PE3YJIbTATHI, IO MEHBILEH Mepe, 3-MeCIIHOT0 U3YyUeHHUsI CTAOMIBHOCTH (1711 OMOJIOTMYECKUX (MMMYHOJIOTHYECKUX) JIeKap-
CTBEHHBIX MPEMapaToB — MIECTUMECSIHOTO). [I0ATBEpIKICHIE TOTO, UTO MCCICAOBAHKS OYIyT 3aBEPIICHBL, U UTO ECIIH PE3YIIBTaThI
He OyLyT yKIaapIBaThCs B CICHU(PUKALIMN WK TOTCHIIHAIBHO HE YKIIAbIBATHCS B CHELU(UKAIMHE Ha KOHEI[ CPOKa TOAHOCTH, UX
HEME/ICHHO MPEACTABAT YIOJHOMOYCHHOMY OpraHy Hapsiay ¢ IpeaiaracMbiM [IIaHOM JEeHCTBUIA.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3ieiy(paszienaM) J0Che, BKIIIOYasi OIHMCaHNe, NOAPOOHBIN YEPTEekK U COCTAB
Marepraia KOHTeHHepa WM YKYIOPKH, a TaKkKe IepecMOTp HH(POPMALIMH O JISKAPCTBEHHOM Iperapare.

2. B COOTBETCTBYIOIIMX CIy4asix 00pa3ibl HOBOTO KOHTeHHepa (YKyIIOpKH).

3. HpOBCIIeHLI TIOBTOPHBIC BAJINAAIIMOHHBIC UCCIICAOBAaHUS CTCPUIIBHBIX IIPEIIapaToB, IIOABEPTAIOIIUXCA TepMI/IHaHLHOﬁ CTepuiIn3a-
ouu. B COOTBETCTBYIOIINX CIIydadax HCOGXOHI/IMO YKa3aTb HOMEpa CeprI, HCIIOJIB30BAHHBIX B BAIMJAIIMOHHBIX UCCIICIOBAHUAX.

4. Tlpu u3MEHEHHH CBOGOJHOTO IIPOCTPAHCTBA MJIM OTHOLICHHSI TIOBEPXHOCTH K 00BeMy [EKIapaliys, 4T0 HauaTbl TpeOyeMBbIe HCCiIeI0-
BaHMs CTaOMIBHOCTH B COOTBETCTBUH C YCTaHOBJICHHBIMH TPeOOBaHHUAMHU (C yKa3aHHEM HOMEPOB cepuii); ¥ YTO (B COOTBETCTBYIOLINX
Clly4asx) Ha MOMEHT peali3allii yBeAOMIICHHs 00 n3MeHeHHH A TuIa U nojadu yBegoMiieHusi 00 u3meHeHuu 1B Tuma B ero pacro-
PSDKCHHH HAaXOMSATCS YIOBJICTBOPHUTEIbHBIC PE3YJIbTAaThl U3YUCHHUS CTAOUIIBHOCTH;

M YTO MMEIOLIMECs JaHHbIC HE YKa3bIBAIOT HA KaKue-I00 mpodieMbl. HeoOXoanMo Takxke MpeACTaBUTh MOATBEPIKIASHUE TOTO, YTO HC-
CclieOBaHuUsI Oy IyT 3aBEPLICHBI, H YTO €CIIH Pe3YJIbTaThl He OyIyT YKIaAbIBAaThCS B CHEM(UKAIMY WU NOTSHIMAIBHO HE YKIIa bl-
BaThCs B crielM(HKALMK HA KOHEI[ CPOKa FOJAHOCTH, HX HEME/JICHHO MPE/ICTABAT YIIOJIHOMOYEHHOMY OpraHy Hapsiiy C MpeajaraeMbiM

IJIAHOM JICHCTBUH.

B.IL.1. 5 3meHenue pa3mepa yrnakoBKH JIEKAPCTBEHHOI'O IpenapaTa VYeno- | Tpebyemas noky- Bun npouenypst
BHUS MEHTAIHs

a) MI3MeHeHne KoIM4ecTBa eIMHHUI] JISKApCTBEHHOH (OPMBI (HapuMep, TabJIeTOK,
aMITyJI) B yITaKOBKE

1. 3MeHeHue yKiabIBaeTCs B 00OPEHHBIH AHaNa30H pa3MepoB YIIaKOBOK 1,2 1,3 1A
2. 3meHeHne He yKIIa[bIBA€TCs B OOOPEHHBIH 11aNa30H pa3MepoB YIIaKOBOK 1,2,3 1B
6) M3menenue pa3mepa (pa3mMepoB) yIaKOBKH (YMaKOBOK) 3 1,2 1A
B) M3MeHeHre HOMHHATBHOH Macchl (HOMHHAIBHOTO 00bEMa) CTEPHIIbHBIX MHOI'O- II

JIO3HBIX (MJIM OJHOIO3HBIX C YACTHYHBIM U3BJICUCHUEM) TAPEHTEPATIbHBIX JIeKap-
CTBEHHBIX IIPENApaTOB U OMOJOTMYECKUX (MMMYHOJIOTHYECKUX) MHOTOJIO3HBIX ITa-
pEHTEpalIbHBIX JIEKAPCTBEHHBIX MPENapaToB

r) I3MeHeHne HOMUHAIBHOW Macchl (HOMHHAIBHOTO 00beMa) HellapeHTepalIbHbIX 1,2,3 1B
MHOTO/I03HBIX (MJIH OJJHOJJO3HBIX C YaCTUYHBIM M3BJICUCHHEM) JIEKAPCTBEHHBIX ITpe-

TapaToB

VYcnoBust

1. HoBelit pasmep ynakoBKH COOTBETCTBYET PEXKUMY JO3MPOBAHHS U IPOAOKUTEIBHOCTH J€UEHNUs, YKa3aHHBIM B 00LIel XapaKTepu-
CTHUKE JIEKapCTBEHHOTO NpenapaTa.

2. Martepuan nepBUYHON yITaKOBKU HE U3MEHSETCS.

3. OcraBumecs: HOPMBI BBIITYCKa MO3BOJISIOT BBIIOIHUTE PEKOMEHAALNH 110 JO3UPOBAHUIO U [UTUTEIBHOCTH JICYCHHS, YKa3aHHbIE B 00-
Iel XapaKTepPHUCTHKE JICKapCTBEHHOTO Iperapara.

JloxymeHTanus

1. HonpaBKa K COOTBCTCTByIOHIeMy(COOTBeTCTBy}OH.II/IM) pasz[eny(pasz[enaM) JA0ChE, BKIIIOYas1 IIEPECMOTP I/IH(bOpMaHI/II/I 0 JICKapCTBCH-
HOM mpenapare.

2. O60CHOBaHHUE, YTO HOBAs (OCTAIOIIKECS) pa3Mephl yIIaKOBOK COOTBETCTBYIOT PEXKUMY J03UPOBAHHMS U IIPOJOKUTEILHOCTH JIeue-
HHS, YKa3aHHBIM B OOILeH XapaKTepHCTHKE JIEKApCTBEHHOTO Mpernapara.
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3. Jleknapanus, 4To eClii 0XKUAACTCS BIUSIHIE HA CTAOMIBHOCTb, COTVIACHO COOTBETCTBYIOIMM YCTAHOBJIEHHBIM TPEOOBaHUSIM OyayT
HayaThl UCCIIE0BAaHUS CTa0MIBHOCTH. JlaHHBIE HEOOXOMMO MPEICTaBUTh (C MPEAIaraeMbIM INIAHOM JEHCTBUIA), JIMIIb €CIIU OHU He

YKJIa[IBIBAIOTCS B CTICHU(HUKAIINH.

[Tpumeuanne:

Jns B.11.0.5.8) u T) — eciu M3MEHEHUE MTPUBO-
JIUT K I3MEHEHUIO "03UPOBKH" IEeKapCTBEHHO-
ro Ipenapara, To Takoe U3MeHeHUe Tpedyer
1014 ¥ 3asIBJICHUS O PACIIUPCHUH.

B.11.1. 6 M3menenue kakoi-m10o coctaBisiowiei (lIepBUYHON) YIaKOBKH, HETIO- VYeno- | TpebGyemas noxy- Bup mpouenypsl
CPEIICTBEHHO HE CONPUKACAIONIEHCS C JIEKapCTBEHHBIM IIpernapaToM (HampuMep, BUS MEHTaIHs

L[BET CbEMHBIX KOJIIAYKOB, IIBETHBIE KOJOBBIE KOJIbIA HA aMITyJIaX, H3MEHEHUE

KOJIIA4Ka, 3aIIUIIAOIIETO ULy (HCIIONIb30BaHKE APYrOro INIACTUKA))

a) Mamenenue, 3arparuBaroiiiee HHOOPMAIIUIO O JIEKAPCTBEHHOM TIpernapaTe 1 1 1A

6) U3menenue, He 3aTparuBaroiiee HHOOPMAIHIO O JIEKAPCTBEHHOM IMpenapare 1 1 1A

VcnoBus

1. I3MeHeHue He 3aTparuBaeT 4acTH YIaKOBOYHOI'O MaTepHaia, KOTOPbIE BIMSIOT HA JOCTaBKY, IPUMEHEHHE, 0€30MaCHOCTh WU CTa0UIIb-

HOCTb JICKQPCTBEHHOTO MpernapaTa.

JloxymeHTanus

1. TTonpaBka K COOTBETCTBYOIIEMY(COOTBETCTBYIOILIM) pa3eny(pa3aenaM) Jocke, BKIIOYas EPecMOTp HHPOPMALIMH O JIEKapCTBEHHOM

mpenapare.
b.11.1.7 3MeHeHne NOCTaBLIMKA KOMIOHEHTOB YIIAKOBKU MIIU yCTPOICTBA (eciau VYeno- | TpebGyemas noxy- Bun nponemypst
YKa3aHo B J10Cb€) BUS MEHTaIHs
a) Mckmovyenne mocTaBIuka 1 1 1A
6) 3ameHa min 100aBICHNE TOCTABIIUKA 1,2, 1,2,3 1A
3,4
B) JIto60€e n3MeHEeHNE TOCTABIIUKOB CIIEHCEPOB JO3UPOBAHHBIX HHTATISITOPOB 11

VcenoBus

1. UcknroyeHne KOMIIOHEHTa YIIaKOBKH WUJIN U3AEJTIHA HE IIPOUCXOAUT.

2. KayecTBeHHBIH U KOJINYECTBEHHbIH COCTaB KOMIIOHEHTOB YIAKOBKHU (M3JeHs1) U CeU(HUKALMU ICKU3a HE U3MEHSIOTCSL.

3. CHCLII/I(I)I/IK&LII/II/I 1 METOJbI KOHTPOJIA Ka4yeCTBa, 110 MEHBIIIEH MEpPE, DKBUBAJICHTHBI.

4. MeToJ| cTepHIM3alliK U €€ YCIOBUS HE M3MEHSIOTCS (€CIIM IPUMEHHMO).

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIEMY(COOTBETCTBYIOLINM) pa3/ieiy(pa3aenam) J0Che.

2. HOL[TBCp)KIIeHI/Ie perucTpallui MEAUIUHCKOTO U3CIINs B PCCHy6HI/IKC KazaxcraH B OTHOIIEHUH MCIUIUHCKUX I/I3II€J'II/1171, Iipujiarae-

MBIX K JIEKapCTBEHHOMY IIpenapary.

3. CpaBHuTeNbHAS TAOIHUIIA TEKYIUX U TpeIaraeMbIX crielinukanuii (ecam IpUMEHIMO).

B.IL.a. 8 3menenne nu3aitHa MapKUPOBKH MEPBUYHON M BTOPUIHOHN YITAKOBKH VYemo- | Tpebyemast tokymeHTa- Bun
BUS us npo-
neny-
jusi
1 1,2 IA

YcnoBust

1. KauecTBEHHBII ¥ KOJUYECTBECHHBIM COCTAaB KOMIIOHEHTOB YIIakOBKH (I/I3[I€J'II/I$I) n CHCI_II/I(bI/IKaLII/II/I OCKH3a HC U3MCHAIOTCS.

JloxyMeHTanus
1. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3eiry(pa3aenam) JOChe.

2. MaxkeTsl yIIakOBOK B CTapOM JH3aiHE.

B.IL. ¢) CrabunbHOCTD




KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penakuusiinay KyHi

18.07.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025
- ‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE e
y p 2 JlaTta ckaunBaHMs 30.07.2025
B.Il.e. 1 M3mMeHeHune cpoka roIHOCTH WM YCIIOBUI XpaHEHHMs JIeKapCTBEHHOro npenaparta | Ycio- | TpeOyemas mokymen- | Bun mpoue-
BUS Tanus Iy pbI
a) CokpallieHre cpoka roJJHOCTH JIEKapCTBEHHOT' 0 Ipernapara
1. Y1akoBaHHOTO B KOMMEPUECKYIO YIIaKOBKY 1 1,2,3 1A
2. Ilocne mepBOro BCKPBITHS 1 1,2,3 1A
3. Ilocne pa3BeqeHUS WM BOCCTAaHOBJICHHS 1 1,2,3 1A
6) YBenuueHue cpoka rofAHOCTH JIEKapCTBEHHOTO IIpenapaTa
1. Y1akoBaHHOTO B KOMMEPUECKYIO YIAaKOBKY (IOATBEPKICHHOE NaHHBIMU B PEabHOM 1,2,3 IB
BPEMEHH)
2. Ilocne mepBOro BCKPHITHA (TOATBEPKACHHOE JAHHBIMH B PEaJIbHOM BPEMEHH) 1,2,3 IB
3. Ilocne pa3BeqeHUS NI BOCCTAaHOBJICHHS (TTOATBEPKACHHOE JAHHBIMU B PEaJIbHOM Bpe- 1,2,3 IB
MEHH)
4. YBenuueHne CpoKa rOJAHOCTH MyTeM 3KCTPATOISAIHN JaHHBIX 110 CTAOUIBHOCTH, HE CO- 11
OTBETCTBYyMOLIEH ToKyMeHTaM Pecryonuku Kazaxcran (¥)
5. VBenudeHue neproia XpaHeHus! OMOIOrHYeCcKOro (MMMYHOJIOTHYECKOT0) JIEKapCTBEH- 1,2,3 1B
HOTO Iperapara B COOTBETCTBUH C 0JJ00PEHHOI NporpaMMoi H3ydeHus: CTabMIbHOCTH
B) M3MeHeHue ycnoBuit xpaHeHHs: OMOJIOrnYecKuX (MMMYHOJIOTHYECKUX) JIEKapCTBEH- I
HBIX [IPENapaToB, €CJIU UCCIIEI0BaHUsI CTAOMIBHOCTH NIPOBEIEHBI HE B COOTBETCTBHU C Te-
KyIel 0JOOpeHHOI IPorpaMMOi H3y4eHHS CTaOMIbHOCTH
r) I3MeHeHue ycloBuii XpaHeHUs JIEKapCTBEHHOTO penapaTa K JIEKapCTBEHHOTO Mpe- 1,2,3 IB
napara 1ocJje pa3BeieHus (BOCCTAHOBIICHUSI)
1) 3ameneHne 0100peHHOro MpOTOKOJIa CTaOMIIBHOCTH 1,2 1,4 1A

VcenoBus

1. HereZ[BI/IHeHHBIX CUTyalUAX, BOSHUKIINX B XOA€ MPOU3BOACTBA, WU NU3MCHCHUSA CTaOMIBHOCTH U3MEHEHHE HE OCYLIECTBIIACTCS

2. VI3MeHeHust He IPUBOAAT K PACLIMPEHUIO KPUTEPUEB IIPUEMIIEMOCTH UCIBITYEMbIX APAMETPOB, HCKIIOYESHHIO NTapaMeTpa cTaOMIbHOCTH,

WJIA CHMDKEHHUIO YaCTOTHI UCITBITAHUMN.

JloxymeHTanus

1. [TonpaBka K COOTBETCTBYIOLIEMY(COOTBETCTBYIOINM) paszeny(pasenam) gocke. OHa cogepKaTh Pe3ynbTaThl COOTBETCTBYIOIHMX HUCCIIE-
JIOBaHUi cTaOMIBHOCTH B pEalbHOM BpEMEHHU (OXBAThIBAIOLIMX BECH CPOK TOJHOCTH), IIPOBEAECHHBIX COTIACHO COOTBETCTBYIOIUM JOKYyMEH-
tam PK, o MeHb1Ieii Mepe, Ha ABYX OINBITHO-TIPOMBIIUICHHBIX cepusix(1l) JekapCcTBEHHOTO Mpemnapara, yIakOBaHHOTO C HOMOIIBIO 3aper-
CTPUPOBAHHOIO YIAKOBOYHOIO MaTepuaa U (MIn) COOTBETCTBEHHO IOCIIE IIEPBOTO BCKPBITHS WM PAa3BENICHUS; B COOTBETCTBYIOIIHX CIIyda-
SIX HEOOXOANMO MPEJICTABUTh PE3YJIbTaThl MUKPOOHOIOrHUECKUX MCTIBITAHUM.

2. IlepecmoTpeHHast HHGOPMALUS O JISKAPCTBEHHOM IIperapare.

3. Konnu YTBEPKACHHBIX CHCL[I/I(bI/IKaHI/Iﬁ Ha KOHEIL[ CpOKa roAHOCTH U, €CJIU IPUMEHUMO, CHGHH(bI/IKaHI/H/I T1I0CJIE€ pa3BEACHUSA (BOCCTaHOBHe-
HI/I}I) WJIN TI0CJI€ IEPBOT'O BCKPBITHUS.

4. O6ocHOBaHHKE NpeUIAaraeMbIX H3MEHEHHI.

B otHOmIEHNN O6M0T0THYECKOro (MMMYHOJIOTH-
YEeCKOT0) JISKAPCTBEHHOTO TIperapaTa IKCTpa-
MOJISILMSL HENPUMEHHUMA.

(*) llpumeuanue:

8} Ipu Hanu4yKuu 00s3aTENHCTBA IPOBEPHUTH CPOK
TOIHOCTH Ha TPOMBILIJIEHHBIX CEPUAX OIYCTH-

MbI OIIBITHO-IIPOMBIIIJICHHBIC CEPUU.

B.I1. k) IIpoekTHOE MoJie ¥ MPOTOKOJ MOCTPETUCTPAIMOHHBIX U3MEHEHU I

B.IL.x. 1 BBeaenue HOBOTO MPOEKTHOTO MOJIS MM PACHIMPEHHE OA00PEHHOT0 MTPOSKTHOTO OIS JIeKap- VYemo- | Tpebye- Bun
CTBEHHOTO Ipernapara (3a HCKII04eHHeM OHOJIOTHYECcKOro), 3aTpariupaoniee: BUS Mas J10Ky- po-
MEHTaIus Ie-

Iy pbI
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025
™ = [ | i DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 18.07.2025
PecrnyGinuky KasaxcraH B 97€KTPOHHOM BHIE e
y p 2 JlaTta ckaunBaHMs 30.07.2025
a) OnHy niu 6osee OTAeNbHbIE ONepaluy IIPoliecca MPOU3BOACTBA JIEKAPCTBEHHOI'O Iperapara, BKIovas 1,2,3 11
COOTBETCTBYIOIHE BHYTPHIIPOU3BOACTBEHHBIE KOHTPOIIU U (M) aHAIUTUYECKUE METOAUKH
6) AHaIUTUYECKHE METOAUKH JJIsl BCIIOMOTaTeNIbHbIX BELECTB (IIPOMEXKYTOUHBIX IPOAYKTOB) U (HJIN) JIe- 1,2,3 1I
KapCTBEHHOTI'0 IIpernapara

JlokymeHTanms

1. Pesynbratsl HcciaenoBaHuil pa3paOOTKH Hpernapara U nporecca (BKI0Yas OLEHKY PUCKOB 1 MHOTOMEPHBIE HCCIIEJOBAHHS COOTBETCTBEH-
HO), MOJTBEP)KAAIOLIME TO, YTO JOCTUTHYTO LIEIOCTHOE MEXaHUCTHYECKOE TOHMMAHKE ITOKa3aTeNIel KayecTBa MaTepHaloB ¥ NapaMeTpoB
npolecca Ha KpUTHYECKHUE apaMeTphbl KauyecTBa JIEKapCTBEHHOT'O Ipernapara.

2. Onucanue TIIPOCKTHOT'O I10JIS1 B TaOJIUIHOM BUJIC, BKIIIOYas IICPEMCHHBIC (CBOﬁCTBa MaTepUuaJioB U MapaMeTphl Ipouecca HpOHSBOI{CTBa) nu
UX IpeajiaracMbI€ JUuara3oHbl.

3. IlompaBka K COOTBETCTBYIOILEMY(COOTBETCTBYIOIIUM) pa3zeny(pa3ienamM) 10Cke.

b.11.x. 2 BBeieHnE NOCTPETHCTPALIHIOHHOTO IPOTOKOJIA YIIPABICHUS H3MEHEHUAMH, 3aTPAruBalOMUMU Jie- Veno- | TpeOye- Bun
KapCTBEHHBIH IpenapaT BHSA Masi JOKY- po-
MEHTaLHs e-
AYypbl
1,2,3 1I
JloxymeHTauus

1. TToxpoGHOE onHMcaHue MpeIaraeMoro H3MEHCHUS.
2. TIpoToKOJ yIpaBiCHHUs H3MEHEHUSIMH, 3aTPAaruBAIOIINMH JICKAPCTBEHHBIIH TTpenapar.

3. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYOLIMM) pa3iely(pa3aeinam) J0Che.

b.11.x. 3 MckimroueHne yTBep KIEHHOI0 IPOTOKOJIA YIIPABIECHUS H3MEHEHHAMH, 3aTparkuBarolMMH JIeKap- Veno- | Tpebye- Bun
CTBEHHBI Ipenapar BUSI Mas JI0Ky- mpo-
MEHTalus 1e-
Ayphl
1 1 1A
Ycnosus

1. Uckirouenune TIOCTPETUCTPALTMOHHOI'O IIPOTOKOJIA YIIPABJICHUSA U3MEHCHUSIMHU, 3aTparuBaroniuMu J'[eKapCTBeHHbIﬁ npemnapar, HE ABJIACTCA
CJICACTBUEM HEIIPEABUICHHBIX CI/ITyaLII/Iﬁ NI HCCOOTBECTCTBUS CHCLII/I(bI/IKaLII/II/I B X0/J1€ BBCIACHUA H3M€HeHHﬁ, OIIMCAHHBIX B ITPOTOKOJIC, U HU-
KaK HC BJIMSCT Ha YTBEPIKACHHBIC CBE/ICHNS, BKIIIOUCHHBIC B JOCHE.

JlokymeHTanus

1. O6ocHoBaHKE npenjraraéMoro NCKIFOYCHUS.

2.
B.IL.x. 4 3meHeHus yTBepKIEHHOTO MPOTOKOJIA YIPABICHUS H3MEHEHUSIMU VYemo- | Tpebye- Bun
BUS Mas JI0Ky- po-
MEHTalUs 1e-
Aypbl

a) 3HaunMble N3MEHEHHS TIPOTOKOJIA YIIPABICHUS N3MEHEHUAMU I

0) HesHaunMble N3MEHEHHS TIPOTOKOJIA YIIPABICHUS N3MEHEHHUSMU, KOTOPBIE HE H3MEHSIOT CTPATETHIO, 1 IB

OIIMCAHHYIO B IPOTOKOJIE

JlokymeHTanus

1. Jlexnaparus, 4to 1000e H3MEHEHHE YKIIaJbIBACTCS B IUANIa30H JICHCTBYIOMINX YTBEP)KACHHBIX KPUTEPHEB pueMieMocTd. [TomMumo 3t0-
0, ACKJIapalys, YTO B OTHOIICHUH OUONIOTMYECKUX (MMMYHOJIOTHYECKHX ) JIEKapPCTBEHHBIX MPENapaToB He TpeOyeTcs OlLIeHKa COMOCTaBUMO-

CTH.
B.ILx. 5 Peanu3zauus uaMeHeHUH, IpelyCMOTPEHHBIX YTBEPKICHHBIM IPOTOKOJIOM YIPABJICHUS H3MEHE- VYeno- | Tpebye- Bun
HUSMH BHS Mast JIOKy- po-
MEHTaIUs e-
ypBl
a) Peanusanus n3MeHeHus He TpeOyeT JOMOIHUTENbHBIX BCIIOMOTaTEIbHbBIX JTAHHBIX 1 1,2,4 1A
0) Peanuzarnus n3MeHeHus TpeOyeT JOMOIHUTENbHBIX BCIIOMOTATEIbHbIX JTAHHBIX 1,2,3,4 1B




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

! AKTLIep/IiH TANOHIbI OaKplIay OaHKI Caxray KyHi 30.07.2025
- ,‘ a .' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE Tlata ckaumBanms 30.07.2025

B) Peanu3zanus n3MeHeHUs] GHOJIOTHYECKOr0 (MMMYHOJIOTHYECKOT0) JIEKApCTBEHHOTO Mpernapara | | 1,2,3,4,5 | IB

VYcenosus 1. IIpeanoxkeHHoe n3MEHEHHUE OCYIIECTBICHO B IOJIHOM COOTBETCTBUH C YTBEPKACHHBIM IIPOTOKOJIOM YIPaBJICHUs H3MEHEHUSMH,
TpeOylolee HEMEIJIEHHOr0 YBEJIOMIICHHS M10CIIE €r0 peaTn3aluy.

I[OKyMCHTaLII/IS[ 1. Ccblika Ha yTBep)I(Z[eHHBIﬁ TIPOTOKOJI YIIPAaBJICHUS U3MCHCHUSIMU.

2. Jlexnaparys, 4To ©3MEHEHHE COOTBETCTBYET YTBEPKICHHOMY MPOTOKOITY YIIPABICHUS N3MEHEHHSAMH U YTO PE3yJIbTaThl HCCIICJOBAHUS
YAOBIETBOPSIOT KPUTEPHUSIM IIPHEMIIEMOCTH, OTOBOPEHHBIE B TPOTOKOJIE. [IoMnMo 3TOT0, IeKIapanus Toro, 4To B OTHOIIEHUH OMoIoruye-
CKHX (MMMYHOJIOTHYECKHX ) JISKAPCTBEHHBIX IIPEHapaToOB HE TPEOYETCs OL[EHKA COMOCTABUMOCTH.

3. Pe3ynbTathl Hccien0BaHu, IPOBEICHHBIX B COOTBETCTBUH C YTBEPKACHHBIM IPOTOKOJIOM YIPaBJICHUs H3MEHEHUSIMHU.

4. ITonpaBka K COOTBETCTBYIOLIEMY(COOTBETCTBYIOIINM) pa3zaeiny(paszaenam) qocke. 5. Konus yTBep:kaeHHBIX crieiiUKalnii Ha JIeKapCTBEH-

HBIH Ipenapar.

b.11. 3 be30mmacHOCTh B OTHOLIEHUH IOCTOPOHHUX areHTOB

B.11.3.1 O6HoBnenue nabpopmarmn "OrieHKa 6€30MaCHOCTH OTHOCHTEIFHO IIOCTOPOHHUX arcH- VYeno- | Tpebyemas no- Bun
ToB" (pazaen 3.2.A.2 perucTpaloHHOTO A0ChE) BUS KyMEHTaLus mpore-

Aypbl
a) MccnenoBanus, 3aTparuBaroline NpOU3BOACTBEHHbBIE ATallbl, U3Y4YEHHBIC BIEPBbIE HA PEIMET 11

OOHOT'O WU Oonee IIOCTOPOHHUX ar¢HTOB

6) 3ameHa yCrapeBLInX I/ICCJTCI[OBaHI/Iﬁ, 3aTparuBaronUX MPOU3BOACTBECHHBIC 3TAllbl U ITIOCTOPOH-
HHEC arceHThbl, paHee BKIIIOUCHHBIC B JOCHC

1. c U3MEHEHHEM OLICHKH PHCKOB 11
2. 6e3 U3MEHEHNUS OLICHKH PHCKOB 1,2,3 IB
JloxyMeHTanus

1. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3zieiry(pa3enaM) JO0Che, BKJIFOYask BBEJCHUE HOBBIX HCCIICIOBAHHM, HAIIPaBIICH-
HBIX Ha U3y4YeHHE CTIOCOOHOCTH NMPOM3BOJICTBEHHBIX ATAIIOB HHAKTUBUPOBATH (JIMMUHUPOBATE) HIOCTOPOHHHE areHTHI.

2. O00CHOBaHME TOTO, YTO MCCIIEIOBAHMS HE U3MEHSIOT OIIEHKY PHUCKOB.

3. INonpaBka k HH(OPMALIUK O JIEKAPCTBEHHOM Ipernapare (€ciiy MPUMEHHUMO).

B.1II Ceptudukar coorBerctBus EBponeiickoit ®apmakonee (CEP) (pu nanu-
yun) (T3, crarbn)

B.I11.1 Iogauya HOBoOrO MK OOHOBIIEHHOTO cepTuduKara cooTBeTcTBUs EBpomneiickoit @apmakornee uim UCKIko- VYeno- | Tpe- Bun

4yeHue cepTuukara cooTBeTcTBUsl EBpomneiickoit ®apmakornee BUS Oye- po-
Mast 1e-
JOKy- | Oy-
MEH- jus
Tanus

Ha dapmaneBtrueckyro cyocrannunto Ha ncxomublit Mmarepuan (peakTHB, IPOMEKYTOUYHBIN MPOAYKT), UCTIONIb3Y-
eMblil B IIpoliecc MPOU3Bo/ICTBA (papMalrieBTHUECKOi cyOcTanmu Ha BcriomoraTenbHOE BEIECTBO

a) Ceprudukar coorBerctBusi EBponeiickoit @apmakornee cooTBeTcTByMOLICH cTaThe EBponeiickoit ®apmakonen

1. HoBslil cepTuduUKaT OT paHee 0J0OPEHHOTO TPOU3BOAUTEISL 1,2, 1,2, 1A
3,4, 3,4,5
5,6,
9

2. OGHOBIICHHEIH cepTHUKAT OT paHee 0LO0OPEHHOTO MPOU3BOANUTEILL 1,2, 1,2, 1A
3,4, 3,4,5
6

3. HoBslii cepTHdUKAT OT HOBOTO MPOU3BOJMTENS (3aMEeHa WK 100aBIICHHE) 1,2, 1,2, 1A
3,4, 3,4,5
5,6,
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025
- ,‘ a .' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pefaKuuu 18.07.2025
Pecry6anku KazaxcTaH B 51€KTPOHHOM BHJIE e
y p 2 JlaTta ckaunBaHMs 30.07.2025
4. UckimoueHne cepTU(hHUKATOB (€CiIM K MaTepHally MPUIIaraluch HECKOJIBKO CEPTH(UKATOB) 8 3 1A
5. HoBslii cepTrdUKaT HAa HECTEPUIIFHYIO aKTUBHYIO (papMalieBTHUECKYIO CyOCTaHIINIO, MTOUICHKAIILYO UCTIOb- 1,2, 1B
30BaHUIO B CTEPHIBHOM JICKAPCTBEHHOM IIpenapare, Ipy MCIO0JIb30BaHUM BOJIbI HA TTOCIIETHEM dTalle CUHTE3a, a 3,4,5

B OTHOLICHWHN MaTe€pHaia HC 3aBJICHO OTCYTCTBHUEC B HEM SHJOTOKCHHOB

6) Cepruduxar coorsercTsus EBpomneiickoil ®apmakonen mo TI'D Ha akTUBHYIO (hapMaIleBTHYECKYIO CyOCTaH-
uio (MCXOJHBIH MaTepHall, peaKTUB, IPOMEKYTOUHBIH IPOTYKT) BCIIOMOTaTEIbHOE BEIECTBO

1. HoBelii cepTudUKaT Ha aKTHBHYIO (hapMalieBTHIECKYIO CYOCTaHIIMIO OT HOBOTO MIIH paHee 0JOOPEHHOTO Mpo- 3,5, 1,2, 1A

HM3BOIUTENS 9 3,4,5

2. Hogsrii ceprudukaT Ha hapMaleBTHYECKYIO CyOCTaHIINIO (MCXOMHBINA MaTepHal, PEaKTUB, TPOMEXYTOUHBII 3,6, 1,2, 1A

MPOIYKT) BCIIOMOIaTeNIbHOE BEIIECTBO OT HOBOTO MIJIA paHee 000pEHHOT0 MPOU3BOIUTEIS 7 3,4,5

3. OGHOBIIEHHBII cepTU(HUKAT OT paHee 0J0OPEHHOTO IPOU3BOTUTEIIS 7 1,2, 1A
3,4,5

4. UckimoveHne cepTU(HHUKATOB (€CIIM K MaTepHally MPUIIAraIich HECKOJIBKO CEPTH(UKATOB) 8 3 1A

5. HoBwlii (0OHOBIICHHBIN) cepTH(UKAT OT paHee 0100peHHOT0 (HOBOT0) TIPOU3BOIUTEIS, HCIIONIB3YIOLIETO MaTe- 11

puaibl 4€JIOBEYECKOI'0 MU )KUBOTHOI'O ITPOUCXOKACHMS, B OTHOIICHHUN KOTOPBIX Tpe6y€TC$[ OLICHKa Ha IIpeaAMET
pucka MOTEHITNATBFHON KOHTAMUHAIIUHA IIOCTOPOHHUMH areHTaMu

YcnoBust
1. CienmduKanyy Ha BBITYCK M Ha KOHEIl CPOKa FOJHOCTH JISKAPCTBEHHOTO MpernapaTa He N3MEHSIOTCS.

2. HensmeneHHble (MCKITIOYAs yKeCTOUeHHE) qononHuTenbHbie (k ['ocynapcrsennoit @apmakonee Pecriyonuku Kazaxcran) cenudukariim
Ha IIpUMeCH (UCKIII0Uas OCTaTOYHBIE PACTBOPUTENHM, IIPU YCIOBHU UX COOTBETCTBHs TpeboBaHusM Pecy6nuku Kazaxcran) mpogyKT-crenu-
(uunble TpeOoBaHuUs (HanpuMep, NpoQGuiIu pazMepoB YacTHLl, MOIUMOPQHBIE (HOPMBI), €CITH TPUMEHHMO.

3. IIpouecc mpon3BoACTBa AKTUBHOH (hapManeBTHUECKON cyOCTaHIMH, HCXOJHOTO MaTepHaa (PeakTHBa, IPOMEXKYTOYHOTO MPOAYKTa) HE
BKJIIOYAET MCIIOJIb30BaHHE MAaTEPHAIOB YeJIOBEUECKOTO WIIH KUBOTHOTO IIPOUCXOXKAEHUS, Il KOTOPBIX TpeOyeTcs poaHalIu3upoOBaTh 1aH-
HBIE O BUPYCHOI 6€30II1aCHOCTH.

4. VckimounTeNbHO 171 aKTUBHOHN (papMarieBTHIeCcKoi CyOCTaHIIMK: OHA Oy/IeT MCIbITaHa HeTOCPEICTBEHHO Mepe]] HCTIOIb30BaHUEeM, eCITH
HepHo/] MOBTOPHOTO UCIIBITAHMS HE BKIIIOYEH B cepTHdUKaT coorBeTcTBHs EBponeiickoit @apmakonee uin 1aHHbIe, 000CHOBBIBAIOLINE EPH-
0J1 IOBTOPHOT'O MCIIBITaHUS, YK€ HE BKIIFOYEHBI B JOChE.

5. AKTUBHAas (bapMaueBaneCKaﬂ Cy6CTaHLII/I$[ (HCXOI[HBIﬁ Marepuall, peakTus, HpOMC)KyTO‘IHLII\/'I HpOI[yKT) BCIIOMOIraT€JIbHOC BCIICCTBO
HECTCPHUIIbHBI.

6. PacTutensHble GpapManeBTHIECKHE CyOCTAHIMH: CIIOCOO IIPOU3BOICTBA, (PH3UUECKOE COCTOSHUE, SKCTPATUPYIOIIUI PACTBOPHUTEND U KOI(]-
(HIMEHT 3KCTPaKIUU TeKapCTBEHHOTO CPEICTBA HE H3MEHSAIOTCA.

7. Ecnu coctaBe JeKapcTBEHHOTO NpernapaTta il HapeHTepaTbHOTO BBEICHH HCIIOIb3YETCs JKeNIaTHH, IPOU3BEAECHHbIN U3 KOCTEH, ero mpo-
U3BOZICTBO OCYIIECTBISETCS UCKIIIOUUTENILHO B COOTBETCTBHU C TPEOOBAHUAMH COOTBETCTBYIOIIEH CTPAHBI.

8. B nocwe ocraercs, 1o MeHbLIEH Mepe, OIMH MPOU3BOIUTENb ATOH CYyOCTaHIMH.

9. Ecnu akTuBHas apmareBTH4ecKas CyOCTaHIIUS HECTEpUIIbHA, HO OYAET HCIO0JIB30BATHCSI B COCTABE CTEPHIIBHOTO JIEKAPCTBEHHOTO Mpera-
para, Torna, B coorBerctBud ¢ CEP, Ha mociieHeM 3Tare CHHTE3a Hellb3s HCIIONB30BaTh BOLY HJIM, €CJIM TaKOe MPOUCXOIUT, HEOOXOUMO
00€CIeunTh OTCYTCTBHE OaKTepHAbHBIX YHAOTOKCHHOB B aKTUBHOM (hapMalieBTHUECKON CyOCTaHIIUH.

JlokymeHTanus
1. Komus aeiictBytoiero (0OHOBICHHOT0) ceprudukara coorBercTBusi EBpomneiickoit @apmakoree.

2. Ilpu no6aBieHNK PONU3BOICTBEHHOM ITOLIAKK — B (hOpMe 3asiBJICHUS] O BHECCHUHM U3MEHEHHH HEOOXOJMMO YeTKO 0003HAYUTH "'3aperu-
CTpUpOBaHHBIX" U "MIpeuIaraeMbIx" MPOU3BOUTENICH, KaK yKa3aHo B pasjerne 2.5 GopMbl 3asBICHUSL.

3. IompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYOIINM) pa3aeity(pa3zienam) Iocke.

4. Eciii npiMEeHNMO, IOKYMEHT, COJIeprKallnii CBEJICHHS O BCEX MaTepHaax, BXOJAIINX B cepy IpHUMeHeHHsI CTaTbu ['0cy1apcTBEHHON
dapmakonee Pecryonuku Kazaxcran no MUHUMU3ALUK PUCKA [IEPEadyn areHTOB ry04aToil sHIe(haonaTii )KUBOTHBIX IIOCPEACTBOM JIeKap-
CTBEHHBIX PENapaToB I MEIUIIMHCKOTO U BETEPHHAPHOTO MPUMEHEHHSI, BKIIFOYAsl HCIIOJIb3yeMbIe B MPOM3BOACTBE aKTHBHBIC (hapMaIleBTH-
YeCKOi CyOCTaHIMK (BCIOMOTaTeIbHOTO BelllecTBa). J{ist KaKa0ro Takoro poja Marepraia He0OX0IMMO MPECTABUTh CICAYIOIINE CBE/ie-
HUsSI: HAa3BaHUE MTPOM3BONTEIIS; BUJI )KUBOTHBIX M TKaHHU, U3 KOTOPBIX MOJIyYeH MaTepHall;, CTpPaHa MPOUCXOXKICHHUS KUBOTHBIX U €r0 HCIOJb-
30BaHUE.

5. B oTHOIIEHNH aKTUBHOMU Q)apMaueBanecxoﬁ Cy6CTaHI_II/II/II JACKjIapanyst yinoJJHOMO4Y€HHOTI'O JIMla KaXXJ0I0o JIMIECH3UPOBAHHOI'O IIPOU3BOIU-
TCJIs1, YKa3aHHOI'O B 3asBJICHUH, UCIIOJIb3YIOMICTO aKTUBHYIO (bapMal_leBTI/I'-ICCKyIO Cy6CTaHHI/IIO B Ka49€CTBC UCXOAHOI'0 MaTepualia, u yIroJHo-
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MOYEHHOT'0 JIUIIa KaX/I0T0 JINIIEH3UPOBAHHOI'O IPOU3BOIUTEIIS, YKA3aHHOTO B 3asBJICHUH B KAUECTBE OTBETCTBEHHOTO 3a BBINYCK cepHii. B
JIEKIIapalusaX He0OXOMMMO YKa3aTh, YTO MPOU3BOAUTEN(IIPON3BOAUTENN) aKTHBHOHN (hapMalleBTHYECKOH CyOCTaHIMH, yKa3aHHbIH(yKa3aH-
HbIC) B 3asBJICHHH, OCYHIECTBISIET(OCYIIECTBISIIOT) CBOK JESITEIBHOCTD B COOTBETCTBUH ¢ [IpaBuiiaMu HaJUIexkaIieil Mpou3BOACTBEHHON
npaktuku PecyOnnkn Kasaxcran B OTHOIICHHH HCXOAHBIX MaTepHaloB. [Ipu ompeeieHHBIX 06CTOSTENBCTBAX IOy CKAETCSI IIPEACTABIIAT
OJIIHY JieKyaparuio (cM. mpumedyanue K usmenenuto b.11.6.

1). Ecnu 3arparuBatotcst kKakue-1u00 0OHOBIICHHS CEPTU(PHUKATOB Ha aKTUBHBIE (papMalleBTHYECKHE CyOCTaHIIMU U IIPOMEKYTOUYHBIE IPOAYK-
TBI, OT MPOU3BOJIUTENEH IPOMEKYTOUHBIX POJLYKTOB TAKKe TPEOYETCs ACKIapalisl YIOIHOMOYSHHOTO JIMIA; ACKJIapalisl YIOJIHOMOYESHHO-
O JIML@ HY>KHA, JIMIIb €CIIH 10 CPABHEHUIO C paHee 3aperuCTPUPOBAHHOM Bepcuel cepTu(rKaTa MIMEeTCsl U3MEHEHHE JICHCTBYIOIINX, BKIIIO-
YEHHBIX B IEPEUCHB POM3BOACTBEHHBIX IIOMIAIOK.

b.111.2 M3menenus B uensix coorBercTBus ['ocynapcrenHoit ®apmakonee Pecriyonuku Kazaxcran VYemo- | Tpe- Bun
BUS Oye- po-
Mast 1e-
JoKy- | ny-
MEH- pBL
Tanus

a) 3menenue crnienmdukanuy (cnenudukanuii) panee HehapMaKonelHoH CyOCTaHIIMHU B IENSX COOTBETCTBUS
T'ocynapcreennoit ®apmakonee Pecriyonuku Kazaxcran

1. AxTuBHO# (hapMarieBTHUECKOI CyOCTaHIINU 1,2, 1,2, 1A
3,4, 3,4
5

2. BcriomoraTesibHOTO BenecTBa (MCXOIHOr0 MaTepraa) akTHBHOTO (hapMalieBTHUECKON CyOCTaHIINU 1,2, 1,2, 1A
4 3,4

0) M3mMeHeHus B LIeNsIX COOTBETCTBHSI OOHOBIICHHON COOTBETCTBYIOLIEH cTaThe ["ocynapcrBennoi dapmakornee 1,2, 1,2, 1A

Pecny6mmkn Kasaxcran 4,5 3,4

B) U3meHenne crnerudukanuii ¢ I'ocynapcrsenHoi ®apmakonee Pecrryonuku Kasaxcran 1,4, 1,2, 1A
5 3,4

Ycnous

1. I3MeHeHue oCyIecTBISIeTCSl MCKIIIOUUTENBHO B LIEISIX OJIHOTO COOTBETCTBUS (hapmakoriee. Bee ucnbiTanus B cienuduKkaniy cooTBeT-
cTBYeT (hapMaKONeHHOMY CTaHAAPTY MOCJIE U3MEHEHHUS, 32 UCKIIIOUSHUEM JIOObIX JIOTOJHUTENIBHBIX BCIIOMOTaTEIbHBIX HCTIBITAHUI.

2. JlononHUTENBHBIC K (hapMaKoriee crennprKalul Ha NPOyKT-clienn(pUUHbIE CBOWCTBA HE M3MEHSIOTCS (HarpuMmep, NpoQuin pa3MepoB
YacTull, mosuMopHas popMa WiH, K IpUMepy, OHOJIOTHYECKHE METOANKH, arperarsl).

3. 3HauMMble H3MEHEHHS Ka4eCTBEHHOTO U KOJIMYECTBEHHOT0 Npoduieii mpruMeceil OTCYTCTBYIOT (32 HCKIIIOUEHUEM Y)KECTOUCHUS Creupu-
Kanui).

4. JlononHuUTeNbHAS BATUIAIMS HOBOM MITM M3MEHEHHOH (papMaKoIeitHOW METOUKN He TpeOyeTcs.

5. PacturensHbie hapmareBTHYECKUE CyOCTaHIIMU: CIOCOO MPOMU3BO/ICTBA, (PU3NUECKOE COCTOSHHUE, IKCTPAreHT 1 KO3(D(GHUIMEHT 3KCTPAKIHH
JIEKapCTBEHHOTO CPECTBA HE M3MEHSIOTCS.

JloxymeHTauus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIMM) pa3ieiny(pasaenam) JOChe.
2. CpaBHHTENIbHAS Ta0JIUIA TEKYIIMX U IpeUIaracMbIX crielu(UKannii.

3. JlanHble aHamM3a cepuii (B GopMaTe CpaBHUTENBHOM TaONHUIBI), 10 MEHBIIECH Mepe, ABYX IIPOMBIIIICHHEIX CEPHil COOTBETCTBYIOIICH Cy0-

CTaHIIMH (BEILIECTBA) 10 BCEM HCIIBITAHMAM HOBOH CIIeNU(UKAIINY H, TOMOIHUTENIBHO, €CIIH IPUMEHUMO, Pe3yIbTaThl TECTa CPABHUTEIBHOH

KUHETHKHU PACTBOPEHMS, 110 MEHBILIEH MEPE, OZHOH OIBITHO-IIPOMBIILIEHHOH CEPUU JEKapCTBEHHOIO NpenapaTa. B oTHOLIEHUH 1€KapCTBEH-
HBIX PACTUTENBHBIX MIPENApaToB JOCTATOYHbI JaHHBIE CPAaBHUTENILHON PACIaaeMOCTH.

4. JlaHHBIE, MTOATBEPKIAIONINE IPUTOAHOCTD CTATHH JJIsl KOHTPOJIS KauyecTBa CyOCTaHIIMY, HAIpUMep, CPaBHEHUE MOTCHIMAIBHBIX IPUMecei
C IpUMEYaHKEM IIPO3PAYHOCTH CTaThH (transparencynoteofthemonograph).

b. IV Menuimmackue usgenus

B.IV.1 3MeHeHne N3MepSIONIero 3euns NI H3ACIHS U BBEICHUS VYcaoBus Tpebyemast noKyMeHTaIHsA Bun npouenypsr

a) JlobGaBeHne wiy 3aMeHa U3/ACNUsl, HE SBISIONIETOCS YacThIO MIePBHY-
HOM yIaKOBKH
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1. MeauuuHckue n3nenus, 3apeructpuposansbie B PK 1,2,3,5, 1,2,3 1A
6
2. Crieiicepbl 1O3UPYIOLMINX HHTAISITOPOB MK APYTOro yCTpoiicTBa, KOTO- I
pble OKa3bIBACT CYIECTBEHHOE BIMSHUE HA JIOCTABKY (papMaleBTHUeE-
CKOM cyOcTaHIMK npenapaTa (Hanpumep, HeOynaiisep)
0) UcknroueHne u3aenust 4 1,4 1A
B) JloGaBieHue Wiiu 3aMeHa M3, SBISIOIETOCS YaCThIO MIEPBUYHOM 11
YIaKOBKH
Ycnosus

1. Ilpeanaraemoe uzMepsIolee U3eIue TOYHO OTMEPHUBAET HEOOXOIMMYIO 03y PACCMaTPUBAEMOTO JISKAPCTBEHHOT'O Iperapara CoriaacHo
0JI00pPEHHOMY CIIOCO0Y ITPUMEHEHHS, IPEICTABIISICT PE3yJIbTAaThl TAKUX HCCIICTOBAHUM.

2. Hooe u3nenue coBMECTUMO C JIEKAPCTBEHHBIM IIPEMapaToM.

3. I3MeHeHNe He IPUBOJUTCS K 3HAYMMOMY M3MEHEHHUIO HH(OPMAIINH O JIEKapCTBEHHOM IIpernapaTe.
4. JlexapcTBeHHBIH NpenapaT MOXKHO IPOAOJKATh TOUHO JJO3UPOBATh.

5. MeauiuHcKoe U3/1eJ1Me He HCIIONB3YEeTCs B KAYeCTBE PaCTBOPUTEI JIEKAPCTBEHHOTO Ipenapara.

6. Ecniu mpenycMoTpena usmMepuresbHas (QyHKIUS, OHA BKIIIOYAETCS B 10CHE TAKOTO U3/ICIHSL.

JloxymeHTauus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3ieny(pa3enaM) J0Che, BKIIFOYas IIOIPOOHBIN 3CKH3 U COCTAB MaTepHaa u3Jie-
JIMSL ¥ TIOCTABIIIMKA, €CITH IPUMEHUMO, a TAK)Ke COOTBETCTBYIOIIHI epecMOTp HH(OPMALIUH O JICKAPCTBEHHOM Mpernapare.

2. TloaTBeprKIeHHE PErUCTPALMK MEAUIIMHCKOTO n3zienus B Pecriyonrke Kazaxcram.
3. O6pa3Isl HOBOTO U3/IEIHS, €CIIN IIPUMEHUMO.

4. O60cHOBaHNE UCKITIOYECHHS HU3OCIINS.

IIpumeuanne: Jnst B.IV.1.B) — ecnu n3MeHeHHe MpUBOAUT K "00pa30BaHUIO
HOBOI1 JIeKapCcTBeHHOM (popMbI", TO Takoe U3MEHEHHEe TpeOyeT

MOJJauy 3asBJI€HHs O PACIIMPEHUH PErHCTPALUU.

b. V BHecenust uaMeHeHuil B perUCTPALIMOHHOE JIOChE, 00YCIOBICHHBIE UHBIMU
PETYIIATOPHBIMU IIPOLIEAYPAMHU

B.V. a) M®OIT (MDBA)

b.V.a.1 BriovyeHnue HOBOro, 0OHOBJICHHOTO MIIM MCIPABICHHOTO MacTep-(aiiia rmia3mMbl B perHCTPaIioH- VYemo- | Tpebye- Bun
HOE JIOChE JIEKapCTBEHHOTO npemnapata (mpoueaypa M®II 2-ro sramna) BUS Mast IoKy- | mpo-
MeHTamus | e-

ny-
pbI

a) [lepBoe BKIIIOYEHHE HOBOTO MacTep-(aiina mia3Msl, BIUSIOIET0 Ha CBONHCTBA JIEKAPCTBEHHOTO Ipernapara I

0) IlepBoe BrIIIOUEHHE HOBOTO MacTep-(daiiia mia3Mpl, He BIMSIONIETO Ha CBOMCTBA JICKAPCTBEHHOT'O Hpera- 1,2,3,4 1B

para

B) Bruttouenre 0OHOBICHHOTO (MCIIPABICHHOT0) MacTep-(aiina rmia3Mpl: H3MEHEHHUS BIHSIOT Ha CBOMCTBA 1,2,3,4 1B

JIEKapCTBEHHOT'0 Ipernapara

r) BrirroueHne 0OGHOBIIEHHOTO (MCIPaBICHHOT0) MacTep-(aiiia Mmia3Mbl: U3MCHEHHUS HE BIIUSIOT Ha CBOM- 1 1,2,3,4 1A

CTBa JICKapCTBEHHOTI'O TIpernapara

VYcenosust 1. Ha oOHoBieHHbIH 1K u3MeneHHbI M®IT BbinaH cepTudukar cooTBeTCTBUS 3aKoHOAaTeNbCTBY Pecriybnukn Kazaxcran.

JloxymeHTanus

1. Jexnapanms, uto ceprudurar M®DII 1 sKCIIepTHBINA OTYET MOJTHOCTHIO IPUMEHUMBI K 3apETrHCTPHPOBAHHOMY JIEKAPCTBCHHOMY IpErapary,
neprkarens MOII nmpexcraBuin aepxatento PY (eciu nepxatens PY u nepxxarens MOI He SBISIOTCS OJJHUM H TEM XKe JTHLOM) cepTHHHKAT
M®II, sxcnieprHbIil otueT U gocke Ha MOII, cepruduxar MPII 1 sKCHepTHBIH 0TYET 3aMEHSIOT MPEABLAYLIYIO JoOKyMeHTanuo Ha MOIT
JUI IaHHOTO JIEKapCTBEHHOT'O ITpernapara.
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2. Cepruukar M®II u 3KCHepTHBIN OTYET.

3. Jlexmapariys 3KcIriepTa, XapakTepH3yIomasi Bce BBOANMBIE € ITOMOIIbI0 cepTrdumpoBanHoro M®I1 n3MeHeHNs 1 OLlEHUBAOIIast UX T10-
TEHI[MAIbHOE BIHSHHUE Ha JIEKApCTBEHHbIC MPEHapaThl, BKIOYAs OLEHKH POIYKT-CIEU(HIHBIX PUCKOB.

4. B dopme 3asBneHNs 0 BHECEHUH U3MEHEHHIH HEOOX0JUMO YETKO OTpa3uTh "aeiicTByrommit" u "npennaraemeiii” ceprudpuxar MOIT (Homep
KOZIa) B PETHCTPALlHOHHOM Jiocke. Eciti mpuMeHnMo, B hopMe 3asBIeHUSI O BHECCHUH H3MEHEHHMI Takoke YeTKO MEePeuHCIITh Bee IPoUure
MOII, Ha KOTOpBIE CChUTAETCS JIEKApCTBEHHBIH Mpenapar, 1a)e eClId OHU He SBJISIOTCS [IPEeIMETOM 3asiBICHUSL.

b.V.a. 2 BritoueHre HOBOro, 0OHOBJICHHOTO HJIH UCIIPABJICHHOTO MacTep-(aiiina BaKIMHHOro anturena (na- | Ycmo- | TpeOye- Bun
nee - MOBA) B perucTpaiiioHHOE 0Che JIeKapCTBEHHOro npenapata (npoueaypa MOBA 2-ro sramna) BUS Mas IoKy- | Tpo-
MeHTanmus | Ie-

ny-
pbl

a) [lepBoe BKITFOUEHIE HOBOTO MacTep-(aiiia BaKIIMHHOTO aHTUTEeHA I

0) Brutrouenne 0OHOBIIEHHOTO (MCIPABICHHOTO) MacTep-(aiiia BAKIIMHHOTO aHTUTeHA: U3MEHCHUS BIUSFOT 1,2,3,4 1B

Ha CBOMCTBA JIEKApPCTBEHHOTO TIpenapara

B) BruttoueHre 0OHOBICHHOTO (MCIIPABICHHOI0) MacTep-(haiiyia BaKIIMHHOTO aHTUI'€HA: U3MEHEHHS HE BIIHS- 1,2,3,4 1A

IOT Ha CBOMCTBa JICKapCTBECHHOI'O IIperiapaTta

Venosus 1.

JloxymeHTanus

1. Jlexnapauus, uto ceprudukar MOBA u 5KCIIepTHBIH OTYET MOTHOCTHIO IPUMEHHUMBI K 3apErHCTPUPOBAHHOMY JIEKAPCTBEHHOMY Iperapa-
Ty, aepxkareiab MOBA npencraBui iep>kaTellio perucTpaliOHHOIO Y10CTOBEPEHUs (€CIIU AepKaTeNb PETUCTPALMOHHOIO YAOCTOBEPEHUS U
nepkarenb MOBA He sSBISIOTCS OJJHUM M TeM ke TuioM) ceptuduxkar MOBA, skcniepTHblii oTueT 1 nocke Ha MOBA, ceptudpuxkar MOBA
Y DKCTIEPTHBIM OTUYET 3aMEHSIOT MPEABIAYITYI0 JoKyMeHTanuo Ha MOBA 11 1aHHOTO JIeKapCTBEHHOTO Mperapara.

2. Cepruuxar MOBA 1 3KCIIEepTHBIN OTYET.

3. Jlexnaparys sKcIrepTa, XapakTepH3yIoIas Bce BBOJAUMEBIE C TOMOIIbI0 cepTHhuipoBanHoro MOBA m3MeHeHHUs U OlleHUBaroNIast UX I110-
TEHIMAILHOE BIMSHKE Ha JICKAPCTBEHHBIE MIPENapaThl, BKII0YAs OLIEHKH MTPOIYKT-CIIEIM(YUIHBIX PUCKOB.

1l

4. B popme 3asBreHNs 0 BHECEHUH U3MEHEHHH HEOOXOMMO YETKO OTpas3uTh "AeicTByromuii" u "npeanaraemslil” cepruduxar MOBA (uno-
Mep K0Jia) B PETUCTPAIIMOHHOM J10che. Ecau mpumMeHuMo, B popMe 3asBICHHS O BHECCHUH H3MEHEHHUH TaKkxKe YeTKO IIePEUUCIUTh BCE IIPO-
qne MOBA, Ha KOTOpbIE CChUTACTCS JIEKapPCTBEHHBIH Mpemapar, 1a)e eCId OHU He SBIISIOTCS MIPEIMETOM 3asiBICHUSL.

b. V.1 BHecenus n3MeHeHHU B perucTpannoHHoe 10che, o0yciorneHnsie nepexoay OTII 8 popmar OT/] (mpemocraBisieTcs MOMHbBII MO-
nyib 1-3)

b.V. BHeceHus 13MEHEHHU B pErucTpalmoHHoe J0che, o0yciosneHHbie nepexoay OTII 8 popmar OT/] VYemo- | Tpebye- Bun
BUS Mast IoKy- | mpo-
MEHTalys | 1e-

Tum 11 Tun

B. N3zmenenue 6e3omnacHocTu, 3pPeKTUBHOCTU U (papMakoHaa30pa

B.I JIekapcTBeHHBIE Ipenaparsl 1l MEAULIUHCKOTO ITPUMEHEHUS

B.1.1 3menenue obmeii xa- Ycnosus Tpebyemast noKyMeHTaIUs Bup npouenypsr
PAKTEPUCTUKH BOCIIPOM3BEIEH-
HOro (THOpUIHOrO, OMOaHAO-
TMYHOTO) JIEKAPCTBEHHOTO IIpe-
rapara 1ocJjie OLEHKH TOro ke
H3MEHEHHS pe)epeHTHOTO JIe-
KapCTBEHHOTI'0 Ipernapara

a) Peanmsanus nameHenus(u3- 1,2,3,4,5 1B
MEHEHHIA), B OTHOILICHUHU KOTO-
POro(KOTOPBIX) OT JIepIKaTeIst




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025
- ,‘ a .' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE Tlata ckaumBanms 30.07.2025
PEruCTPALMOHHOTO YA0CTOBE-
peHus He TpeOyeTcs mpecTaB-
JISITh HOBBIE JONOIHUTENbHbIE
JIaHHbIE
0) Peanuzarust uameneHus(u1s- 1T

MEHEHHIH), TpeOYOLIHX Mpe-
craBiieHus nepxarenem PY Ho-
BBIX JIONIOJTHUTEJBHBIX JTaH-
HBIX, 00OCHOBBIBAIOIIINX TaKHE
Y3MEeHeHHs (Hampumep, COomo-

CTaBUMOCTB)

JloxymeHTanus

1. TIpusnosxxeHHOE K CONPOBOUTEILHOMY ITUChMY 3asBICHHUS O BHECCHNH H3MEHEHHUH: 3aIIpOC HALIMOHAIBHOTO YIOIHOMOYEHHOIO OpraHa (ec-
JIM TIPUMEHHMO).

2. HepeCMOTpCHHaﬂ I/IH(l)OpMaLII/ISI 0 JICKapCTBEHHOM IIpe€napare (06HOBJ’ICHHaS{ KpaTKas XapaKTepuCTHUKa JICKapCTBEHHOI'O IIpenapara, uH-
CTPYKIHUIO 10 MEAUITMHCKOMY IIPUMCHCHHUIO (J'II/ICTOK—BKJ'Ia,I[LIIH)).

3. lexmapauusi 0 TOM, 9TO B IIPOSKTax OOIIeH XapaKTePUCTHKE JIEKAPCTBEHHOTO Mpeapara i HHCTPYKIIUH 110 MEIUIIMHCKOMY TIPUMEHEHHIO
JIEKapCTBEHHOTO cpencTBa (JucTok-BKiaapi) (nanee — OXJII u Uucrpykuus JIC) Bocripon3BeeHHOT0, THOPHIHOTO WIIM OHOAHATOTHYHOTO
(OnoMo00HOT0) JIEKaPCTBEHHOTO MperapaTa OTCYTCTBYIOT oTianyus ot aerctByromux OXJI u Muctpykuunu JIC opurunansHoro (pede-
PEHTHOI0) JIEKapCTBEHHOTO NperapaTa, 3a HCKIYEHUEM OTIMYUH HHGOPMALUK O IPOM3BOAUTEIE, CPOKE TOTHOCTH, COCTABE BCIIOMOTATElIb-
HBIX BEIECTB HE3HAUYMMBIC PA3JINUKs B OMOJOCTYHOCTH WM (papMakOKHHETHKE.

4. ITocTpounoe (pacookeHHOE apauIeIbHO Ha OAHOM Jincte) cpaBHeHue aeicTByronmx OXJII n Muactpykim JIC opurunamsHOTO (pe-
(hepentHoro) nekapctBenHoro npemnapara u npoekto OXJI u Uuctpykuunu JIC Bocmpon3BeIeHHOT0, THOPHIHOTO WIIH OHOAHATOTHYHOTO
(O1oM0J00HOT0) JIEKAPCTBEHHOTO MperapaTa ¢ BbleICHHEM U 000CHOBAaHHEM BCEX OTIIMYUHIA.

5. BenoMocTh u3MeHeHUH ¢ yKa3aHHEM MOCTPOYHO PACIIOIOKEHHOIO CpaBHEHHsI BHOCUMBIX M3MEHEHUH ¢ yTBEP)KACHHOI BepcHei.

B.1.2 3menenue (M3MeHeHUs) VYcnoBus Tpebyemasi TOKyMEHTAIHs Buz npoueaypsr
o01eit XapaKTepUCTUKY JIeKap-
CTBEHHOTO Mpernapara, Harpas-
JIeHHOE (HaNpaBJICHHBIE) Ha pe-
AIM3ALHI0 pe3yJIbTaTa Mmpole-
JIypbl, 3aTparuBaroliei (aaiee
- [I0OB) nnu nocperucrpa-
[IUOHHOE HCCIIe0BaHue 6e3-
OIIACHOCTH

a) Brecenne ¢popMynupoBky, 1 1 1A
COTJIACOBAHHOM YIIOJIHOMOYEH-
HBIM OPTaHOM

0) BHecenne u3MeHeHuid, Tpe- 2 2,3,4,5 11
OYIOIIMX MPENCTaBICHHS Aep-
»karesieM PY HOBBIX J1OTIOHU-
TEJIbHBIX JaHHBIX, 000CHOBBI-
BAIOIIMX TaKUE U3MCHEHHUS

VcenoBus

1. U3menenue peanusyet GOpMyIHPOBKY, 3aTpeOOBaHHYIO YIIOIHOMOYCHHBIM OPTaHOM, U HE TpeOyeT Mmojiaun JOMOJIHUTENBHBIX CBEICHUH 1
(uiH) nanpHenIeit IKCIepTU3BI.

2. bezonacHOCTh MPUMEHEHHMS NIpernapaTa COXpaHsIeTcs U MOATBEPKIACTCS JaHHBIMU KIMHUYECKUX UCCIIeA0BAaHUH, KIMHUUECKOH 6e30MacHo-
ctu. [IpencraBnsercss UX MOATBEPKICHHUS.

JlokyMeHTanus

1. [IpuoxxeHHOE K CONPOBOAUTENILHOMY ITUCHbMY 3asIBJICHUS] O BHECEHHU U3MEHEHHI: CChUTKA Ha corulallieHHe (OLEHKY) yIOIHOMOUYEHHOTO
opraHa.

2. OOBsiCHEHHS IPUYMHBI O0ABICHHST HOBOTO (HOBBIX) MPEIOCTEPEKEHUs (TIPEIOCTEPEKEHHUIT) MOOOUHBIX IEHCTBHUI U 3asBICHHUE TOTO, YTO
6€30MacHOCTh IPUMEHEHHUS MpenapaTa COXPaHsIeTCs.
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3. IlepecmoTpeHHas HHPOPMAIKS O JISKApCTBEHHOM Ipernapare (OOHOBIICHHAs KpaTKasi XapaKTepPUCTHKa JICKApCTBEHHOT'0 Npernapara, HH-
CTPYKIHIO IT0 METUIIMHCKOMY NPHMEHEHHIO (JINCTOK-BKIIAIBINI)).

4. ITOOB nnu mocTperncTpaioHHbIE HCCIIEA0BaHNE OE30ITIaCHOCTH, OTPAXKAIOIINE BHOCUMBIE H3MECHEHHS.

5. BenoMocTh N3MEHEHHH C yKa3aHUEM IIOCTPOYHO PACTIONOKEHHOTO CPAaBHEHUSI BHOCUMBIX H3MEHEHHUH C YTBEPKACHHON BEpCHEH.

B.1.3 U3menenus, 3akmogaro- YcnoBus Tpebyemast TOKyMeHTAIUS Bug npouenypsr
Imyecs B 3HAYMMOM H3MEHe-
HUHM OOIIEH XapaKTePHUCTHKH
JIEKapCTBEHHOTr'0 Ipernapara
BCJICJICTBHE HOBBIX JAHHBIX 110
Ka4eCcTBY, JOKIHHIICCKUM,
KIMHHYECKUM JaHHBIM HIN
JTaHHBIM (papMaKoHa/130pa

II

[Ipumeuanue: 9TO U3MEHEHHE He IPUMEHSETCs, €CIIM HOBBIE IaHHbIE TIOJAaHbI B COOTBETCTBUU ¢ u3MeHeHueM B.1.12. B
TaKUX CIIy4asXx U3MEHEHHE 00IIel XapaKTepUCTHKH JICKApCTBEHHOTO pernapaTta, MapKHpPOBKHU M TIOMaja-
et nox cepy npumeHeHus usmenenus B.1.12.

B.1.4 3menenue ycnoBuii o1- VYcnosus Tpebyemast noKyMeHTaLUs Bun nponemypst
ITyCKa JICKApCTBEHHOTO TIpETa-

para

a) BocmpousBeneHHbIx (TH- 1 1,2,6,7,8 1B

OpUIHBIX, OHOAHATOTUYHBIX)
JIGKapCTBCHHBIX TIPEapaTtoB
MOCJIe U3MEHEHUS yCIOBUH OT-
mycka ped)epeHTHOro JTeKap-
CTBEHHOTO TIperapara

6) Hple npuunHbI H3MEHEHUS 1 2,3,4,5 11

YCIIOBHI OTITyCKa

VYcnosus 1. bezomacHoCTs MpUMEHEHUS IpenapaTa COXpaHsIeTcs

JloxymeHTauus

1. IToaTBepkaeHHE N3MEHEHHs YCIOBHH OTIIyCKa pe)epeHTHOro JIEKapCTBEHHOT0 Npernapara, MpUIOKEHHOE K COIPOBOANTEIEHOMY ITHChbMY
3asIBJICHHSI O BHECCHUU M3MEHCHUIA.

2. IlepecmoTpenHast ”HpOpMaNys O JISKapCTBEHHOM Tpernapate (0OOHOBIICHHast 00IIasi XapaKTEpPUCTHKA JIEKAPCTBEHHOTO TIpernapaTa, HHCTPYK-
s IO MEJUIITHCKOMY IIPUMEHEHHIO (JIMCTOK-BKJIA/IBINT), MAPKUPOBKA).

3. OOBsICHEHHS IPUYUHBI H3MEHEHHUS YCIIOBUIT OTITyCKa U 3asIBIICHUE TOTO, YTO O€30I1aCHOCTh IIPUMEHEHUSI Iperiapara COXpaHseTCsl.
4. JlanHbpIe KJIMHUYECKUX UCCIICIOBAHUM, MOCTPETUCTPALIOHHBIX UCCICIOBAHHN; TaHHbIE (hapMaKOHAA30pa.
5. JIOKyMEHT, HOATBEP K IAFOIIMI H3MEHEHHE YCIOBHIA OTIIYCKA B CTPaHE-IIPOU3BOAUTENS (OT PEryJIATOPHOTO OPraHa).

6. Jleknapanus o TOM, YTO B IPOEKTax OOLIei XapaKTepPUCTHKE JIEKAPCTBEHHOTO Npenapara i HHCTPYKIMHU [0 MEAULUHCKOMY ITPUMEHEHHIO
JIEKapCTBEHHOT'0 cpecTBa (JMcTok-BKaab) (nanee — OXJIIT u Muctpykuus JIC) Bocnpon3BeaeHHOro, THOPUIHOTO HiIM OMOaHaIOrHYHOTO
(6nomnoa06HOT0) JIEKapCTBEHHOTO MperapaTa OTCyTCTBYIOT oTianyus ot aerctByromux OXJI u Uactpykuuu JIC opurnnansHoro (pede-
PEHTHOT0) JIEKapCTBEHHOTO IpEIapaTa, 3a HCKII0YEHUEM OTIHIUH HHYOPMAINH O IPOU3BOAUTEIE, CPOKE TOTHOCTH, COCTaBE BCIIOMOTaTelIb-
HBIX BEIECTB HE3HAUMMBIE Pa3IUuMs B OMOJOCTYIHOCTH WK (papMaKOKHHETHKE.

7. IloctpouHoe (PacHoNoKeHHOE MapaiebHO Ha 0HOM JcTe) cpaBHeHue aeiictByrotmx OXJII u Uuctpykimu JIC opurnHansaoro (pe-
(hepentHOrO) NekapcTBeHHOro npenapara u npoektoB OXJI u Muctpykunu JIC Bocmipon3BeJeHHOTO, THOPHIHOTO WM OHOAHATIOTHYHOTO
(6100 00HOT0) JIEKaPCTBEHHOTO MperapaTa ¢ BhICJICHUEM U 000CHOBAaHHEM BCEX OTJIMYUHIA.

8. BeI[OMOCTL HU3MEHEHUH C YKazaHUEM ITOCTPOYHO PACIIOJIOKEHHOI'O CPaBHEHUSI BHOCUMBIX U3MEHEHUH ¢ yTBep)KI[CHHOP’I BepCHCfI.

B.1. 5 U3meneHue (u3meHe- VYcnosus Tpebyemast noKyMeHTaLUs Bun nponemypst
HUS) TIOKa3aHUS(TTOKAa3aHIH) K

PHMEHEHUIO

a) Bkirouenne HOBOTO mokasa- 2 1,2,3,4,5,6 11

HHS K IPUMCHEHHIO WITH H3Me-
HEHHUE paHee 0JJ0OPEHHOTrO
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0) VckiroueHue mokasaHus K 1 1,2,4,5,6 1B
IIPUMEHCHHUIO
Ycnosus

1. BezonacHocTh IIPUMCEHCHUS TIpeapaTa COXpPaHsACTCS U INOATBEPIKAACTCA JaHHBIMU PETPOCIICKTHBHBIX HCCHCHOB&HHﬁ, KJIIMHUYECKOM 0e3-
OITaCHOCTH U Ka4CCTBA.

2. BezonacHOCTh MPUMEHEHHMS MTpernapaTa COXpaHsIeTcs U MOATBEPKIASTCS JaHHBIMU KIMHUUECKUX UCCIICA0BaHUH, KIMHUYECKOH Oe30MacHo-
ctu. [Ipeacrasnsercs UX NOATBEPKIACHHUS.

JloxymeHTanus

1. OOBsicHeHUS] IPUYHHBI YAAICHHUS WM 100ABICHUS MMOKa3aHUs U 3asBJICHHE TOT0, YTO 0E30MaCHOCTh IPUMEHEHHS IPOJYKTa COXPAHSETCS.
2. OGHOBIIEHHAs 001Iast XapaKTePUCTHKA JIEKAPCTBEHHOT'O ITpenapara, HHCTPYKIUS 110 MEIUIIMHCKOMY IIPIMEHEHHUIO (JINCTOK-BKJIA IBIII).

3. JlaHHBIE KIMHUYECKUX MCCIIEAOBaHNI, TOCTPETrHCTPAIMOHHBIX UCCIIEI0BaHNI; TaHHBIE (hapMaKoHaI30pa.

4. Jlexnapanys 0 TOM, 4TO B IIPOEKTax oOIIel XapaKTepUCTUKE JICKAPCTBEHHOTO MpernapaTa i HHCTPYKLHHU 110 MEAUIIMHCKOMY IPUMEHEHHIO
JIEKApCTBEHHOTO CpeacTBa (ucTok-Briaapi) (nanee — OXJIT u Uucrpykuus JIC) Bocripon3BeeHHOTr0, THOPHIHOTO HIIH OHOAHATIOTHYHOTO
(OnoMmo00HOT0) JEKapPCTBEHHOTO MperapaTa OTCYTCTBYIOT oTianyus ot aevctByromux OXJI u Muctpykuunu JIC opurunansHoro (pede-
PEHTHOTr0) JIEKAPCTBEHHOT'O Ipenapara, 3a UCKII0YeHHeM OTIHYMI HH(OPMaLUK O IPOU3BOJUTENE, CPOKE FOAHOCTH, COCTABE BCIIOMOTaTe b-
HBIX BEIIECTB HE3HAUYMMBIC PA3JINUKs B OHOJOCTYHOCTH HiIH (papMaKOKHHETHKE.

5. IlocTpouHoe (pacmnonokeHHOe NapaIenbHo Ha 0JHOM JucTe) cpaBHenue jaeicTByromux OXJII u Muctpykiun JIC opurunansHoro (pe-
(epeHTHOT0) TeKapcTBeHHOro Ipemnapara i npoekToB OXJII u MucTpykuun JIC Bocpon3BeeHHOTO, THOPHIHOTO HIIH OHOaHATIOTUIHOTO
(61010 00HOT0) JEKAPCTBEHHOTO MpernapaTa C BhICICHHEM U 000CHOBAHHEM BCEX OTIUYHIA.

6. BenoMocTh u3MeHEeHUH ¢ yKa3aHHEM MOCTPOYHO PACIIONIOKEHHOTO CpaBHEHHsI BHOCUMBIX H3MEHEHUH C yTBEP)KACHHOI BepcHe.

Tpumeuanue Ecnu mobaBneHne Wi H3MEHEHHUE MOKa3aHUsI K IPIMEHEHHIO IPOUCXOIHUT BCIICACTBHE Pealn3aliy 3a-
KITIOUECHHS 9KCIIEPTHOrO KOMUTETA HJIM U3MEHEHHH HH(POPMALUHK O JIEKapCTBEHHOM MpenapaTe BOCIIPOM3-
BEJICHHOTO (THOPUIHOr0, GHOaHATIOTMYHOTO0) JIEKAPCTBEHHOTO ITpenapaTa Mocie KCHEepTH3BI TOTO JKe H3-
MEHEHUsI pe()epeHTHOTO JISKAPCTBEHHOT'O Iperapara, IpUMEHSoTcs u3MeHeHns B.1.1 cooTBETCTBEHHO.

B.1.6 Uckmouenue: VYcnosus Tpebyemast noKyMeHTaLUs IIpouenypa
a) JIeKapCcTBEHHOU (hOpMBI 1,2,3,4,5 1B

0) 103MpOBKH 1,2,3,4,5 1B
JloxyMeHTanus

1. Jlexnaparus, uto ocraBmiasics (octasiuecs) Gpopma(hopmsl) BbITycKa JOCTATOYHA(IOCTATOUHBI) JUIsl BBHITOJIHEHUS PEKOMEHIALHH 110 10-
3UPOBAHMIO M JITUTEILHOCTH JICUEHHS, OTIMCAHHBIX B 00IIeH XapaKTePUCTHKE JIEKApCTBEHHOTO Mperapara.

2. IlepecmoTpeHHast HHGOPMAIKS O JIEKAPCTBEHHOM TIperapare.

3. Jleknapanus o TOM, YTO B IIPOEKTax OOLIel XapaKTepUCTHKE JIKAPCTBEHHOTO Npenapara i HHCTPYKIMH [0 MEAULUHCKOMY ITPUMEHEHHIO
JIEKapCTBEHHOT'0 cpecTBa (JMcToK-BKIaab) (nanee — OXJII u Mucrpykuus JIC) Bocnpon3BeaeHHOro, THOPUIHOTO M OMOaHAIOrHYHOrO
(6bnomnon06HOT0) JTEKapCTBEHHOTO MperapaTa OTCyTCTBYIOT oTianyns ot aerctyromux OXJI u Mactpykuuu JIC opurnnaansHoro (pede-
PEHTHOTr0) JIEKAPCTBEHHOT'O Ipernapara, 3a UCKII0YeHHEM OTIHYHiI HH(OPMALIUK O IPOU3BOIUTENE, CPOKE TOJAHOCTH, COCTABE BCIIOMOTaTe b-
HBIX BEIECTB HE3HAUMMBIE PA3INuKs B OMOJOCTYHOCTH MM (papMaKOKHHETHKE.

4. IMocTpounoe (pacrookeHHOE MapauielibHO Ha OHOM Jiucte) cpaBHenue aeictByoumx OXJII u Muctpykiwu JIC opurunansHoro (pe-
(hepentHOrO) NekapcTBeHHoro npenapara u npoekto OXJI u Muctpykunu JIC Bocripon3BeJeHHOT0, THOPHIHOTO WM OMOAHATIOTHYHOTO
(6nomo006HOT0) JTEKAPCTBEHHOTO MpeTapaTa ¢ BhICJICHHEM U 000CHOBAaHHEM BCEX OTIIMUHI.

5. BenoMocTh U3MEHEHUH C YKa3zaHUuEM ITOCTPOYHO PACITIOJIOKEHHOI'O CPAaBHEHUSI BHOCUMBIX M3MEHEHUHN ¢ yTBep)KI[CHHOP’I Bepcneﬁ.

ITpumeuanue Ecnun paccmarpuBaemast JiekapcTBeHHast (popMa MM JO3UPOBKA OblIa 3aperHCTPUPOBaHa B BHJIE OTJEIb-
HOTO JIGKapCTBEHHOTO IIperapaTa, TO HCKII0YEeHUE TaKOH JIeKapCTBEHHOH (pOPMBI MM JO3HPOBKY OyIeT
CUHMTATHCS He BHECEHUEM U3MEHEHHH, a H3bATHEM U3 OOPAILCHHS.

B.1. 7 BBenenue ninu u3mMeHe- YcnoBus Tpebyemast TOKyMEHTAIHS Bun npouenypst
HHE pe3loMe CUCTeMbI (hapMa-
KOHA/[30pa JIEKapCTBEHHOTO
npenapara Jyisi MeUIIHCKOTO
npuMeneHns (*)

a) Beenenne pestome crucTeMbl 1,2,3,4,5 1B
(hapmakoHa30pa, H3MEHEHU I
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YIOJHOMOYCHHOTO JINLA IO
(hapmakoHaa30py (BKIIOYAsS
KOHTAKTHYIO HH(POPMALHIO) U
(MiTH) M3MEHEHHE MECTOPACIIO-
JIOXEHUs MacTep-daiina cucre-
MBI (hapMakoHaj30pa (anee -
MdCD)

JlokyMeHTanus
1. Pe3tome cucteMsl hapMakoHA130pa MM OOHOBICHHE 3HAYUMBIX JIEMEHTOB (COOTBETCTBEHHO):

[MoaTBepkIeHue TOro, YTO YCIYTOMOIyYaTeIb HIMEET B CBOEM PACIIOPSHKEHHUH YIIOJTHOMOYSHHOE JIUIIO, OTBETCTBEHHOE 3a (hapMaKoHaa30p,
YTBEp)KACHHE, TOIHUCAHHOE YCIYTOONyYaTeIeM, YTO yCIyronoiy4aTens o0naiaeT HeoOX0JUMbIMU clIOCOOaMH BBITIOJTHEHHS 33134 U 0051~
3aHHOCTEIl B COOTBETCTBUH C YCTAHOBJICHHBIMHU TPEOOBaHUSAMH ACHCTBYIOLIEr0 3aKOHOATENILCTBA B chepe 0OpalleHus JIeKapCTBEHHBIX
cpenctB. KoHTakTHas HHpOpMaNys yIOIHOMOYEHHOTO JHLa 1o ¢apmakoHan3opy PK, B KOTOpBIX pacnonaraercs ynoJIHOMOYEHHOE JIUIIO 10
(hapMakoH/I30py U BHINIOJHSET CBOM 33/1aun Mectopacmonoxenne MOCD

2. Homep MOC® (npu Hanuuun).

3. Konust 10roBOpHBIX B3aUMOOTHOIICHUH MEXIY AepKaTeIeM PErHCTPAllMOHHOTO yJOCTOBEPEHUS ¥ OpraHH3alieil OTBETCBTEHHOM 3a (ap-
MakoHa30p Ha Tepputopun Pecnyonuku Kasaxcran (opranu3saiuu Ha teppuropun Pecnyonuku Kazaxcran, npuHUMArOLIEH MPETEH3UH
(TIpeIIoKeH s ) TI0 KaueCTBY JIGKaPCTBEHHBIX CPEJICTB OT MOTPEOUTEINEH M OTBETCTBEHHOI 3a MTOCTPErHCTPalMOHHOE HAOII0IeHne 3a 0e3-
OIACHOCTBIO JIEKAPCTBEHHOT'O CPEACTBA)

4. IlepecmoTpenHast HH(OPMALIKS O JIEKapCTBEHHOM IIpenapare.

5. BenoMocTh U3MEHEHUH C YKa3zaHHuEM ITOCTPOYHO PACIIOJIOKEHHOTI'O CPAaBHEHUSI BHOCUMBIX M3MEHEHUHN ¢ yTBep)KI[CHHOP’I Bepcneﬁ.

[pumeuanmue: JlanHoe u3Menenue oxpaTbiBaeT BBeaeHrne MOC®D He3aBUCHMO OT HAJIMYHS B TEXHHYECKOM YacTH peru-
CTpalOHHOTO 10che [loapobHoro omucanust cucTeMsl (hapMakoHaa3aopa. M3MeHeHns] KOHTAKTHOTO JIH-
1a mo (apMaKkoHa 30y, BKIOUYasi KOHTAKTHYIO HH(popMmanuio (Homepa TenedoHOB 1 (HaKcoB, TOYTOBBIH
ajipec ¥ aJipec 3JICKTPOHHOMN MOYTHI) U M3MeHeHUs MecTopacnonoxeHus MOCO (ynuia, ropos, WHAEKC,
CTpaHa) JOIyCcKaeTcst OOHOBIIATh HCKIIOUUTENLHO NocpencTBoM Peectpa PecriyOinku Kazaxcran (6e3
HEeoOXO0IMMOCTH BHECCHHs M3MeHeHuit). Eciiu iepikarelib perucTpalioHHOTO yI0CTOBEPeHHUsI IprOeraet
K BO3MOXXHOCTH OOHOBJICHHS! YIIOMSIHYTOH BbIlie nH(opMauunu nocpeactsoM Peecrpa Pecriyoinku Kaszax-
CTaH, OH YKa3bIBaeT B PETHCTPALMOHHOM JI0ChE, YTO OOHOBJICHHAsI MH(POPMAILHS 3THX JaHHBIX BKIIIOUCHA
B Peectp PK.

B.1. 8 I3meHeHue cyiecTByIo- YcnoBus Tpebyemasi TOKyMEHTAIHS Bun npouenypst

1iei cucteMbl papMakoHa130-

pa CorIacHO NOoAPOOHOMY OIu-

CaHUIO CUCTEMBI (hapMaKoOHa I~

3opa (ganee - [IOCD)

a) MI3MeHeHne ynoIHOMOYEH- 1 1 1A

HOTO JiuIa 1o papMakoHaa30-

Py, ¥ (M1M) KOHTAKTHOW WH-

(dhopmanuu, u (MIm) npouesy-

PBI pe3epBHPOBAHHS

0) V3menenwne 6a3bl TaHHBIX 1,2,3 1 1A

0e30macHOCTH U (W) OCHOB-

HBIX KOHTPaKTHBIX COTJIallle-

HHH B IEJISIX BBIIOIHEHUS (ap-

MAaKOHA/I30PHBIX 00513aTeIbCTB

1 (WIn) U3MEHEHHE MECTa IIpo-

BesieHusl (hapMaKOHaI30pHOM

JIeSTeIbHOCTU

B) Unbie uzmenenus [I0CO, 1 1 1A

He BIUSIOIINE HA (QyHKIIMOHH-

pOBaHHE CUCTEMBI (hapMaKo-

Haza30pa (HarpuMep, H3MeHe-

HHE MECTOIIOJIOKEHHUS ITIABHO-
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ro XpaHWJIMILIA (apXHUBa), AAMH-
HHCTPATHBHBIE H3MEHEHUS])
r) Buecenue nzmenenuit B [10- | 4 1,2 1A

C® 1o pe3yabTaTtaM dKCIEPTH-
31 [IOCD gpyroro nexap-
CTBEHHOT'0 IIperapara Toro xe
nepxarens PY

YcnoBus

1. Cama cucrema (hapmakoHa30pa HE U3MEHSCTCSI.

2. Cucrema 6a3bl JaHHBIX MPOIILIA BAJIMIANNIO (€CIH MPUMEHUMO).

3. IlepeHoc TaHHBIX U3 APYTUX CHCTEM 0a3 JaHHBIX BAIMAWPOBAH (ECJIN MIPUMEHHMO).

4. Te xe u3menenus B [IOC® BBesieHs! UIsl BceX JIEKAPCTBEHHBIX MPEMapaToB TOro e Aepxkatens PY (oxuHakoBas OKOHYATENIbHAS BEPCUS
IIOCD).

JloxymeHTauus

1. ocnennsist Bepcust [IOCD u, e IpUMEHHMO, TIOCIETHISI BEPCHs Mpenapar-crnennpuyHoro aononHenns. OHU B OTHOIICHUH U3MEHEHHS
KBAJIM(UIIMPOBAHHOTrO JIKIIA 110 (hJapMaKOHAA30pY BKIIIOYALT:

a) KpaTKyto 6HOrpaduio HOBOro YHOJIHOMOYECHHOTO JIHIA 110 (papMaKoHA30DYy,

6) HOBOE ITOJIOXKEHUE JIePKATEIS M YIIOJTHOMOYEHHOTO JIMIIA 10 (hapMaKoHaA30py 00 MX CIIOCOOHOCTH U IIyTSAX YBEJOMIICHUS O HEXellaTeNb-
HBIX pEeaKIMIX, MOAMMCAHHOE HOBBIM YIIOJTHOMOYEHHBIM JIMIO 1O (hapMaKOHAI30py U JepiKaTeieM, i OTPaKalollee OCTAIbHBIC BHITEKAIOIIHE
W3MEHEHHs1, HallpUMep, B OpraHu3aluoHHON cxeme. Eciu ynoaHoMoueHHoe 1o 1o GpapMakoHan30py U (M) KOHTaKTHAs HHGOpMALus
YIOJHOMOYEHHOTO JiHiia 1Mo (apMakoHaa30py H3HadanbHO He ObuH BKIoYeHbl B [IOCD mnu [TOCD He cyuiecTByeT, mojaya nepecMoTpeH-
Horo ITOC® ne Tpedyercs, HEOOXOAUMO HPEICTABUTD TOJIBKO (HOPMY 3asBICHUSL.

2. Ccbuika Ha 3asiBjIeHH€ (IIPOLIEPY) U JIEKapCTBEHHBIH NpenapaT, B OTHOLIEHHH KOTOPOTro M3MEHEHHUs! ObLIH O0OPEHBI.

B.1. 9 I3MeHeHMe 4acTOThI U VYcnosus Tpebyemast noKyMeHTaLUs Bun npouemypst
(nmn) natel nogayun [10OOB ne-
KapCTBEHHBIX IIPENapaToB s
MEJMIMHCKOIO NIPUMEHEHUS

1 1,2 1A

VYcenopus 1. U3menenne yactotel u (wiu) aatel mogaun [I00b corimacoBaHo HAIMOHATIBHBIM YIOJIHOMOYCHHBIM OPTaHOM.

JokymenTarus 1. [IpunokeHHOE K CONPOBOIUTENBHOMY IMChMY 3asBICHUS O BHECEHHH M3MEHECHUI: CChUIKA HA COTJIAIIEHHE YIOTHOMOYEH-
HOTO OpraHa.

2. IlepecmoTpenHas yacrora u (win) aata nogayn [100B.

[Ipumeuanue JIAaHHOE U3MEHEHHe MpuMeHsieTcst, uib ecyu Uk [I00B ykazan B peructpainoHHOM JI0Che crocoba-
MU, OTJINYHBIMH OT YKa3aHHs CCBUIKH Ha IepedeHb OTYETHBIX JIaT, ¥ IpH HeoOoxoaumocTu noxaun [100B.

B.1.10 Benenue niu nuzmeHe- VYcnosus Tpebyemast noKyMeHTaLUs Bun nponemypst
HHs 00513aTENIbCTB U yCIOBUIL
PEruCTpaIy, BKIIOYas IIaH
YIpaBJIEHUs] PUCKAMU

a) Peanmsanus popmynupos- 1 1,2,3 1A
KH, COIJIACOBAHHOM C YHOJHO-
MOYEHHBIM OPTraHOM

0) Peanuzanus n3mMeHeHUH, II
TpeOYIOIUX IPEICTaBICHHS
nepxkateneM PY HOBBIX gomosn-
HUTENBHBIX JaHHBIX, HYX/IAI0-
LIUXCS B 9KCIIEPTU3E YIIOJIHO-

MOYEHHBIM OpraHoMm (*)

VYcnous 1. 3MeHeHue peanusyeT AeiHCcTBUE, 3aTpeOOBaHHOE YIIOJTHOMOYCHHBIM OPraHOM, U He TpeOyeT MoJjaun JOMOIHUTEIBHBIX CBE/Ie-
HUH U (WIIN) JaIbHEHIIeH SKCIIepPTU3bI.




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 18.07.2025
! AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.07.2025
™ .‘ a ,' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB JlaTa pesaKiyu 18.07.2025

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.07.2025

I[OKyMeHTaLII/Iﬂ 1. HpHJ’[O)KeHHOC K COIIPOBOAUTCIIBHOMY ITMCBbMY 3asBJICHUSI O BHECCHUU HU3MEHEHMI: CChUIKA Ha COOTBETCTBYIOILIEC pelIIC-
HHUEC YTIOJITHOMOYCHHOI'O OpraHa.

2. IlepecMmoTpenHast HHGOPMALUS O JIEKApCTBEHHOM IIpernapaTe.

3. BCI[OMOCTL M3MEHEHUH C YKazaHuEM IMOCTPOYHO PACIIOIOKEHHOT'O CPABHECHUSI BHOCUMBIX HM3MEHEHUH C yTBep)I(I[eHHOﬁ Bepcneﬁ.

[pumeuane 9TO M3MEHEHNE OXBATHIBACT JIUIIb CUTYAIMIO, B KOTOPOI BBOJUMOE H3MEHEHHUE 3aTParuBacT UCKITFOUM-
TEJBHO YCIIOBHS U (MITH) 00513aTeIbCTBA PETHCTPALINHY, BKIFOYAs [UIaH YIPABICHHS PUCKAMHU U YCIOBHS U
(mH) 00s13aTeNbCTBA PETUCTPALIMIA TIPH UCKITIOUYUTEIBHBIX OOCTOSTENBCTBAX U YCIOBHOW PETUCTPALHH.

*) BBEJICHHE IIaHa YIPABJICHHsI PUCKaMH, 3aTpeOOBaHHOE YITOTHOMOYEHHBIM OPTraHOM, BCera Tpedyer cy-
HIECTBEHHOM dKCIIEPTH3bI.

B.1. 11 Bxirouenue unnu uc- VYcnoBus Tpebyemast nOKyMeHTaLUsS Bug npouenypsi
KIIFOUYEHHE YEPHOTO CUMBOJIA
WM HOSICHUTEIIbHBIX YKa3aHUI
B OTHOIIEHUH JIEKAPCTBEHHBIX
NpenaparoB, BXOIALIMX B Ie-
pEUCHB JIEKapCTBEHHBIX TIpena-
paroB, NOIEKAIIMX JOTOIHH-
TEJIEHOMY MOHUTOPHHTY

1 1,2,3,4,5 1A

Ycnosus 1. JlekapcTBEHHBIHN NpenapaT BKIIOYEH WX HCKIIOYCH U3 NIEPedHs JICKapCTBEHHBIX MIPENapaToB, OUIEKAIINX JOTIOIHUTEIEHOMY
MOHHMTOPHUHTY (COOTBETCTBEHHO).

JlokymeHTamus

1. IlpunoxeHHOe K CONIPOBOAUTEIBHOMY ITUCHMY 3asIBIICHHS O BHECCHUHU 3MEHEHHM: CChIJIKA HAa IIEPEUCHb JIEKAPCTBEHHBIX NPENapaToB, MO-
JIeKAIUX JOMOTHUTEIBHOMY MOHUTOPHHTY.

2. IlepecmoTpeHHast HHpOpMAIKs O JISKApCTBEHHOM Tpenapate (OOHOBIICHHast 00IIas XapaKTEpUCTHKA JICKAPCTBEHHOTO TIpernapaTa, HHCTPYK-
ISt IO MEJUIIMHCKOMY ITPUMEHEHHIO (JIMCTOK-BKIIAIbINI)).

3. Jlexmaparys o TOM, 4TO B IIPOCKTaX OOIIEei XapaKTepUCTHKE JIEKAPCTBCHHOTO TIpenapaTa ¥ HHCTPYKIUHU 110 MEIUIIMHCKOMY IIPHUMEHEHHIO
JIEKapCTBEHHOT0 cpencTna (JmcTok-Biuaasim) (naisee — OXJIIT u Uuctpykums JIC) Bocnpou3BeaeHHOr0, THOPUIHOTO MM OHOaHAIOTHYHOTO
(61oMmo00HOT0) JTEKapPCTBEHHOTO MpernapaTa OTCYTCTBYIOT oTianyus ot aevictByromux OXJI u Muctpykuuu JIC opurunansHoro (pede-
PEHTHOT0) JIEKapCTBEHHOTO Mperapara, 3a HCKIF0UYCHHEM OTJINYMi HHPOPMAIIUH O ITPOU3BOIUTENIE, CPOKE TOJJHOCTH, COCTABE BCIIOMOTaTellb-
HBIX BEILECTB HE3HAUYMMBbIC Pa3Inyus B OMOJAOCTYITHOCTH MK (hapMaKOKHHETHKE.

4. ITocTpouHoe (pacroiokeHHOE NapajuIelIbHO Ha OHOM Jincte) cpaBHeHue aeictByronmx OXJII n Muactpykiuu JIC opurunansHorO (pe-
(epenTHOrO0) NekapcTBeHHOTo npenapara u nmpoektoB OXJII u Mucrpykimu JIC BOCIpon3BeIeHHOTO, THOPHIHOTO WIIM OHOAHATIOTHYHOTO
(61010 J06HOT0) JTEKAPCTBEHHOTO MpenapaTa C BhIACICHHEM U 000CHOBAHHEM BCEX OTIUYHIA.

5. BemoMocTh u3MeHEeHHH ¢ yKa3aHHEM MOCTPOYHO PACIIONIOKEHHOTO CpaBHEHHSI BHOCHMBIX H3MEHEHUH C yTBEP)KACHHOI BepCHE.

IIpumeuanue JITAHHOE U3MEHEHUE OXBATHIBAET CUTYALHIO, IPH KOTOPOH BKIIOYEHHE MJIM UCKIIIOUEHHE YEPHOTO CUMBOJIA
WIIH TTOSICHUTENBHBIX YKa3aHUI He IIPOU3BOUTCS B paMKaX JPYroil peryasTopHoi mpolesypsl (Harpu-
Mep, MPOLEAYPbl NPOATIEHHS TN U3MEHEHHs, 3aTparuBatomieil ”HGOPMAaLHUIO O JISKAPCTBEHHOM Ipernapa-
Te).

B.1. 12 [Ipoune n3meHeHus, He VYcnosus Tpebyemast noKyMeHTaIUs Bup npouenypsr

OIMCaHHBIE B IPYTUX pa3jie-

J1ax HacTosmero JlononHenus,

B TOM YHCJIE€ H3MEHEHHE TUIIA

JIEKapCTBEHHOTO TIpernapara,

3aperucTpupoBanHoro B Pec-

ny6nuke Ka3axcraH, BKIoua-

IOIUX 034y UCCIIEI0BaHUM

YIOJHOMOYEHHOMY oprany (*)

II

ITpumeuanue €CJIU DKCIePTU3a YIOTHOMOYEHHBIM OPTaHOM IIOJAaHHBIX JaHHBIX IPUBOIUT K M3MEHEHUIO 00IIel Xxapak-
TEPUCTHUKH JIEKAPCTBEHHOTI'0 NIpenapara, MapKMPOBKH, JAHHBIM U3MEHEHHEM OXBAThIBAIOTCSl COOTBETCTBY-
IOILKE TTONPaBKH K 00IIeH XapaKTepUCTUKE JIEKapCTBEHHOTO NpernapaTa, MapKHpOBKe.




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 18.07.2025
; 1 AKTLIep/IiH TANOHIbI OaKplIay OaHKI Caxray KyHi 30.07.2025
‘,‘ d .' ' ggggoggzgl/l I;Z)HTpO.TII)HHﬁ 0aHK HOPMATHBHBIX [TPABOBBIX AKTOB JlaTa pesaKiyu 18.07.2025
XCTaH B 2JIEKTPOHHOM BH,
y 43aXCTaH B SIICKTPOHHO e JlaTta ckaunBaHMs 30.07.2025
*) JlaHHOE U3MeHeHue He IPUMEHSIETCs] K M3MEHEHUSIM, KOTOpbIe IPUHATH B KayecTBe n3MeHeHul 1B tuna

110 YMOJIYaHUIO B COOTBETCTBHUU C JTFOOBIM JAPYTuM pa3ZiejioM HACTOALICTO HOHOHHCHI/IH.

B.1. 13 3meHeHue, TpeOytoliee HOBOI PerucTpalui J1eKapCTBEHHbIX CPEJICTB!

1) m3MeHeHue Win 100aBIeHNE HOBOW T03MPOBKU (AaKTHBHOCTH);

2) U3MEHeHHe WK 100aBlIeHUE HOBOI JIeKapCTBEHHOU (OPMBI.

[lepeueHb JOKYMEHTOB, IPEJOCTABIACTCS COTTIACHO NpHIOXKeHHIM 14 u 15 mactosmux [Ipasui.




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025

™ ,‘ a ,' ,' }C?Tanogm,lﬁ I;Z)HTpO.TII)HHﬁ 0aHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
ecry6nmkn Ka3axcraH B 37IeKTPOHHOM BUJIE Tlata ckaumBanms 30.07.2025

[Ipunoxenue 17
K [IpaBUJIaM PETUCTpaLUU

JICKAPCTBCHHBIX CPCACTB 1 MCAUIITUHCKUX

V3JEJUH 110 IPUHIUITY «EAUHOTO OKHA»

OT4eT HAYAJILHOM IKCNIEPTU3BI JTEKAPCTBEHHOT0 CPEACTBA

1. HpOBCI[CHa HayaJibHasl SKCIIEPTHU3a JICKAPCTBEHHOI'O CPEACTBA

1) @®.1.0. (pu ero HalIu4KM) FKCIepTa
2) JlomkHOCTB 9KCIepTa
2. ndopmanus o 1eKapcTBEHHOM CPEACTBE
1) Howmep u nara 3asBku
2) ToproBoe HaMeHOBaHUE Mpenapara
3) MesxayHapoiHOe HenlaTeHToBaHHOe Ha3BaHue (nanee — MHH)
4) JlekapctBenHas popma
5) JlozupoBka
6) Konuenrpanus
7) Crioco0 BBeIeHHS
3. YnakoBka
Ne HauMeHoBaHHE yIIaKOBKH Bun ynakoBku (iepBru4Hasi, O05- Ko-
BTOPUYHAs) eM Jye-
CTBO
enu-
HUIL
B
yma-
KOBKE
1)
2)
4. JlaHHBIE O IPOU3BOIUTEIIE
Ne Tun opraHu3aliy WIK y4acTOK MPOU3BOACTBA HanmeHoBanue opranuzanun Crpa- | IOpu-
Ha Jde-
CKHUH
azpec
1. IIpousBoaurens
2. Y akoBIIHK
2.1 | TepBuunas
2.2 | Bropuunas
3. [IpousBoauTenb, OCYIECTBISIONIMNA KOHTPOJIb KauecTBa
4. [IpousBoauTenb, OTBETCTBEHHBIN 3a BBIITYCK CEpPHi
5. JlepkaTenb perucTpaiOHHOTO YIOCTOBEPEHHUS
5. [opsok oTmycka
1) VYcnoBus otmycka:(He00X0IUMOE OTMETUTD) 110 peenty

6e3 perenta




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi

e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Caxray KyHi
L “ o DTaNOHHBIH KOHTPOJIBHEIH G6aHK HOPMATHBHBIX IPABOBLIX AKTOB Jlara penaxmm
Pecny6nuku KaszaxcTaH B 2JIeKTPOHHOM BHJIE
JlaTta ckauMBaHUs

18.07.2025
30.07.2025
18.07.2025
30.07.2025

6. B PecniyOnuke Ka3axcran 1oj yka3aHHbIM TOPrOBbIM HAMMEHOBAHUEM paHee 3aperucTpUpOBaH JPYroi JIeKapCTBEHHBIH Npemnapar ¢ 1py-

TUM COCTaBOM aKTHUBHBIX BCIUICCTB

D HET
na
7. OueHKa MOJHOTHI, KOMIUIEKTHOCTH PETHCTPAIMOHHOTO JJOChE U MIPABMIIBHOCTH O(OPMIICHHS IIPE/ICTaBICHHBIX JOKYMEHTOB
1) Jlocwke copMupoBaHO 1O pa3jienam, CTPaHUIbI IPOHYMEPOBAHBI, OIIMCH IOKYMEHTOB COCTaBJICHA Her
it}
2) KoMIutekT TOKyMEHTOB COOTBETCTBYET YTBEP)KACHHOMY IEPEYHIO Her
na
3) Hanmume 1iBEeTHBIX MaKeTOB YIIAKOBOK M (DAKT 3aBEPEHUS UX HOAIUCHIO YCITyTONOIy4aTelsl, COOTBETCTBHE HeT
YIIaKOBKH JIGKapCTBEHHOTO MpenapaTa coryiacHo [IpaBuiaM MapKUpOBKH JICKAPCTBEHHBIX CPEACTB U MEIUIMH-
. a
CKUX H3JIeNNil, yTBeP)KICHHBIM MpUKa3oM MuHuCTpa 3apaBooxpaHenus Pecryonuku Kazaxcran ot 27 siHBaps .
2021 roma Ne KP ICM-11 (3apeructpupoBat B Peectpe rocyapcTBeHHOW perucTpaiiii HOpMaTUBHBIX TPaBo-
BBIX akToB 1oz Ne 22146) (nanee - [IpaBuia MapKUpOBKH).
4) TexcT MapKUpOBKH 00pa3L0B MAKETOB YIAKOBKH, STHKETOK, CTHKEPOB COOTBETCTBYET [IpaBHiiaM MapKUpOBKA. | o
it}
8. OueHka cocrapa JeKapCTBEHHOI0 Ipenapara
1) Hasmume B coctaBe JIeKapCTBEHHOTO MpeTapaTa 3alpenieHHbIX KPaCHTEIICH U IPYTUX BCIIOMOTaTeIIbHBIX Be- Her
IECTB
pit:}
2) Hanwume B cocraBe JIeKapCTBEHHOT'O IIpenapara BEeLIeCTB, IOJyYeHHBIX U3 KPOBH, OPraHOB M TKaHEH YeloBe- Her
Ka M )KUBOTHBIX
pit:}
3) Haymume B cocTaBe HApKOTHYECKHMX CPEZCTB, ICHXOTPOITHBIX BEIIECTB M IIPEKYPCOPOB (IIPY HAIWYHH yKa3aTh Her
Tabnuiy, mo3uiuio)
na
9. OueHka Ha3BaHUS JICKAPCTBEHHOTO TIpeTiapaTa Ha MpeMET OTCYTCTBUS B HEM:
1) CXOJICTBO C paHee 3aperUCTPUPOBAHHBIMHY JIEKAPCTBEHHBIMH IIpeTIapaTaMu | CJIOB C HEOI1aro3ByYHbIMHU BBIpa- Her
JKSHUSIMH
na
2) CHOCOOHOCTH BBECTH B 3a0JIyK/ICHHE OTHOCUTEIHHO HCTUHHOTO COCTaBa U JICHCTBYS Ipenapara Her
na
3) cxoxcrea MHH n (mm) cxoqHble ¢ HUMM Ha3BaHUS JJIS JICKAPCTBEHHOTO TPEnapaTa Apyroro XuMUIeCKOro Her
CcOCTaBa WX IEHCTBUS
na
10. Ouenka cBezieHHH 0 (hapMaKOJIOrHIECKOM JeHCTBUM JIEKapCTBEHHOTO IperapaTa
1) COOTBETCTBUE CTPYKTYPhI M O)OPMIICHUS] HHCTPYKIMH O METUIIMHCKOMY MPUMEHEHHUIO JIEKapPCTBEHHOTO TIpe-
napara HOpsIKy COCTaBJICHUS U 0pOPMIICHHSI MHCTPYKLMHU 110 MEAUIIMHCKOMY IIPUMEHEHHIO JIEKapCTBEHHBIX
CPEJICTB M MEAMLIMHCKUX U3/ACNUH, 00IeH XapaKTePUCTUKE JIEKAPCTBEHHOTO CPEICTBA ONPEACIISEMOro yIIo-
HOMOYCHHBIM OPTaHOM B COOTBETCTBHH C ITyHKTOM 4 cratbu 242 Konekca "O 310poBbe Hapo/ia U CUCTEME
3]IpaBOOXpaHEeHHUs".
11. OueHka HOPMaTHBHOTO JIOKYMEHTA 10 KOHTPOJIIO Ka4eCTBa ¥ O€30IaCHOCTH JIEKAPCTBEHHOTO CPE/ICTBA
1) CoOOTBETCTBHE CTPYKTYpBI HOPMaTUBHOTO JJOKyMEHTA 110 Ka4ecTBY U Oe3zornacHoctH [IpaBmiam pa3paboTku
IIPOM3BOAUTEIIEM JICKAPCTBEHHBIX CPEJCTB M COTTIACOBAHUS FOCYAApPCTBEHHON SKCIEPTHON OpraHu3anueil Hop-
MAaTHBHOTO JOKYMEHTA 10 Ka4eCTBY JICKAPCTBEHHBIX CPEJICTB MPH IKCIEPTU3E JICKAPCTBEHHBIX CPEJICTB, YTBEP-
JKJICHHOTO TIprKa30oM MuHuCTpa 3apaBooxpaneHus Pecriyonuku Kazaxcran ot 16 despans 2021 roma Ne KP
JICM-20 (3apeructpupoBaH B B Peectpe rocyjapcTBeHHOM perucTpalu HOPMaTUBHBIX IPABOBBIX AKTOB I10]T
Ne 22228).

11. 3akimoueHus:




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e.,‘ d .' .' DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

1) 0TKa3aTh B JalbHeWNIeH skciepTuse (C 000CHOBaHHEM)

2) MIPOJIOJIKUT KCIIEPTH3Y

PykoBoauTenb CTPyKTYPHOrO NOAPA3ACITICHUS

noanuck @.N.O (ripu ero HAIMYUHN )

Okcnepr

noanuck @.N .O (ipu ero HaIUYUN)

Jlara




e.zZan

Kazakcran PeCl'IyGJ'lHKaCLIHLIH OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

[Ipunoxenue 18

K IPaBUJIaM PETUCTPALUU

JICKAPCTBCHHBIX CPCACTB U MCAUITUHCKUX

V3EJIUH 110 ITPUHIIUITY

«CAUHOI'O OKHa»

dopma

OT14yer HAYAJILHOM IKCIECPTU3BI H3MeHeHHﬁ, BHOCHUMBbLIX B PEIrUCTPAIIMOHHOE J0CHEC

JJEKAPCTBEHHOI'O CPeaCTBA

1. IIpoBesieHa HavyasbHAs SKCIEPTU3a U3MEHEHHI, BHOCUMBIX B PETHUCTPAILIMOHHOE 10ChE JIEKAPCTBEHHOTO CPEJICTBA

1) @®.1.0. (mpu ero HaMU4YKUM) FKCTIEpTa
2) JlomKHOCTB 3KCnepTa
2. 3asiBICHHBIC H3MEHEHHUS SIBIISFOTCS:

Tuna I: Tuna I A, tuna I b

HCHU

Yka3aTb BHOCUMbIC U3MeE-

Tuna Il

HCHUS

Yka3aTb BHOCUMbIE U3MeE-

3. MHdopmanus o 1eKapcTBEHHOM CPEICTBE

1)

Howmep u nara 3asBku

2) Toprosoe HarMeHOBaHUE MpenapaTa

3) MexayHapoJHOE HEaTEHTOBAHHOE Ha3BaHHE
4) JlexapctBennas popma

5) JloznpoBka

6) Konnenrparus

7) Crioco6 BBeIeHUS

8) OpraHu3auus-npou3BoUTENb

9) Ne perucTpalliOHHOTO yJOCTOBEPEHUS

4. YrakoBka

KagyecTBa

No HanmeHoBaHUE yrIaKOBKH Buz ynakoBku (miepBudHasi, BTO- O0BbeM KonuuectBo exuHuI B yma-
puuHas) KOBKE

1)

2)

5. JlaHHBIE O IPOU3BOJUTEIE

No Ty opraan3anyy WM y4acTOK IIPOU3BOJCTBA HawnmeHoBanne opranusanumu Crpana IOpunmuecknii anpec

1. IIpousBoaurens

2. YakoBIIuK

2.1 | IlepBuunas

2.2 | Bropuunas

3. [IponsBoanTEH, OCYIIECTBISIONIMNA KOHTPOIb




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

e* ‘ a .' _' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Cakray KyHi
Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

4. IIpousBoanTEb, OTBETCTBEHHBIH 32 BBITYCK Ce-
puit
5. JlepkaTens perucTpanoHHOTO yI0CTOBEPEHHS

6. IlepeyeHb BHOCHMBIX H3MEHECHUIT

)]

HaumenoBanue JAOKYMCHTa CTapasI penaknus

Hosas pe-
JAKIHs

7. OI_IGHKa TIOJTHOTBI, KOMIUICKTHOCTHU PEruCTpalfuOHHOTO JOCHE U IPAaBUIIBHOCTU O(i]OpM.IIeHI/ISI

NPEACTAaBJICHHBIX TOKYMEHTOB

1)

,HOCI)C C(i)OpMHpOBaHO 110 paszaeijiaM, CTpaHUIbl IIPOHYMEPOBAHbI, OITUCh JOKYMEHTOB

HET
COCTaBIICHA
na
2) KoMIutekT T0OKyMEHTOB COOTBETCTBYET YTBEP)KACHHOMY ITEPEYHIO Her
na

8. 3akroucHue:

1)

0TKa3aTh B JalbHeHmIeH skcnepTuse (C 000CHOBaHHEM)

2)

TIPOAOJIKUTDL SKCIICPTUY

PykoBoauTenb CTpyKTYpHOTO TIOIpa3ieIeHUs

noanuck @.N.O (ripu ero HaJIUYNN)

DKcnept

noanuck @.N.O (ripu ero HaIUYNN)

Jlara




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.07.2025
e.zarl

DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKuum 18.07.2025

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.07.2025

[Ipunoxenue 19
K [IpaBUJIaM PETUCTpaLUU
JIEKapCTBEHHBIX CPEJCTB
Y MEIULUHCKHUX U3JIETUI
10 MPUHIHUITY «ETUHOTO OKHA

IlepeyeHb HepaIMOHAIbHBIX KOMOMHALMH JIEKAPCTBEHHBIX CPE/ICTB

Ne Ha3BaHue JekapCTBEHHOTO CPEJCTBA, NX KOMOHHALIUH

1. dukcHpoBaHHbIE KOMOWHAIIMM BUTAMHUHOB C TPAHKBUIIM3aTOPAMU

2. dukcupoBaHHbIE KOMOWHAIIMN aTPONMHA (ATPONUHONOO0HBIX ) JISKAPCTBEHHBIX BELIECTB C aHANBICTHKAMH M aHTHIMPETHKAMU

3. dukcHpoBaHHBIE KOMOWHAIIMY HOXUMOHMHA C TECTOCTEPOHOM M BUTAMHHAMH

4. dukcHpoBaHHBIE KOMOWHAIMH JKeJle3a ¢ HOXUMOHHOM

5. dukcHpoBaHHBIE KOMOWHAIIMY aHTUTHCTAMHHHBIX JIEKAPCTBEHHBIX CPEJICTB C AHTUANAPEHHBIMH JISKAPCTBEHHBIMH CPEACTBAMH

6. dukcHpoBaHHBIE KOMOWHAIIMY MIEHULIUIUTHHOB C CYJIb(OHAMUIAMU

7. DuKcHpoBaHHBIE KOMOWHAIIMM BUTAMHUHOB C aHAJIBI€THKAMU (32 UCKITIOYEHHEM IapareTamMmosia ¢ BUTaMMHOM C, alleTHIICATHIMIOBOMH
KHCIIOTHI ¢ BUTaMuHOM C)

8. DukcHpoBaHHbIE KOMOMHAIIMN XMHOJIOHOB € JIOOBIMU JIPYTHMH JIEKAPCTBEHHBIMH CPEACTBAMH, 32 HCKIIIOUSHUEM IIPEerapaToB JUls Ha-
PY’KHOTO IPUMEHEHUS

9. DUKCHPOBaHHBIE KOMOMHAIIMY KOPTUKOCTEPOUJIOB C JIFOOBIMH JIPYTHMH JICKAPCTBEHHBIMH CPEICTBAMM JUISl IpUEMa BHYTPb

10. | PuxcupoBaHHbIE KOMOMHALMHK XJIOpaM(EHHKOIa ¢ JIIOOBIMU IPYTHMH JICKAPCTBEHHBIMH CPEACTBAMM JUIS IpUEMa BHYTPb

11. | PuxcupoBaHHbIe KOMOMHALMH BUTAMHHOB C IPOTUBOTYOEPKYJIE3HBIMH TIPENapaTaMHu, 3a HCKIIOUEHHEM U30HUA3U/1a C TUPHIOKCHH
THAPOXJIOPUAOM (BUTAaMUHOM B6)

12. | KomOunanuu creponjHbIX aHaOOJIMKOB C IPYTUMH JIEKAPCTBEHHBIMH CPEJICTBAMH

13. | ®uxcupoBaHHBIC KOMOMHAINH CEJATUBHBIX (CHOTBOPHBIX) (AHKCHOJIMTHYECKHX ) JIEKAPCTBEHHBIX CPEJCTB C aHAIbI€TUKAMU-aHTHITH-
peTHKamMu (HECTEPOUIHBIMU) IPOTHBOBOCIIATUTEILHBIMH CPEICTBAMHU

14. | ®uxcupoBaHHBIE KOMOMHAIIMN aHTarOHKUCTOB H2-rrcTaMrHOpEIenTOPOB (MHIMONTOPOB) IPOTOHHOMN ITOMITHI C aHTAIMJaMU

15. | ®uxcupoBaHHBIE KOMOMHAINH, COJEPIKAIIe OoJiee YeM OHO aHTUTUCTAMHHHOE JICKAPCTBEHHOE BEUIECTBO

16. | ®uxcupoBaHHbIE KOMOMHALMK AHTUTEIBMUHTHBIX JIEKAPCTBEHHBIX CPEJICTB CO CIIA0UTEIbHBIMU

17. | ®uxcupoBaHHBIE KOMOMHAIMH JICKAPCTB C OPOHXOPACHIIMPSIIONINM JICHCTBIEM C IPOTHBOKAIIIEBEIMH JICKAPCTBCHHBIMH CPEACTBAMHA
LEHTPAJIbHOrO ACHCTBUS U (MJIM) aHTUTHCTAMUHHBIME CPEICTBAMH

18. | duxcupoBaHHbIC KOMOMHAINKE MYyKOJUTHKOB (OTXapKHBAIOLINX) CPEICTB C MPOTUBOKALICBBIMH JICKAPCTBEHHBIMH CPEACTBAMH H
(MITH) aHTUTHCTAMUHHBIMU CPECTBAMHE

19. | duxcupoBaHHbIC KOMOMHAINK CIA0MTEIBbHBIX U (MIIH) CHIa3MOJIMTHYECKUX JICKAPCTBEHHBIX CPEACTB € (DepMEHTHBIMH IperapaTaMu

20. | duxcupoBaHHBIE KOMOMHALUH TIPOTUBOPBOTHBIX JIEKAPCTBEHHBIX CPEICTB HHIMOUTOPOB IONAMHHOBBIX PELIENITOPOB C JIEKAPCTBEHHBI-
MH BEIICCTBaMH, HMEIOIIUMH CUCTEMHYI0 abCOpOLIHI0

21. | duxcupoBaHHbIE KOMOMHALUH IPOTUBOKAIIEBBIX JIEKAPCTBEHHBIX CPECTB LEHTPAIBHOTO ACHCTBUS ¢ AaHTUTUCTAMUHHBIMU JIeKap-
CTBEHHBIMH CPE/ICTBAMHU

22. | ®uxcupoBaHHBIE KOMOMHAIMH, COJEPIKAIINE IEKTHH U (WJIN) KAOJIHMH C JIFOOBIMH JICKAPCTBEHHBIMH BEI[ECTBAMHU, KOTOPBIC BCACHIBAIOT-
Csl B CHCTEMHBII KPOBOTOK M3 KEITyI0YHO-KHIIEYHOTO TPAKTa, 32 MCKIIOUCHHEM KOMOMHAIMN TIEKTHHA U (MJIH) KaOJIMHA C JIEKapCTBEH-
HBIMH BEIllECTBaMH 0€3 CUCTEMHOI abcopOImu

23. | ®uxcupoBaHHBIE KOMOMHALUH IPOTUBOAUAPEHHBIX JICKAPCTBEHHBIX CPECTB C AIEKTPOIHUTAMHU

24 | ®uxcupoBaHHBIC KOMOMHAINH OKCH(EeHOyTa30Ha WK GeHmIO0yTa30Ha C JIIOOBIMH IPYTHMH JICKAPCTBAMH

25. | ®uxcupoBaHHBIE KOMOMHALUHM METaMH30J1a C JIIOOBIMH IPYTHMH JICKAPCTBEHHBIMH CPEIICTBAMH




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025
e.zarl

DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKuum 18.07.2025

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.07.2025

26 | duxcupoBaHHbIE KOMOMHALUKM HECTEPOUIHBIX IPOTHBOBOCIAIUTENIBHBIX JIEKAPCTBEHHBIX CPEJICTB € ATPOIMHHOIOI00HBIMH JIEKap-
CTBEHHBIMU CPEACTBAMH (CIa3MOIUTHKAMM)

27. | ®uxcupoBaHHbIE KOMOMHALUM ABYX U 00Jie€ HECTEPOHIHBIX IIPOTUBOBOCTIAIUTENBHBIX JIEKAPCTBEHHBIX CPEICTB

28. | ®uxcupoBaHHBIC KOMOMHAINHN TTapaneTamosna ¢ 6apOuTypaTamMmu, TPaHKBIIIN3ATOPAaMH U JPYTHMH JICKAPCTBEHHBIMHU CPEJICTBAMH, HH-
JYKTOpaMH ()epMEHTOB IMTOXPOMHON CHCTEMBI IICUCHH.

29. | dukcupoBanHbIe KOMOMHaIUK NapaneTamoda (Bbime 200 MUIUTpaMM B pa30BOH 103€) ¢ HECTEPOUIHBIMH IPOTUBOBOCHAINTEIbHBIMA
JIEKapCTBEHHBIMU CPEACTBAMH, 32 UCKIIIOUEHHEM JIEKapCTBEHHBIX MIPENapaToB KPaTKOBPEMEHHOTO IPUMEHEHHS

30. | PuxcupoBaHHbIE KOMOMHALUH TTEHUIIMITIMHOB CO CTPENITOMUIIMHOM B APEHTEPANIbHBIX JIEKaPCTBEHHBIX (hopMax

31. | duxcupoBaHHbIE KOMOMHALUK TAHKPEATHHA WM MAKPEAINIIa3bl, COACPIKAIIMX aMUIIa3y, IPOTeasy | JIUNasy, ¢ JF0OBIMU IPYTUMU
(bepMeHTamMHU, B TOM 4HCIIe ObIUBCH JKEITYBI0, TEMUIEIUTION0301

32. | ®ukcupoBaHHbIE KOMOMHAIMKM HUTPO(YPAHTOWHA U TPUMETONPUMA

33. | duxcupoBaHHbIE KOMOMHALUK 0ApOUTYPATOB € IPYTUMH JIEKAPCTBEHHBIMU CPEACTBAMH, 32 HCKIIIOUSHUEM PACTUTENILHOTO IIPOUCXOXK-
JIeHUs

34. | PuxcupoBaHHbIE KOMOMHALIUH JIEKAPCTBEHHBIX CPEJICTB, YTHETAIOINX LIEHTPAIbHYIO HEPBHYIO CUCTEMY CO CTUMYJISITOpPAMH 1eH-
TpPaJIbHOW HEPBHOM CUCTEMBI

35. | ®uxcupoBaHHBIE KOMOMHAIMK 0APOUTYPATOB C THOCIUAMUHOM U (WJIM) THOCIHOM, O€JUTalOHHOW M IPYTHMH aTPOITMHOIIO00HBIMH
JIEKapCTBEHHBIMHU CPEACTBAMU

36. | duxcupoBaHHBIE KOMOHHAIME 0apOUTYPATOB C SPrOTaMIHOM

37. | PuxcupoBaHHbIE KOMOMHALUK TaJIOIEPUAO0TIA C JIFOOBIMH AHTUXOIMHEPIMYECKHMH JIEKAPCTBEHHBIMH CPEJICTBAMH

38. | PuxcupoBaHHBIE KOMOMHALUH AaHTHOAKTEPUATIBHBIX M @aHTUIPOTO30IHBIX JICKAPCTBEHHBIX CPEICTB, 32 HCKITIOYEHHEM IIPENapaToB Ha-
PYKHOTO IIPUMEHEHUsI, HE OKa3bIBAIOLIUX CHCTEMHOT0 ACHCTBUS

39. | duxcupoBaHHBIE KOMOMHALUHK JIONEPaMHIA THAPOXIOPHIA C HYpa30IUIOHOM

40. | duxcupoBaHHbIE KOMOMHAIINHM AaHTHOAKTEPHUATIBHBIX JICKAPCTBEHHBIX CPEICTB U MPOOHOTHKOB, IPEOUOTHKOB

41. | dukcupoBaHHBIE KOMOWHALIUY [IUIIPOTENTAANHA C TM3MHOM HJIH IEITOHOM

42. | dukcupoBaHHBIE KOMOWHAIIUKE HECTEPOUIHBIX IPOTHBOBOCIAIUTENBHBIX CPEACTB (Mapaeramona) (aueTHICATUIMIOBON KUCIOThI) i
anTaiuaoB (H2-610kaTopoB) (MHrHOMTOPOB) MPOTOHHOM HOMITBI

43. | duxcupoBaHHbIE KOMOMHAIIUY TITIOKOKOPTUKOCTEPOUI0B, aHTUOAKTEPHAIBHBIX U aHTUIIPOTO30HHBIX JICKAPCTBEHHBIX CPEICTB 3a UC-
KIIIOYEHHEM /I HapyXKHOTO PUMEHEHUS

44. | duxcupoBaHHble KOMOMHAIMY NaparieTamona (Bbime 500 Mr B pa30Boii 103¢) B MHOTOKOMIIOHEHTHBIX TIpenapaTax




e.zZan

KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Penaxnusinay kyHi 18.07.2025
Caxkray KyHi 30.07.2025
Jlata pegakuuu 18.07.2025
JlaTta ckaunBaHMs 30.07.2025

[Ipunoxenue 20
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

CBOIHBII 0TYET IKCNEPTOB MO OLIEHKE JIEKAPCTBEHHOT0 Mpenapara

1. HpOBeI[eHa 9KCIICPpTHU3a PETUCTPAINOHHOTO AOCHE JICKAPCTBCHHOI'O CPCACTBA

®.1.0. (mpu ero HalIUYUK) U JOJKHOCT IKCIIEPTOB

2. VYueHas CTeNeHb, 3BaHUE

3. No 3asBKH

4. Jlara

5. ToproBoe HaHMEHOBaHHUE Hperiapara

6. MexyHapoIHOE HeMaTeHTOBaHHOE Ha3BaHue (nasee - MHH)

7. JlexapcTBeHHEI Npenapar ABIAeTCA OpurnHaabHBIN JISKapCTBEHHBIH Iperapar
BocnpounssenenHslit 1eKapCTBEHHBIN IIpenapaT
I'nOpuaHbIi IeKapcTBEHHBIN Mpenapar
Buonorudeckuil rekapcTBEHHBIH Npenapat
HMMyHOOMONIOrMYeCcKHi JIeKapCTBEHHBIH Mpena-
par
Buromnono6HsIi nexapcTBeHHbd npenapat (bro-
CHUMUJISIP)
KomOuHHnpoBaHHBIIT JIeKapCTBEHHBIN Mpernapat
JlexapcTBeHHBIH Mpemapar ¢ XOpoIIo U3ydeH-
HBIM MEIUIMHCKUM IIPUMEHEHHEM
PagunodapmarieBTHueCKHi JIEKApCTBEHHBIN Tpe-
rapar WiIH IpeKypcop
T'omeonaTnyecknii 1EKapCTBEHHBIN Npenapar
PacTuTenbHbIH IeKapCTBEHHBIH Mpenapar
OpdaHHBIi JTeKapCTBEHHBIH Ipenapar
AxkTuBHas (papMarieBTHUECKast CyOCTaHIHSL, TIPO-
u3BeJeHHas He B ycnoBusax GMP
JlekapcTBeHHOE IPUPOHOE ChIphE (HE hapma-
KOTIEHHOE)
IMpexBanudukauus BO3
Tpancoep

8. Jlns reHeprKa yka3zaTh Ha3BaHUE OPUTHHAIBHOTO JIEKAPCTBEHHOTO TIpenapaTa

9. JlekapcTBeHHas Gpopma

10. | JozupoBka

11. | Konuenrpanus

12. | ®dapmakoTepaneBTHYECKast IpyIIIa




e.zZan

KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

13. | Koa B COOTBETCTBHHU C aHATOMO-TEPAIIeBTHYECKO-XMMHUYECKOH Ki1accudukanuen
(manee - AHaTOMO-TepaneBTHYECKO- XUMHIECKas )

14. | ®opwma ormycka 10 peuenty 6e3 penentaCkadars

2. YnakoBka
Ne | HaumenoBanwue yma- Bun ynakoBku (iepBuvHasi, BTO- Pa3- 0O0b- | KonuuectBo enuHuUIl B ymia- Kpatkoe onuca-

KOBKH pu4Hast) Mmep eM KOBKE HUE

1.
2.

3. JlanHbIE O TPOU3BOAUTEIIE
Ne Tum opraan3anyy Win y4acTOK IIPOU3BOJCTBA HawnmenoBanne opranusanumn Crpa- IOpunmuecknit anpec

Ha

1. [IpousBoauTens
2. Y akoBIIHK
2.1 | IepBuunas
2.2 | Bropuunas
3. [IpousBoauTeNb, OCYIMECTBISIONINNA KOHTPOJIb KaueCTBa
4. [IponsBoanTeNb, OTBETCTBEHHBIN 3a BBIITYCK CEPHIA
5. JlepkaTenp perucTpaiOoHHOTO YIOCTOBEPEHHUS

4. PCI‘I/ICTpaHI/IH B CTPAHC-IIPOU3BOAUTECIIC U APYI'UX CTpaHax
Ne Haspanue ctpaHbl Ne perucTpallioOHHOTO yJO0CTOBEPEHUS Jlara Bbl1aun Cpok zeiicTBust
1.
2.

5. B pe3ynbrare mpoBeIeHHOM SKCIIEPTU3bI YCTAHOBIICHO:

1) CocraB j1ekapCTBEHHOTO CPEJICTBA U 3aKJIIOUCHHUE O €r0 PAllMOHATIBLHOCTH U

COBMCCTUMOCTH MHI'PCANUCHTOB (YKaSaTI) JICKApPpCTBCHHBIC CY6CTaHHI/II/I )41

BCIIOMOTI'aTCJIbHBIC BCIICCTBA, BKIIIOYasd KOHCCPBAHTBI, COCTABHLIC BCIICCTBA 000JI0YKH

npenapaToB):
Ne | HaumenoBanue KonnuectBo Ha HopmaTHBHBIN TOKYMEHT [0 KOHTPOJIIO Ka4eCTBa U 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJCTB,
enunuly nekap- | wim [ocynapcrennas dapmaxones PecriyOnnku Kasaxcran, 3apyOexHble apmakorneu, npu-
CTBEHHOH (hop- 3HaHHbIE JeHCTBYIOMUMH Ha TeppuTopun PecryOnnku Kazaxcran
MBI
1. | JlexapcTBeHHas
(b1e) cyOcTan-
uust (u):
2. | Bcrnomorarens-
HbIC BEIIECTBA:
3. | Cocras o6omou-

KU TaOJETKH
WM KOpITyca

KarcyJbl:




Kazakcran Pecry6nmKachIHbIH 31€KTPOHIbI HEICAHIaFbl HOPMATHBTIK KYKBIKTBIK Penaxuusnay kysi 18.07.2025
] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025
™ prd [ | i OTaNOHHEIA KOHTPOJIBHEIH GaHK HOPMATHBHBIX NIPABOBEIX aKTOB JlaTa pesaKiyu 18.07.2025
Pecrry6iuku Ka3axcraH B 971€KTPOHHOM BHJIE Tlara ckaunpams 30.07.2025
2) [1ns 1eKapCTBEHHOI'O PACTUTENBHOTO ChIPhs
Ne | boranuueckue naTuH- HopmaTHBHEII JOKyMEHT 110 KOHTPOJIO KadecTBa i 6e30TacHOCTH JIEKapCTBEHHBIX Juxopac- Me-
CKME Ha3BaHMs pacTe- cpezcts, unn l'ocynapctennas dapmakones Pecry6nuky Kasaxcran u 3apy6ex- Tylee cTO
HHH, BXOJALIUX B CO- HbI€ (hapMaKoIeH, IPU3HAaHHbIE AeHCTBYIOMUMH Ha TeppuTopun Pecry6nuku Ka- WM Kyllb- | Hpo-
cras cbopa 3aXCTaH TUBHpYE- u3-
Moe pac-
Ta-
HUS
L.
2.
6. HpOI/ISBO)II/ITeJ'II/I AKTHUBHBIX CY6CT3HHI/Iﬁ, BXOJAIIUX B COCTAB JICKAPCTBCHHOT'O
cpeacrBa
Ne | HaummeHoBaHMe BeHIECTBa, BXOAALIETO B Haunmenosanue npousBoaurens Ha Crpa- | Anpec npou3BOACTBEHHOM MIOIIAN-
COCTaB JIEKAPCTBEHHOTO CPENCTBA PYCCKOM M aHIIIMICKOM SI3bIKaX Ha* KU Ha PyCCKOM U aHIJIMHCKOM S3bI-
Kax
1.
2.

7.B CJIydac HaJIN4YMA B COCTABC JICKAPCTBCHHOI'O CPCACTBA BCIICCTBA,

MOJIJIS)KAIETO KOHTPOJIIO B COOTBETCTBHH ¢ 3akoHOM Pecryonuku Kazaxcran "O

HAapKOTHUYCCKUX CPCACTBAX, IICUXOTPOITHBIX BCHICCTBAX, X aHAJIOrax M IIPEKypCcopax u

Mepax MPOTUBOJICHCTBUS NX HE3AKOHHOMY 000POTY H 3JI0yNOTPEOICHUIO UMU'":

D

3akIroueHre O MPUHA/IICKHOCTH K OAKOHTPOIBLHBIM BEIIECTBaM (Ha OCHOBAHHUH M3YyUCHHS MEXK/YHAPOIHOTO HEMATEHTOBAHHOTO
HaMMEHOBAHUsI, TOPrOBOTO HAa3BaHUsI, XHMHYECKOTO HAa3BaHUsI, CTPYKTYPHOU (OPMYJIBI O MPUHAUICKHOCTH K MOJIKOHTPOJILHBIM Be-
LIeCTBaM C yKa3aHueM no3unuu Tabmun Crincka, sIBISIETCs JIM BEIIECTBO CTEPEOM30MEPOM HapKOTHIeCKHX cpeacTB Tadmuusl 11, B
TEeX CIyJasiX, KOrJia CyIIeCTBOBaHNE TaKMX M30MEPOB BO3MOXHO B paMKax JJAHHOT'O KOHKPETHOTO XUMHYECKOTO 0003HaUCHHUS (ECIIN
TaKOBBIE OIPE/ICTICHHO HE HCKIIIOUCHBI), COJIbIO BCEX HAPKOTHYECKHX CPECTB, IepedncieHHbx B Tabmuue 11, Bkintouas conu nzome-
POB, KaK IPeyCMOTPEHO BBIIIE, BO BCEX CIIy4asiX, KOT/Ia CYIIECTBOBAHIE TAKMX COJICH BO3MOXKHO;COJIBIO IICHXOTPOIHBIX BEIIECTB
Ta6muupt 11 u Tabmuws! 111, koraa cyniecTBOBaHHE TAaKUX COJICH BO3MOXKHO

2)

HayYHO-00OCHOBaHHOE OIpeJIeNIeHHEe CTEIIEH! PUCKA 3JI0YIIOTPEOICHUS: BBICOKUI PUCK 3710YNOTPEOICHHUS, MM PUCK 3110ynoTpediie-
HUS OTCYTCTBYET, WM SIBJISICTCS HE3HAYMTEJIbHBIM;ONpPE/IEICHHE MAKCUMAJIBHO JI0MTyCTUMOTO COAEPKaHUS HAPKOTUYECKUX
CpPEZICTB, ICUXOTPOITHBIX BELIECTB U IIPEKYPCOPOB B JIEKAPCTBEHHBIX CPE/ICTBAX;

3)

3aKJIFIOUYCHHUEO BO3MOXKHOCTHU UJIM HEBO3MOXKHOCTHU U3BJICUCHUSI JICTKOAOCTYITHBIM crocodom TIOAKOHTPOJIBHOI'O BEIIECTBA B KOJIUYC-
CTBax, 10CTAaTOYHBIX IJIs 3H0yHOTpe6J’I€HI/IX

4)

3aKJIIOUYCHHUE B TOM, UTO B OTHOLICHHUH IIpEIiapaTa CHIATbI HEKOTOPHIC MEPbI KOHTPOJISA

8. AHanu3 cBeJleHUH 0 MPOUCXOXKACHHUH, peructpanuu B Pecmy6nnke Kazaxcran,

Ka4dCCTBC N BbBIBO/JbI

0 BO3MOKHOCTH UCIOJIb30BaHUs cyOcTanuu (ipu oTcyTcTBUM ceptudukara GMP)
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e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Caxray KyHi
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Pecny6nuku KaszaxcTaH B 2JIeKTPOHHOM BHJIE
JlaTta ckauMBaHUs

18.07.2025
30.07.2025
18.07.2025
30.07.2025

9. AHaJIN3 CBEIEHMM O Ka4ECTBE, KOJMYECTBE C BBIBOJAAMU O JTOITyCTUMOCTH
UCIIOJIb30BAHUS UCIIOJIb3YEMBIX

BCIIOMOI'aTCIIbHBIX BCIIICCTB

10. 3axnroyeHune o Mpou3BOACTBE (MMPOU3BOJACTBEHHAsA (popMyJia, ONHCaHKE

TEXHOJIOI'MH ITPOU3BOJACTBA,

KOHTPOJIb B ITPOIECCE MMPOU3BOACTBA, BaJIAAUA ITPOU3BOACTBCHHBIX HpOHCCCOB)

11. XapakTepucTrika TOTOBOTO MPOAYKTa (COOTBETCTBUE MPEICTABICHHBIX

napaMmeTpoB B cepTUdHUKaTe KauecTBa

Ha T'OTOBYIO IIPOAYKIHIO UJIN B IIACIIOPTC OPTraHHU3AIUU-IIPOU3BOJNUTCIIA OIITMCAHHBIM

MCTOAUKAM KOHTPOJLA

Ka4yeCTBAa B HOPMATUBHOW JIOKYMEHTAIlMU, COOTBETCTBUE CEPUM IIPEACTABICHHBIX

00pas1ioB cepusim,

yKa3aHHBIM B cepTUdUKATE)

12. 3akiroueHne 0 MapKUPOBKE U YITAKOBKE HA MIPEAMET UX TOCTATOYHOCTH JJIS
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oOecriedeHnsi COXpaHEHHUsI KauyecTBa

JICKapCTBEHHOTO CPEICTBA BO BPEMs XPAHECHHSI 1 TPAHCIIOPTUPOBKH,
(HEOOXOAMMOCTh AOTIOTHUTEIbHBIX HAJAMUCEN),

Hanu4Yue crienudukanyii Ha IEPBUYHYIO U BTOPUYHYIO YIIAaKOBKY. [ UTHEHHYECKOe
3aKJTI0YCHUE HA YIIAKOBKY

(1711 OTEYECTBEHHBIX MTPOU3BOIUTENIEH)

13. 3akIroueHne 0 HATMUMU HUITH OTCYTCTBHMH B Ha3BaHHH JICKAPCTBCHHOI'O CPEACTBA:

1) rpaduueckux CXOJCTB C paHee 3apETUCTPUPOBAHHBIMU JICKAPCTBEHHBIMHU
npenapaTaMu U CIOB ¢ HE0JIaro3ByYHbIMU BhIPAKEHUSIMH;

2) cOCOOHOCTHU BBECTH B 3a0J1yKAECHUE OTHOCUTEIHLHO UCTUHHOIO COCTaBa U ICUCTBUS
nperapara;

3) cxonctBa MHH u (wnn) cxoiHble ¢ HUMH Ha3BaHUS IS JIGKAPCTBEHHOTO CPEJICTBA
JIPYTroro XMMHYECKOT0 COCTaBa WU JCHUCTBUA.

14. Cnenudukaiiys roTOBOro NpoyKTa

15. 3akiIroueHre 0 JAaHHBIX XUMHUECKOH, (DapMalleBTHUECKONW U OMOJIOTHYECKOM
(MH BUTPO) SKBUBAJICHTHOCTH,

Ipe/ICTaBICHHBIX (PUPMOM Ha JIEKApCTBEHHOE CPEACTBO
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e‘\ .‘ a ,' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB JlaTa pesaKiyu
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

16. 3akiroueHue o CTabMIBHOCTH JIEKAPCTBEHHOT'O CPEICTBA, 00OOCHOBAHHOCTh

3as1BJIEHHOTO CPOKa XPaHEHHUSI

17. Ananm3 u OLCHKAa IIPOCKTOB MHCTPYKIHUH 11O MEAUITMHCKOMY IIPUMCHCHHIO

JICKAapCTBCHHOI'O CpEACTBA, MAKCTOB

YIIAKOBOK M 3THKCTOK, IIPOBCPKA HA HACHTUYIHOCTD YKa?)aHI/Iﬁ YCJIOBI/Iﬁ XPaHCHHA U

TPAHCIIOPTUPOBAHUA, YKA3aHHBIX
B ITPOCKTC HOPMATUBHOI'O JOKYMCHTA I10 KOHTPOJIIO Ka4YCCTBA U 0e301acHOCTH

JICKAPpCTBCHHOI'O CPCACTBA U BLIIMICYKA3AHHBIX IIPOCKTAX

18. 3axitouenre 00 yCIOBUSX XpaHEHUS U TPAHCTIOPTUPOBAHUS JIEKAPCTBEHHOTO

cpcacTBa U HCO6XOI[I/IMOCTI> BBCACHMUA

JOITOJIHHUTCIIBHBIX Tpe6OBaHI/Iﬁ C IOCJIBIO o0ecreyeHus COXpaHCHHA Ka4CCTBA

JICKApCTBCHHOI'O CPCACTBA

19. Anamms HOPMATHUBHOT'O JOKYMCHTA IMPOU3BOAUTCIIS IO KOHTPOJIIO Ka4CCTBA U

0e30ITaCHOCTH JICKapCTBCHHOI'O CPpCACTBA
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JlaTa cCKaunBaHHS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

U MCTOIUK KOHTPOJIA Ka4CCTBA 'OTOBOT'O IIPOAYKTaA

20. CpaBHeHuUE ¢ aHATIOraMu, 3aperucTpupoBaHHbiMu B PeciyOnke Kazaxcras.

CpaBHUTENBbHAS XapAKTEPUCTUKA

OCHOBHBIX ITOKa3aTejiel KauecTBa

21. Anamms AOCTOBCPHOCTHU KAYCCTBCHHOI'O M KOJIMYCCTBCHHOI'O COCTaBa aKTHUBHLBIX U

BCIIOMOTI'aTCJIbHBIX BCIICCTB,
YKa3aHHBIX B HHCTPYKIUHU IO MCAUIUHCKOMY IIPUMCHCHUIO, CPABHUBAsA
C 3asBJICHHBIM COCTAaBOM B 3asABJICHUU,

AHAJIMTHYCCKOM HOPMATUBHOM JOKYMCHTC N MAKCTC YIIAKOBKH

22. Ouenka (papMaKoJIOrH4ecKOl COBMECTUMOCTH KOMIIOHEHTOB, B ClTydae
perucTpanuy BOCIPOU3BEIEHHOTO
JIEKapCTBEHHOT'O CPEACTBA IPOBECTU CPABHEHHUE C COCTABOM OPUTMHAIBHOIO

npenapara
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23. * Ananu3 IOKyMEHTAIUHU M0 JOKIMHUYECKUM UCCIEIOBAHUAM: TOKCUUYHOCTH
(octpas, xponnueckas, LD50, LD100),

KaHIIEPOT€HHOCTU, SMOPUOTOKCUYHOCTH, TEPATOTE€HHOCTH, MyTareHHOCTH, MECTHO-
pa3apaxkaroliero JIeUCTBYS, BIUSHUA

Ha UMMYHHYIO CUCTEMY, crienududeckon papmakoaoruuyeckoit (OU0I0rudeckoin)
AKTUBHOCTH.

[Ipumeuanue: mpu dKCIEpTHU3E OMOCUMUIISIPOB YKa3aTh IpenapaT CpaBHEHUSI,

WCIIOJIb30BAaHHBIM Ha BCEX ATalaX CPaBHUTEIBHBIX UCCIICIOBAHMM (OT
dapmareBTHIECKON

p33pa6OTKI/I J0 KIMHHUYCCKUX HCCHCHOB&HHﬁ): Ha3BaHHUC, aKTUBHOC BCIIICCTBO,
IMPOU3BOAUTCIIb,

CTpaHa-IIpoOUu3BOAUTCIIb, CCPUA, CPOK 'OAHOCTHU

24. * AHanu3 TOKyMEHTAIIMU KIMHUYECKUX UCCleoBaHUM ((ha3bl KITMHUYECKUX
HCCIIeA0BaHUM,

IMOCTMApPKCTUHTOBBIC NCCIICIOBAHUA,

MPOTOKOJIBI M OTYETHI, 3aKITFOYCHUST DTHUECKOM Komuccun). [Ipu 3ToM HE0OX01MMO
yKas3aTh MeCTO,

Aaty,

CIIOHCOpA IIPOBECHUS UCCIEAOBAHMS, IE€IIb, AU3ANH, JJINTEIbHOCTh UCCIICAOBAHU,
KOJIMYECTBO, IIOJI BO3PACT UCIIBITYEMBIX,

PEXUM 103UPOBaHUs Mpenapara, MOHUTOPUHT TOOOYHBIX IEUCTBUI B poLecce

IMPOBCACHNA KIMHUYICCKUX HCCHGI{OB&HHﬁ,
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COOTBETCTBHE OTUETA MTPOTOKOIY, 3aKIOUYEHUE O COOTHOIIEHUH "'TO0JIb3a-pUCK".

[Ipumeuanue: mpu dKCNEPTU3E OMOCUMUIISIPOB YKa3aTh IpenapaT-CpaBHEHUS,
UCIIOJB30BaHHBIN

Ha BCEX dTalax CpaBHUTENBHBIX HCClIeoBaHUM (0T (hapMaleBTUIeCKon pa3paboTKu 10
KJIIMHUYECKUX

UCCIIEJIOBAHUMN ):

Ha3BaHHUC, AKTUBHOC BCIICCTBO, ITPOU3BOANTCIIb, CTPAHA-IIPOU3BOANUTCIIb, CECPUA, CPOK
T'OJHOCTH.

25. O1ileHKa UCTOYHUKA TPOUCXOKIACHUS (KPOBb, OPraHbl U TKAHU YEJIOBEKA U
YKUBOTHBIX) U

CHGHH(l)I/I"I@CKOﬁ AKTHUBHOCTHU IJIA I/IMMYHO6I/IOJIOFI/I‘I€CKI/IX IIpCIIapaToB

26. * Ouenka 6e3omacHOCTH U 3G(HEKTUBHOCTH JIEKAPCTBEHHOT'O CPEACTBA 110
pe3yJibTaTaM KIMHHYECKUX HCCIIET0BaHUN

B OTHOIIICHUY 3asBJICHHBIX BO3PACTHBIX TPYIIT OOJBHBIX, 000CHOBAaHHOCTH BHIOOpA
MOKAa3aHUM K TPUMEHEHUIO,

IIPOTUBOITOKA3aHHM, IPEIOCTEPSIKCHUI TTPH MPUMEHEHHUH TTperapaTa, mpodus

MOOOYHBIX JIEUCTBUN

277. 3anonHsAeTCs TONBKO IPU NTOAAYE HA 3asBJIICHUS TOCYJapPCTBEHHYIO

MNEPpCPpCrucTpanmro JCKapCTBCHHOI'O IIpeIiapara
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Ouenka 0e30macHOCTH ¥ 3PPEKTUBHOCTH JIEKAPCTBEHHOI'O CPEICTBA HA OCHOBE
TAHHBIX IEPUOUIECKH OOHOBIISIEMBIX

OTYETOB O 0€30MAaCHOCTH - aHaJIU3 NPOQPuUIIst 0€30MaACHOCTH, BHECEHUU HOBBIX
MOOOYHBIX IEUCTBUMA, TPOTUBOIIOKA3AHUIM

B KPATKYIO XapaKTEPUCTHUKY JIEKAPCTBEHHOI'0 IIpenapaTa 1 HHCTPYKLHUIO 110
MEINLIMHCKOMY

IPUMEHEHUIO UJIH OTKa3e
B TIEPEPETUCTPAIINH TperapaTa, U3MEHEHHUS B PETHUCTPAIIMOHHOM CTaTycCe Tpermapara

B JIPyTUX CTpaHaX, OOHOBIICHHBIC

JTAHHBIE 0 MEPAX, IPUHITHIX PETYIATOPHBIM OPTAaHOM WIIH MPOU3BOIUTEIIEM 10
cooOpaxeHusiM 0€30MaCHOCTH, U3MEHEHHUS

B H(GOpMAIuH Mo 6€30MacCHOCTH TMpenapaTa, 00beM IPoaaXK, KOTNIECTBO NAIEHTOB,
TIOJTYYHMBIIHX TIPETapat 3a OTYCTHBINA NIEPHO/T, U3YICHHE OMMCAHUS WHIUBUTY ATBHBIX
CITy4aeB U TIEPEUHS MOOOYHBIX JCHCTBUN U CBOAHBIX TaOIUIl, MHANBUAYAIbHBIX CITy4acB

MPOSIBJICHUS TOOOYHBIX JCHCTBUI BBISIBICHHBIX JCPKATEIIEM PErUCTPALMOHHOTO
YAOCTOBEPEHUS,

XapaKkTep U KOJTUYECTBO CEPHE3HBIX MOOOUHBIX JIEUCTBUI U paHee HE
3apPEruCTPUPOBAHHBIX KOMIIAHUECH.

OO6mast orreHka 0€30MMacHOCTH Ha OCHOBE JaHHBIX NMEPHOIUICCKHA OOHOBIIIEMBIX
OTYETOB O 0€30MaCHOCTH

Y 3aKJIFOYEHHE O COXPAaHEHUH WA U3MEHEHUU NpOoduiis 6€301aCHOCTH, BHECEHUU
HOBBIX TOOOYHBIX

JNEUCTBUM, MPOTUBOIIOKA3aHUN B UHCTPYKLHUIO 110 METUIIUHCKOMY ITPUMEHEHUIO WIIH
OTKa3e

B [I€pEPETUCTpAIH MpernapaTa.
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[Tpumeganue: mpoBeeHNEe YKCIIEPTU3BI IPETTAPATOB-OMOCUMHUIIIPOB B COOTBETCTBHH C
TpeOOBaAHUSIMMU:

Ha skcnieptusy nmpu rocy1apcTBEHHOM MepeperucTpanud OMoJI0TUIecKoro
JIEKapCTBEHHOTO CPEJICTBA, B TOM YHCIIe OMOCUMUIIAPA,
npenocrasisitorcs Yacrtu I-111 [1epeuns, uz Yactu V:

1) mepuonuyecku OOHOBIAEMBIN OTUET 1O 0€30MACHOCTH WIIA MTEPUOTUYECKUA OTYET

2) pe3yabTarhl MOHUTOpUHTA [[1aHa ynpaBieHus: puckaMu 1 MUHUMU3AIUU PUCKA,
UMMYHOT€HHOCTH, TPU IPUMEHEHUU

OMOJIOTHYECKOTO JICKAPCTBEHHOTO CPEICTBA, B TOM uncie B Pecrrybnuke KaszaxcraH,
MOJIYYEHHBIX B PE3yJIbTaTe:

MOCTPETUCTPALIMOHHBIX HAOII0IaTENbHBIX UCCIEA0BaHUN O€30MaCHOCTH U

3 PEeKTUBHOCTHU JEKAPCTBEHHOTO CPEJCTBA

(METO/I0M aKTUBHOTO MOHUTOPHUHTA, METOJIOM CIy4dail KOHTPOJIb UM KOTOPTHBIX
PETPOCIEKTUBHBIX U (WUJIN)

MPOCTIEKTUBHBIX UCCIICIOBAHUI)

aHaJlu3a PCFI/ICTPOB MaguCHTOB, IMOJIYYAarOoIIUX JICYCHUC OIIPCACIICHHBIM

OMOJIOTUYECKUM JIEKAPCTBEHHBIM CPEJICTBAM
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IMOCTMAPKCTUHTOBBIX KIIMHHUYCCKHUX I/ICCJ'IGI[OBaHI/Iﬁ

MIPOBEICHHS 00YYAIOIINX MEPONPUATHI TIO TTOBBIIIEHUIO HHPOPMUPOBAHHOCTH
Bpauei, papMalieBTOB 1 MalEeHTOB

C IENBI0 CHUYKCHUSI PUCKOB, CBSI3aHHBIX C MPUMEHEHHEM OMOJIOTHIECKOTO
JIeKapCTBEHHOTO cpefcTBa B Pecrrybnuke KazaxcraH.

28. Omenka 6e30nmacHOCTH ¥ () (PEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA C YUETOM
COOTHOILIEHHUS "ToJb3a-pUcK"

- MPOTUBOIOKA3aHUs, TPEAYIIPEKIACHUS U MPEAOCTEPEKEHUS TIPU MPUMEHEHUU
npenapata. Tpebyercs o6paTuTh ocoboe

BHUMAaHHE Ha JIETCKUN BO3PACT, OEPEMEHHBIX U KOPMSIIUX >KEHITUH, MOKUION
BO3pAacCT, MAIIMEHTOB C MOYEUHON

1 IEYCHOYHOM HCIOCTAaTOYHOCTBIO

29. DkcnepTru3a UHCTPYKLIHMH MO0 MEAUIIMHCKOMY MPUMEHEHUIO MPOBOIUTCSA B
CPaBHEHUHM C KPATKOM XapaKTEPUCTUKOMN

JIEKApCTBEHHOTO Mpenaparta. JlenaeTcst 3aKI0ueHne 0 COOTBETCTBUU WIIH
HECOOTBETCTBUU MOKA3aHUU K IPUMEHEHHIO,

O0OOYHBIX ICUCTBU, MPOTUBOTIOKA3aHUM, OCOOBIX YKa3aHHM, TEKapCTBEHHBIX
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B3aUMOJIEHCTBUM, IEPETO3UPOBKH,
YKa3aHHBIX B MHCTPYKIHMH O MEAUIIMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOTO
CPEACTBA, KPATKOM XapaKTEPUCTUKE

JICKapCTBCHHOI'O IIpCIiapara

30. 3akItoueHUE O HAJTMYMU WIM OTCYTCTBUM B HA3BaHUHM JIEKAPCTBEHHOTO CPEJICTBA!
1) rpaduueckux CXOJCTB C paHee 3aperUCTPUPOBAHHBIMU JICKAPCTBEHHBIMU

ImpemnaparaMu 1 CJIIOB C He6J'IaFO3By‘IHBIMI/I BbIPAKCHUAMUA

2) CITOCOOHOCTH BBECTH B 336J’Iy}KI[€HI/IG OTHOCUTCIIBbHO UCTUHHOI'O COCTaBa U

JEHCTBUS TIpenapara

3) cxoactBa MHH u (wn) cxoiHble ¢ HUMH Ha3BaHUS IS JIEKAPCTBEHHOTO CPEJICTBA

APYroro XuMu4cCKoro CocraBa ujin I[eﬁCTBI/Iﬂ
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31. Ouenka nmpaBWJIBHOCTH MPUCBOEHUS KOJIa AHATOMO-TEPAIIEBTUYECKO-
xumuueckoit (nanee — ATX) kinaccudukanuu,

COOTBETCTBHUS (papMakoTepaneBTHUecKoil rpymnmsl koxy ATX knaccudukanumy,
dhapMakoJIOru4ecKkoMy ACHCTBHUIO,

NIOKa3aHUAM K IPUMEHEHUIO0. B ciryuae HenpaBwibHO 3asBiIeHHBIX ATX koxa u
dhapMakoTepaneBTUYECKON TPyIIbI,

TpeOyeTcsl yKa3aTb pEKOMEHIyeMbIE€ SKCIIEPTOM

32. IIpoBepka aJieKBaTHOCTH 3asIBJICHHBIX 7103 U PEXXUMa JO3UPOBAHUSI COTIIACHO
(hapMaKOKHHETHYECKUM MMapaMeTpam

(meproja noiayBbIBEICHUS, CTETIEHU CBS3bIBAaHUS C OJIKaMU MJIa3Mbl KPOBHU, BIUSHUE
Ha aKTUBHOCTH MEYEHOYHBIX (DEPMEHTOB,

BpEMSI COXpaHEHUs1 OaKTepHOCTaTUUECKON (OAKTEPUIIMIHON) KOHIIEHTPALINH B
cily4yae aHTHOAaKTepUaNIbHBIX MIPENnapaToB).

TpeOyetcst 0OpaTuTh 0C060€ BHUMAaHHUE HA J103bI, PEKOMEHTyeMbI€ JIETSIM, TTOKUITBIM,

OOJBHBIM C HapYyIICHUAMH (PYHKIIUU TIOYEK U MTEYEHU

33. [IpoBepka COOTBETCTBUS 3asIBIICHHOTO CPOKA XPAHEHUS], YKa3aHHOTO B 3asIBJICHUH, B
KPAaTKOW XapaKTEPUCTUKE JICKAPCTBEHHOTO
npernapara, MHCTPYKIMHU 110 MEAULIUHCKOMY PUMEHEHUIO, MAKETax YIIaKOBKHU CO

CPOKOM XpPaHCHHA, YKa3aHHbBIM B HOPMATUBHOM JOKYMCHTC



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
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34. CooTBeTCTBUE MPEACTABICHHOW HHCTPYKIUH 110 MEAULIUHCKOMY IIPUMEHECHHIO
NEeNUCTBYIONIEMY 3aKOHOIaTeNbeTBY PecryOnnku Kazaxcras.
35. JleranpHO€e ONKCaHUE CUCTEMBI (papMaKOHAA30pa U YIPABICHUS PUCKAMMU:

1) KpaTkast xapakTepuCcTHKa CUCTEMBI (hapMaKOHaA30pa IeprKaTes
PETUCTPALMOHHOIO YIOCTOBEPEHHUSI BKIIKOUAET CIEAYIOLINE 3JIEMEHTHI:

JI0Ka3aTeJIbCTBO TOTO, YTO JEPKATEIb PETUCTPALMOHHOIO YAOCTOBEPEHUS UMEET
B CBOEM PACTIOPSKEHUU YIIOTHOMOYEHHOE JIUIO 32 TJI00aNbHbIN (hapMaKoHaA30p
JEeKJIaparys, MOJIMCaHHas JePKaTEIeM PETUCTPALIMOHHOIO YA0CTOBEPEHUS O TOM, UTO
OH UMeeT cucTeMy (papMaKkoOHaA30pa JJIsl BBIOJIHEHUS 33/1a4 U 00A3aHHOCTEH 110
NOCTPErUCTPALIMOHHOMY KOHTPOJIIO O€30MaCHOCTH JIE€KAPCTBEHHBIX CPEICTB

CChIIKa Ha MeCTO (aapec), e XpaHUTCs MacTep-(aiisl cuctemsl papmMakoHaI30pa
KOHTAKTHBIE JJAHHBIC YTIOJTHOMOUYEHHOTO JIMIIA 32 TTI00aIbHbIN (hapMaKoHaa30p;

2) ynoJIHOMOYEHHOE (KOHTaKTHOE) JUIIO0 3a apmMakoHaa30p B PecyOnmke
Kazaxcran: 1okyMeHT, HOATBEPkKAAIONINI Ha3HAYEHUE YITOTHOMOYEHHOTO

(koHTaKTHOTO) JKiia 3a (hapmakoHaa3op B PecnyOnuke Kazaxcran

KOHTAKTHBIE JaHHBIE YIIOJHOMOYEHHOTO (KOHTAKTHOTO) JiKIa 3a (papMakoHaa30p
B Pecniybnuke Kazaxcran;

3) Ilinan ynipaBiieHHs] pUCKaMH MPU MEAUIIMHCKOM NPUMEHEHUH JIEKAPCTBEHHOTO
CPEJIICTBA, 3asIBJICHHOTO Ha PErUCTPaLUIO (MIEPEPErUCTPaALUIO) UIH BHECEHUE
U3MEHEHHU (151 OPUTHHAIIBHBIX MpenapaToB, OMOCUMIISIPOB, BaKIMH, MMPENapaToB
KpPOBH, T€HEPUUYECKUM Ipenaparam TpeOyoIero 0coooro KOHTPOJIs)

[Tpumeuanue:

* OTMEUYEHHBIE pPa3/eibl 3aMOTHAIOTCS P TIEPEPETUCTPALUH
3aKIr0YeHUE:

MTOJIOKUTEIIBHOE OTPHUIATEIbHOE (C 000CHOBAHHUEM )

JlaTa mocTymieHus 10KyMEHTOB dKCIEPTY

JlaTa 3aBepIleHUs SKCIEPTU3bI IOKYMEHTOB

Bce JaHHBIC, IIPUBCACHHBIC B OKCIICPTHOM 3aKJIFOYCHHUH, JOCTOBCPHLI U
COOTBCTCTBYIOT COBPCMCHHBIM TpC6OBaHI/IHM, 4dTO IMOATBEPIKIAAIO JIMYHOM IIOAITNCBIO.



Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]I—[ OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

; ! AKTLIep/IiH TANOHIbI OaKplIay OaHKI
‘,‘ d .' ' DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

PykoBoauTeNb CTPYKTYPHOT'O MOJApa3ICICHUS

noanuck @.N.O (ripu ero HAIMYUN )

DKcrnepT

noanuck O.N.O (ripu ero HAIMYUN )

JlaTa
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AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE
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[Ipunoxenue 21

K IPaBUJIaM PETUCTPALUU

JICKAaPCTBCHHBIX CPCIACTB U

MCAMIMHCKHUX H3I[€JIHI>1 I10 IIPUHIUITY

«EOUHOI'O OKHa»

dopma

CBOIHBIN OTYET IKCIEPTOB 10 OLEHKE JIEKAPCTBEHHOTO IIpenapara Ipu U3MEHEHUSX,

BHOCHMBIX B pCTUCTPAIUMOHHOC JOCHC

1. @®.1.0. (1pu ero HaNU4YKM) U JOJDKHOCTB 3KCIepTa

2. VYuyenas crerneHb, 3BaHUE

3. Ne 3asBKH

4. Jlata

5. ToproBoe HanMeHOBaHKE NpenapaTa

6. MeskyHapoIHOE HEMaTeHTOBAaHHOE Ha3BaHUE

7. | JlexapcTBennbiii npenapar OpuruHANBHBII TeKapCTBEHHBIH Ipenapar
BocnpounsBeaeHHbI 1eKapCTBEHHBIN Ipenapar
I'nbOpunHbIii IeKkapcTBEHHBIH penapar
buonornveckuii IekapcTBEHHBIN IpenapaT
MMmMyHOOUONOrMYecKUil 1eKapCTBEHHBIH TIpe-
mapar
BuononobHeIit tekapcTBeHHbIi npemnapart (buo-
CUMMUJISIP)
KomOuunpoBaHHbIii 1ekapcTBEHHBIH Mpenapat
JlekapCTBEHHBIH Ipenapar ¢ XOpoLIo U3y4eH-
HBIM MEIUIMHCKIM IIPUMEHEHHUEM
PanuodapmarieBTHUECKHIT IeKapCTBEHHBIH TIpe-
mapat Wi IIPeKypcop
T'omeomnaTuyueckuii TekapcTBEHHBIH Mpemapar
PactutenpHblil TekapcTBEHHBIN NpenapaT
OpaHHBI JIeKapCTBEHHBIH TpenapaT
AxTuBHas (apmarieBTHUecKas cyOCcTaHIus,
npousBeieHHas He B ycnousx GMP
JlexapcTBEeHHOE IPHPOJHOE CHIPEE (HE (hapMa-
KOMEHHOE)

8. J1n1st BOCTIPOM3BEACHHOT'O JIGKAPCTBEHHOTO MPeHapaT Wik OMOCUMUJIAPA YKa3aTh

Ha3BaHUE OPUTUHAJIBHOTO JIEKAPCTBEHHOT0 Mpernapara

9. JlexapctBennas popma

10. | HdosupoBka

11. | Konnenrpauus

12. | dapmakoTtepaneBTHUeCKas IpyImmna

13. | Koa B cOOTBETCTBHH C aHATOMO-TEPANIEBTHUECKO-XMMUYECKOHN KilacCU(pUKAIHen




e.zZan

KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

14. | dopma ormycka 0 PELenTy
6e3 perenrraCkaygaThb

2. YnakoBka
Ne | HaumeHnoBaHHe ynakoBKU Bun ynakoBku (miepBUYHAasI, BTOPUYHAS) Pasmep | O6wem | KommdecTBo equHUIL B yIIaKOBKE
1.

3. JlanHbIE O TPOU3BOAUTEIIE
Ne | Tunm opraHW3aluy MM y9aCTOK HPOU3BOJCTBA HawnMeHoBaHne opraHu3anuu Crpa- IOpunuueckuit anpec

Ha

1. [IpousBoxuTens
2. V1akoBIIuK
2.1 | IlepBuunas
2.2 | Bropuunas
3. [Tpou3sBoauTeEIb, OCYILECTBISIOMINI KOHTPOJIb KauecTBa
4. [IponsBoanTe s, OTBETCTBEHHBII 32 BBITYCK CEpUil
5. Jlepxatesb peruCTPaliOHHOTO YAOCTOBEPEHHS

4. PCFHCTpaHHH B CTPAHC-TIPOMU3BOJAUTCIIC U JPYIUX CTpaHaAX
Ne HasBanue crpansl Ne perucTpalilioHHOTO yJOCTOBEPEHHS Jlara Bbliaun Cpoxk neiictBust
1.
2.

5. 1) CocraB n€kapCcTBEHHOIO CpeACTBa (yKa3aTh JIEKAPCTBEHHBIE CYOCTAHIIMY U

BCIIOMOI'aTCJIbHBIC BCIICCTBA, BKIIHOYAsA KOHCCPBAHTBI, COCTABHBIC BCIICCTBA 000JIOUKH

npenapaTon):
Ne | HammenoBanwue KomuuaectBo Ha HopmaTtuBHBIN TOKYMEHT 110 KOHTPOJIIO Ka4eCTBa U O€30I1aCHOCTH JIEKApPCTBEHHBIX CPEJCTB,
enuHuiy jekap- | wnu locynapcTBennas papmaxomnes PecriyOnnku Kasaxcran, 3apyOexHble (papMakorneH, mpu-
CTBEHHOH op- 3HaHHBIC JACHCTBYOUIMME Ha Tepputopuu Pecyonuku Kasaxcran
MBI
1. JlexapcTBeHHas
(v1e) cyOcTan-
s (1):
2. | Bcnomorarens-

HBIC BCUICCTBA:

3. Cocras 0605104~
KM TaOIeTKH
WM KOpITyca
KarcyJbl:

2) Jlns nekapCTBEHHOTO PACTUTEIBHOTO ChIPhS

Ne | Boranmueckue maTuH- HopMmaTtHiBHBIH JOKYMEHT 110 KOHTPOJIIO KauecTBa 1 0€30I1aCHOCTH JIEKapPCTBEHHBIX Jukopac- Me-
CKHe Ha3BaHHs pacTe- cpencts, uiu ['ocynapcrennas dapmakonest Pecriyonuku Kazaxcran u 3apyoex- Tyliee CTO
HU, BXOJSILUX B CO- HbIe (papMakorien, IpHU3HaHHbIC ACHCTBYIOLUIMMH Ha Tepputopun Pecnyoiuku Ka- WM KYyJIb- po-
craB cOopa 3aXCTaH THUBUpYeE- u3-

Moe pac-
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aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.07.2025
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Ta-
HUS

6. [Ipou3BoauTENIN AKTUBHBIX CyOCTAHIINMA, BXOISIIUX B COCTAB JIEKAPCTBEHHOTO

CpeacTBa

Ne HaumenoBanue BCIICCTBA, BXOAILICTO B
COCTaB JICKAPCTBCHHOI'O CpeACTBa

HanmeHnoBaHue IpOU3BOIUTENS Ha Crpa- | Anpec NpOU3BOACTBEHHOM IUIOIIA-
PYCCKOM M aHTJIMMCKOM SI3BIKAX Ha* KH Ha PyCCKOM M aHTJIMHICKOM SI3bI-
Kax

7. 1) CocraB JIeKapCTBEHHOT'O Cpe/ICTBA (YKa3aTh JICKAPCTBEHHBIC CYOCTaHIINU U

BCIIOMOI'aTCJIbHBIC BECIIICCTBA,

BKJIIO49as KOHCCPBAHTBI, COCTABHLIC BCIICCTBA 000JI0YKH

penapaToB):
Ne | HaumenoBanue KonunuectBo Ha HopmaTHBHBIN TOKYMEHT [0 KOHTPOJIIO Ka4eCTBa U 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJCTB,
enuHuly sekap- | wim locynapcrBennas dapmaxornes PecrryOnnku Kasaxcran, 3apyOexxHble papMakorne, npu-
CTBEHHOH (hop- 3HaHHbIE JIEHCTBYIOMUMH Ha TeppuTopun PecyOnuku Kazaxcran
MBI
1. | JlexapcTBeHHas
(b1e) cyOcTan-
st (un):
2. | Bcnomorarens-

HBIC BCILICCTBA:

3. CocTtaB 000J104-
KU TaOJCTKH
WK KOpITyca

KarCyJbl:

2) [1ns1 1eKapCTBEHHOT'O PACTUTENBHOTO ChIPhs

Ne | BoraHuveckue JaTHH- HopMmaTuBHBIH IOKyMEHT [0 KOHTPOJIIO Ka4ecTBa U 0€3011aCHOCTH JIEKApPCTBEHHBIX Jlukopac- Me-
CKH€ Ha3BaHHs pacTe- cpencts, uiu I'ocynapcrennas dapmakonest Pecrryonuku Kasaxcran u 3apy6ex- Tyuiee CTO
HU, BXOJALIMX B CO- Hble (hapMaKxoren, IpU3HaHHbIE NeiiCTBYOMMMH Ha TeppuTopuu Pecmy6mmku Ka- WK KyJlb- | 1po-
cTaB cbopa 3aXCTaH TUBHpYE- u3-
Moe pac-
Ta-
HUS
1.
2.

8. [IpousBoaMTENN AKTUBHBIX CyOCTaHIIMNA, BXOJIAIIUX B COCTAB JIEKAPCTBEHHOTO

CpeacTBa

Ne HaumenoBanue BCIICCTBA, BXOALICTO B
COCTaB JICKAPCTBCHHOI'O CpeACTBa

HanmeHnoBaHue Npon3BOIUTENS Ha Crpa- | Anpec NpOU3BOACTBEHHOM IUIOIMIA-
PYCCKOM M aHTJIMMCKOM SI3BIKaX Ha* KH Ha PyCCKOM M aHTJIMHICKOM SI3bI-
Kax
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[2 | L
o
9. Tun u3MeHeHU
‘ 1) TUI M3MEHEHU# B COOTBETCTBHU C TIPUIIOKEeHHEM 17 BHOCHMBIE H3MEHEHHSI | Crapas pegaxius | Hogas pepakuus
10. OueHka perucTpamoHHOTO JOChE M0 aCleKTaM KauyecTBa, 0€30MacHOCTH U
3 PeKTUBHOCTH
PeKOMCHI[aHI/II/I:

1) | 3asBieHHbIC U3MECHEHHUS TUIIA (Yxa3aTb THIT) HE OKa3bIBAIOT BIMSHUS Ha KauecTBO, 0€30MacHOCTh U 3()(HEKTHUBHOCTD JIeKap-
CTBEHHBIX CPEJICTB. 3asBIICHHOE N3MEHEHNE PEKOMEHAYeTCs K perucTpanny. CoOII0AeHb! YCIIOBHS [T BHECCHNSI N3MEHEHUH 110 3a-
SIBICHHOMY THITy U3MEHCHHUH.

2) | 3asBneHHBIC U3MEHEHHS THIIA (Yka3aTb THII) OKa3bIBAIOT BIMSHHE HA Ka4eCTBO, 0€30MacHOCTh U 3P PEeKTUBHOCTD Jie-
KapCTBEHHBIX CPEACTB. 3asBICHHOE N3MEHEHHE HE PEKOMEHIYETCsl K PErUCTPaLluH.

3) | B cooTBeTcTBUY C 3asBICHHBIMH U3MEHEHHSMH HE ITPEIOCTABICHBI JOKYMEHTHI PETUCTPAIIMOHHOTO JIOChE B TIOJTHOM 00beMe Co-

[JIACHO MPUJIOKEHUIO 17 Wi He COOIIOICHBI YCIIOBUS [Tl BHECCHHUS M3MEHEHHI 110 3asiBICHHOMY THITY M3MeHeHuit. Heobxonumo
PaccMOTpPETh IOKYMEHTbI HOBTOPHO IOCJIE NPEAOCTABICHUS JOIOJHUTENIbHBIX MATEPHAJIOB 10 3aIIpOCy dKCHepTa:

JlaTa 3aBepiieHus: SKCIEPTU3BI JOKYMEHTOB

JlaTa mOCTYIUIEHUS! JOKYMEHTOB 3KCIEPTY

Bce AaHHBIC, IIPUBCACHHLIC B OKCIICPTHOM 3aKIHOUCHUH, JOCTOBCPHLBI

1 COOTBCTCTBYIOT COBPCMCHHBIM TpC6OBaHI/IHM, qTO IMOATBCPIKAAIO JIMYHOM

IMOAITHUCHIO.

PykoBoauTeNnb CTPyKTYPHOTO MOpa3ieIeHUs

noanuck @.N.O (ripu ero HaIUYKN)

DKcnepr

noanuck @.N.O (ripu ero HaIUUKN)

JlaTa




e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Penakuusiinay KyHi 18.07.2025
Cakray KyHi 30.07.2025
Jlata pegakuuu 18.07.2025
JlaTta ckaunBaHMs 30.07.2025

[Ipunoxenue 22

K IPaBUJIaM PETUCTPALUU

JICKAaPCTBCHHBIX CPCIACTB U

MEIUIIMHCKUX U3JICITUN

IO MPpUHIOUITY «CAUHOT'O OKHaA»

I/IH(l)OpMaHHﬂ 0 BCIOMOraTe/JIbHbIX BeeCTBaX, HOMUHAJIbHOM HX COACPKAHUHU B

JIeKAPCTBEHHBIX Mpenaparax, a Tak:ke OrpaHMYeHusi MPUMeHeHUs

JEKAPCTBCHHOI'O IpemaparTa

Ne Hanmenosanue Bcriomora- ITyts Jomy- Hudopmanus, mopnexarmas Kommenrapun**
I TEJBHBIX BEIECTB BBEJIC- cTu- OTPaXXEHUIO B HHCTPYKIUH 10
/m HHSA MbIe MEIUIUHCKOMY IPIMEHEHHIO
npee-
JIBI CO-
Jiepoka-
HHS
BCIIO-
Mora-
Tesb-
HBIX
Be-
IIECTB
1 2 3 4 5 6
1. AnpoTuHuH Mecr- * I'unep4yBCTBUTENBHOCTD WIIN
HOE cepbe3Has aliepruieckas pe-
aKIus
2. ApaxucoBoe Macio Mecr- * IIpoTuBOMIOKA3aHBI IHIIAM C OuHIIEeHHOE apaxHCOBOE MACIIO MOXKET CO-
HOeE, TIe- aJIIePrHUeCcKOi peakuyei Ha JiepKaTh OEIoK
popaib- OpexXH HJIU COI0
HOE, Ta-
peHTe-
pajnbHOe
3. Acnapram (E951) IIepo- * Coneprxut (eHHUNANAHKH, IPO- | MoskeT HaHeCTH Bpe[ IUnaM ¢ QeHUIKETOo-
pansHOE THBOIOKA3aH JIIOIAM C (heHMII- HypHei
KEeTOHypHeHl
4. Asoxkpacurenu:1) E 102 Iepo- * AJnepruveckue peaxkiuu E 102, E 110, E 122 - 3anperieHs! K mpuMe-
Taptpasun2) E 110 XKen- pasibHOE HEHHIO B JICKAPCTBEHHBIX IIpenaparax Jjis
Toii 3akat (FCF)3) E 122 JeTen
Azopy6uH, Kapmonsun4) E
124 IloHco 4R (ImyHIOBBII
4R), Komenunp kpacHas
AS) E 151 BpuuinantoBsiid
yepHblii BN, gepnsiii PN
5. E 104 XKentslit XUHOIMHO- 3alpelleH K IPMMEHEHHIO B JICKapCTBEH-
BbIi (Quinoline Yellow) HBIX [Ipenaparax Juis JeTel
6. E 107 XKenrsiit 2 G

(Yellow 2 G)

3alIpeuICH K MPUMEHEHUIO B JICKAPCTBCH-
HBIX IIpe€rnaparax Ajist L[eTefI
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Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi 18.07.2025
Caxkray KyHi 30.07.2025
Jlata pegakuuu 18.07.2025
JlaTta ckaunBaHMs 30.07.2025

E 120 Kopuienuib, kapMu-
HOBasi KUCJIOTA, KAPMUHBI
(Cochineal, Carminic acid,

3arpeuicH K IpUMEHEHUIO B JICKAPCTBEH-
HBIX IIpe€naparax Ajist nereit

Carmines)
8. E 128 KpacHbiit 2 G (Red 2 3ampenieH K IPUMEHEHHUIO B JIEKapCTBEH-
G) HBIX Mpenaparax Juis qeTei
9. E 131 Cunnii natenroBas- 3arpelieH K IPUMEHEHUIO B JIEKapCTBEH-
Heli V (Patent Blue V) HBIX Mpenaparax Juis qeTei
10. | E 132 WMupurotun, Muauro- 3alpelleH K IPMMEHEHHIO B JICKapCTBEH-
kapmuH (Indigotine, Indigo HBIX Ipenaparax Juis JeTel
Carmine)
11. E 133 Cunuii 6nectamuii 3aIpeieH K MPUMEHEHHIO B JIEKAPCTBEH-
FCF (Brilliant Blue FCF) HBIX Ipernaparax Jyis AeTei
12. E 155 Kopuunessrit HT 3ampenieH K IPUMEHEHHUIO B JIEKapCTBEH-
(Brown HT) HBIX Mpenaparax Ui qeTei
13. E162 CekonbHBIH Kpac- 3arpenieH K IPUMEHEHHUIO B JIEKapCTBEH-
Hbli, beranun (Beetroot HBIX Npenaparax Juis 1eTei
Red, Betanin)
14. | Kpacuremn:1) E121 Hutpy- 3anpeleHbl K IPUMEHEHUIO B JIEKapCTBEH-
coBblil kpacHsiii 2 (Citrus HBIX Ipernaparax
Red 2)2) E123 Amapant
(Amaranth)3) E154 Kopuu-
Hesblif FK Brown FK
15. OputposuH (E127) Iepo- 0-0,1 rpemnapar HeJib3sl Ha3Ha4yaTh U 3arpelieH K MPUMEHEHHIO B JIEKAPCTBEH-
pasibHOE MI/KT MIPUMEHSATD MALMEHTaM C I1aTo- HBIX [Ipenaparax Juisi Jetei
JIOTHEH MIUTOBUIHOU JKETIEe3bI
16. [epyanckuii 6ans3am Mecr- * Bo03MOXHBI KOXKHBIE pEeaKInu
HOE
17. bensankonus xaopun Oc- * Bo3MoxHBI UPUTHI;U30€raTh Bensankonus Xiopuj 00eCIBEYUBACT MST-
TaJIbMO- KOHTAKTa C MSTKMMH KOHTaKT- KM€ KOHTAKTHBIE JIMH3bI
Joruye- HBIMHU JIMH3aMU;y1aJTUTh KOH-
cKHe TaKTHBIE JINH3BI TIEpeJl IpUMe-
JeKap- HEHHUEM U BBDKJIATh HE MEeHee
CTBEH- 15 MuHYT mOCITE 3aKanbIBaHUS
HbIE npernapara;He IPUMEHSIETCs y
(hopmbl nereit 1o 8 ner
Mect- * KosxHble peakiuu
HOe
Wurans- | 10 mxr Bponxocnazm
LIUOH- /B 1
HOE no3e
18. Kucnora 6en3oitnas u 6eH- Mecr- * Paznpakenns koxwu, rias u
3o0atsbl: 1) E210 kucnora HOE CIIM3UCTHIX 000I0YEK
6enzoitnas?) E211 narpus « .
[Mapen- IIpoTHBOMOKa3aHO HOBOPOXK- BbICOKMIT pHCK pa3BUTHS JKEITYXU Y HOBO-
6enzoar3) E212 xanus 6en-
Tepab- JICHHBIM JIETSIM POXKACHHBIX
T
304 HOe
19. Bbensunoselii ciupt Bcee Hyne- JlaHHBIH TeKapcTBEHHbIN
BOH

Ipernapar CoAepKUT X Mr
OEH3HMII0BOrO CIIUPTA B
KaXXI0U <eIUHHIA

JIO3UPOBAaHUS> <CIUHUIIA
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obbema>
<YTO HKBUBAJIEHTHO
X Mr/<macca><o0bem>>.
BensunoBslil ciupt MOXKeT
BBI3BIBATh AJUICPIUIECKHUE
peaxuum.
BensunoBerii criupt ITepo- Hyne- YcraHoBieHa CBSI3b BayTtpuBennoe BBeieHHE
paib- BOH GEH3HIIOBOTO CIIUPTA C GEH3MIIOBOTO CITHPTA
HBIH,
PHCKOM TSDKEIBIX COIPOBOXKIANIOCH CEPhE3HBIMU
napeH- .
Tepars HEKeJIaTeNbHBIX PEaKIUi, HE)KeJaTeIbHBIMU PEaKLUsIMU U
HBIIA BKJIIOYAst 3aTpyAHEHUE CMEpPTbIO HOBOPOXKIEHHBIX
JIbIXaHUs (Ha3bIBA€MOT0 («racIHT-CHHIPOM»).
«TaCIUHT-CUHIPOM») Y MuHHMMaNbHOE TOKCUYECKOE
MAaJICHBKHX JETCH. KOJIMYECTBO OEH3MIIOBOTO CIIMPTa
He nasaiite HEHM3BECTHO.
HOBOPOJK/ICHHOMY PEeOCHKY IIpu npumenenun y
(B BO3pacte /10 4 Helelnb), HOBOPOX/ICHHBIX B pa3zaen 4.4
€CJIH HE PEKOMEH/I0BaHO OXJIIT He0OX0AUMO BKIIIOUYHUTH
JIeYaIluM BpauoM. HpeIoCTepeKEeHHE.
bensunoBelii ciupt Ilepo- Hyne- He npumensts 6onblue IloBBIIEHHBIN PHCK BCIEACTBHE
paib- BoH HeJIeIH Y MaJIeHbKHX AeTeil HaKOILJIGHHs Y MaJICHbKHX AeTeil.
HBIH,
(B BO3pacTe MeHee 3 JerT),
napeH-
€CJIU TOJIBKO HE
Tepalib-
HBII PEKOMEHIOBAHO JIeHaIM
BpPAYOM HJIH PAOOTHUKOM
anTeKku
Bbensunoselii ciupt ITepo- Hymne- Ecnu Bel 6epeMeHHbI vin
panb- BOM KOPMHUTE I'PYyAbIO,
HBIH, .
MIPOKOHCYJILTUPYHTECH C
napeH-
JIeYaIluM BpayoM MM
Tepalib-
HBII PpabOTHUKOM aNTeKu.
[Ipuunna: 6onpmme
KOJIMYeCTBa OEH3UIIOBOTO
CIHUPTa MOTYT
HaKalJIMBaThCsA B OpPraHU3Me
U BBI3bIBATh HEXKENATEIBHYIO
PeaKIMIo, Ha3bIBACMYIO
«MeTaboIN4YeCKUM
aIMI030M».
bensunoBelii ciupt Ilepo- Hyne- Ecnn y Bac 3aboneBanue B Oonbiux KonuyecTBax ciaemayer
panb- BoH TI€YEHH WJIH IIOYEK, TIPUMEHATH C OCTOPOXKHOCTBIO U
HBIH,
MIPOKOHCYJIBTHPYHTECH C TonbKko npu HEOOXOIUMOCTH,
napeH-
repams JIeYaliuM BpauoM Wil pador- 0COOEHHO Y MAlMEHTOB C HAapYIIEHUEM
e HHUKOM alTEeKH. (YHKIMY TIEYEeHH WIIN
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[puuuna: Gonblne
KOJIYECTBAa OCH3MIIOBOTO
CIHPTa MOTYT
HaKaIUTUBaThCs B OpraHu3Me
¥ BBI3bIBATH HEXKEIATEIBHYIO

PEAKIIHIO0, HA3BIBACMYIO

ITIOYCK — B CBA3U C PUCKOM
KyMYJSIHUA U TOKCUYHOCTH

(MeTabonmyeckui aruIo3).

«MeTabOoINIECKUM
aIMI030M».
BensunoBelii ciupt Mecr- Hyne- beH3uoBkIi CIUPT MOKET
HBIM Bou BBI3BIBATH JIETKOE MECTHOE
pasapakeHue
21. Macno 6epramora beprar- Mect- * INoBbImaeTcst 4YyBCTBUTENb- He ucnone3yercs npu Hanuuuu Oepranre-
TEH HOE HOCTb K yIbTPO(QHOIETOBEIM Ha B Macje
JydaM (Kak K HaTypaJIbHbIM,
TaK U UCKYCCTBEHHBIM JIy4aMm)
22. Bpononon Mecrt- * MecTHbIe KOKHBIE PEaKIUN
HOE (KOHTaKTHBIEC IEPMATHTBHI)
23. Bytunrunpokcuanuzon Mect- * MecTHbIe KOXKHBIE PEaKIIUH
E320 HOE (KOHTaKTHBIE IEPMATHUTEI), pa3-
JIPaXKSHUsI TJ1a3 U CJIM3UCTBIX
00oIoueK
24. Bytunrunpoxcuroryon Mecr- * MecTHbIE KOKHBIE PEAKIHN
E321 HOE (KOHTaKTHBIE JEPMATHUTHI), Pa3-
JIpaKeHUs TJ1a3 U CIM3UCTBIX
obosouex
25. Macio KacTopoBO€ MoJIHU- IMapen- * CepbesHble alulepruyeckue pe-
9TOKCUJINPOBAHHOE;MACIIO Tepasb- aKIUH
KacTOPOBOE MOJIMITOKCUIIU- HOE
0BaHHOE THIPOTCHU3UPO-
p AP P Ilepo- * Hapymienust xenygodHo-KH-
BaHHOE
pajbHOe ICYHOTO TPAKTA U AUapes
Mect- * KosxHbie peakiuu
HOE
26. CnupT HeTocTeapHu-IoBbIii; Mecrt- * MecTHbIe KOKHBIE PeaKLUn
CIUPT LETHIIOBBIH HOE (KOHTAKTHBIE IEPMATUTHI)
27. XJ10pKpe3on Mect- * AJutepruueckue peakiuu
Hoe Ila-
peHTe-
pajbHOe
28. JumeruicyabhokcH Mecr- * Pazapakenust Koxu
HOE
29. OrtaHon ITepo- Conep- [Ipemapat conep uT HU3KUN Cogeprxariue stanona, meHee 100 mr B pa-
paib- JKaHHe YPOBEHb TaHOJIA 30BOI1 103€
HOE U 9TaHo-
napeH- na B
Tepajb- pazo-
HOE BOM
no3e
MeHee

100 mr
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CTBIO I'aJIaKTO3bI, I'aJIaKTO3EMHU-

ot 100 [IpoTuBoOIIOKa3aHO: AJIS JIUL]
MT 110 CTpaJlafoIUX aJIKOTOJIN3MOM,
3r snuIencueii, netsam, GepemMeH-
9TaHo- HBIM ¥ KOPMSIIIIUM JKESHIIH-
J1a B HaM, OOJILHBIM C 3a00J1€BaHUSs-
paso- MH TICYCHH
BOH
J03e
Ilepo- 3rs [IpoTuBoONOKa3aHO: AT JTHIT KosnmaecTBo 3THIIOBOTO CIIUPTA B 3THX JIe-
panb- pazo- CTPaAAIONIUX AJIKOTOJIM3MOM, KapCTBEHHBIX MPEapaTax MOXKET BIUATD U
HOE U BOM SMUJICTICHEH, IeTsIM, OepeMeH- M3MEHSTH NeHCTBUS APYTHX JIEKAPCTB
napeH- no3e HBIM ¥ KOPMSILUM JKESHI[MHAM
Tepaib- npemna- 7 OOJILHBIM C 3200JIEBaHUSIMH
HOE para [ICYEHH; BIUSET Ha CII0Cc00-
HOCTB YIPABJICHHUS TPAHCIIOPT-
HBIMHU CPE/ICTBAMU WJIU OIlac-
HBIMH MEXaHU3MaMH; BIHSET
Y M3MEHSIET JICHCTBHS APYTUX
JIEKapcTB
30. Dopmanbaeru Mect- * B03MOXHBI ClTyyan MECTHBIX
HOE KOXKHBIX PeakIuil (KOHTaKT-
HBIE JCPMATHUTBHI)
ITepo- * Hapymenus sxenyao4H0-Ku-
pajbHOe IEYHOT'0 TPAKTA U AUapes
31. OpykTo3a ITepo- * [Iepen Ha3HaueHueM npemnapa-
paiibHOE TOB YCTaHOBIIMBAETCS IEPEHO-
CHUMOCTb (PPYKTO3BL; IPOTHBO-
II0Ka3aHO OOJILHBIM C HacJe-
CTBEHHOH HETIEPEHOCHMOCTHIO
(pykTO3BHI
[Mapen- 5t KonuuectBo GpyKTO3BI BT B
Tepab- Pa3oBoii 03¢ npenapaTa;He
HOE Ha3HayaTh MalUeHTaM C caxap-
HBIM T1abeToM
Kun- * Hanocsr Bpen 3y6am [Ipn muTEeTPHOM UCTIONH30BAaHUHU B TEUE-
Kue Jie- HHE BYX WK Ooyee Helenb
Kap-
CTBEH-
HBIE
(hopmbl
JUISt
npueMa
BHYTPb,
TabJer-
KH Ke-
BaTellb-
HBIE
32. Tamakro3a [Tapen- * [IpoTuBoOIIOKa3aHO JHIIAM C Ha-
Tepab- CJIC/ICTBEHHOH HEellepeHOCHMO-
HOe CTBIO I'aJIaKTO3bl, FANAKTO3EMH-
el
Iepo- * [IpoTnBoOIIOKa3aHO JIUIAM C Ha-
pasbHOE CJIEZICTBEHHOH HEIIEPEHOCHUMO-
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et nm mManpabcopOuuen rio-

KO30T'aJIaKTO3BI
IIepo- St KonmaecTBo ranakross! BT B
painb- Pa3oBoii 103e mpenapaTa;ocTo-
Hoe ITa- PO’KHO Ha3HAYaTh OOJILHBIM C
peHTe- caxapHbIM HabeTOM
pajbHOe
33. I'moko3a ITepo- * [IporuBoIOKa3aHO JIULIAM C
panbHOe MalbabcopOLuei IIIIOKO3bI-Ta-
JIaKTO3BI
IIepo- 5t KomnuyecTBo rioko3sl B I' B pa-
panb- 30BOIi J103€ MpenapaTa;ocTo-
Hoe ITa- PO’KHO Ha3HAYaTh OOJILHBIM C
peHTe- caxapHbIM HabeToM
pajbHOe
PactBo- * Okas3bIBaeT MoBpexIatoIiee JanHas nHGOpMALUs BKIIOYACTCS B HH-
PBI Ui JeiicTBue Ha 3yObI CTPYKIHIO, IIPU JIUTEIBHOM IIPUMCHCHUU
npremMa (1Be u Gosee HEmEIb)
BHYTpb
Coca-
Tellb-
HBIE XKe-
BaTelb-
HbIE
Tabner-
K{
34. munepon Iepo- 10 r/B [ToGouHBIE peaKkIuK: TOJIOB-
paiibHOE 1 noze Hast 00JIb, HApyLICHUS KEeTy-
JOYHO-KHIIEYHOTO TPaKTa,
napest
Pexk- 1r TTocnabmsronee geiicTeue
TaJIbHOE
35. | Temapun (B KauecTBe BCIIO- [Mapen- * AJnnepruveckue peakiuu, CHH-
MOTaTeIbHOrO BEIIeCTBA) Tepab- JKEHHE CBEPTHIBAEMOCTH KPO-
HOE BU: IPOTHBOIOKA3aHO JIMLAM
C aJJIepruYecKor peaknueil Ha
rernapuH
36. | Cwuporn runporeHu3HpOBaH- Ilepo- * [IpoTnBomOKa3aHO JUIAM C Ha-
HOU TJTFOKO3bI (I Malb- panbHOe CJIEICTBEHHOM HENepeHOCUMO-
TUT KUK CTBIO (OPYKTO3BI
10r YmMmepenHoe nociabisoniee
JIeHCTBHE; YKa3bIBA€TCs KaJlo-
pUIHOCTb THIPOTCHU3UPOBAH-
HOM TIIOKO3HI - 2,3 KKal/T
37. Caxap HHBEPTHBII IIepo- [IpoTnBoOmIOKa3aHO JUIAM C Ha-
pajbHOe CIIE/ICTBEHHOI HEeNIepeHOCHMO-
CThIO (OPYKTO3BI HIIH Malibal-
copOLUel MIIOKO3bI-aIaKTO3bl
St KomnuuecTBo rinoko3sl 1 Gpyk-

TO3BI B I' B Pa30BOH 703€ Mpe-

[apaTa;ocTOPOKHO HA3HAYAThb

GOJBHBIM C caxapHbIM Axalde-
TOM
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PYWICHHUE MUTMEHTALIUNA KOXH

PactBoO- * Oka3bIBacT MOBPEXKIAIOLIEE IIpy [UIHTETEHOM IPIMEHEHUH (I8¢ U 60-
PBI Ui neiicTBue Ha 3yObI Jiee HEZIeIH)
npueMa
BHYTpb;
coca-
Telb-
HBIE XKe-
BaTelb-
HbIE
Tabner-
K1
38. Jlaktur E 966 ITepo- * ITpoTuBOIIOKA3aHO JIMLIAM C Ha-
pansHOE CIICZICTBCHHON HETIEPEHOCHMO-
CTBIO (DPYKTO3BI, TATAKTO3EL,
rajakTo3eMueil niu Manpao-
copOLHMel TIIOKO3bI-aIaKTO3bl
10r Ymepennoe nocnabisionee
JIeHCTBHE; YKa3bIBAaeTCsl KaJlo-
PHHHOCTB JIAKTUTA - 2,3 KKaJ/T
39. Jlakroza ITepo- * [TporuBoOIIOKa3aHO JIMLIAM C Ha-
pansHOE CIICZICTBCHHON HETIEPEHOCHMO-
CTBIO TaJIaKTO3bl, Ae(HULIUTOM
tdepmenta Lapp (JIAIIIT)-nak-
Ta3bl, MaTbaOCOPOIMEH TITIOKO-
3BI-TAJIAKTO3bI
S5r VKka3bIBaeTCs KOIMYECTBO JIaK-
TO3BI B I' B Pa30BOH 703€ Mpe-
rapaTa; OCTOPOXXHO Ha3HA4aTh
OOJIbHBIM C CaxapHbIM 1uabe-
TOM
40. | Jlanonuu (lepcrsiHoit xup) Mecr- * MecTHbIE KOKHBIE PEaKIHN
HOE (KOHTaKTHBII1 IEPMATHT)
41. | E 965 Maunbtut;E 953 U3o0- Iepo- * [IpoTuBoOIIOKa3aHO JIUIAM C Ha-
MaJIbTUTO; MalbTHT KU~ pansHOE CIICZICTBCHHON HETIEPEHOCHMO-
KU (CHpOI T'UIPOTr eHU3H- CTBIO (PPYKTO3BI
POBAHHOI IJIOKO3bT) 10r YMepeHnHoe nociabisiolee
JIeHCTBHE; YKa3bIBaeTCs Kallo-
PUHHOCTD TUAPOTCHU3UPOBAH-
HOM IJIFOKO3BI - 2,3 KKaji/T
42. Maunuton (ManuuT) E421 Iepo- 10r YmMmepenHoe nociabisoniee
pajnbHOE JieiicTBue
43. | OpraHuyecKkue COeUHEHUs Od- * Asuiepruueckue peakiuu
prytu:1) THOMepcan2) de- TOJIbMa-
HWJI-PTYTH HUTPAT3) GeHmwI- | Joruue-
pTyTH anerar4) peHUn-pTy- cKue
TH Oopar nekap-
CTBEH-
HbIE
(bopMBbI
Mecrt- * MecTHbIE KOKHBIE PEAKIHN
HOE (KOHTaKTHBIN IEPMATHUT), Ha-

Anneprudeckue peakuuu
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INapen-
Tepasb-
HOE
44. IMaparuapokcudeH30atsl 1 [lepo- * Anneprudeckue peaxkiuy 3a-
ux 3¢upst: 1) sTrnnapa-rus- paiib- ME/JICHHOTO THITa
pokcubensoar (E 214)2) HOE;
MPOHJI-TIAPATUJI- POKCH- odrosb-
6enszoar (E 216)3) maraus MaJIOTH-
XJIOPHUJT IPOTIMIITIAparuI- YecKue
pokcubensoar (E 217)4) me- neKap-
THJI-NIAPAruAPOKCUOCH30aT CTBEH-
(E 218)5) narpus metuimna- HBIC
paruapokcubdensoar (E 219) | dopmsr;
MecT-
HOE
[Mapen- * AnneprudecKue peaKkiuy 3a-
Tepab- MEJUICHHOTO THIIa, OPOHXOC-
HOE; UH- nasm
rajaiu-
OHHOE
45, Ddennmananua Mecrt- * [IpoTuBoNnOKa3aHO JHLAM C
HOE, TIe- (beHunKeToHypuei
popaiib-
HOE, Ta-
peHTe-
pajibHOe
46. Kanwnii IMapen- | Cogep- VKa3bIBaeTCst KOJIMYECTBO Ka- B uHCTpYyKIMK HHPOPMALIHSI OTHOCUTEIb-
Tepaib- | KaHHe JIHsl B MMOJIb (WJIM MT) B pa3o- HO COJICpKaHUsI KaJlisi OCHOBBIBACTCS Ha
HOE Kanust BOH J103€ mpemnapara 001IIeM coepKaHUHU Kallus B IIpernapare;
MeHee menee 1 mmorb (39 mr) B pa3oBoit no3e,
1 CUMTAIOTCSI periapaTaMy CBOOOTHBIMH OT
MMOJTb KaJIust; 0COOCHHO BaXKHO, IPH IPHMEHEHUH
B pas3o- B II€AUATPUUESCKON MTPAKTHKE, T/I¢ Ha3HaYa-
BOM FOTCS IPENapaThl ¢ HU3KUM YPOBHEM KallHsl
Jo3e
ITapen- Conep- ‘Yka3bIBaeTCsl KOJTHMYECTBO Ka-
Tepaib- | JKaHUE JIMsl B MMOJTh (MJTH MT) B pa3o-
Hoe ITe- | kamus BOH J103€ Ipernapara; 0CTOPOX-
popaiib- 1 HO Ha3Ha4aTh JIULAM CO CHHU-
HOE MMOJIb JKCHHOM (yHKIHEil MoueK Uitk
B paso- y KOTOPBIX KOHTPOJIHPYETCS
BOH MOCTYIUICHHE KaJIHsl C THILEH
Jo3e
BuyT- 30 Boab B MecTe MHBEKIINHU
pHBEH- MMOJIb
HOE /n
BBeJIe-
HHE
47 | Tponunenraukons (E 1520) Iepo- 50 mMr Ecmu Bet 6epeMeHHbI HITH KOp- Hecmotpst Ha TO, YTO HE MOKA3aHO, YTO
W SbUPBI TPOMHIEHIITHKOIT paib- /kr/cyT | MHTE Ipyablo, He IPUHUMAMNHTE MIPOIHJICHIJIMKOJIb BBI3BIBAET PENPOLYKTHB-
HBIH, JIAHHBIN JICKapCTBEHHBIH TIpe- HYIO M OHTOT'€HETHYECKYIO TOKCHYHOCTD Y
napeH- rapar, eciii TOJIbKO OH He pe- JKMBOTHBIX WJIH JIIOJICH, OH MOXKET JIOCTH-
Tepab- KOMEHJIOBaH JIeHall[M Bpa- rarth II0Ja U OOHAPYKHBAJICS B MOJIOKE.
HBIN qoM. Bo Bpemst mpuema 1aHHO- Kax cnencrsue, He0OOXOUMOCTH BBEAEHHUS

IO JICKapCTBEHHOT'O TIperapara

HPONMJICHIIIUKOIIST OEPEMEHHBIM U KOpMsi-
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JIeYaIlnii Bpad MOXKET TPOBe-
CTH JIOMOJIHUTEIBHOE 00CTIeI0-

BaHHC.

IIUM I'pYABIO ITallMeHTaM CJICAYET paccMar-
puBaTh B UHAUBUAYAJIbHOM ITOPSAAKE.

[Mponunenrmuxoins (E 1520)

1 3¢UPbI TPONUICHTTUKOIIS

Ilepo-
paiib-
HBIH,
napeH-
Tepalib-
HBIi

50 mr
/KkT/CyT

Ecmn y Bac 3a6oneBanne nege-
HHY WM IOYeK, He IPHHUMAii-
T€ JaHHBIN JIEKapCTBEHHBIN
npernapar, eciii TOJIbKO OH He
PEKOMEH/J0BaH JIeYallluM Bpa-
yoM. Bo Bpems nmpuema nanHo-
T0 JIEKaPCTBEHHOTO

mpernapara Jieqaniiii Bpad Mo-
JKET MPOBECTH JAONOIHUTEIb-
Hoe o0cienoBaHue.

Heo0x011MO yCTaHOBUTH METUIIHCKOE Ha-
OITr0/IeHIE 3a MAIMEHTaMH C HapyIICHHEM
(byHKLIMH OYEK UK MTEUYEHH, TOCKOJIBKY
C0O00IIANIOCH O Pa3IMYHBIX HEKENATEIbHBIX
SIBJICHUSIX, 00YCJIOBJICHHBIX ITPOIMICHTIIH-
KOJIEM, TAKHX KaK

noveyHas aucHyHKuus (OCTpbIi TyOyIsIp-
HBIl HEKPO3), OCTpast MoYeqHast HeJocTa-
TOYHOCTb U AUCQYHKIHS IIEYCHN.

[pormnenriukons (E 1520)

1 3(UpPbI TPONUICHTITUKOIS

IIepo-
paib-
HBIH,
TapeH-
Tepajb-
HBII

500 mr
/kr/cyT

[IponuneHrnukois, coaepxa-
IIWHCS B TaHHOM JIEKapCTBEH-
HOM IIpernapaTe, MOKEeT OKa3bl-
BaTh TAKOE JK€ JIEHCTBUE, KaK
AJIKOT0JIb, OBBIILIASI BEPOSIT-
HOCTH Pa3BUTHS HEXKeJaTellb-
HBIX PEAKIHH.

He mpumensiiiTe naHHEbIM Jie-
KapCTBEHHBIH Npenapar y ae-
TeW MIIafIe 5 jaer.

IIpumensiiTe TaHHBIHM JeKap-
CTBEHHBII Npernapar TOJIbKO
110 Ha3Ha4YeHHUIo Bpaua. Bo Bpe-
Ms IpEeMa JaHHOTO JeKap-
CTBEHHOT'O IIpernapara Bpay
MOXKET IIPOBECTH JIOTIOJIHH-
TEJIbHOE 00CIeI0BaHHKE.

Ha (bOHC BBICOKHX 103 U IIPOJAOJIKUTEIIBHO-
T'O NIPUMEHCHUS TPOITHUJICHTTITUKOJISL €000-
AJI0Ch O PA3JIMYHbIX HEXKEJIATCIIbHBIX SIB-
JICHUAX, TAKUX KaK THIIEPOCMOJIATIBHOCTb,

JIaKTaT-alUa03; oYeuHas AUCHYHKIMSL
(ocTpslit TyOYyJISIpHBIN HEKPO3), OcTpast Mo-
YeyHasi HeI0OCTaTOYHOCTb; KapAHOTOKCHY-

HOCTb (apUTMUH, TUIIOTCH3HS); HAPYIICHUS
CO CTOPOHBI IICHTPAIbHOM HEPBHOII CHCTe-
MBI (ienpeccus, KoMa, PUMaiKe); yTHeTe-
HHUE JBIXaHHs, OBIIIKA; IeYCHOYHAs JIHC-
(YHKIMS; TeMOTUTHYECKas peakiys (BHYT-
PHUCOCYAUCTHIN FeMOJIN3) H TeMOTIO0UHY-
pHs, a TaKKe MONHOPraHHAs JUCQYHKIH.

B cBs13u ¢ 3TUM 103B1, TPEBHIIIAIOIINE

500 Mr/Kr/cyT, MOXHO BBOJIUTD ACTSIM >5
JIET, OJIHAKO TPpeOyeTCsl HHIMBU/IY AbHbIH
MOJXO/I.

TTocne oTmeHsl IIPONUJICHIVIMKOJISL HEXE1a-

TEIbHBIE SIBIICHUS OOBIYHO paspeniaroTes, B

6oJ1ee TSKEIBIX CiryvdasX — MmocCj€ reMoan-
ajau3sa.

TpeOyercst MeTUIIMHCKOE HAOIOICHUE.

[ponunenrnukons (E 1520)

n SCI)I/IpBI TMPONUJICHITIMKOJISA

Kox-
HBIN

50 mr
/kr/cyT

HpOHI/IHEHFHI/IKOHb MOKCT BbI-
3bIBATh pa3Ipa>KCHUC KOXKHU.

He mpumensiiite naHHBbIM Jie-
KapCTBEHHBIN IpemnapaT Ha OT-
KPBITBIX paHaX WX OOJIBIIHNX

IJIOIIASIX TOBPEXKICHHOM

WM TIOPAXKEHHOM KOXKH (Ha-
IIpUMeEp, OCIIE 0XKOTOB) Y JIe-
Tel Miaame 4 Henenb O0e3 KOH-

CYJIBTAIMH JIeYalllero Bpaya

Wi pabOTHUKA AlTEKH.

[ponunenrnukoins (E 1520)

1 3¢GUPBI TPONUICHTITUKOIS

Kox-

HBIH

500 mr
/kr/cyT

HpOHI/IHeHFHHKOHL MOXKET BbI-
3bIBATh Pa3Apa>KCHUC KOXKHU.

ITockonbKy JaHHBIN Jekap-
CTBEHHBIN ITpenapar cozep-
JKUT IPONUICHTIIUKOIb, HE
MPUMEHSHTE ero Ha OTKPBITHIX
paHax Wi OOJBIINX TUIOIIA-




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 18.07.2025

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e‘ ‘ a .' .' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Caxkray KyHi 30.07.2025
Jlata pegakuuu 18.07.2025
JlaTta ckaunBaHMs 30.07.2025

JUIX TIOBPEKICHHOM HITH TIopa-
JKEHHOU KOXKH (Harpumep, 1mo-
cIie 0K0roB) 6e3 KOHCYIIbTa-
LMK JIEYAIIEro Bpaya WM pa-
OOTHHKA aNTEKH.

[ponunenrnukoins (E Bcee 1 mr JlaHHBIH JeKapCTBEHHBIH Mpe-
1520) u a¢upsl nponuieH- /Kkr/cyT | mapaT COAEp KUT X MI' IPOIH-
TITUKOJIS JICHIJIMKOJIS B KXKIOH

<eJIMHHUIIA TO3UPOBAHUS>
<eQUHULIA 00BeMa™>
<4TO DKBUBAIEHTHO

X Mr/<macca><00beM.>>

[ponunenrnukons (E Iepo- 1 mMr Ecmu Batiemy pebeHKy MeHb-
1520) u a3¢pupsl mponuieH- paiib- /kr/cyT | 11e 4 Henesb, IPEKIe YeM
TIIUKOJIS HBIH, JaTb €My JQHHbIH JIeKapCTBEH-
napeH- HBIH TIpemnapar, IIoCOBETYH-
Tepab- TECh C JICYAIIUM BPauOM HIIH
HBII pabOTHHKOM amlTeKu, 0COOCH-

HO ecIii peOCHOK MoTydaeT
JpyTHUe JIeKapCTBEHHBIE Mpera-
paTthl, COAepIKaIie MPOIHICH-
[JIMKOJIb WITH QJIKOTOJIb.

OnHOBpPEMEHHOE BBEICHHE C JIIOOBIM CY0-
CTPATOM AJIKOTOJIbJICTHIPOreHA3BI,

TAaKHM KaK 3TaHOJI, MOXKCT BbI3bIBATh CC-
PbE3HBIC HEXKEJIATCIIbHbIC pEAKIIMN Y HOBO-
POXKIACHHBIX.

[Mponunenrnuxons (E 1520) IIepo- 50 mr Ecmu Bamemy peGeHKy MEHb-
W SQHPBI TPOMHIEHT KOS paiib- /KT/CyT | 1Ie 5 IeT, mpex/ie yeM AaTh
HBIH, eMy JJaHHBIH JIeKapCTBEHHBIH
HapeH- Ipemnapat, HOCOBETYHTeCh €
Tepab- JIeyaluM BpauoM Wi pabor-
HBII HHUKOM alTeKu, 0COOEHHO ec-

JIH peOCHOK MOJIyJaeT Ipyrue
JIeKapCTBEHHBIE IPETapaThl,
coJieprKaIlue MPONUICHIIN-
KOJIb WJTH QJIKOTOJIb.

OnHOBpEeMEHHOE BBEJCHHE C JIFOOBIM CYO0-
CTPaTOM aIKOTOJIbIETUAPOTEHA3HI,

TaKUM KaK 3TaHOJI, MOJKET BBI3BIBATH Ce-
PBC3HBIC HEXKETAaTeNIbHbIC PEAKIMU Y IeTeil
MIIame 5 JieT.

48. Macio KyHXyTHOe Bce my- Penxue cnydyau cepbesHBIX all-
TH BBe- JIEPIUYECKHUX PEaKIIH
JICHUS
49. Harpuii Ilapen- | Cogep- VKa3bIBaeTCs KOIUYECTBO Ha- B uHCTpyKIIUK HHGOPMALUS OTHOCUTEIb-
Tepaib- | JKaHHe TpuUsi B MMOJIb (WJIM MT') B pa3o- HO COJep)KaHHsl HATPHsI OCHOBBIBACTCS HA
HOE Ha- BOH J103€ Ipernapara o0111eM coJiepKaHUU HATPUs B IIpenapare;
Tpus npenaparsl coJepiKaliue HaTpus MeHee 1
MeHee MMOJIb (23 Mr) B pa3oBoii 03¢, CUUTAIOTCS
1 npenapaTaMu CBOOOJHBIMH OT HATPHS;
MMOJIb Oco0OeHHO 3TO Ba)KHO, IPU IPUMEHEHHH B
B pa3o- neMaTpUIeCcKoi PaKkTHKe, I7e Ha3Hava-
BOH I0TCS MIPeNapaThl C HU3KUM yPOBHEM Ha-
no3e Tpus
nperma-
para
IMapen- | Conep- Yka3bIBaeTCs KOINIECTBO Ha-
Tepaib- | JKaHUE TpHs B MMOJIb (MJIH MT) B Pa3o-
HoOE; Te- Ha- BOH J103€ Ipernapara; 0CTOPOX-
popainb- | Tpus 1 HO TIPU HA3HAYEHUH JIMLIAM, CO-
HOE MMOJIb 6rofatoIuM GecconeByto au-

eTy




e.zZan

Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Caxkray KyHi 30.07.2025
Jlata pegakuuu 18.07.2025
JlaTta ckaunBaHMs 30.07.2025

B paso-
BOH
Jo3e
50. Kucnora copouHoBas u ee Mecr- * MecTHbIE KOKHBIE PEAKITHN
conu HOE (KOHTaKTHBII IEpPMATHT)
51. Copb6uron E420 Iepo- * [IpoTuBoOIIOKa3aHbI MAIMEH-
paib- TaM C HaCJIeJCTBEHHOH Here-
Hoe ITa- PEHOCHMOCTBIO (PPYKTO3BI
peHTe-
pajbHOE
IIepo- 10r VYMepeHnHoe nocabsolee
pajbHOe JIeCTBHUE;yKa3bIBACTCS KAJIO-
puitHOCTH copOuTona - 2,6
KKaj/T
52. Macino coeBoe,Macio coe- Bce my- * MecTHbIe KOKHBIE PeaKkLUu
BOE THIPOr€HU3UPOBAHHOE TH BBe- (KOHTaKTHBIH IEPMATHUT)
JIeHUs
53. CreapuioBslii ciupt Mect- * MecTHBIC KOXXHBIC PEaKIHI
HOE (KOHTaKTHBIH IepMaTUT)
54. Cykpo3a Ilepo- * [IpoTnBomOKa3aHO JUIAM C Ha-
pajbHOe CJI/ICTBEHHO HEellepeHOCHMO-
CThIO (PPYKTO3bI, MaIbaOCOPO-
LHeH IIII0KO3bI-IalaKTo3bl, J1e-
¢umToM hepMeHTa CyKpaskl-
H30MaJIbTa3bl
S5t ‘Yka3bpIBaeTcsl KOJTMIECTBO CY-
Kpa3bl B TpaMMax B pa3oBOU
J103¢€ IIpernapara;ocTOPOIKHO
Ha3Ha4yaTh OOJBHBIM C caxap-
HBIM AnabeToM
Pactso- * IloBpexnaromee nelicTBre HA JlanHas uHopManust BKIIOYaeTCs B UH-
PBI Uit 3y0BbI CTPYKIIHIO, KO/ JICKAPCTBEHHBIH IIperia-
npueMa par mpexHasHaYeH ISl AJIMTEIbHOTO IpH-
BHYTpb; MeHeHus (1Be 1 0oJiee Heleb)
coca-
Tellb-
HBIE,
JKeBa-
TeJlb-
HbIE
Taber-
KH
55. CynbhuTsl, BKIIOYAs METa- Ilepo- * Cepbe3Hble aJuIepruyecKue pe-
oucynb(uThI:1) cepbl THOK- paib- aKIMH U OPOHXOCTIa3M
cun E 2202) vatpus cynb- HOE;Ma-
¢ut E 2213) Harpus Ou- peHTe-
cynsdut E 2224) Hatpus paib-
metabucynbdur E 2235) ka- | HOe;uH-
s Metabucynedut E rajsmnm-
2246) kanus 6ucynsdur E OHHOE
228
56. [imeHnYHbIN KpaxMan ITepo- * [IpoTuBoOMOKa3aH IUIaM C ali- [TmeHnYHbIN KpaxMaa MOXKET COIepKaTh
pasibHOE JIEPrU4eCKUMHU PEaKIUsIMH Ha I'mroten (crenpr)

MIIIEHUYHBIA Kpaxma




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
» -‘ a DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

57. Kcunmuron ITepo- 10T YmepenHoe nociabisonee
pajbHOe JIeCTBHE;yKa3bIBACTCS KAJlo-
puitHOCTH KeniuTona - 2,4
KKaj/T

I/ICHOHbSyeMBIe COKpalllCHUA: MI' — MUJUIMTI'PAMM, KI' — KHJIOI'PpaAMM,; MKI" —
MUKPOT'PaMM; I' — I'paMM; KKaJI — KHHOK&HOpHﬁ; MMOJIb — MUJIMMOIJIb; JI — JIUTP.

[Ipumeuanue:

* He3aBHCHMO OT KOJIMYECTBEHHOI'O COACPKaHUs BCIIOMOTI'aTCIIbHBIX BCUICCTB,

I/IHCI)OpMaHI/ISI, YKa3aHHas B KOJIOHKC 5, 0TpaKacTCsA B MHCTPYKIUHU 110 MCAUINHCKOMY

MPUMEHEHHUIO.

** Madopmanus, ykazaHHasi B KOJIOHKE 6, IpeIHa3HAYEeHA JIJIsl DKCIIEPTOB MpHU

IMPOBCACHNHA CHCHH&HHSHpOBaHHOﬁ OKCIICPTU3BI JICKAPCTBCHHOT'O CPCACTBA.



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray kyHi

e* ‘ a ‘ ' DTaJOHHBIH KOHTPOJIbHBIN OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKium

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

[Ipunoxenue 23
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

MunucrepcTBo 3apaBooxpanenus Pecnyonuku Kazaxcran

HanmenoBanne rocynapcTBEHHOM SKCIIEPTHOW OpraHU3auN

ATTecTaT akKpeIuTaluu UCIbITaTeNbHOM 1adopatopun (Ne, cpok neicTBUA)

Anpec, TenedoH IKCIEPTHOU OpraHu3alK (UCIBITaTEIbHOM JJabopaToOpuH )

" n

[Iporokois ucnpiTanuii Ne oT roaa

Crpanuna (KonuyecTBo nUCTOB )

Ycayrononyuyarenab (HAaMMEHOBaHUE, aJIPEC):

HaunmeHnoBaHue MMpOAYKIINH:

Bun ucneiranuin:

OcHoBaHUeE:

®upmMa U3roTOBUTEIH (IPOU3BOAUTEIND), CTPAHA:

dopma



e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

Cepus, maprusi:

Jlara nmpousBojacCTBa:

CpOk TOIHOCTH:

JlaTa HaydaJla 1 JaTa OKOHYaHH A WCHBITAaHUM:

KonuuectBo 06pa3iios:

O06o3HaueHne HOPMATHUBHOI'O IOKYMCHTA 110 KAa4CCTBY Ha IIPOAYKIIHIO:

O06o3HaueHne HOPMATHUBHOI'O JOKYMCHTA I10 Ka4CCTBY Ha MCTObI HUCIBITAHUN:

Pesynprarel ncnibiTannit

HaumenoBanue
nokasareJjei

TpeﬁoBa}mn HOPMAaTHBHOI'O
AOKYMEHTA HAa NPOAYKUHIO

T'Cwu
BJIAKHOCTH
(%)

DakTHYECKH
ToJIy4eHHbIe
pe3yJabTaThl

Kpartkoe onucanune

COOTBETCTBUSA

(HecooTBETCTBHSI)

3

4

5

3axmouenue: [IpencraBnennbie 00pa3ibl COOTBETCTBYIOT (HE COOTBETCTBYIOT)

Tpe60BaHI/IHM HOPMATHUBHBIX JJOKYMCHTOB 1 MCTOAUKH BOCIIPOU3BOIATCS (He

BOCITPOU3BOJSTCS) (YKa3bIBaTh MPU HEOOXOAMMOCTH). (HY>KHOE TTOAYEPKHYTh)

MGTOI[I/IKI/I HC BOCIIPOU3BOIATCA 110 CIICAYIOIINM I10KA3aTCIIAM




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e‘ ‘ a .' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

HOI[HI/ICI/I YIOJIHOMOYCHHBIX JIMIT

(momxHocTh) (moanuck) G.N.O (mpu ero HAIMYKH)

(momxHocTh) (moanuch) G.MN.O (mpu ero HAIUYKH)

(momxHocTh) (moanuck) G.MN.O (mpu ero HAIUYKH)

IIpoToKoJ HCTIBITAHUI PACIIPOCTPAHACTCS TOJBKO Ha 00pa3ubl, MOABEPrHyThIe

UCTIBITAHUSAM,
NpeacTaBJIeHHbIe 3aKA3YUKOM YCJIYT.

ITostHast UM YacTUYHAA nmepenevyaTrka nmnpoTroxkoJjaa 0€e3 NMHCHLMEHHOI0 paspeucHus

JIKCIEPTHOM
OpPraHM3alUy 3anpenieHa.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.07.2025

e‘ o (" | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 18.07.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE e
JlaTta ckaunBaHMs 30.07.2025

[Ipunoxenue 24
K MpaBUJIaM IKCIIEPTU3bI, PETUCTPALINH,
NepeperucTpaly, BHECCHHS] N3MEHEHHIA
B PETUCTPALMOHHOE J10ChE
JICKapCTBEHHOTO CPEJICTBA HIIH
MEAUIIMHCKOTO U3JICHSI U PETUCTPALIAN
IIEHbI, BHECEHUS] N3MEHEHUS
B I[EHY [TPOU3BOIUTEIS,
a TaKkxe (OPMUPOBAHUS
Kazaxcranckoro HalmoHaIbHOTO
JIEKapCTBEHHOTO (hOpMyJIsipa

dbopma
OTyer o pe3ysibTaTax NpOBeICHUS Ja00OPATOPHBIX UCIIBITAHUH B JIA0OPATOPUU
KOHTPOJISI KaueCTBa MPOU3BOAUTEIIS WU B KOHTPAKTHOM JIaOOpaTOPHH, UCIIONH3YEMOM
IPOU3BOIUTETIEM

1. Pe3rome

HanMeHoBaHuMe TeKapCTBEHHOTO CPEACTBA

HaumenoBanwue, anpec peKBH3UTHI IPOU3BOACTBEHHON TTIOMIAAKHA

HaumenoBanue, azpec, peKBU3UTHI 1a00PaTOPUN KOHTPOJIS KauecTBa U (M) KOHTPAKTHOM
71a00paTOPUU KOHTPOJISt Ka4ecTBa

OcHOBaHHUE NPOBECHUS T1a00PaTOPHOTO MCIIBITAHHS

Pe3tome nesTenbHOCTH J1a00paTOPUU KOHTPOJIS KauecTBa IIpoBeneHne 1a0O0PATOPHBIX UCTIBITAHUN

BBINycK B peanu3aniio CeprH JieKap-
CTBCHHOT'O CPEACTBA

WHoe (HeoOX0auMOo yKa3atb)

Jara(p1) npoBeeHHs 1a00PaTOPHOTO UCTIBITAHHS

@®.1.0. (pu ero HaIU4KMU) FKCIIEPTOB (WICHOB KOMHCCHH), JOJKHOCTh

2. Broanas uapopmManus

Kparkoe ornmcanne 1abopaTopri KOHTPOIIS KauyecTBa

Hannune 1oKkyMeHTHPOBAaHHBIX MPOLEAYP MPOBEICHUS UCTIBITAHUN

BrinonHeHue TpeOoBaHUil JOKYMEHTHPOBAHHBIX MPOLEAYP MPOBEACHHUS UCTIBITAHUI

Llens npoBeneHus 1a00paTOPHOTO UCTIBITAHHS

OOBEKTHI NCIIBITAHHS

[Tepconan nabopaTtopuu KOHTPOJIS KauecTBa, yYacTBYIOLIUIT B TPOBEACHNUH J1a00PATOPHOTO HCIIBITAHUS

3. HabmroneHus 1 pe3yabTaThl IPOBEACHUS Ja00paTOPHOTO UCIIBITAHUS

Ccbllka Ha HOpMaTUBHBINA JOKYMEHT




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025
- ‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecry6inkn Kasaxcran B 9JIEKTPOHHOM BH o
ecmryGr a3aXCTaH B SIICKTPOHHO e JlaTta ckaunBaHMs 30.07.2025
Howmep cepun, nata npous3BojacTBa
IMoxkasza- TpeGoBaHUsI HOPMATUBHOTO JIOKY- DakTHYECKHE Pe3ylb- Temmneparypa 0 C u Co0TBETCTBYET (HE COOTBET-
Telb MeHTa TaThl BJIQYKHOCTh CTBYeT)

4. ITpunoxeHus

‘ JlokymeHTHI (TIepBUYHBIC TaHHBIC, TPOTOKOJIBI UCTIBITAHNUI) U 00pa3iibl, OTOOPAHHBIE B XO/IE TPOBEACHNUS T1a00PATOPHOTO UCIIBITAHUS | ‘

5. PexoMeHmanmu 1 3aKJIr0UEHUS

Pexomenmanun

3aKiIucHIe

[Tpumeuanue: * K otyeTy 0 pe3ynapTaTax mpoBeAeHUs J1ab0paTOpHOTO
UCTIBITAHHS HEOOXO0IUMO MPUJIOKUTH KOIHIO cepTU(HKaTa aHanu3a 1 (MJIK) TPOTOKOJIA
UCTIBITAHUH HA TPOIYKIIHIO JTA00OPATOPUH KOHTPOJISI KAYECTBA TIPOU3BOIUTEIIS UITH
KOHTPAKTHOH J1ab0paToOpwH, UCTIOIB3YEMOM MTPOU3BOIUTENIeM. Bee mpriiokeHus K
OTUETY SIBJISIOTCS HEOTHEMIIEMOM €ro YacThIO.

PykoBoaurtens KOMUCCUU:

(monmuck) ®.M.0O (npu ero HATUYKM), TOTHKHOCTh

YJICHBI KOMHUCCHMH.

(moxamuck) ®.M.0O (npu ero HATUYKM), TOTHKHOCTh

(moxamuck) ®.M.0 (npu ero HATMYKM), TOTHKHOCTh

" n 20 T.

CorJiacoBaHo:

(moxmuce) ®.M1.0 (ripu ero HaJIMYUM), TOJKHOCTh
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e‘ ‘ a ,' , DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE e
JlaTta ckaunBaHMs 30.07.2025

[Ipunoxenue 25
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma
3aKiIroYeHue o 0€30MaCHOCTH, KauecTBe U 3(PPEKTUBHOCTHU JIEKAPCTBEHHOT'O CPEJICTBA,

3asIBJICHHOT'O HA SKCIEPTU3Y B LIEISAX TOCYNaPCTBEHHON pETUCTpaIlni,
nepepeructpanuu B Pecnnyonuke Kazaxcran

1. PecnybnukaHckoe rocyAapCTBEHHOE MIPEANPUSATHE Ha MPaBE XO35IHCTBEHHOTO
BesieHus "HalnmoHanbHbIN EHTP SKCIEPTU3BI IEKAPCTBEHHBIX CPEICTB, MEAUIIUHCKUX
uznenuit" Komurera MequimHCKoOro u (papMaieBTHUECKOro KOHTpoIisi MUHKHCTEpCTBA
3npaBooxpaHeHus Pecnyonuku Kazaxcran coo01aeT pe3yibTaThl SKCIEPTU3HI HA
0€30MacHOCTh, KauecTBO U 3PHEKTUBHOCTH JIEKAPCTBEHHOT'O CPEACTBA JIJISl eei
rocyJIapCTBEHHOM peructpanuu, nepeperucrpanuu B Pecyonuke Kazaxcran:

HOMep " J1aTta 3asBKH

TOpI‘OBOC HanMEHOBAHUE JICKAPCTBEHHOT'O CPEACTBA (C YKazaHuem HeKapCTBeHHOfI q)OpMLI, JAO3UPOBKH, KOHLICHTpAallUU U o0bema 3aroJ-
HCHUSA, KOJIMYCCTBA 103 B YIIAKOBKE - I JICKAPCTBCHHOT'O npenapaTa)

OpFaHI/ISaI_II/ISI—HpOI/IBBO,HI/ITeHI), CTpaHa-IIPOU3BOANUTCIIb

3aKII0YCHUE HaYaIbHOU OKCIICPTU3bL (HOJ'IO)KI/ITGJ'IBHOC uim OTpI/II_IaTCJ'ILHOG)

3aKIoYcHIE CHeHHaﬂI/ISI/IpOBaHHOﬁ SKCIICPTU3BIL (HOJ’IO)KI/IT@.]'H)HO@ Ui OTpI/IHaTeJILHOC)

3aKITI0YCHUE UCTIBITATEIBHON na60paT0pHH: Jara u Ne IIPOTOKOJIA, (HOJ'IO)KPITGHLHOG Ui OTpI/II_IaTeHLHOG)

2. 3axnroueHue (MonokKUTeNbHOE): MaTepuansl U JOKyMEHTBI pErHCTPaliMOHHOTO
JI0ChE€ Ha JIEKAPCTBEHHOE CPEJCTBO, IPEIOCTABIIEHHBIE Ul FOCY 1APCTBEHHON
peructpauuu, nepeperucrpaunu B PecryOnnke Kazaxcran, COOTBETCTBYIOT
YCTaHOBJIEHHBIM TpeOOBaHUAM, 0€30MACHOCTh, KAa4eCTBO U 3()(PEKTUBHOCTH
JIEKapCTBEHHOT'O CPEJICTBA MOATBEPKIEHBI COOTBETCTBYIOIMMU MaTEpUAIAMH U
IPOBEJCHHBIMU UCIIBITAHUSIMH.

JlexapcTBEHHOE CPENICTBO (TOPrOBOE HAUMEHOBAHUE JICKAPCTBEHHOTO CPEJICTBA C
yKa3aHUEM JIEKapCTBEHHOU (POPMBI, JO3UPOBKH, KOHIIEHTPALUU U 00bEMA 3alI0JIHEHMUS,
KOJIMYECTBA /103 B YIIAKOBKE) 3apeTUCTpUpYyeETCs (mepepeructpupyercs) B PecmyOrke
Kazaxcran cpokom Ha JeT Ui OECCPOUHO.

3axmtoueHue (oTpulaTesbHoe): MaTepuaibl U TOKYMEHThI PErUCTPalluOHHOTO
JI0ChE Ha JIEKAPCTBEHHOE CPEJICTBO, IPEIOCTaBIEHHBIE ISl TOCY1apPCTBEHHON



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
! AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.07.2025
™ ‘ a ,' ' DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 18.07.2025

P K
ecryOinky KazaxcraH B 3JIGKTPOHHOM BHUJIE Tlara ckaunpams 30.07.2025

peructpaiuu, nepepeructpanun B Pecy6imke Kazaxcran, He COOTBETCTBYIOT
YCTaHOBJICHHBIM TpeOOBaHUAM, 6€30MACHOCTH, KA4eCTBO U A3((PEKTUBHOCTH
JICKapCTBEHHOTO CPEJICTBA HE MOATBEPKIECHBI COOTBETCTBYIONTUMHU MaTEpHAIAMU U
MIPOBEICHHBIMU UCTIBITAHHUSIMHU.

JlexapcTBEHHOE CPEICTBO (TOPrOBOE HAMMEHOBAHUE JIEKAPCTBEHHOI'O CPEJICTBA C
yKa3aHUEM JIEKapCTBEHHOU (pOpMBI, 103UPOBKH, KOHLEHTPALUN U 00bEMA 3aIl0HEHHUS,
KOJIMYECTBA JI03 B YIAKOBKE) HE 3apETUCTPUPYETCS (MIEpEPErUCTPUPYETCA) B
Pecnybnuke KazaxcraH.

PykoBoauTenb rocy1apcTBEHHOM SKCIIEPTHON opraHu3anuu (Win

YIOJHOMOYEHHOTO JIUIIA)

(monnuce) ®.M.0 (npu ero HaIU4KMM), TOTKHOCTb

Jlara
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AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.07.2025

e‘ o (" | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 18.07.2025
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[Ipunoxenue 26
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma
3aKiIroYeHue o 0€30MaCHOCTH, KauecTBe U 3(PPEKTUBHOCTHU JIEKAPCTBEHHOT'O CPEJICTBA,
3asBJICHHOTO Ha KCTIIEPTHU3Y B IEJIIX BHECEHHS NU3MEHEHHI B PETUCTPAIIMOHHOE JI0ChE

1. PecyOnrkanckoe Tocy1apCTBEHHOE MIPEANPUATHE HA TTPABE XO35ICTBEHHOTO
BeeHUA "HalmoHambHBIN HEHTP SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB, MEAUIIUHCKHUX
uznenuit" Komurera MemuimHCKOro U (papMaieBTHIECKOro KOHTPOIIsi MUHHCTEpCTBA
3npaBooxpaHeHust Pecriyonuku Kazaxcran cooOmuiaeT pe3yabTaThl SKCIEPTU3BI O
BIIMSIHUM BHOCHUMBIX U3BMEHEHUN B PETUCTPALIMOHHOE JJOChE HA O€30M1aCHOCTh, KAYECTBO
1 3G (HEKTUBHOCTD JIEKAPCTBEHHOT'O CPEICTBA!

Howmep u narta 3asBku

ToproBoe HaMMEHOBaHUE JEKAPCTBEHHOTO CPECTBA (C YKa3aHHEM JICKapCTBEHHO (OPMBI, JO3HPOBKHU, KOHIICHTPALKU U 00beMa 3aroJI-
HEHUsI, KOJIMYECTBA JI03 B YIIAKOBKE — JUISl JIEKAPCTBEHHOTO Tpernapara)

OpraHmaum{ NIPpOU3BOAUTEIb, CTPAHA-ITPOU3BOAUTEIID

Tun BHOCUMBIX U3MEHECHUH

3akiroueHre Ha4aIbHOM 9KCIEPTU3HI (TTOJI0KUTEIHHOE WM OTPHLIATEIBHOE)

3aKIroueHe CHCHHaHHSHpOBaHHOﬁ OKCIIEPTU3BL (HOJ’[O)KHTCJ'[LHOC nin 0Tp1/1uaTem>Hoe)

3aKII0YeHHE UCTIBITATEIBHOMN na60paTopMH: nara u Ne IIPOTOKOJIA, (HOJ'IO)KPITCJ'IBHOC Wi OTpI/ILIaTeJ'ILHOC)

2. 3akntoueHue (MooKUTENbHOE): Matepualibl U JOKYMEHTHI Ha JIEKAPCTBEHHOE
CPEIICTBO, IPEIOCTaBICHHBIC /ISl BHECEHUSI U3BMEHEHHI B pETUCTPALIMIOHHOE J0ChE,
COOTBETCTBYIOT YCTAHOBJICHHBIM TPeOOBAHUSIM, BIUSIHUE HA O€30MIaCHOCTh, KAYECTBO U
3¢ ()EKTUBHOCTH JIEKAPCTBEHHOTO CPEICTBA MOATBEPKIECHBI COOTBETCTBYIOITUMU
MaTrepuajiaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

BHocuMble n3MEHEHHsI 3aperucTpupyercs ¢ Bbaauei (6e3 Bblgaun) HOBOTO
PErMCTPALlMOHHOTO YIOCTOBEPEHHS.

3akioueHue (oTpuuaresbHoe): Marepualibl U JOKYMEHTHI Ha JIEKAPCTBEHHOE
CPEIICTBO, IPEIOCTaBICHHBIC /ISl BHECEHUSI MN3BMEHEHHUI B pETUCTPAIIMOHHOE J0ChEe, HE
COOTBETCTBYIOT YCTAHOBJICHHBIM TPeOOBAHUSIM, BIUSIHUE HA O€30MaCHOCTh, KAYECTBO U
3¢ (PEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA HE MOATBEPIKICHBI COOTBETCTBYIOITUMU
MaTepuajaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e * ‘ ' AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi
fr‘ d DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

BHocCuMBIE U3MEHEHNS HE 3aPETUCTPUPYETCH.
PykoBoauTenb rocy1apcTBEHHOM 3KCIEPTHON OpraHu3aluu (Win

YIOJHOMOYEHHOT O JIUIIA)

noanuck O.N.O (ripu ero HAIMYUN )

Jara



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
e . aKTiIepIiH STaJOH bl OaKbUIay OaHKi Caxray KyHi 30.07.2025
™ pra [ | i DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata peaKuun 18.07.2025
Pecry6imku KasaxcraH B 971€KTPOHHOM BHIE Tlata cxaunpanis 30.07.2025
[Ipunoxenue 27
K ITpaBHJIaM PCrucTpanmuu
JICKAaPCTBCHHBIX CPCIACTB U
MEIULMHCKHAX U3EIIHN
110 IPUHOMITY «CAWHOI'0 OKHa»
dopma

CBoaHBIIi O0TYET N0 0€30MaCHOCTH, KaueCTBY U 3(PHEKTUBHOCTU JIEKAPCTBEHHOTO

npenapara

JlaTa

Kazakcran PecnyOmnukacs! JleHcaynbik cakTay MUHACTpIIITT Meau-
LMHAJIBIK XKOHE (hapMalleBTUKANIBIK OaKbulay KOMUTETIHIH
"lopitik 3aTTap MEH MEAULMHAIBIK OyHBIMIApIbI capanTay yiIT-
THIK OPTaJIBIFbl" MapyalIbUIbIK XKYPTi3y KYKBIFBIHIAFb! PECITyOIu-
KaJIBIK MEMJICKETTIK KOCITIOPHBI

Pecmy6inKkaHCKOE TOCYAAPCTBEHHOE MIPEANPUSITHE Ha IPABE XO-
3HCTBEHHOTrO BeAeH s "HalnoHa bHbIH [IEHTpP dKCIIEPTH3bI Jie-
KapCTBEHHBIX CPEACTB, MEIUIMHCKHX n3enuil" Komurera meau-
[UHCKOTO 1 (papMaIieBTHIECKOTO KOHTPOIIsT MHUHICTEPCTBA 3/pa-

Booxpanenust Pecriyonuku Kazaxcran

CBOHHBIﬁ OTHYCT I1IO 6630HaCHOCTI/I, 3(1)(1)6KTI/IBHOCTI/I N Ka4CCTBY JICKAPCTBCHHOI'O

npenapara

HanmmeHnoBaHue IIpcIiapara, IpoOnu3BOAUTCIIb, CTPaHAa

W3 oTyera yaanena koHpuaeHIIMATbHAS HHPOpMAIUS

1. CnpaBouHast uH(MOpMAIIUS O MPOIIEAYyPE

1.1. I[Toga4a perucTpalliOHHOTO 10ChE

2. Hayunoe obcyxaenue

2.1 AcriekThl KayecTBa

2.1.1 AxtuBHas papmaineBTHUYECKasi CyOCTaHIINUS: aHAJIN3 CBEJACHHUM O

IMPONUCXOKACHUH, KAUCCTBE U BLIBOABLI O BOSMOKHOCTH HUCITIOJIb30BaHHA CY6CT8_HIH/II/I

2.1.2. BcnoMmorarenbHbIE BCHICCTBA: aHAJIN3 CBC,Z[CHI/Iﬁ 0 Ka4CCTBC, KOJIMYCCTBC C

BBIBOJIaMH O OIOITYCTHUMOCTH UCIIOJIb30BAHUA

2.1.3 JlekapcTBEHHBIN npenapart 3aKJII0YEHUE O MPOU3BOJICTBE CrieIU(UKAIIUS

KadecTBa CTaOMIbHOCTh
2.2. JIOKIMHUYECKHE aCIIEeKThI

2.3 KitmHn4yeckue aceKThl



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e.,‘ d .' .' DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

2.4 OueHka noJib3a-puck

2.5 ®apmakonaazop Onucanue cucteMsl papmakoHaazopa [1nan ynpasnenus

pUCKaMH

2.6 YcnoBus oTirycka



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
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[Ipunoxenue 28
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma

[IepedeHpb nE€KapCTBEHHBIX CPEACTB, MOJICKAIMNX [IEHOBOMY PETYIUPOBAHUIO JIJIA
OIITOBOM U PO3HUYHOM peaIn3alin

Ne Toprosoe HanmMe- MextyHapoHOE HENTaTeHTOBAHHOE Ha- JlexapcTBeHHast [Ipousso- Perucrpaunonnoe ygocro-
Ne HOBaHHE HMMCHOBaHHE ¢dopma JTUTEINb BEpeHUE

/m
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[Ipunoxenue 29
K MpaBUJIaM IKCIIEPTU3bI, PETUCTPALINH,
TIepPEePErUCTPAINH, BHECCHHS N3MCHCHUN
B PETUCTPALMOHHOE J10ChE
JICKapCTBEHHOTO CPEJICTBA HIIH
MEIUITMHCKOTO U3/ICTUS U PETUCTPAITUN
IIEHbI, BHECEHUS] N3MEHEHUS
B I[EHY [TPOU3BOIUTEIS,
a TaKkxe (OPMUPOBAHUS
Kazaxcranckoro HalmoHaIbHOTO
JIEKapCTBEHHOTO (hOpMyJIsipa

IlepeyeHb JOKYMEHTOB PEeruCTPANMOHHOIO I0CHe VISl IKCIEPTU3bl METULMHCKOT0
n3aeansa®

Ne Hanmenosanne nokymeHnTa Knace | Kmace | Kmace | Kiace Me- IIpu-
it 1 2a 26 3 M- Meya-
/n LIUH- HHE
CKOe
usje-
e
UL
Ina-

THO-

CTHKH

vitro
(IVD)
(ne3a-
BHUCH-
MO OT
KJac-
ca 1mo-
TEH-

anb-
HOTO
pucka

npu-
MeHe-

HUS)

1 2 3 4 5 6 7 8

1. JIOKyMEHT, y10CTOBEPSIOLINH PerucTpalyio B CTpaHe IPOU3BOANUTEIIE + + + + + B co-
WY IPOU3BOICTBEHHOM IUIOIIAKe (PErUCTPALMOHHOE YA0CTOBEpe- OTBET-
Hue, wi Ceprudukar cBodonHoi nponaxu (FreeSale), mmm Ceprudu- CTBHH
KaT Ha 9KCIOPT) C Ay TEHTUIHBIM MIEPEBOIOM Ha Ka3aXCKHUH U PyCCKHU C MEX-
SI3BIKM (32 HCKIIFOYEHHEM MEIMIMHCKUX M3/IeNNii, TPOU3BE/ICHHBIX B JlyHa-
Pecnyonuke Ka3zaxcran) pon-
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HBIMH
HOpMa-
MH 3a-
Bepe-
HUS U
HOpMa-
MH 3a-
Bepe-
HUS
ycra-
HOB-
JICH-
HBIMH
B Pec-
ny6uu-
ke Ka-
3ax-
cTaH
Pop-
MarT:
PDF

2. Konus pazpemmrenbHOro 10KyMeHTa Ha IpaBo MIPOU3BOJICTBA B CTpa- + + + + + B co-
HE-TIPOM3BOIUTEIIE C MIPUIIOKEHHEM isl Tpon3BoauTenei PK u ctpan OTBET-
CHI', u1s oCTaNBbHBIX CTpaH IPH HAJMYUH, KOTHS JINIICH3UN Ha 00pa- CTBHH
LIeHHE C MPUOOpaMH M yCTaHOBKaMH, TeHEPUPYIOIIUMHI HOHU3UPYIO- C MeX-
Liee U3JIy4YeHHUE, JUTsl METUIUHCKUX U3/Ie/TMH UMEIOIINX HCTOYHUKH JIyHa-
HMOHM3UPYIOIIETO M3JTyYeHHs Ipou3BeieHHbIX B Ka3axcTaHe ¢ ayTeH- pox-
TUYHBIM [1€PEBOJIOM Ha Ka3aXCKUH U PYCCKUI S3bIKU HBIMU
HOpMa-
MH 3a-
Bepe-
HUS U
HOpMa-
MH 3a-
Bepe-
HUS
ycra-
HOB-
JIeH-
HBIMA
B Pec-
my0sm-
ke Ka-
3ax-
CTaH
(op-
Mar:
PDF

3. [lepeueHb TOKYMEHTOB, YIOCTOBEPSIONINX PETHCTPALIUIO B IPYTHX + + + + + 3age-
CTpaHax ¢ yKa3aHHEeM HOMepa U JaThl BbIIaYM (IIPU HATUYHH) C pser-
ayTEeHTUYHBIM IIEPEBOZOM Ha Ka3aXCKUIl M (MJIM) PYCCKUH SI3BIKH cst
pous3-
BOZU-
TeneM
UIH
ero

ymon-




KaSaKCTaH PeCﬁyﬁﬂHKaCHHL]H OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e‘ .‘ a .' .' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Cakray KyHi
Jlata pegakuuu
JlaTa ckaunBaHUS

Penakuusiinay KyHi

18.07.2025
30.07.2025
18.07.2025
30.07.2025

HOMO-
YCH-
HBIM
npea-
CTaBHu-
TCJIEM
(op-
Mmar:
PDF

4. Komuu cepridukaToB Ha CHCTEMY MEHE)KMEHTa KauyecTBa
npou3BoAnTeNsI MenuiuHCekux n3aennid [ISO 13485, GMP nu6o
COOTBETCTBYIOIIMH PErMOHAIBHBII MM HAIIMOHAJIBHBIN CTAaHIAPT C
ayTEHTUYHBIM IIEPEBOAOM Ha Ka3aXCKUIl M (HJIH) PYCCKHH SI3BIKH
(1pe1ocTaBIAeTCs Ha IPOU3BOIUTEN MEAUIMHCKUX U3/IeHH 1
MPOU3BOACTBEHHYIO IUIOLIAMKY )

- (xpo-
Mme
cTe-

puIIB-
HBIX)

- (kpo- | + + +

Me
cTe-
pwiiB-
HBIX)

B co-
OTBET-
CTBUH
C MEX-
JIyHa-
poa-
HBIMU
HOpMa-
MH 3a-
Bepe-
HUS
(3aBe-
psier-
ciB
BBIIaH-
HOM
cTpa-
He) U
HOpMa-
MH 3a-
Bepe-
HUS
ycra-
HOB-
JICH-
HBIMA
B Pec-
my6uu-
ke Ka-
3ax-
cTaH
Gop-
Mar:
PDF

5. Jlexnapaiiysi 0 COOTBETCTBHU TPEOOBaHUAM OE30MaCHOCTH U

9} HeKTHBHOCTH MEAULIMHCKOTO H3/ACIHUS HIH SKBUBAICHTHBIN
JOKYMEHT C ayTeHTUYHBIM TIEPEBOIOM Ha Ka3aXCKHUii M (MJIH) PYCCKHi
SI3BIKH (32 HCKITIOYCHHEM MEIULNHCKHUX M3CIHi IPOU3BEICHHbBIX B
Pecrny6inke Kazaxcran)

B co-
OTBET-
CTBHH
C MEX-
JTyHa-
pon-
HBIMH
HOpMa-
MH 3a-
Bepe-
HUS |
HOpMa-
MU 3a-

Bepe-
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HUS
ycra-
HOB-
JIeH-
HBIMU
B Pec-
my6au-
ke Ka-
3ax-
CTaH
(op-
Mar:
PDF
6. JIOKYMEHT, NOATBEPKAAIOLIMI KIacC B 3aBUCUMOCTH OT CTETIEHH I10- + + 3aBe-
TEHILHAIBHOTO PHCKa NpuMeHeHus (Jlexnaparms cooTBEeTCTBUS; pser-
MTHUCHhMO-000CHOBAHUE OT HPOU3BOAUTEIIS) C Ay TEHTHYHBIM IIEPEBOJIOM o
Ha Ka3aXCKUi U (MJIH) PyCCKUH A3bIKU TIpous3-
BOJIU-
TeleM
Pop-
Mar:
PDF
7. JlaHHBIE O JIEKapCTBEHHBIX CPEJICTBAX B COCTABE MEIUIIMHCKOTO + - 3aBe-
n3zenus (CoCTaB JIEKapCTBEHHOTO CPEJICTBA, KOJIMYECTBO, JaHHBIE O pster-
COBMECTUMOCTH JICKAPCTBEHHOT'O CPEJICTBA C MEIULIMHCKUM cst
U3/eNNeM, J10KyMEHT, OATBEPK A0 KadeCTBO JIEKAPCTBEHHOTO Ipous3-
BEIIECTBA) C ayTEHTUYHBIM IIEPEBOJIOM Ha Ka3aXxCKUH M (WJIH) BOJH-
PYCCKU S3BIKH TeNeM
Gop-
Mar:
PDF
8. JlaHHbBIE 0 OMOIOTHYECKOM OE30MACHOCTH MEIUIIMHCKOTO U3/IeITHS, + + 3age-
COZIEPIKAILETO MaTepHAaIbl )KUBOTHOTO HJIH YEIIOBEYECKOTO pser-
MPOUCXO’KICHHUS, Ha OCHOBE aHAJIN3a MAaTEPUAJIOB, a TAKIKE cst
“H(pOpPMAIKH 0 TOA00pPE UCTOYHUKOB (IOHOPOB), 0TOOpE MaTepHaa, TIPOM3-
MPOLECCUHIE, XPAaHEHUH, TECTUPOBAHMHU, IEPBUYHOM SKCIEPTH3bI BOJHU-
MIpOLEAYp TECTHPOBAHUS, @ TAK)KE OOpAIICHNUS C TKAHSIMH, KJICTKAMH, TeneM
CyOCTaHIUSIMHU KUBOTHOTO WJIM YEIOBEYECKOTO TPOUCXOKICHHS, tdop-
KyJbTYypaMH MUKPOOPTaHU3MOB M BUPYCOB C ay TEHTUYHBIM Mar:
MePEeBOJIOM Ha Ka3aXCKUH M (MJIM) PYCCKUI A3BIKH PDF
9. Otuet (IPOTOKOJ) O TOKCHKOJIOTHYECKHUX HUCTIBITAHUSAX METHIIMHCKUX + - 3aBe-
M31eauil ¥ (MJIK) NIPHHALIEKHOCTel, KOMIIEKTYIOIMUX U psiet-
PACXOIHBIX MATEPHATI0B K MEAMIIHHCKUM U3/1eJTHAM, cst
KOHTAKTHPYOIIHUX C MOBEPXHOCTHIO TeJIa YeJI0BEKa, CJIM3UCTHIMH npous-
000/104KaMH, BHYTPEHHHMHU CPelaMH OPraHU3Ma C Ay TeHTUYHbIM BOJIM-
MEPEBOIOM Ha Ka3aXCKUil H (MJIM) PYCCKUH S3BIKH PE3yJIbTATOB U Tenem
BBIBOJIOB UCITBITAHUN ¢op-
Mar:
PDF
10. | Oruet (IPOTOKOIT) O TEXHUYECKUX MCIBITAHUIX C Ay TCHTHYHBIM TIepe- + + 3aBe-
BOJIOM Ha Ka3aXCKHH U (WIIH) PYCCKUI S3BIKH PE3YJIbTaTOB U BBIBOJIOB psier-
HUCTIBITAaHU; cs
JInist MEMIIMHCKUX M3EIHH (IEKTPUIECKHX ): UCTIBITAHUS 110 DJIEKTPO- pous-
6€301MaCHOCTH, SIEeKTPOMATHUTHOH COBMECTUMOCTL. BOZH-
TeseM
(op-
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y p 2 JlaTta ckaunBaHMs 30.07.2025
J1s MeAMIUHCKUX U3/1e/IMii, FeHePHPYIOLINX HOHH3UPYIoIee Mart:
M3JIy4YeHHne: OTYCTH HCBITAHMIA 110 PaNAIMOHHON 6€30acHOCTH. PDF
JIst MeIMIMHCKHUX U3/1e/IHi{, BKJIIOUEeHHBIX B IlepevyeHb
MEeIMIMHCKOM TeXHUKH, SIBJISIIOLIEICS CPeicTBOM M3MepeHusi:
JAOKYMEHTBI, NOATBEPKAAIOIIHE Pe3yJbTAaThl HCIILITAHMIA B LEJIAX
YTBEp:KAEeHHUsI THIIA CPEICTB U3MEPeHHUIi
11. | Oruer 00 uccnenoBaHUAX CTaOMIBHOCTH, 00OCHOBBIBAOIINI CPOK Xpa- + + + + + 3ase-
HEHUs U3JIeTMH MEJULIMHCKOTO Ha3HAYEHMS, a TAKIKE CTEPHIIbHBIX MTPH- psier-
HAJUISKHOCTEH U PACXOIAHBIX MAaTEPUAIIOB, BXOASAIINX B KOMIIIEKTA- cst
LU0 METUIIMHCKON TEXHUKH C ayTEHTUYHBIM IIEPEBOJIOM Ha Ka3ax- TIpOM3-
CKHI ¥ (WIJTH) PYCCKHIA SI3BIKH PE3YJIbTATOB U BBIBOJIOB UCIIBITAHUI. BOJH-
HccenenoBanue BKIIOYAET CTAOMIBHOCTh MEIMIMHCKOI0 M3/1eJIUsl TeneM
NocJjie BCKPBITUS YIIAKOBKH; 1JI1 aBTOMATH3UPOBAHHBIX thop-
Mar:
WHCTPYMEHTOB, CTAOMJIBLHOCTB B Pab04eM IOJI0KEHHH;
PDF
CTaOMILHOCTB NP TPAHCIIOPTUPOBKE, TaKasi HHPOPMAIIXs OIHUCHIBACT-
s
a) oTyer 00 HccIeI0BaHuH (BKIIIOYAst IPOTOKOJI, KPUTEPUH IIPHEMKH);
0) METO/] HCCIIEIOBAHUIT B CMO/ICTUPOBAHHBIX YCIIOBHSIX;
B) BBIBOJIbI M PEKOMEH/IOBAaHHBIE YCIIOBHUSI TPAHCTIOPTHPOBKH.
Otyer 00 HcciIe0BaHMAX CTAOMIIBHOCTH Ha PEareHThl U PacXOJHbIH
MaTepua BXOJAIUX B KOMIUIEKTALMIO MEUIIMHCKOIO N3/1e/Ius A1 in
vitro (IVD) 1HarHOCTHKH 3aKpBITOTO TUIIA
12 | Or4er wim TaHHBIC HCHBITAHUHA Ha CIIENH(PUIHOCTh U aHATUTHYIECKYIO - - - - + 3aBe-
YyBCTBHTEIBHOCTh MEIUIIMHCKOr0 M3enus i in vitro (IVD) psier-
JIUAarHOCTUKH, B TOM YHCJIE BXOISIIUX B KOMIUICKTAIHIO cst
MEIUIMHCKOro u3aenus st in vitro (IVD) muarHoctuku 3akpbIToro IpOM3-
THUMA (ec/u MPUMEHNUMO K 3asiBJIeHHOMY BuI1y MU), BKittouasi, eciu BOJIM-
MIPUMEHUMO OTCYTCTBHE IOTPEIIHOCTEH (IIOrPEIIHOCTE ), TIPEIEIIbI TeneM
JICTEKIUH U KOJIMYECTBEHHOTO OIIPEEIICHNs, INaIla30H U3MEPCHUH, dop-
JIMHEHHOCTb, TIOPOrOBOE 3HAUCHUE € AYTEHTHYHBIM MepeBOI0M Ha MAT:
Ka3aXCKHil M (WIH) PyCCKHUH A3BIKH Pe3yJIbTaTOB M BHIBOJI0B PDF
HCHBITAHMI
13. | [JlaHHbBIE O KIMHUYECKHUX (KIMHUKO-Ta00PATOPHBIX ) UCTIBITAHUSX (HC- - + + + + 3aBe-
CJIEZIOBAHMUSAX) C ayTEHTUYHBIM IIEPEBOJIOM Ha Ka3axCKHUi u (MJIH) pyc- (npu psiet-
CKHH SI3bIKM PE3yJIbTATOB U BBIBOJOB UCIIBITAHUI WIIK UMEIOLIMECS HaJM- cst
KJIMHUYECKHE JJaHHbIC (HAayYHbIC MyOIHKALUK) YHH TIpoM3-
JieKap- BOJIH-
CTBEH- TeNeM
HOTO thop-
cpen- Mar:
CTBa) PDF
14. | Wudopmarys o0 MOHUTOPUHIE HEONATONPHUATHBIX U HeXelaTenbHbIX + + + + + 3aBe-
coObITHI (MH(pOPMALHS HE TPEIOCTABIISETCS ISl BHOBb psier-
pa3paboTaHHBIX U CIPOCKTUPOBAHHBIX MEAUIIMHCKUX U3/ICIHIT) C cst
AyTEHTUYHBIM IIEPEBO/IOM Ha Ka3axXCKUH U (MIN) PyCCKUIT S3BIKH, pou3-
BKJIIOYAIOIIAS: BOJIM-
. TeneM
CIMCOK HEXKeJaTeIbHbIX COOBITHH (HECUACTHBIX CIIy4aeB), CBSI3aHHBIX
C UCTIOIb30BAHUEM U3JIEIIHS, U yKa3aHHe Nepuoa COObITHIA; i
ero
KpaTKue 0030pbI 110 Ka)KAOMY M3 THIIOB COOBITHH M yKa3aTh o011ee Ko- —
JIMYECTBO COOBITUI KaXXJIOT'0 TUIIA, O KOTOPBIX IMOCTYIIAIN OTYETHI HOMO
(TIpy HAJTMYUH OOJTBIIOTO KOJIMYECTBA); yen
HBIM
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CHHMCOK OTO3BAaHHBIX MEIUINHCKHUX U3ACIHH U (MJIH) MOSCHUTEIIBHBIX npen-
YBEIOMIJIEHHH C MPEAOCTaBICHUEM aHAIN3a KOPPEKTHPYIOIINX JIeHi- CTaBH-
CTBHH M IPUHSTHIX Mepax Tel1eM
(op-
Mar:
PDF
15. | JIoKyMeHT IO KauecTBy: + + + + + 3aBe-
CTaHAAPT MEXIyHapOJHbIH, HAI[MOHAIBHBIN WM OpraHu3aluu pAet-
(TeXHUYECKHE YCIIOBHUS, CTICHU(UKALIUS METOJIOB KOHTPOJISI TOTOBOTO o
MIPOJIyKTa) C ayTEHTUYHBIM MEPEBOIOM Ha Ka3aXCKUil M (MJIM) Tpous-
PYCCKUi SI3bIKH CTICHU(pUKALNHA 1 METOANK UCTIBITAHUI BoAH-
TeseM
¢op-
Mar:
PDF
16. | Uudopmanms o mporpaMMHOM 00eCIEUSHHUH ISl MEIMIIMHCKOW TeXHH- + + + + + 3ase-
K (TIpU €ro HAJUYKK): psiet-
pe3yabTaThl BAIUAALMY HIPOrPAMMHOTO 00€CTIeUeHUs], JTaHHbIE O ero o
Bepu(UKALNK U IEPBUYHON 3KCIEPTHU3bI, B TOM YUCIIe HHPOPMALIUHU O TIpous3-
€ro pa3paboTKe ¥ TECTUPOBAHMH HA MPENPHUATHH U IIPU MYJIBTHLICH- BOAH-
TPOBBIX UCCIICIOBAHUSIX, JAHHBIX 00 HICHTU(UKALUE 1 MaPKUPOBKE TeneM
OTEepAIIHOHHON CHCTEMBI: op-
Mar:
1) yka3aTb HAaMMEHOBaHHE ITPOrPAMMHOT0 00ECIICUSHHSI. PDF

2) yKa3aTh BEpCHIO IporpaMMHOro odecrniedenust. TpedyeTcs TouHO
OIPe/ICNTUTh MPOTECTUPOBAHHYIO BEPCHIO, U 9Ta BEPCHSI COOTBETCTBYET
OKOHYATENIbHO MOCTABIISIEMOM BEPCUH IIPOTPAMMHOT0 00ECIICUESHHSI.

IpenocraBuTh OIMCaHUE POrPAMMHOI0 0OeCIIeUeH s, BKII0Yas
ompesieNieHne TeX (pyHKIMOHAIBHBIX XapaKTePUCTUK U3ICIHS,
KOTOpPbI€ KOHTPOJIMUPYIOTCS C TIOMOLIBIO 9TOTO MPOrPaMMHOTO
obecriedeHus, armnapaTHyo mIat¢hopMy, ONepallMOHHYIO CUCTEMY
(ecyu MPUMEHUMO), UCTIONB30BAHHUE TOTOBOIO CTAHIAPTHOTO
POrpaMMHOro obecredeHus (eCiu MPUMEHNMO) C ayTeHTHYHBIM
[epeBOJIOM Ha Ka3aXCKHUW U PYCCKuUil A3bIKH. JIJIs1 mporpaMMHOTo
obecrieueHus, pa3paboTaHHOTO (HU3UYSCKUM T FOPUTAICCKIM
suoM PecniyOnuku Kasaxcran nim npunayiexaniee GU3H4ecKomy
WM 1opuadeckoMy Juiyy Pecriy6onuku Kazaxcran uckimouuresbHoe
[paBo Ha NpOrpaMMHoe obecreueHue Ha Teppuropuu PecriyOianku
KazaxcraH wiu nmpaBo MCIIOIb30BaHUS HCKITIOUUTEIIFHBIX
HUMYLIECTBEHHBIX MPaB IPOrPAMMHOI0 00ECIICUEHHUS Ha TEPPUTOPUH
Pecniy6nuku Kazaxcran Ha Bech CpOK JCHCTBHS HCKIFOUHTEIEHOTO
[paBa MPeA0CTAJISIOTCS CBeleHHs (CChblIKa Ha 3anuch B «PeecTpe
J0BEPEeHHOr 0 MPOrpaMMHOro odecreyeHus U NPOYKIHHU
3J1eKTPOHHOM MPOMBILLIEHHOCTH» B 3JIEKTPOHHOH 0a3e JaHHBIX
https://rchl.govtec.kz/ru/rdpo) o perucrpanuu B peectpe
J0BEPEHHOr0 MPOrPaMMHOI0 00ecreyeHUsl U MPOYKIHHU
3JIeKTPOHHO} NMPOMBINLIEHHOCTH, ¢()OPMHPOBAHHOI0COTJIACHO
npukazy MUHHCTPa 000pPOHHOI M 29POKOCMHYECKOI
npombinienHocTH PK ot 28 mapTa 2018 roga Ne S3/HK «O0
yrBepaaeHun Ilpasus popmupoBanus 1 BeiecHHs peecTpa
J0BEPEeHHOI0 MPOrpaMMHOr0 odecreyeHUus U NPOyKIHHU
3/1eKTPOHHOI MPOMBILILIEHHOCTH, 2 TAK:Ke KPHTepHEB 10
BKJIIOYEHHUIO MIPOrPAMMHOI0 ofecriedeH s 1 MPOAYKIHH
3JIEKTPOHHOI MPOMBILIJIEHHOCTH B PEeCTp I0BEPEHHOr0
NMPOrpaMMHOIO0 ofecnevyeHus! H NPOAYKIUHU JIEKTPOHHOIH
npoMbilIeHHOCTH» ( 3aperucTpuposan Peectpe
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Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE Tlara ckaunpams 30.07.2025

rocy/1apCcTBEHHON PerucTpanuu HOPMATUBHBIX MPABOBBIX AKTOB
noa Ne 16750) u 10KyMeHTbI OATBEP KIAI0LIHe COOTBETCTBHE
NPOrpaMMHOro odecreyeHust TpedoBaHUSAM HHPOPMALIHOHH O
oesonacunoctu (Ceprupuxar coorBercrBusi CT PK ISO/IEC 15408-
3-2017)

17. | CnpaBka c onucanueM 06JaacTé MPUMEHEHHs, Ha3HAYCHUS, KPATKON + + + + + 3age-
XapaKTEPUCTUKU MEAUIIMHCKOTO M3JIENUs U TabJIMLa BAPHAHTAMH UC- psier-
MIOJTHEHHS ¥ KOMIUIEKTYIOMHMHU (110 popMe) ¢ ayTeHTHYHBIM IIEpEeBO- csl
JIOM Ha Ka3aXCKHUH M PYCCKUH SI3BIKH TIpOM3-
BOJIM-
TeNeM
Wi
ero
ynos-
HOMO-
YeH-
HBIM
npen-
CTaBH-
TeneM
(op-
Mar:
pdf (8
cocra-
BE JI0-
cbe),
Excel
oT-
JIeIIbHO

18. | DxcruryaTallMOHHBIN JOKYMEHT MEIUINHCKOM TEXHUKHU, YTBEPKICH- + + + + + Jloky-
HBII B CTpaHe-NIPON3BOANTENE (OPUTHHATIBHAS BEPCHS) C AyTEHTHUY- MEHT,
HBIM IIEPEBOIOM Ha Ka3aXCKUil U PyCCKHH SI3bIKU yTBep-
JKICH-
HBIN B
cTpa-
He-
pou3-
BOJIH-
Teje
3aBe-
psiet-
cs
IpOM3-
BOJIH-
TEJIeM.
AyTen-
THY-
313171
nepe-
BOJ Ha
Kazax-
CKuit
upyc-
CKHit
SI3BIKH
3aBe-

pster-
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e.zan

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

ciA
YII0JI-
HOMO-
YCH-
HBIM
npen-
CTaBH-
TCIEM
(op-
Mart:
PDF

19.

WHCTpyYKIHMS 10 IPUMEHEHHIO M3/IITHS MEIULIMHCKOTO Ha3HAYEHHS,
YTBEpKIEHHAs B CTPaHEe-IIPOU3BOIUTENIE C Ay TEHTUYHBIM I1€PEBOIOM
Ha Ka3aXCKUH U PyCCKUI S3bIKU

(mpu
HaJH-
YHH)

3aBe-
psier-
cst
TPOM3-
BOJIH-
TeneM
Gop-
Mar:
PDF

20.

HpOCKT HWHCTPYKIHUHU 10 MEAUIIUHCKOMY NPUMCEHCHUIO U3ACIUS MCIU-
IIMHCKOT'O0 Ha3HA4Y€HU, Ha Ka3aXCKOM U PYCCKOM A3BIKax

3aBe-
psier-
cst
yeay-
rormo-
ny4a-
TeneM
(op-
Mar:
PDF,
DOC

21.

O6pa3u1;1 U3ACIHUA MEAUIUHCKOI'O Ha3HAYCHUA

Co-
riac-
HO
IIpu-
JIOKE-
HUIO
45 Ha-
CTOsI-
[IUX
IIpa-
BHJI

22.

CTaHI[apTHLIe 06pa3ul>1 U3¢ MCAUITUHCKOIO Ha3HA4YCHUA (HpI/I YKa-
3aHHAU 00 HX IIPUMCHCHNU B TIOKYMCHTEC I10 Ka‘ICCTBy)

23.

I'paduueckoe H300paKCHHE APIIBIKA JUIS MEAUIUHCKON TEXHUKH

3aBe-
psier-
cst
MpOu3-
BOJIU-
TenemMm
Gop-
Mar:
PDF

24.

3age-
psier-
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Onucanue ynakoBku MeauuuHckoro uznenus (Mudopmanus o6 yna- ca
KOBKE, BKJIIOYast, IEPBUYHYIO, BTOPUYHYIO, TPYTIIIOBYIO, TPAHCIIOPT- ITPOM3-
HY10, IPOMEXYTOUHYI0 YIAKOBKH; BOAH-
IpeIocTaBUTh HHOOPMAIKIO (HaIpUMep, MaTepHal, COCTaB, pa3Mep). (T;;eM
JIoKyMEHTBI, perJIaMEHTHPYIOIIIE KaueCTBO YIAKOBOYHBIX MaTepUa- Maf:
JIOB MEULIMHCKOTO M3/eNus (Crenu(uKaIis KauecTBa, cepTudukaT PDF
aHa/Iu3a Ha MEePBUYHYIO YIIAKOBKY) C ayTEHTHYHBIM [IEPEBOIOM Ha Ka-
3aXCKHH U PyCCKUH A3BIKH
25. | dororpaduueckoe n3o0pakeHue (0ToOpaxaeT BHEIIHUI BU] U3zie- + + + + + 3aBe-
1M, KOMIUIEKTYIOIIUX, PACXOJHBIX MaTEPHAIIOB) psteT-
cs
HpPOH3-
BOZU-
TesleM
dop-
Mar:
JPEG
26. | LiBeTHBIC MaKeTHl yITAKOBOK M ATHKETOK JJISl M3AETHIA MEIUIITHCKOTO + + + + + 3aBe-
Ha3Ha4yeHus (NepBUYHAs, BTOPUYHAs U (WJIK), TPYIIIOBAask YIAKOBKH) psiet-
OT NPOU3BOAMTEN (IIpelocTaBisieTcs B pazBepHyToM Buze). [Ipn Ha- cst
J4UX GOJIBIIOrO KOJMYECTBA TUIIOPa3MEPOB, IBETOBON raMMBI JIOITyC- pous3-
KaeTcs IpeIoCTaBICHHE TUIIOBOTO MaKeTa Ha OJUH U3 Pa3MEpPOB, IBET BOZU-
(B cily4ae eclii MaKeThl HCHTUYHBI) TeneM
Gop-
Mar:
PDF,
JPEG
27. | IIpoekt TekcTa MakeTa yNaKOBKH, 3THKETKH, CTUKEpA U3JEIHs MeIH- + + + + + 3aBe-
IUHCKOTO Ha3HAYEHHS Ha Ka3aXCKOM M PYCCKOM S3bIKax (B CIydae pseT-
60JIBIIOr0 KOIMYECTBA THIIOPA3MEPOB, [IBETOBOM raMMBI I0ITy CKaeTCst cst
YTBEPIK/ICHUE OJIHOTO MAaKeTa C UCHOJIb30BaHUEM a0OpeBUATYPBI) pou3-
BOZU-
TeleM
UIH
ero
ymoJ-
HOMO-
4eH-
HBIM
npen-
CTaBH-
TeNeM
(op-
Mar:
PDF,
DOC,
JPEG
28. | Ilucemo — 000CHOBaHKE O TUIIE MEIUIIMHCKOTO U3ACIHS UIS in Vitro THarHOCTUKY (OT- + |+ + |+ ]+ 3aBepsieTcs
KpBITAas WM 3aKPBITAs CHCTEMA) C ayTeHTUYHBIM IEPEeBOOM Ha Ka3aXCKUH U pyCCKHit HPOHU3BOIU-
SI3BIKH TeneM dop-
Mmat: PDF
29. | /[lanHsle o mpouegype CTePUIIN3aUU H3AENUs. MEAUIIMHCKOTO Ha3HAUSHUS], BKITIOUast + |+ ]+ + |+
uH(OpMaLUIO 0 IIEPBUYHON IKCIEPTH3E NIPOLECcCca, Pe3yJIbTaThl TECTUPOBAHUS HA (xpo-
CoZiepKaHNEe MUKPOOPTAaHH3MOB (CTEIIeHb OMONIOTUYECKOH HATPY3KH), TUPOTCHHOCTH, Me 1
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Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

CTEPUWIILHOCTH (IIPH HEOOXOANMOCTH) € YKa3aHHEM METOJI0B IPOBEICHHS UCTIBITAHUH U
JIaHHBIE O IEPBUYHOH HKCIEPTU3E YIAKOBKU € ayTEeHTHYHBIM IIEPEBOJIOM Ha Ka3aXCKHUH M
(MIM) PYCCKUH SI3BIKU

K1ac-
ca)

3aBepseTcs
HPOU3BOU-
TeneM Qop-
Mmat: PDF

30.

CaeneHusl 0 MPOU3BOANTENE: HANMEHOBAHNE, BH]I ICATEIILHOCTH, FOPUANIECKHN ajipec, +

(hopma COOCTBEHHOCTH, IIEPEUSHB MOPA3JIeICHUN U TOUEPHUX KOMIIAaHUH, Y4acTBYIO-
LIMX B IIPON3BOJICTBE 3asBJIIEMOr0 Ha PETUCTPALIUIO MEIUIIMHCKOTO M3/ICIIHS, C YKa3aHH-
€M HX CTaTyca U ITIOJTHOMOYHH C ayTEHTUYHBIM IIEPEBOJIOM Ha Ka3aXCKUW M PYCCKUH S3bI-
KH

3aBepsieTcst
NPOU3BOAU-
TEJIEeM WIN
€ro ymoi-
HOMOYECH-
HBIM TIpe-
CTaBHTE-
nem ¢op-
Mmat: PDF

31.

Nudopmanus o pazpaboTKe U IIPOM3BOJCTBE: CXEMBI IPOIIECCOB IIPOU3BOJICTBA, +

OCHOBHBIX CTaJIHii IIPOU3BOJICTBA, YIIAKOBKH, HCIIBITAHKUI U TPOTIEYPHI BBITYCKa
KOHEYHOTO MPOAYKTA C Ay TCHTHYHBIM ITEPEBOIOM Ha Ka3axCKHH M (MJIM) PYCCKHIT S3BIKU

3aBepseTcs
HPOU3BOU-
TeneM Qop-
Mmat: PDF

32.

[epeueHb cTraHAAapPTOB, KOTOPHIM COOTBETCTBYET MEAULMHCKOE U3/IeNue (C yKa3aHHeM +

CBEJICHUN O HI/IX) C ayTCHTUYHBIM IIEPEBOJIOM Ha Ka3aXCKUHA M (HJ]H) pyCCKPIﬁ SI3BIKH

3aBepseTCs
MPOH3BOMN-
TeaeM
dhopmar:
PDF

33.

[Tnan cOopa u aHaNU3a JaHHBIX 110 0€30MACHOCTH ¥ AP YEKTUBHOCTH METUIIUHCKOTO
M3JeM1sl Ha TOCTPErHCTPALIOHHOM EPHO/E C Ay TCHTHYHBIM IIEPEBOTIOM Ha Ka3aXCKUH M
(MJIM) PYCCKHUH SI3BIKU

3aBepsiercs
POHM3BOMIN-
TeaeM
dhopmar:
PDF

34.

Otyer 00 aHaNN3e PUCKOB U YIPABICHUH UMK C Ay TEHTHYHBIM IIEPEBOIOM Ha Ka3axCKHUii
M (MJIM) PYCCKUM SI3BIKH

3aBepsieTcs
MPOU3BOAH-
TeneM

hopmar:
PDF

35.

Nubopmanust 0 MapKkeTHHTE (MCTOPHS MPH YCIOBUH OOPALICHUs MEIHIIMHCKOTO H3ACITHS
Ha pbIHKe Oouiee 2 seT) (Mpy HAJTUYHN)

3aBepsieTcs
HPOHU3BOAN-
TeneM
thopmar:
PDF

36.

JloBEepeHHOCTh POU3BOAMUTENS HA UMS YIIOJIHOMOYEHHOT'O IIPEACTABUTENS C IIETIBIO
TIOJTBEPIKICHHS €TO TIOJTHOMOYHH (32 HCKJIIOUeHHeM NMpou3BoauTeseii Pecimyoamkn
Ka3zaxcTaH) ¢ ayTeHTHYHBIM IIEPEeBOAOM HAa Ka3aXCKUMH H (WJIH) PYCCKHIl A3BIKA

B cootBeT-
CTBHUH C
MEXKIAyHa-
POIHBIMU
HOpMaMH
3aBEPEHU.
WA HOpMa-
MU 3aBepe-
HUS ycTa-
HOBJICHHBI-
mu B Pec-
nyOuKe
Kazaxcran
dhopmar:
PDF
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025
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37. | IIoJ0XKUTENBbHBIH OTYET O pe3ysibTaTax HHCICKIMY IPOU3BOICTBA MEIULIMHCKOTO H3/1e- + 1+ ]+ 3aBepsieTcs
1w 1o (hopMe yCTaHOBJICHHOM IprKa3oM MUHHCTpa 3apaBooxpaHeHus Peciry6muku Ka- HPOU3BOMU-
3axcraH ot 23 nexabps 2020 roga Ne KP JICM-315/2020 «O6 yTBepKIeHUH IPaBUIT TENneM
MPOBE/ICHUS MHCTIEKINI MEIMIMHCKUX U3JCITHiD» dopmar:
PDF
CocraByieHUE CITPaBKU C YKa3aHUEM OIMUCAaHUS 00J1aCTU MPUMEHEHUS,
Ha3HA4YCHHA, KPATKOU XAPAKTCPHUCTHKHU HAa MCIUIIMHCKOC U3ACINUC B PAa3pPe3C
KOMIUICKTAIIUN HA KAXKAYIO MOACIIb B COOTBCTCTBHUU C ITYHKTOM 12
Hanmeno- | Hammeno- Bug co- Bug cocta- | Hanwme- Hanme- Mo- Mo- IIpo- | IIpo- | Crpa- | Crpa-
BaHHE MO- | BaHHE MO- CTaBHOM HOIf yacTn HOBa- HOBa- Jienb bi (i3 u3BO- | W3BO- Ha Ha
nemu (Mo- | nenu (Mo- 4acTH Ha Ha Ka3ax- HHE CO- HHE CO- co- co- IM- M- Ha Ha
nuduka- nuduka- pycckom CKOM $I3bI- CTaB- CTaB- CTaB- CTaB- Tenb Tenb pyc- Ka-
uun) MU ) MU SI3bIKE *** Ke*** HBIX Ya- | HBIX 4a- HBIX HBIX Ha Ha CKOM 3ax-
Ha pyc- Ha Ka3ax- creit creil Ha ya- ya- pyc- Ka- A3bI- CKOM
CKOM SI3BI- | CKOM $I3BI- Ha pyc- Kazax- crei cTei CKOM 3ax- Ke SI3BI-
Ke ** Ke ** CKOM CKOM Ha Ha Ka- S3bI- | CKOM Ke
SI3bIKE SI3BIKE pyc- 3ax- Ke SI3BI-
CKOM CKOM Ke
A3BIKE | sI3BIKE
OCHOBHOM HeTi3ri 0JI0K
6ok MT MT
KOMIUICKTY- | JKHBIHTBIKTa-
foree**** YIIBI-
nap****
mporpam- Oarmapiaama-
Hoe obec- JIBIK JKacak-
neyeHue Tama
HpHHA- KepeK-ka-
JIE)KHOCTD paKTapbl
pacxon- IIBIFBIH Ma-
HBII MaTe- TepHalgapsl
puan
u3aenne THUITIK O
THUIIOPa3- LIeMKaTap-
MEpPHOTO JIaFbI Oyii-
psina (c bIM (eJIIIeM-
yKa3aHHEM Jiep [uarna-
Jarna3oHa 30HBIH KOp-
pasmepoB ) ceTe OThI-
phIn)
pearent peareHr
IIpumeyanue:

* IIpu yCKOpEHHOM 3KCHEepTU3e MEAUIIMHCKOTO U3JIETIUS B paMKax

NEepPEPErUCTPALINH IPEACTABISAIOTCS JOKYMEHTHI, IPEIyCMOTPEHHbIE TyHKTamMu 4 u 14

NEpPEYHS.




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.07.2025

e‘\ A (" | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 18.07.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE e
JlaTta ckaunBaHMs 30.07.2025

** mpu Hanuuuu MoaudUKaIUi (BApUAHTOB UCTIOTHEHUS) IaHHBIE 3aITOTHSIIOTCS
OTJIEJILHOM CTPOKOM Ha KaX Ayt MOIU(UKAINIO (BapUaHT UCTIOJTHEHUS).

*H*B cilydae yka3zaHUs B YMCJIE KOMIUIEKTYIOIUX K METUIIMHCKONW TEXHUKE HECKOJIbKHUX
IPOU3BOIUTENEH, MPEIOCTABISETCS TUCHMO OCHOBHOTO IIPOU3BOIUTENS O IOIYCKE
KOMIUIEKTYIOIUX B 4aCTH (DYHKIIMOHATIBLHON COBMECTUMOCTHU, 3 (HEKTUBHOCTH U
0€30MacHOCTH MPHU MCHOIB30BAHUH JAHHOTO 000PY10BaHUs

*FFFBUA COCTABHBIX YACTEH MEIUITMHCKOTO M3/ensl (OCHOBHOM OJIOK,
KOMILICKTYIOIIEe, TPOrpaMHOe o0ecniedeHre, MPUHAIC)KHOCTh, PACXOIHBIN MaTepHal,
U3JIeIMe THIIOPA3MEPHOTO psijia (C yKa3aHWEM Jrara3oHa pa3MepoB), PEarcHr)
OTIPEIEISIETCS TIPOU3BOIUTEIIEM.
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[Ipunoxenue 30
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

Hepequb BH/I0B H3M€H€HI/Iﬁ, BHOCHMBIX B PEruCTPAliHOHHOEC JOCHE

MeIMIUHCKOT0 U3/1eJIusl B ePHO/I AeiCTBUSI PErHCTPAIIMOHHOI0 YI0CTOBEpEeHUsI

H3meHenue YcnoBus (3amMedaHust) ITepeueHb TOKyMEHTOB M MaTEPHAIOB, HEOOXOIUMBIX JUISl BHECEHUS
HU3MEHEHUI
1 2 3
1. I3MeHeHue cBeeH i O TIpo- H3menenne gpopmbl 1. JIOKyMEHT, yJOCTOBEPSIOIINIA PErUCTPALIUIO MEAUIIMHCKOTO H3/Ie-
W3BOJUTEIIE WM IPOU3BOI- CcOOCTBEHHOCTH, TS B CTpaHe MIPOM3BOANTENE (PETHCTPALIMOHHOE YAOCTOBEPEHHE, HITH
CTBEHHOM IUIOIIA/IKE METHIIH- H3MeHeHHe HOTapHaJIbHO 3aCBUJIETENILCTBOBAHHbIN CepTrduKaT cBOOOJHOMU Mpo-
CKOT'0 M3/eus HAHMeHOBAHHS, nmaxu (FreeSale), mnu CepTudukat Ha 3KCIOPT) C BHECCHHBIMH H3Me-

H3MeHeHue aapeca oduca.
MecTo (paKTHIECKOTO
MIPOU3BO/ICTBA
MEIUIMHCKOT0 H3eIus He
n3MeHunocs. Het
HU3MEHEHHH B
IIPOU3BOICTBEHHOM
TIpoLecce Mk
crierpUKaMIX, BKIIOYas
METO/IbI UCIIBITAHUS

HEHUSIMU C ayTEHTUYHBIM MIEPEBOAOM Ha Ka3aXCKUIl U PYyCCKHUH SA3BIKU.

B cooTBeTCTBUH € MEKTyHAPOIHBIMH HOPMAMH 3aBEPEHMSI U HOPMaMHU
3aBepeHusl, ycraHoBIeHHbIMU B PecrryOnuke Kazaxcran gopmar: PDF

2. JIOKyMEHT, MOJATBEPKIAIOIINI BHECEHHE H3MEHEHUH (C yKa3aHHEeM
JTaThl BHECEHHS M3MEHEHNUS) OT YIOJIHOMOYEHHOTO OpraHa CTpaHbl—

TIPOU3BOAUTEINS C AyTEHTHYHBIM MEPEBOJIOM Ha Ka3aXCKHH U PYCCKHUi
SI3BIKH, 3aBEPSICTCS YIIOIHOMOYEHHBIM npesicTaBuTeneM Gpopmar: PDF

3. Komuu ceptuukatoB Ha CHCTEMY MEHEPKMEHTA Ka4eCTBa IPOU3BO-
nurens MmeauuuHekux uzzaenuit [ISO 13485, GMP nubo cootBeTcTBYIO-
M PerHOHANIBHBINA WIIM HALIMOHAIBHBINA CTAHAAPT) C 8y TCHTHYHBIM
MEPEBOIOM Ha Ka3aXCKHU ¥ PyCCKUIl 3bIKH (TPEAOCTABIISACTCS Ha TIPO-
M3BOJIUTENS MEAUIMHCKUX U3/ICIUIA 1 IIPOM3BOJCTBEHHYIO IUIOIIA/-
Ky). B cooTBeTCTBHE C MEXIyHAPOIHBIMU HOPMaMHU 3aBEpeHHS (3aBe-
psieTcsi B BBIZIAHHOM CTpaHe) 1 HOpMaMH 3aBEPEHHsI yCTAaHOBICHHBIMHI
B Pecniy6nke Kazaxcran ¢popmar: PDF

4. Jlexnapanust 0 COOTBETCTBHHU TPEOOBAHUSIM 0€30MacHOCTH U 3 dek-
TUBHOCTH MEIUIUHCKOTO U3JIeJIHs I SKBUBAICHTHBINA JOKYMEHT C
ayTEHTUYHBIM ITEPEBOJIOM Ha Ka3axCKUH M PyCCKHil s3bIKU. B cooTBer-
CTBHH C MEXIyHAPOIHBIMI HOPMaMH 3aBEPCHHSI 1 HOPMaMH 3aBepe-
HUsl yctaHoBleHHbIME B Pecniyonike Kazaxcran popmar: PDF

5. Komust perrcTpainoOHHOTO yI0CTOBEpEHH s BBIIaHHOTO B Pecry6iu-
ke Kasaxcran

6. ITuceMo pou3BOAUTEIS, YOCTOBEPSIIOLIEE, YTO IPOU3BOICTBEH-
HBIH IIPOLIECC ¥ KOHTPOJIb 33 KAU€CTBOM U 0€3011aCHOCTBIO TOTOBOTO
IIPOJIyKTa OCTAIOTCs O€3 M3MEHEHUH, C yKa3aHUEM J1aThl BHECEHUS U3-
MEHEHHIT C Ay TeHTUYHBIM TIEPEBO/IOM Ha Ka3aXCKUH M PYyCCKHH S3bIKH,
3aBepsieTCs YIIOJHOMOYEHHBIM mpeacTtaBureneM popmar: PDF

7. DKCIUTyaTallMOHHBIN JOKYMEHT MEAULINHCKONW TEXHUKU C BHECEHHBI-
MU U3MEHEHHSMH, YTBEPKICHHBII B CTpaHe- IPOU3BOIUTEINS (OPUTH-
HaJIbHAsl BEPCHs1) C ayTEHTUYHBIM IIEPEBOJIOM Ha Ka3aXCKUU U PyCCKUI
SI3BIKH (JIOKYMEHT, YTBEPIKICHHBIN B CTPaHE-ITPOM3BOANTEILS 3aBEPSICT-
Csl IPOU3BOIUTEIIEM).
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AyTeHTHUYHBIH NepeBo]] Ha Ka3aXCKUHI U PyCCKUH A3BIKU 3aBEPSAETCS
YIOJHOMOYEHHBIM npeacraButeneM, Gpopmat: PDF nnu npoekTst
MHCTPYKIMH 110 IPUMEHEHHIO MEAULIMHCKOTIO U3/1ENIHUsI C BHECEHHBIMU
U3MEHEHHMSMH Ha Ka3aXCKOM M PYyCCKOM SI3bIKaxX. 3aBepseTcst
yeayromnouaydarenem, Gpopmar: PDF, DOC.

8. OOHOBIICHHAsI CIIPaBKa C YKa3aHHEM MEePEeUHs KOMIUICK- TYIOIIUX U
PacXOIHBIX MaTePUAJIOB IO YTBEPKICHHOH (hopme. BapuaHTsl ucmoi-
Henus o popme, popmar: Excel, PDF.

9. MakeT MapKUpOBKH C BHECEHHBIMHU H3MeHeHus MU B popmare JPEG

2. 3ameHa uiau 100aBiIeHuE HO-
BOM NMPOU3BOJICTBEHHOM IJI0-
IIAJIK] JJIsl 9aCTH HUITH BCEX TPO-
LIECCOB MPOU3BOACTBA METULIUH-
CKOTO M3JENuUs

OCHOBHOE yCIIOBHE - HOBast
JIULIEH3US Ha TPOU3BOJICTBO
BBIJJTaHHAsl YIIOJTHOMOYEH-
HBIM OPT'aHOM CTpPaHBI IPOH3-
BOAUTENS (M3TOTOBUTEIISN).

WHcnexnust HOBOH pou3-
BOJCTBEHHOM IIJIOIIAIKH.

JIoKyMEeHTBI IPe0CTABIAIOTCS COIVIACHO MPHJI0KEHUI0 29 K
Hacrosguum IlpaBunam.

DKcIepTH3a NPOBOIUTCS B CPOKH MPeTyCMOTPEHHbIe
HacTossmumu IlpaBuaamu.

3. I3MeHeHue cBeneHuii 0o
YIIOJIHOMOYEHHOM IPE/ICTaBUTE-
JIe, BKIIF0Yasi CBEJICHUsSI O peopra-
HH3AIMU IOPUINYECKOTO JIHIIA,
00 M3MEHEHUH €r0 HAaNMEHOBA-
Hust, u3menennu O.1.0. (mpu
€ro HaJIMYUK) aJpeca MecTa XKu-
TENIbCTBA MHANBHIYaTEHOTO
HpeIInpHHAMATEIS

Baecenne naMeHeHui B pe-
THCTPALMOHHOE YA0CTOBEpe-
HHE He BuseT Ha dpderTus-
HOCTH U 0€30M1aCHOCTh MEH-
LIUHCKOTO M3JeIHs

1. Konust noxymeHTa, HOATBEPKIAIOIIETO TOJTHOMOYHS YIOJIHOMOYEH-
HOTO MPEJCTABUTEIIS TIPOU3BOJUTENS (IOBEPEHHOCTH OT IIPOU3BOJIHTE-
TI51)

2. Konust PpEerucTpalluOHHOI0 Y10CTOBEPCHUA

3. I[OKyMeHTBI, TIOATBEPIKAAONINEC UBMCHCHUS

4. DKcCIuTyaTalMOHHbINH JOKYMEHT MEJMIIMHCKON TEXHUKH C
BHECEHHBIMH U3MEHEHUSMM, YTBEPKAEHHBIH B CTpaHe-
MIPOU3BOANTENS (OPUTMHANIBHAS BEPCHs) C Ay TEHTUYHBIM IIEPEBOIOM
Ha Ka3aXxCKUil U PyCCKHIA A3bIKU (IOKYMEHT, YTBEPIK/ICHHBIN B CTpaHe-
HPOU3BOUTEIIS 3aBEPAETCS IPOU3BOJAUTENEM. AyTEHTHYHBII IIEPEBO
Ha Ka3aXCKUH N PyCCKUI A3BIKN 3aBEPSETCS YIIOJTHOMOYEHHBIM
npexacrasuteneM) Gopmar: PDF uinm nmpoeKTsl HHCTPYKIHUI 110
TIPUMEHEHHIO METULIUHCKOTO U3IEIHs ¢ BHECEHHBIMHU H3MEHEHUSIMU
Ha Ka3aXxCKOM U PYCCKOM sI3bIKax. 3aBepsieTcs yCayromnoaydareiiem,
¢dopmat: PDF, DOC.

5. IIpoeKT TekcTa MaKeTa YIaKOBKHU, STHKETKH, CTHKEPA MEAUIIIHCKO-
TO U3JCNHUsI C BHCCCHHBIMH H3MEHEHMSIMHE Ha Ka3aXCKOM U PyCCKOM
si3bIKax, popmar: PDF, JPEG.

4. I3MeHeHne HauMEHOBaHUS
MEIUIUHCKOIO U3/IEIIIs

MoTHBHpOBaHHOE 0OOCHOBA-
HHE HEOOXOIMMOCTH U3MEHE-
HHSI HAUMEHOBAHHUS MEJ[H-
[UHCKOTO M3/ICITHs, HE BIUSI-
FOIIEro Ha QYHKIMOHAIBHBIC
U TEXHUYECKHIE XapaKTepH-
CTHKH

1. 3asBiIcHHE Ha BHECCHUE U3MEHEHHI 10 YTBEPKACHHOH hopme B
tdopmare DOC

2. HorapuanbHo 3aCBUAETENLCTBOBAHHBIN JTOKYMEHT, YI0CTOBEPSIIO-
LM perucTpanuio MEJUIIMHCKON TEXHUKN (MEAULIMHCKOTO U3EIHsT)

B CTpaHe MPOM3BOJIMTENE (PErUCTPAlMOHHOE yocToBepenue, wiu Cep-
tudukar ceodoaHoit npomaxku (FreeSale), mmu Ceprudukar Ha sKc-
HOPT) C BHECEHHBIMH U3MEHEHUSIMU C ayTEHTHYHBIM EPEBOZOM Ha Ka-
3aXCKUH U PyCCKUH A3BIKH.

B cooTBeTcTBHM C MEXAYHAPOAHBIMH HOPMaMH 3aBEPEHUS H HOPMaMHU
3aBepeHuUs yCTaHOBICHHBIMU B Pecry6imke Kaszaxcran ¢popmar: PDF

3. Komust perucTpanioHHOTO yI0CTOBEpEHHS BBIIAaHHOTO B Pecry6in-
ke Kasaxcran.

4. ITncemo mpon3BoaUTEINS (M3TOTOBHUTEIIS), COAEPIKAIIIEE MOTHBHPO-
BaHHOE 000CHOBaHME HEOOXOIUMOCTH H3MEHEHUS HANMEHOBAHHUS Me-
JTUIIMHCKOTO M3/IEJIHs, HE BIUSIONICT0 Ha (DYHKIIMOHAIBHBIC U TEXHUYE-
CKHE XapaKTEPUCTUKU MEIUIIMHCKOTO M3/IEIHsI C ayTEHTUYHBIM Iepe-
BOJIOM Ha Ka3aXCKHH M PYCCKHH SI3BIKU 3aBEPSETCS YIIOTHOMOUYCHHBIM
npexacraBureaeM popmar: PDF
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5. OKCIUTyaTallMOHHBIN JOKYMEHT MEAULIMHCKON TeXHUKH C
BHECCHHBIMU U3MEHEHUSMH, YTBEPKACHHBIH B CTpaHe-
MIPOU3BOAUTENS (OPUTUHANIBHAS BEPCHS) C Ay TEHTUYHBIM I1€PEBOIOM
Ha Ka3aXCKUil U PYCCKHIA A3bIKU (IOKYMEHT, YTBEP)K/ICHHBIN B CTpaHe-
NPOU3BOIUTEIS 3aBEPSAETCS IPOU3BOJAMTENEM. AyTEHTHYHBII NIEPEBO
Ha Ka3aXCKUH U pyCCKHUI A3BIKU 3aBEPSIETCS yTIOJHOMOYEHHBIM
npencraButeneM) popmar: PDF mitk IpoeKTs! HHCTPYKIHIA IO
MIPUMEHEHHIO MEIULIUHCKOTO U3JEIHs ¢ BHECEHHBIMU H3MEHEHUSIMU
Ha Ka3aXCKOM M PYCCKOM sI3bIKaX. 3aBepsieTcsl yeayronoaydareseM,
¢dopmar: PDF, DOC.

6. HCTpYKIHS 110 IPUMEHEHUIO MEAUIIIHCKOTO M3/IEIUs, YTBEPKICH-
Hasl B CTPaHE-IPOM3BOIUTENS C BHECCHHBIMU U3MEHEHHUSMH C Ay TCH-
TUYHBIM NIEPEBOJOM Ha Ka3aXCKHUH U PyCCKHUI S3bIKH.

3aBepsiercs npousBoauteneM, popmat: PDF (mpumenumo 1uist uzfe-
JIMsl METUIMHCKOTO HA3HAYCHHS)

8. IIpoeKT TeKcTa MaKkeTa YIaKOBKH, STHKETKH, CTHKEPa MEIHIIHHCKO-
T'O M3/ICNHUSI C BHECCHHBIMU U3MEHEHHUSAMH Ha Ka3aXCKOM U PyCCKOM
sI3bIKaX. 3aBepseTCs MPOU3BOUTEIIEM WITH €0 YIIOJTHOMOYESHHBIM
npexacrasutenem popmat: PDF, DOC, JPEG

9. LIBeTHBIE MaKeThI YIIAKOBOK, STHKETOK, CTUKEPOB C BHECCHHBIMU U3~
MeHeHHsIMH, B popmare Jpeg

10. ®oTorpaduueckie H300pakeHus 0OIIETo BUIa MEUIIUHCKOTO U3-
JIeIIMsl BMECTE C IPHHAJUISKHOCTSIMH, HEOOXOIUMBIMHU JUIsl IPUMEHE-
HHMS 110 Ha3Ha4YeHHIO (pa3MepoM He MeHee 18 X 24 caHThMeTpa)

11. OGHOBIIEHHAs CTIpaBKa C yKa3aHUEM IEPEYHs] KOMIUICK- TYIOIIUX 1
PacXoHBIX MaTepUAJIOB 0 YTBepkAeHHON Gopme. BapuanTs! ncmos-
Henus o popme, popmar: Excel, PDF.

5. CocTaB MpHHAMIE)KHOCTEH 1
(MITH) KOMIUIEKTYFOIIUX | (WJTH)
PacXOJHBIX MaTEepUAJIOB,
0OHOBIIEHHE (yCTaHOBKA HOBOM
BEPCHH) MPOrPAMMHOTO
obecrieueHus; pacmpenne/
coOKpauleHHe pa3MepHoro
psaaa uzgennii

OTCcyTCTBHE BIMSHUS Ha O€3-
OIaCHOCTh, KAYECTBO U A(-
(heKTHBHOCTH METUIIMHCKO-
o u3zenust, Ha QYHKIMO-
HaJIbHBIC XapaKTEPUCTHKU
MEIUIMHCKOro n3aenus. He
MPeAyCMOTPEHO 00aBieHNE
OCHOBHOI'0 0JIOKa MEIUIIMH-
CKOTO U3JIEIusI.

1. 3asBieHNe Ha BHECEHHE U3MEHEHUI 110 YTBEPIKICHHOI (hopme B
tdhopmare DOC)

2. Komust perucTpaiioHHOTO YAOCTOBEPEHHsI BEIJaHHOTO B PecmyOuu-
ke Kasaxcran

3. Ilucemo npou3BoauTeNs (M3rOTOBUTEIS), COJIEpIKaIee MOTUBHPO-
BaHHOE 00OCHOBaHME HEOOXOAUMOCTH H3MEHEHHUS B COCTaBE KOMILICK-
TYIOIIUX U YKa3aHHEM HOBOTO IEPeYHs KOMILUIEKTYIOUINX, TOATBEp-
JKIAFOIINX OTCYTCTBHE BIMSHUS Ha (QYHKIMOHATIbHbIC XapaKTePUCTH-
KM MEJIMIIMHCKOTO M3/eusl (BKIII0Yask paCIIMPEHHE CIIEKTPA BBIsABIISE-
MBIX aHAJUTOB MEJUIUHCKOTOo u3zenus i in vitro (IVD) auarnoctu-
KH) C ayTEHTUYHBIM [1EPEBOIOM Ha Ka3aXCKHU U PyCCKUI A3bIKH, 3aBe-
psieTcsl YIIOJHOMOYEHHBIM HpeacraButeneM, Gpopmar: PDF

4. DKcIuTyaTanMoOHHBIH JOKYMEHT MEIUIINHCKON TEXHUKH C
BHECEHHBIMU MU3MECHEHUSMH, YTBEP)KICHHBIN B CTpaHe-
NPOU3BOAUTEIS (OPUTHHAIIBHAS BEPCHS) C Y TEHTHYHBIM IIEPEBOJIOM
Ha Ka3aXxCKUil U PyCCKHIA A3bIKU (IOKYMEHT, YTBEPI)K/ICHHBIN B CTpaHe-
HPOU3BOUTEIIS 3aBePsieTCs IPOU3BOAMTENEM. AyTeHTHUHBII IepeBO
Ha Ka3aXCKUI U PyCCKHUH S3bIKU 3aBEPSIETCSI YITOITHOMOYCHHBIM
npezacraBureneM) Gpopmat: PDF win npoekTsl HHCTPYKIHMIL 1O
MIPUMEHEHHIO METUIIMHCKOTO U3/IeIHsl C BHSCEHHBIMH H3MEHEHUSIMU
Ha Ka3aXxCKOM U PYCCKOM sI3bIKaX. 3aBepsieTcs yCayromnoaydareiiem,
¢dopmar: PDF, DOC.

5. MHCTpYKIMS 10 TPUMEHEHUIO MEAULIMHCKOTO U3/ICNUSL, YTBEPKICH-
Hasl B CTPaHE-IPOM3BOIUTENS C BHECEHHBIMU U3MEHEHHUSMH C Ay TEH-
TUYHBIM NIEPEBOJOM Ha Ka3aXCKHUH U PyCCKUN S3bIKH.
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3aBepsiercs npoussoaureneM popmar: PDF (npumenumo juis uznenust
MEIULUHCKOTO Ha3HAYEHHS)

6. OOHOBIIEHHAs CIIPaBKa C YKa3aHUEM NEPEYHS KOMIUIEKTYIOIUX U
PACXOIHBIX MAaTEPHAJIOB 10 YTBEPXKACHHOH (opme. BapuanTs! ucmosn-
Henus o ¢opme, popmar: Excel, PDF

7. Ilpu 1006aB/IeHHN KOMILIEKTYIOLIEr0, PACX0JHOI0 MaTepHaJia
AABJIAIONIErocsi MeIUIMHCKUM M3/l IieM — 00pa3Ibl MeIHIIMHCKOI 0
u3jenus (IpH CTePUJIbHOM NMPe0CTaBIseTCH BeCh KOMILIEKT) U
JOKYMEHT M0 Ka4eCTBY

8. Pe3ynbrars! BaTuaanuy 1 Bepru(UKAINK IPOrPAMMHOTO obecrede-
Husl (TIPY U3MEHEHHUHU TIPOrPAMMHOTO 00eCTICUeHMs )

6. I3MeHeHune roka3aHui o
MIPUMEHEHHIO; 00J1aCTH ITpUMe-
HEHUST; IPOTUBOIOKA3aHHUIA; 110-
60uHbIX 3 deKToB

Bbe3onacHOCTb MpUMeHEHHS
MEJULMHCKOTO M3JeIIHs CO-
XpaHsAeTCsl U MOATBEPIKIACT-
sl IaHHBIMH KJIIMHUYECKUX
uccieioBanuii no 6esomac-
HOCTH U 3G HEKTUBHOCTH

1. 3asBiIcHHE Ha BHECCHUE U3MEHEHHI TI0 YTBEPKACHHOH hopme B
tdhopmare Word

2. Konust perucTpanoHHOrO yI0CTOBEPEHHsI BBIIAHHOTO B Pecy6iiu-
ke Kazaxcran

3. Ilnucemo npomsBoAnTENS (M3TOTOBUTEIS), COJIEpIKaIlee MOTHBHPO-
BaHHOE 0OOCHOBaHNE HEOOXOAMMOCTH BHOCHMBIX N3MEHEHHH C ayTeH-
THUYHBIM NIEPEBOJIOM Ha Ka3aXCKUH U PYCCKHUIl A3BIKH, 3aBEPACTCS YOI~
HOMOYCHHBIM npeactaBurenem Gopmar: PDF

4. IHCTpYKIWS 110 IPUMEHEHHIO MEJUIIMHCKOTO U3JIENUs, YTBEPKACH-
Hasi B CTpaHe-IPOU3BOJUTENSI C BHECEHHBIMU U3MEHEHUSIMU C ayTeH-
TUYHBIM [IEPEBOJIOM Ha Ka3aXCKUH U PyCCKUH S3BIKH.

3aBepsieTcs npousBoauteneM, popmat: PDF (nmpumenumo as usne-
TSl MEIULIUHCKOTO Ha3HAYEHHS)

5. OKCIUTyaTallMOHHBIN JOKYMEHT MEAULIMHCKON TEXHUKH C
BHECCHHBIMHU H3MCHEHHUAMH, YTBEPXKICHHBINA B CTpaHe-
HPOM3BOAUTENS (OPUTHHANBHAS BEPCHS) C Ay TCHTHYHBIM NIEPEBOIOM
Ha Ka3aXCKUIl U PYCCKHI A3bIKU (IOKYMEHT, YTBEPIK/ICHHBIN B CTpaHe-
MPOU3BOUTEIIS 3aBEPsIeTCs IPOU3BOAMTENEM. AyTEHTHUHBII IepeBo
Ha Ka3aXxCKUH U PyCCKUI A3bIKU 3aBEPSIETCS YIIOIHOMOYEHHBIM
npezacraBureneM) Gpopmat: PDF uin npoekTsl HHCTPYKIHMIL O
MPHMEHEHHIO MEAUIIHCKOTO U3ENHUs C BHECCHHBIMU U3MEHEHUAMU
Ha Ka3aXCKOM H PYCCKOM SI3bIKaX. 3aBepseTCs yCayronoJayvaresnem,
tdopmart: PDF, DOC.

6. Panee yTBep)kieHHAS HHCTPYKIIUS

7. llBeTHBIC MaKeThl YIIAKOBOK, 3THKETOK, CTUKEpOB B popmate JPEG

8. Pe3ynpTaThl KIMHIYECKUX UCTIBITAHUHN, OTPAKAIOIIe BHOCHMBIE U3-
MEHECHHS

7. CMeHa pou3BOAUTENEH KOM-
IUICKTYIOIINX, IPHHA/UIEKHO-
CTEH, pacXOHBIX MaTepUaIOB

TexHuveckue XapakTepucTu-
KH U KOHTPOJIb Ka4eCcTBa
KOMIUIEKTYIOIIHX U (W)
PacXoHBIX MaTepPHUAIIOB HE
CHMKAETCS 0€30I1aCHOCTD,
Ka4ecTBO 1 3P PeKTHBHOCTH
MEJUILMHCKOTO U3/eus

He npenycmotpeHo cmeHa
IIPOM3BOAUTEIS] OCHOBHOTO
0JI0Kaa MEIUIIMHCKOM TEXHU-
KH.

1. 3asBIieHHE Ha BHECCHUE U3MEHEHHI TI0 YTBEPKACHHOH opme, B
tdhopmare DOC

2. HoTapuanbHO 3aCBHIETEILCTBOBAHHBIN JOKYMEHT, ITOTBEPIKAAI0-
IIMH COOTBETCTBUE YCIOBHI IPON3BOJICTBA HAI[OHAIBHBIM M (MJIH)
MexayHaponHeM ctangapTaM GMP; ISO kommiextyromux u (Wm)
PacXOHBIX MaTePUAJIOB C BHECEHHBIMU M3MEHEHUSIMH C Ay TCHTUYHBIM
MEPEeBOIOM Ha Ka3aXCKuil M pycckuil si3biku, hopmat: PDF

3. Komust perucTpaoHHOr0 yI0CTOBEpEHH s, BbIIaHHOTO B Pecmy0iim-
ke Kasaxcran

4. ITucbMO POU3BOUTEIS, YIOCTOBEPSIOLIEE, YTO POU3BOJICTBEH-
HBIH [TPOIIECC U KOHTPOJIb 32 KAYECTBOM U 0€30ITaCHOCTHIO TOTOBOTO
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HPOJYKTA OCTAIOTCS 0€3 M3MEHCHHUM C ayTeHTHYHBIM IICPEBOIOM Ha Ka-
3aXCKUH M PYCCKHII A3BIKU 3aBEPSCTCS YIIOIHOMOYCHHEIM IIPEICTABU-
teneM dopmat: PDF

5. DKCIUTyaTalOHHBIA TOKYMEHT MEANIIMHCKON TEXHUKH C
BHECEHHBIMU M3MEHECHUSIMHU, YTBEPKICHHBIN B CTpaHe-
POU3BOANTEs (OpUTHHATIbHAS BEPCHUs) C ayTEHTUYHBIM MIEPEBOIOM
Ha Ka3aXCKUil U pyCCKHH S3bIKU (JOKYMEHT, YTBEPI)K/ICHHBIN B CTpaHe-
IIPOM3BOIUTEINS 3aBEPSACTCS IPOM3BOANTENEM. AyTEHTUYHBIN ITEPEBOT
Ha Ka3aXCKUH M PyCCKUIl A3bIKH 3aBEPSACTCS YIIOIHOMOYEHHBIM
npezacraButenem) popmar: PDF wmu mpoekTsl HHCTPYKIHiT 11O
MPUMEHEHHIO MEMIIMHCKOTO M3/ICNUs C BHECCHHBIMH N3MEHECHUSIMHU
Ha Ka3aXCKOM M PYCCKOM SI3bIKaX. 3aBepseTCs yCayronoayqaresem,
tdopmart: PDF, DOC.

6. MHCTpYKIMS IO TPUMEHEHHUIO MEAULIMHCKOTO U3IeNUs, YTBEPIKICH-
Hasi B CTpaHe-IPOU3BOJUTENSI C BHECEHHBIMU U3MEHEHUSIMU C Ay TeH-
TUYHBIM [IEPEBOJIOM Ha Ka3aXCKUH U PyCCKUH S3BIKH.

3aBepsiercs npousBoauteneM, Gpopmar: PDF (mpumeHnmo st usne-
JMsl MEIULUHCKOTO Ha3HAYEHHS)

7. OOHOBIICHHAS CIIPABKa C YKa3aHUEM MEPEYHSI KOMIUIEKTYIOIIUX U
PacXOIHBIX MaTePUaJIoB 10 YTBEPIKICHHOHN (opme. BapuaHTsl ucmoi-
Henus o popme, popmar: Excel, PDF.

8.VBenuyenue (YMEHbILICHHE)
CpOKa XpaHEeHHUsI MEMIIMHCKOTO
U3JeNus

MoTHBHpOBaHHOE 0OOCHOBA-
HHE U3MECHEHHSI CPOKa

1. 3asBeHHE Ha BHECCHUE U3MEHEHHI 10 YTBEPKACHHOH (opme, B
tdopmare DOC

2. Komnust perucTpaioHHOTO yI0CTOBEPEHHsI BBIIAHHOTO B Pecry6iiu-
ke Kazaxcran

3. IIncbMO IPOU3BOAUTEIIS, YIOCTOBEPSIOIIEE, YTO IPOU3BOICTBEH-
HBIIl IPOIIECC U KOHTPOJIb 3 KAYeCTBOM M O€30IIaCHOCTHIO TOTOBOTO
MPOAYKTa OCTAIOTCS 63 M3MEHEHMUIT 3aBEPSIETCSI TIPOU3BOIUTEIIEM.

4. JlanHple 0 CTaOMIIBHOCTH HE MEHEE YeM Ha TPeX Cepusix, (0T4erT,
00O0CHOBBIBAIOLIN CPOK FOAHOCTH) C Ay TEHTHYHBIM IIEPEBOJIOM Ha Ka-
3aXCKHU M PYCCKHUIl S3bIKH 3aBepsieTcs npousBoauteneM, popmar: PDF

5. DKCIUTyaTalOHHBIN JTOKYMEHT MEULMHCKON TEXHUKH C
BHECCHHBIMU U3MEHEHUSIMHU, YTBEPKICHHBIH B CTpaHe-
HpOU3BOAUTEIS (OPUTHHAIIBHASI BEPCUST) C Ay TEHTUYHBIM [IEPEBOJOM
Ha Ka3aXCKUil U PyCCKHUH S3bIKU (JOKYMEHT, YTBEPIKICHHBIH B CTpaHe-
TIPOM3BOAMTENS 3aBepAETCSA MPOU3BOAUTENIEM. AyTCHTUYHBIN IIEPEBOT
Ha Ka3aXCKUU U pyCCKUH S3BIKH 3aBepsieTCs YIOJIHOMOYEHHBIM
npescrasutenem) Gopmar: PDF iy npoekTsl HHCTpYKUUMi 110
MIPUMEHEHHIO MEIULIUHCKOTO U3JEIHs ¢ BHECEHHBIMU H3MEHEHUSIMU
Ha Ka3aXxCKOM M PYCCKOM sI3bIKax. 3aBepseTcs yCayronojgaydaresiem,
¢dopmar: PDF, DOC.

6. HCTpYKIMS 110 IPUMEHEHUIO MEAUIIHCKOTO M3/ICIIUs, YTBEPIKICH-
Has B CTPaHEe-TIPOM3BOANTENS C BHECCHHBIMU N3MCHEHHUSMH C ayTEH-
TUYHBIM TIEPEBOIOM Ha Ka3aXCKHUH U PyCCKHU S3BIKH.

3aBepsietTcs npousBoautenem, popmat: PDF (mpumerumo amst uzzme-
JIASL MEAMLIHCKOTO Ha3HAUCHHS)

7. llBeTHBIC MaKeThl YIIAaKOBOK, ITUKETOK, CTHKepoB, ¢popmat: JPEG

9. I3mMeHeHue ycIoBUii XpaHe-
HHS

MoTHBHpOBaHHOE 0OOCHOBA-
HHE U3MECHEHUSI YCIIOBHUIM
XpaHeHHUst

1. 3asBIIeHHE Ha BHECCHUE N3MEHEHHI 110 YTBEPKACHHOH (opme, B
tdopmare DOC

2. Komnust perictpaiioHHOTO YAOCTOBEPEHUsI BbIJaHHOTO B PecyOun-
ke Kazaxcran
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3. IIncpMo-000CHOBAHKE IPOU3BOAUTENS (U3TOTOBUTENS) 00 U3MEHE-
HUH YCIIOBHI XpaHeHUs Ha UPMEHHOM OJIaHKE MPOU3BOJMUTEINS CO-
IJIACHO YCTaHOBJICHHOMY 3aKOHOAATENbCTBY C y TEHTUYHBIM I1EPEBO-
JIOM Ha Ka3aXxCKUH M PYCCKHUIT SI3BIKH 3aBEPSETCS IPOU3BOAUTENIEM HIIH
€ro yrnoJHOMOYEHHBIM peacTaButeseM gopmar: PDF

4.JlanHble M0 CTaOMIBHOCTH (I MEULIMHCKUX U3/IENNil) He MeHee
YeM Ha TpeX CepHsiX) ¢ ayTeHTHYHBIM IIePEeBOIOM Ha Ka3aXCKHUil U pyc-
CKHH 13bIKH 3aBepsieTcs npousBoaureneM, popmar: PDF

5. OKCIUTyaTallMOHHBIN JOKYMEHT MEAULIMHCKON TEXHUKH C
BHECEHHBIMU U3MEHEHUSMH, YTBEPKICHHBIN B CTpaHe-
MIPOU3BOANTENS (OPUTHHANIBHAS BEPCHs) C Ay TEHTUYHBIM IIEPEBOIOM
Ha Ka3aXCKUil U PYCCKHIA A3bIKU (IOKYMEHT, YTBEPIK/ICHHBIN B CTpaHe-
NPOU3BOUTEIIS 3aBEPSETCS IPOU3BOJAUTENEM. AyTEHTHYHBII IIEPEBO
Ha Ka3aXCKUH U PyCCKHU S3BIKM 3aBEPSIETCS YIIOJTHOMOYEHHBIM
npexncrasuteneM) Gopmar: PDF uinm mpoeKTsl HHCTPYKIHUIA 110
TIPUMEHEHHIO METULIUHCKOTO U3IEIHs ¢ BHECEHHBIMHU H3MEHEHUSIMU
Ha Ka3aXxCKOM U PYCCKOM sI3bIKax. 3aBepsieTcs yCayromnoaydareiiem,
¢dopmar: PDF, DOC.

6. MHCTpYKIHS 110 IPUMEHEHUIO H3/ISTTHS MEIUIIMHCKOTO Ha3HAYCHUS
C BHECCHHBIMH U3MECHEHMSMH, YTBEP)KICHHAS B CTPaHE-IIPONU3BOIUTE-
JISl C ayTEHTHYHBIM IIEPEeBOJIOM Ha Ka3aXCKUN U PYCCKUH SI3BIKU. 3aBe-
psiercst mpousBoauTeneM, popmat: PDF

7. 11BeTHBIE MaKeThl YIIaKOBOK, STHKETOK, cTHKepoB B hopmare JPEG

10. V3meHeHue B nporeaype
KOHTpOJISI Ka4ecTBa FOTOBOTO
IIPOYKTa MEAUIIITHCKOTO H3/ie-
s

MotuBupoBaHHOE 000CHOBA-
HHE U3MCHEHHUS B IIPOLCTY-
pe KOHTPOIISL Ka4ecTBa

1. 3asiBiieHHe Ha BHECEHHE U3MEHEHHUIA 110 YTBEPIKACHHO# (opme, B
¢dopmare Word

2. Komust perucTpaiioHHOTO YA0CTOBEpPEHUsI BbIJaHHOTO B Peciry6un-
ke Kazaxcran

3. TIucbMO POU3BOAUTEIIS, YIOCTOBEPSIIOLIEE, YTO IPOU3BOICTBEH-
HBIIf Iporiece ocTaeTcst 6e3 M3MEHEHHMIT C Ay TCHTUYHBIM TIEPEBOIOM Ha
Ka3aXCKHUil B PYCCKHH A3BIKH, 3aBEPSICTCS YIOTHOMOUYCHHBIM IIPEICTa-
ButeneM gopmar: PDF

4. IIncbMO MPOU3BOIMTEINS, YIOCTOBEPSIOLIEE, YTO 3asBICHHAs MIPOLe-
JIypa KOHTPOJISI HE CHHXKAET Ka4eCTBO M 0€30I1aCHOCTb TOTOBOT'O IIPO-
JTyKTa

5. JIOKyMeHTaIus [0 Ka4eCTBY C BHECCHHBIMU U3MEHEHHSMH, peria-
MEHTHPYIOIIAst KA9eCTBO KOHEYHOTO MPOAYKTa, HOTAPUATBLHO 3aCBHIC-
TEJBCTBOBAHHBIIA CepTU(HUKAT aHATN3a I METOAUKH KOHTPOJISI KOHEY-
HOTO MPOAYKTA.

AyTeHTHYHBIH NEpeBO/ Ha Ka3aXCKUM U PYCCKHI SI3BIKU 3aBEpAETCA
npoussoaureneM, popmar: PDF

6. O6pas1bl, cTaHAapTHBIE 00pa3Lbl A1 POBEICHUs JJa00PaTOPHBIX
HCIBITAaHUMI

11. 3MeHeHNe yIIaKOBKY Me/Iu-
LIMHCKOTO M3JEIHS: IEPBUYHOM
YIaKOBKH MEMIIMHCKOTO H3/e-
ST, BTOPUYHOW U (MJIH) TpyII-
MIOBOM YIIaKOBKH, TPAHCIIOPT-
HOM, MPOMEKYTOUHON

MotuBrpoBaHHOE 000CHOBA-
HHE O BIUSHUH (HE BIIUS-
HHH) U3MEHEHUS YIIAKOBKH
Ha CTaOMJILHOCTh, KAYECTBO
MEIMLIMHCKOTO U3/EIINS; B3a-
HUMOJICHCTBUSI YIIAKOBOK- Me-
JULMHCKOTO U3/Ie/Hs

1. 3asBieHHe HA BHECCHHE U3MEHEHUIA 110 YTBEPIKICHHOI (hopme, B
thopmare DOC

2. Komust perucTpaiioHHOTO YA0CTOBEPEHUsI BIJaHHOTO B Pecmy6in-
ke Kaszaxcran

3. IInceMo NPOU3BOAUTENS, YAOCTOBEPSIOIIEE O TOM, YTO BHOCHMBIE
U3MEHEHHs1, OTHOCUTEJILHO NEPBUYHOMN YIIAKOBKH BIMSAIOT (HE BIIHUAIOT)
Ha CTaOMJIBHOCTb, KAUECTBO MEIULIMHCKOTO U3JeHsl. AyTeHTUUHbIH
HepeBO/l Ha Ka3aXCKU M PyCCKUH A3BIKH 3aBEPsIeTCS YIIOJTHOMOYEH-
HBIM npencraButenem ¢popmar: PDF
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4. JlokyMeHTalus 10 Ka4eCTBY C BHECEHHBIMU N3MEHEHHSMH, peria-
MEHTHpYIOIIas KA9eCTBO KOHEYHOTO MPOAYKTa, HOTAPHAILHO 3aCBU/IE-
TENbCTBOBAHHBIN CePTU(HKAT aHAIIM3a K METOAUKH KOHTPOJISI KOHEY-
HOTO NPOAYKTA.

AyTEeHTUYHBIH NIEPeBOJI Ha Ka3aXCKUN U PYCCKUIl S3BIKU 3aBEPsIeTCS
npousBoauTeseM, Gpopmar: PDF

5. IBeTHBIE MaKeThl YIIAKOBOK, S THKETOK, CTUKEPOB HOBOTO M CTApOro
obpasma

6. ®OTO MEAUIIUHCKOTO U3JICITUS

7. O0pa3ipl U CTEPUIIBHBIX METUIIMHCKHUX W3IEIHUH, CTAHAapTHBIE
00pasIsl Ut IPOBEACHHS JTa00PATOPHBIX MCIIBITAHUH IIPU H3MEHEHUH
TIEPBUYHON YITAKOBKH

12. VI3MeHeHne OTTHCKOB, TPYH-
TOBKH MJIH APYTUX MapKUPOBOK,
IITaMIIOB U HaANKCell, BKIouas
J00aBlIeHUE WM U3MEHEHUS
KPACKH, UCTIONb3yEMBIX JUIS
MapKUPOBKU MEIUIUHCKOTO U3-
JeMusL.

MortHBHpOBaHHOE 06OCHOBA-
HHE BHECEHHUSI I3MCHEHHUIT B
MapKHPOBKY

1. 3agBIeHne HAa BHECEHHE H3MEHEHHUIT 110 YTBEpIKICHHOU opMe, B
tdhopmare Word

2. Komust perucTpaliioHHOT0 YA0CTOBEPEHUsI BhIJaHHOTO B Pecmy6iu-
ke Kaszaxcran

3. IInceMo-0060CHOBaHHE MPOM3BOIUTENS O BHOCUMBIX H3MEHEHHUSX.
AYTEHTHYHBIH I€PeBOJL HA Ka3aXCKUI U PYCCKUM SI3bIKM 3aBepsieTcs
YIOJIHOMOYEHHBIM NpecTaButeneM gpopmat: PDF

4. IIBeTHBIC MaKeTHl YIIAKOBOK, STHKETOK, CTHKEPOB CTAPOr0 U HOBOI'O
obpasua, B popmare JPEG.

5. IIpoekT TekcTa MakeTa yrnakoBKH, STUKETKU, CTUKEPa MEAULINHCKO-
TO M3/IENUs Ha Ka3aXCKOM U PYCCKOM si3bIkax, hopmat: PDF, JPEG

6. DOTO MEIUITUHCKOTO U3AETUS

7. DKCITyaTalMOHHBIN JOKYMEHT MEAUIUHCKON TEXHUKH C
BHECEHHBIMU M3MEHCHUSIMHU, YTBEPXKICHHBIN B CTpaHe-
MPOU3BOAUTENS (OPUTHHAIIBHASI BEPCHS) C Ay TEHTHYHBIM IIEPEBOIOM
Ha Ka3axCKHUil U PyCCKU A3bIKU (JIOKYMEHT, YTBEPXKICHHBIN B CTpaHe-
TIPOU3BOAUTEIS 3aBEPACTCS IIPOM3BOTUTENICM. AYTEHTHYHBIN MTEPEBO]
Ha Ka3aXCKUil U PyCCKHUH SI3bIKU 3aBEPSIETCS YIOIHOMOYCHHBIM
npexacraButenem) popmar: PDF wmu mpoekTsl HHCTPYKIHIT 11O
MPUMEHEHHIO MEMIIMHCKOTO M3/ICNUs C BHECCHHBIMH N3MEHECHUSAMU
Ha Ka3aXCKOM M PYCCKOM SI3bIKax. 3aBepseTCs yCJAyronoayyaresem,
tdopmar: PDF, DOC.




KaSaKCTaH PeCﬁyGﬂHKaCHHLIH OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penakuusiinay KyHi

18.07.2025

e . aKTiIepIiH STaJOH bl OaKbUIay OaHKi Caxray KyHi 30.07.2025
- ,‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pefaKuuu 18.07.2025
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE Tlata ckaumBanms 30.07.2025
[Ipunoxenue 31
K IIpaBUjIaM PErUCTPALUU
JIEKApCTBEHHBIX CPEJICTB U
MEIUIMHCKHUX U3JICINN
10 MPUHLMITY «EIMHOTO OKHA»
dopma

OT14yer HAYAJIBHOM IKCHEPTU3BI MCAUIUHCKOI0 U31¢/1UH, IIPCACTABJICHHBIX HA

IKCMEPTU3Y

®.1.0. (mpu ero HaIUYKUHK) FKCTIEpTa

Ne 3asBKkH U nata

JlaTa nmoctyruieHus JOKYMEHTOB Ha HAYaJIbHYIO SKCIIEPTU3Y

ToproBoe HaMEHOBaHHUE MEIUIIUTHCKOTO M3AEIIHS

Ha3znaueHne MEeIUIIMHCKOTO U3IETHS

Ob6nacth MpUMEHEHHS

Kiacc B 3aBUCMMOCTH OT CTEICHH MOTEHIIMAJIBLHOTO pHUCKa NIPUMCHCHUSA

Sl P SN IR Il e

VYcnyronomny4darensb

JlaHHBIE O IPOU3BOUTEIIE:

Ha Tepputopuu Pecnyonuku Kazaxcran

Ne | Tun opraHu3aIvy WM yYaCTOK IPOU3BOJICTBA HaumenoBanwue op- Crpa- | HOpuanue-

TaHU3AIAH Ha CKHU ajI-
pec

1. IIpousBoaurenn

2. IIpousBoacTBeHHAs MJIOIAIKa

3 YomTHOMOUYEHHBIH MPeICTaBUTENb TPOU3BOANUTENS

4. | YnaxoBumuk (pu HEOOXOJUMOCTH)

5 YHOITHOMOYEHHOE JIMIIO 0 MOHUTOPHUHTY HEOIaronpHsTHBIX COOBITHI (MHIMCHTOB)

1. HauanpHas 9KCIICpTU3a MECAUTTUHCKOI'O U3ACIINA IO OLCHKC ITOJIHOTHI,

KOMINJICKTHOCTH U COOTBCTCTBUA JOKYMCHTOB PCTUCTPALIMOHHOTO AOCHC,

MpeACTaBICHHBIX YCIYTOMOIydaTelieM B PETUCTPAIIMOHHOM JI0Che, TPEOOBAHUSIM

HeﬁCTBYIOHleFO 3aKOHOOAaTCJIIbCTBA

(yKaBBIBaIOTCH 3aMCYaHUs 110 HCKOMIIJICKTHOCTH JOCHC U HCIIPABUJIIBHOCTH

odopMIICHUS JOKYMEHTOB).
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2. Peructpaiiusi B cTpaHe-nmpou3BoauTeNe (M3TOTOBUTEIIE) U IPYTUX CTpaHaX:

Ne Crpana Ne noxymeHTa, yA0CTOBEPSIOILETO PETUCTPALUIO Jlara BeIIaun IIpumeuanne sxcepra

3. CooTBeTCTBHE KJIacca MEIUIIMHCKOTO U3/IETUsl B 3aBUCUMOCTH OT CTENIEHU
NOTEHIIUAILHOTO PUCKA TPUMEHEHUS, YKA3aHHOTO B 3asBJICHUU U TJOKYMEHTaX
PETUCTPALMOHHOTO JOChE:

Ne | Kuacc B cooTBeT- Kiacc B cOOTBETCTBUU C JOKYMEHTaMU HaumenoBanme 1oKkyMeHTa B peruCTPalliOH- [Ipumeya-
CTBHH C 3asIBJIICHUEM PETHCTPALIMOHHOTO 10Che HOM JIocke 00 yKa3aHHH Kiacca HHE JKCIIep-
Ta

4. OueHka HaTMYUsl MAKETOB YIIAKOBKH, ’TUKETOK, CTUKEPOB Ha BCE BUbI YITAKOBOK
3asBJIIEMOTO MEIUIIMHCKOTO U3JCNUS U €r0 MOAU(PHUKAIIUI B COOTBETCTBHH C
TpeOoBaHMsIMH 3aKoHOAaTenbcTBa PecnyOmuku Kazaxcran B chepe obparenus
JIEKapCTBEHHBIX CPEACTB U METUIIMHCKUX U3JIEITHH.

5. 3aKIIrOUYEeHUE:

OTka3ath B JajibHeiinei sxkcrepTrse (¢ 000CHOBaHUEM)

[IpoaomKUTH SKCIEPTU3Y MEAULIUHCKOTO U3AENUS

PykoBoauTenb CTpyKTYpHOTO MOpa3ieIeHuUs

noanuck @.N.O (ripu ero HaIUYKN)

DKcrepr

noanuck @.N.O (ripu ero HaIUUKN)

JlaTa




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.07.2025

e‘ ‘ a ‘ ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE e
JlaTta ckaunBaHMs 30.07.2025

[Ipunoxenue 32
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dbopma

OTyeT HAYAJIBLHOI IKCNIEPTU3bI H3MEHEHN I, BHOCHMBIX B PerMCTPAIIMOHHOE 10Che
MEeIUIUHCKOT0 U3/1eJINsl

1. @®.1.0. (1mpu ero HaIUUUK) SKCHepTa

Ne 3agBKM 1 j1aTa

I[aTa TIOCTYIUICHUS JOKYMEHTOB Ha HA4YaJIbHYIO SKCIICPTU3Y

TOpFOBOC HanMCHOBAHUEC MCIUIIMHCKOI'O U3ACINA

Haznauenune MEIUIIMHCKOTO W3/ETHUs

O0nacTh MpUMEHEHUS

Kitacc B 3aBUCHMOCTH OT CTEIIEHU IMIOTEHIUAJIbHOT'O PHUCKA IIPUMCHCHUS

Sl Pl Bl I IRl e

Yeayronomny4yartenib

JlaHHBIE O IPOU3BOAUTENE:

Ne | Tun opraHu3anyy WK y4acTOK IPOU3BOACTBA Haumenosanue op- Crpa- | IOpuanue-
TaHu3auu Ha CKHI1 aj-
pec

1. IIpousBoaurenn

IIpousBoacTBEeHHAs MJIOIAIKa

YIOITHOMOYEHHBIH NpeICTaBUTENb IIPOU3BOUTENS (TIPU HATMYNH)

YnakoBiuk (pu HeOOXOJMMOCTH)

YH0IHOMOYEHHOE JIMIIO 0 MOHUTOPHUHTY HEOIaronpHusTHBIX COOBITHI (MHIMICHTOB)

Ha Tepputopuu Pecnyonuku Kazaxcran

1. HauanpHas 3KcriepTH3a KOMITIEKTHOCTH PETUCTPAITMOHHOTO JTOChE M MPABHIILHOCTH
odopMIIeHHUs IPEICTABICHHBIX JOKYMEHTOB COTJIACHO MEPEUHIO BUIOB H3MEHCHHIA,
BHOCUMBIX B PETHCTPAIMOHHOE TOChE MEAUIIMHCKOTO U3/ B TIEPHOT ICHCTBHUS
PETHCTPAIIMOHHOTO YIOCTOBEPEHUS COTJIACHO MPHIIOKEeHHIO 30 K HACTOSIITIM
[TpaBunam (yka3bIBaroTCs 3aMeYaHMs 110 HEKOMIUICKTHOCTH JOChE, HEOOXOAMMOCTH
peIoCTaBICHUST 00pPa3IoB MEIUITMHCKOTO U3ACIUS U TPAaBUIILHOCTH O()OPMIICHHS
JTOKYMEHTOB).

2. Perucrparus B cTpaHe-npou3BoauTeNe (M3roTOBUTEINE) U APYTUX CTPAHAX:
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025
™ ,‘ a ,' ,' OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata peaKkmum 18.07.2025
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Ne | Crpana Ne noxymeHTa, y10CTOBEPSIOILETO PETUCTPALIMIO Jlara Beiiaun ITpumeuanue skcnepra

3. CooTBeTCTBHE KJIacca MEAULMHCKOIO U3/I€TUS B 3aBUCUMOCTH OT CTENEHU
HNOTEHIMAIBHOIO PUCKA IPUMEHEHHUS], YKA3aHHOTO B 3asIBJICHUH U JOKYMEHTaxX
PErUCTPALIMOHHOIO JOCKE:

Ne | Kiacc B cooTBeT- Kiacc B coOOTBETCTBUH C IOKYyMEHTaMHU HaunmMeHnoBaHne [oKyMeHTa B perHCTPalMOH- [Ipumeua-
CTBHH C 3asBJICHHEM PETUCTPAIHOHHOTO I0ChE HOM JI0Che 00 yKa3aHHH Kilacca HUE JKCTIEp-
Ta

4. OueHkKa HATMYHUSI MAaKETOB YIIAKOBKH, STHKETOK, CTUKEPOB Ha BCE BUBI YITAKOBOK
3asBJIIEMOT0 MEIULIMHCKOTO U3/ENUs U €r0 MOAU(PUKAIIUI B COOTBETCTBUHU C
TpeboBaHUsIMU 3aKkoHOAaTeNbcTBa PecyOnuku Kazaxcran B cepe oOpaienus
JIEKapCTBEHHBIX CPEJICTB U MEIUIIUMHCKUX U3AEITHI.

5. Busibl BHOCUMBIX U3MEHEHUN B COOTBETCTBUM C [Ipunoxennem 30 Kk HaCTOSIUM
[IpaBunam

Penaknus 10 BHeCEHUS H3MEHEHHS Penakius nmocie BHeCEHUS U3MEHEHNH

6. 3aKIrOUcHUE:

OTka3ats B JajbHemen 3xcriepTuse (¢ 000CHOBaHUEM)

HpOHOJ’DKI/ITL OKCIICPTU3Y

PykoBoguTenb CTpyKTYypHOTO MOApa3aeeHus

noanuck @.N.O (ripu ero HaJIUYNN)

DKcnept

noanuck @.N.O (ripu ero HaIUYNHN)

Jlara
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e aKTiIepAiH 9TaTOHBI 0aKbpuIay GaHKi Caxray KyHi 30.07.2025
™ pra [ | i DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata peaKuun 18.07.2025
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[Ipunoxenue 33
K ITpaBHJIaM PCrucTpanmuu
JICKAaPCTBCHHBIX CPCIACTB U
MEIULMHCKHAX U3EIIHN
IO MPpUHIOUITY «CAUHOT'O OKHaA»
dopma

BKCHepTHbe/'I oTyeT cneunann3np0BaHH017'1 IKCIIEPTU3BI MCIUIINHCKOTO

n3aejans

—

®.1.0. (mpu ero HaIU4YKMM) IKCIEpTa

VYuenas cTerneHb, 3BaHUE

Ne 3asBKM U j1aTa

Jlata mocTyruieHus JOKYMEHTOB Ha CIIEIUAIN3UPOBAHHYIO SKCIIEPTU3Y

ToproBoe HaMEHOBaHNE MEIUIIMTHCKOTO M3/EIH

Kon Homenknatypsl MemuuuHCKuX n3nennii Pecnyonuku Kazaxcran

TexHuueckas XapaKTCPpUCTUKA MECAULHUHCKOTO U3QECTTNUA

HaznaueHue MeIUIIMHCKOTO HU3IEIHS

Al ISl Pl RSN IR Bl Bl

O06mnacTh MPUMEHEHHUS

[IpoBenena skcnepTU3a TOKYMEHTOB PETUCTPALIMOHHOTO JI0ChE, XapaKTepU3yOIIUX

0€30MacHOCTh, KaueCTBO U 3PHEKTUBHOCTh METUIIMHCKOTO H3JIEIIHSL.

1. I[aHHBIe O MMPOU3BOAUTCIIC MCAUIMUHCKOI'O U3ACIINA, B TOM YHUCJIC PACXOIHBIX

MaTCpUuaJIOB U KOMINICKTYIOIINUX, ABJIAIOIINUXCA MEAUIIUHCKUMHA U3 ACIIUSIMU

Ne | Tun opraHu3aIyyu WIM y4acTOK NPOU3BOJACTBA Haumenosanue Crpa- | IOpunu-
OpraHu3aluu Ha YecKHUi
azpec
1. IIpousBoanTens
2. IIponsBoacTBeHHAs ILUIOMIAKA
3 ‘YTHOTHOMOYEHHBIH IPEACTAaBUTENb TPOM3BOANTENS (TP HATMYNH)
4. | KoHTakTHbIE JaHHBIE YIIOIHOMOUYSHHOTO JIUNA [0 MOHUTOPHUHTY HEOIaronpUsITHBIX COOBI-
Tuit (MHUUIEHTOB) Ha TeppuTopun Pecny0Onuku Kasaxcran
2. PGFI/ICTpaL[I/IH B CTPAHC-TIPOU3BOJUTECIIC (I/I3FOTOBI/IT6HH) H JpYyTUX CTpaHax
Ne | Crpana Ne noxymeHTa, yA0CTOBEPSIOILETO PETUCTPALIUIO Jlara BblIaun ITpumeuanue sxcrepTa
1

3. OHGHKa AOCTOBCPHOCTH YKA3aHHOI'O B 3a4BJICHUU U JOKYMCHTAX PCTrUCTPALIMOHHOI'O

JOChE Kj1acCa MCAUITMHCKOI'O U3A€CJINA B 3aBUCHUMOCTH OT CTCIICHHU ITIOTCHIIUAJIBHOI'O

PHUCKA IPUMCHCHH, B COOTBCTCTBHH C Tpe6OBaHI/I$IMI/I 3aKOHOJAaTCJIbCTBA PGCHY6HI/IKI/I

Kazaxcran B C(1)epe O6paIIICHI/UI JICKAPCTBCHHLIX CPEACTB, MCIAUIIUMHCKUX HBHGHHﬁI
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aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.07.2025
™ ‘ a ,' [ | OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata peaKkmum 18.07.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE po
y p 2 JlaTta ckaunBaHMs 30.07.2025
Knacc B cootset- Knacc B cooTBETCTBUM C JOKyMEHTa- CoOoTBETCTBHE 3asBIAEMOTO KiIacca TPeOOBaHUAM 3aKO- IIpumeua-
CTBHH C 3asIBJICHHEM MU PETMCTPAIIMOHHOTO JI0ChE HozatenbcTBa PecrryOnuxu Kasaxcran HUE DKCIIEp-

Ta

4. XapaKTepruCTUKHN CUCTEMbI MTOKa3aTeiel, ONpeaesitouuX 0€30MacHOCTh, KAYECTBO U
3¢ (HEKTUBHOCTh MEAUIIMHCKOTO U3JIEIHS, B TOM YHCJIE PACXOIHBIX MaTEPUAJIOB U
KOMIUICKTYIOIIUX, SIBJISIOIIUXCS METUIIMHCKUMU U3ICTUSIMHU:

1) cucrema ynpasienus kauectBoM [SO, GMP opranuzaiiuu-npou3BoAUTEINSI, B TOM
YHUCJIE PACXOJHBIX MAaTEPHUATIOB U KOMIUIEKTYIOIINX, SIBJISIOIIUXCS MEAULIMHCKUMHA
V3CIUSAMU:

Ne HaumenoBanue qokymeHTa Ne nokymeHTa U Aata BbLIAYU Cpok zeiicTBust [Ipumeuanue skcnepra

2) Ka4eCTBO MEUIIMHCKOTO U3ENHS, B TOM YHCII€ PACXOAHBIX MAaTepUATIOB U
KOMIUJIEKTYIOLIUX, SBJISIFOIINXCS METUIIMHCKUMU U3JIETUSIMU (TEXHUUECKHUE YCIOBHS,
CTaHJapT OpraHU3aIuu):

Ne HaumenoBanue JAOKyMCHTa Ne JOKYMCHTA U JiaTa Bbllauu CpOK JEUCTBUS HpI/IMe‘{aHHG JKCIIepTa

3) moATBEPKIAECHUE COOTBETCTBUSI METUIIMHCKOTO U3JIENHs TpeOOBaHUSIM
HAIMOHAJIbHBIX WJIM MEXIYHAPOIHBIX TOKYMEHTOB MO KadecTBY (Jlexnaparus
cootBeTcTBUS; CepTudUKAT COOTBETCTBUA):

Ne HaumenoBanue qokymeHTa Ne moxymeHTa U Aata BBIIAYU Cpok nefcTBust [Ipumeuanue sxcmepra

4) aHaM3 MPEACTABICHHBIX JTAHHBIX, IOJTYYEHHBIX B X0JI¢ MTPOBEACHMS UCIIBITAHUN
(TOKCHKOJIOTHYECKNX, TEXHUYECKUX, KIIMHUYECKHX ) B CTPAHE MMPOU3BOIUTENE (OTUCTHI,
3aKJIFOUEHUS) M B XO/JI€ TIPOBEACHUS MTPEABLIYIINX 3TAIIOB IKCIIEPTU3bI B PecyOmke
Kazaxcran (HauanbHas SKCIepTH3A):

Ne HaumenoBanue JOKYMCHTa AHaIu3 MOJTHOTHI M KauecTBa I/IH(bOpMaI_II/II/I B JOKYMCHTC HpI/IMC‘-IaHI/IC OKCIIEpTa

5) 3akir0YeHNe 0 CTAOMIBHOCTH MEIUIIMHCKOTO U3/eusi, 000CHOBaHHOCTh
3asBJICHHOT'O CPOKa XPaHECHHUS:

Ne 3asBICHHBIH CPOK XpaHCHUsI Amnanuz IIpeACTaBJICHHOI'O OTUCTA O CTaOMIIBHOCTH HpI/IMC‘IaHI/IC JKCIIepTa

6) OlLleHKa IPOEKTa MHCTPYKIMH MO0 MEAUIIUHCKOMY NMPUMEHEHUIO U3ETUs
MEIMIIMHCKOTO0 HA3HAYEHHUSI, B TOM YHCJI€ PACXOHBIX MATEPUATIOB Y KOMILICKTYIOIIUX,
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Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE Tlara ckaunpams 30.07.2025

SIBJISTFOIIUXCA MEAULIIMHCKUMH U3JICIIASIMA U SKCIUTYaTal[MOHHOTO JOKYMEHTA
MEIUIIMHCKON TEXHUKU

Ne | Ananus OreHka
JKCIIepTa
1. | TonHoTa comepikaHus TEKCTA MPOEKTa HHCTPYKIUK Ha U3/IEIHEe MEAUIIMHCKOTO Ha3HAUYCHHUSI
2. COOTBETCTBHE TEKCTA IPOEKTA OPUTHHATY HHCTPYKIMH OT MIPOU3BOAUTEINS
3. CootBercTBre 0OOPMIICHHSI TEKCTA ITPOEKTa MHCTPYKIMK TpeDOOBaHMAM 3aKoHOIaTebcTBa Pecybiiku Kazaxcran B
cepe obOpaleHus JISKapCTBEHHBIX CPEACTB U MEMIIMHCKUAX H3ETHi
4. | Undopmars, comepkaiascs B SKCIUTyaTallHOHHOM JOKYMEHTE MEIUIIMHCKOH TEXHUKU

7) Ouenka oopMIeHHS MaKETOB YITAKOBOK U STUKETOK

Ne | Anamus OreHka
JKCIepTa

1. | CootBercrBHe 0opMIIEHHS TEKCTa MaKeTa MApKMPOBKH TPeOOBaHUAM 3aKoHoAaTesbeTBa PecyOnnku Kazaxcran B che-
pe oOpalleHust TeKapCTBEHHbIX CPEJICTB, MEAUIIMHCKUX H3/eInit

2. NneHTu4HOCTh yKaSaHI/Iﬁ yCJ'[OBHﬁ XpaHE€HUS U TPAHCIIOPTUPOBAHUS, YKa3aHHBIX B JOKYMEHTE 110 CTaHAApTU3alluu MEIU-

IMUHCKOI'O U3JCIUS U IPOCKTC MHCTPYKINHU 110 MEAUITMHCKOMY IIPUMCEHEHUIO

8) AHanu3 TaHHBIX O pa3pabOTKe W MPOU3BOJICTBE METUITMHCKOTO U3ACIHS (CXEMBI
MPOIIECCOB MTPOU3BOJICTBA, OCHOBHBIX CTAJUN MPOU3BOJICTBA, YIIAKOBKH, UCIIBITAHUN U
MPOIETYPhI BBIITyCKa KOHEYHOTO MPOIYKTA).

Ne | Awnamus OreHka
JKCIepTa
1. OrieHKa MpeJICTaBICHHBIX yCIyToNnoydyaresieM JaHHbBIX O pa3paboTKe 1 MPOMU3BOJICTBE, BKIIIOYAs aHAITU3 OTYEeTa HH-
CIEKTUPOBAHUSI IPOU3BO/ICTBA (TIPH HAJIMYHN);

9) AHanu3 OMOJIOTMYECKON 0€30MaCHOCTH MEAUIIMHCKOTO U3/IeNIUsI HA OCHOBE aHaIN3a
CBEJICHUH 0 MaTepuaiax XUBOTHOTO WJIK OMOJIOTMYECKOT0 MPOUCXOMKIACHHUS, BXOISAIINX
B MEIUIIMHCKOE U3JENHE, a TaKkKe HH(POpMaILIMK O MOJ00pe UCTOYHUKOB (JIOHOPOB),
otOope Marepuana, MPoIeCCUHTe, XpaHEHUH, TECTUPOBAHHUH, IPUOHOBOMN
0€30MMacHOCTH, a TaAKXKe OOpaIeHHS ¢ TKAHAMU, KJICTKaMHU, CyOCTaHIIUSMH )KUBOTHOTO
WA OMOJIOTHYECKOTO TPOUCXOKIACHUS, KyJIbTYpaMi MUKPOOPTAaHI3MOB U BUPYCOB
(MpY HATWYKK), 32 UCKITFOUEHUEM aJUIOTEHHBIX TPAHCIUIAHTATOB.

Ne Amnanus OreHKa 3KcnepTa

1. OreHka MPEACTABJICHHBIX YCIYIOIoJy4aTeJIEM JaHHBIX 110 aHAJIU3Y OHOJIOTHYECKOW 0€30MaCHOCTH

10) oreHka BaIMAHOCTH MTPOTPAMMHOTO OOECIIEYeHHST HA OCHOBE aHaJIN3a JaHHBIX O €T0
Bepu(UKaIMK, B TOM YUCIIe HHPOpMAIUU O €ro pa3paboTKe U TECTUPOBAHUU HA
OPEANPUATUN U TIPU MYJIBTUIIEHTPOBBIX UCCIIEA0OBAHUSAX, JaHHBIX 00 UACHTU(DUKALIUY U
MapKHPOBKE ONEPAIIUOHHON CUCTEMBI

Ne Ananuz Orenka sKernepra




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.07.2025
™ ‘ a ,' [ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 18.07.2025

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.07.2025

| 1. | O1ieHKa NPEeACTABICHHBIX YCIyTrOnoIyyaTeaeM JaHHbIX |

11) Ananu3 npoieaypsl U METOJIOB CTEPUITU3AIMN MEIULIMHCKOTO U3/IEIHs,
MaTepragoB, 000CHOBBIBAIOIIUX CIIOCO0O CTEpUITU3AIINH, TIPEIaraéMbIX METOI0B
KOHTPOJIA Ka4€CTBA U OINPEICIICHUSI OCTATKOB CTEPUIM3YIOLIErO BEIIECTBA MPH
MPUMEHEHUH XUMHUYIECKOT0 CI0co0a CTepUIN3aIuu

Ne Amnanus OrieHka dKcrepra

1. O11eHKa NPEACTABICHHBIX YCIyTronoiIyyaTeaeM JaHHbIX

12) Ananu3 6e3onacHoCTU U 3(PPEKTUBHOCTU JIEKAPCTBEHHOI'O CPEJICTBA B COCTaBE
MEUITUHCKOTO U3/IeTHUs, €T0 BIUSHUSA Ha (PYHKIIMOHATBHOCTh MEIUIIMHCKOTO U3/IENIHS,
COBMECTUMOCTH JIEKAPCTBEHHOTO CPEJICTBA C METUITMTHCKUM H37CIHEM (32
UCKITIOUEHUEM METUITMHCKUX U3IeTui A1 quardoctukd in vitro (IVD). Madopmanus
0 PETUCTPAIINHU JIEKAPCTBEHHOTO CPEACTBA B TOCYAAPCTBE — IMIPOU3BOTUTEIIS
JIEKapCTBEHHOTO CPEJICTBA

Ne Amnanums Ouenka sKkcniepTa

1. OI_[eHKa TNIPEACTAaBICHHBIX yCIIYTOIIOJY4YaTCJIEeM JaHHbBIX

13) AHanu3 npeaCTaBICHHBIX TPOU3BOUTENIEM CBEICHUN O HAJTMYUU WA 00
OTCYTCTBHUH COOOIIEHUH O HECUACTHBIX CIIy4asx M OT3bIBAX C PhIHKA MEIUIIMHCKOTO
U3JICIIHS, O HEXKENATeIbHBIX COOBITUAX U (MJIM) HECHACTHBIX CITy4asiX, CBA3aHHBIX C
UCTIOJIb30BAaHUEM MEIUITMHCKOTO M3ACIHs, YBEIOMICHUH M0 6€301MacHOCTH
MEIUITUHCKOTO U3JIETHs, TI0IX0/1a K PACCMOTPEHHIO THX MPOOJIEM U UX PEIICHUS
IIPOU3BOJIUTEISIMHU B KaXKIOM M3 TAaKUX CIy4aeB, OMUCAHUSI KOPPEKTUPYIOITIX
JEHUCTBUMN, IPENIPUHATHIX B OTBET HA YKa3aHHBIE CIIyYau, a TAK)KEe COOTHOIICHUS
YPOBHS MPOJAXK U KOJTMYECTBA HECUACTHBIX CITYyYaeB U OT3BIBOB MEAUIIMHCKOTO U3IEITHS
U3 oOparieHus

Ne Amnanu3 OrneHka sKcrepra

1. OlLieHKa NPEACTaBICHHBIX YCIyTOnOIyYaTeaeM JaHHbIX

14) Onenka [1nana coopa u aHayM3a TaHHBIX MO 6€30macHOCTH U A (PEKTUBHOCTH
MEUITUHCKOTO U3JIeTUs Ha TTOCTIIPOTKHOM dTare M 0TYeTa 00 aHAJIN3E PUCKOB

Ne Ananus OrneHka sKcrnepra

1. O1eHKa MPeACTaBICHHBIX YCIyTOnoIyYaTeaeM qaHHbIX

5. 3akiroueHue sKcnepra

1. TTonoxuTenbHOE

2. OtpunarensHoe (¢ 000CHOBaHHEM)




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 18.07.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025

™ ‘ a ,' ' DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE e

JlaTta ckaunBaHMs 30.07.2025

Bce JaHHBIC, IIPUBCACHHLIC B OKCIICPTHOM 3aKIIFOUCHUH, TOCTOBCPHLI 1 COOTBECTCTBYIOT
YCTAaHOBJICHHBIM Tpe60BaHI/IHM, 4dTO IIOATBCPIKAAIO JIMYHOM oAU CBIO

PykoBoautens CTpyKTYpHOroO oApa3iesIeHUs

noanuck @.N.O (ripu ero HaJIUYNN)

DKcnept

noanuck @.N.O (ripu ero HaIUYKHN)

JlaTa




e.zZan

Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.07.2025
DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 18.07.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE Tlata ckaumBanms 30.07.2025

[Ipunoxenue 34

K IPaBUJIaM PETUCTPALUU

JICKAaPCTBCHHBIX CPCIACTB U

MEIUIIMHCKUX U3JICITUN

IO MPpUHIOUITY «CAUHOT'O OKHaA»

dopma

3KCHepTHLIﬁ oTUEeT CHeHI/IaJII/If}I/IpOBaHHOﬁ IKCIECPTU3LI 0 BJIUAHUHA BHOCUMbBIX

U3MEHEHHH B PEruNCTPAlMOHHOC TOCHE HA 663OHaCHOCTb, Ka4eCTBO U

3 (PeKTUBHOCTH MEAUIUHCKOT0 U3

1.

@®.1.0. (pu ero HaIW4KM) FKCIIEpTa

VYuenas CTCIICHb, 3BAHUC

Ne 3asiBKM U faTa

ILaTa TIIOCTYIUICHUS JOKYMEHTOB Ha CIICHUAJIU3UPOBAHHYIO OKCIIEPTU3Y

2
3.
4
5

TOpFOBOC HanMCHOBAHUEC MCIUIIMHCKOI'O U3CIN

[IpoBeneHa skcnepTU3a TOKYMEHTOB PETUCTPALIMOHHOTO 10ChE, XapaKTepU3yOLIUX

BJIUSIHUE HA 0€30MacHOCTb, KaueCTBO U 3(P(HEKTUBHOCTH BHOCUMBIX U3MEHEHU B

PETUCTPAINMOHHOC JOCHC, HA MCAUIIMHCKOC U3 ACINUC.

B X0A€ MPOBEACHUSA SKCIICPTU3BI YCTAHOBJICHO!

Ne

Penakuus 10 BHECEHHS U3MEHEHUI

BHocumoe n3MeHenne

BiausHne BHOCUMBIX U3MEHEHHUH Ha 6630HaCHOCTB, Ka4yCCTBO U 3(1)(1)CKTI/IBHOCTI>

MCOAUIMHCKOI'O U30CIUA:

No

M3menenne (yka3ath HyXKHOE) Awnanu3 Bnusiet (He BiusieT) [Ipu oTpuaTenbHOM 3aKIIOUSHUH YKa3bIBaeTCsl 00OCHOBAHUE

3aKJIr0uYeHUE OKCIICPTaA:

1.

TTonmoxureaprHOE

2.

OtpunarenbHoe (¢ 000CHOBaHUEM)

Bce JaHHBIC, ITIPUBCJACHHLIC B OKCIICPTHOM 3aKIIFOUCHUH, JTOCTOBCPHLI 1 COOTBCTCTBYIOT

YCTAaHOBJICHHBIM Tpe6OBaHI/IHM, 4dTO IIOATBCPIKAAIO JIMYHOH IIOAITUCBIO

PykoBouTeNnb CTpyKTYypHOTO MOApa3ieieHus




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e‘-‘ dl .' DTaOHHbIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

noanuck @.N.O (ripu ero HAIMYUN )

OKcrepr

noanuck O.N.O (ripu ero HAIMYUN )

Jlara




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
» -‘ a DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

[Ipunoxenue 35
K [IpaBUJIaM PETUCTpaLUU
JIEKapCTBEHHBIX CPEJCTB
Y MEIULUHCKHUX U3JIETUI
10 MPUHIHUITY «ETUHOTO OKHA

MunucrepcTBo 3apaBooxpanenus Pecnyonuku Kazaxcran

HanmenoBanne rocynapcTBEHHOM SKCIIEPTHOW OpraHU3auN

ATTecTaT akKpeIuTaluu UCIbITaTeNbHOM 1adopatopun (Ne, cpok neicTBUA)

Anpec, TenedoH IKCIEPTHOU OpraHu3alK (UCIBITaTEIbHOM JJabopaToOpuH )

[Iporokois ucnpiTanuii Ne OT « » roja

Crpanunia  (KonudecTBo JTUCTOB )

Yceayronosyyareab (715 OPUIMYECKOTO Jula (HauMeHoBaHue) (s
(pu3HUECKOro JuLa)

@®.1.0. (mpu ero HaTu4Yuu) U aApec):

dopma

HaumenoBanue TPOIYKIINU:

Bug ncrneiranuii:




e.zZan

Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]I—[ OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi 18.07.2025

Caxkray KyHi 30.07.2025
Jlata pegakuuu 18.07.2025
JlaTta ckaunBaHMs 30.07.2025

OcHoBaHHe:

®dupma U3roTOBUTEIH (IPOU3BOAUTEIND), CTPAHA:

Cepus, maprusi:

Jlarta

TIIpOMU3BOACTBA:

CpOK TOIHOCTH:

JlaTta Hayana u JaTa OKOH4YaHUS UCIIBITAHUIA:

KonuuectBo 06pa3iios:

O06o3HaueHne AOKYMCHTA I10 Ka4CCTBY Ha MCTOAbI WCIIbITAHUM

Pesynprarel ncnbiTanuit

HanmenoBanne TpeboBanusi HOpMATHBHOIO TCu DaKTHIECKH Kpatkoe onucanue
nokasareJieit JOKYMEHTa Ha MPOAYKIHUIO BIIAKHOCTD noJIy4yeHHble COOTBETCTBHA
(%) pe3yJabTaThl (HecoOTBETCTBHS)
1 2 3 4 5




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e | aKTiepIiH STANOHIBl GaKbliay GaHKi Cakray KyHi
™ ‘ a '} DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata peaKuun

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

18.07.2025
30.07.2025
18.07.2025
30.07.2025

3akmrouenue: [IpeacraBneHHble 00pa3ibl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHUIM JIOKyMEHTOB IO KaUe€CTBY U METOJIMKH BOCIIPOU3BOIATCS (HE
BOCIIPOU3BOAATCS) (YKa3bIBaTh Npu HeoOxoaumocTn) (HyxkHoe moquepkHyTh)

MeTO)II/IKI/I HC BOCTIPOU3BOJATCA 110 CJICAYIOIINM IMOKA3aTCIIAM

HOI[HI/ICI/I YIIOJIHOMOYCHHBIX JINI]

(momwxHOCTH) (moamnuck) ®.1.O (mpu ero HAIUYUN)

(mowxHOCTH) (moamnuck) ®.N.O (mpu ero HaAJIUYUN)

(momxHOCTH) (moamnuck) ®.1.O (mpu ero HAIUYUN)

IIpoToko/ HCBITAHUI PacIPOCTPAHAETCH TOJIbKO HA 00pa31bl, NOABEPrHYTHIE

HUCIIBITAHUSM,
NpeacTABJIEHHbIE 3aKA3YNKOM YCJIYT.

IMosHasi MK YaCcTHYHAS MepenevYaTKka MPoToKoJia 0e3 MUCbMEHHOTr0 pa3penieHus

IKCIEPTHOM
OpraHM3alUM 3ampelieHa.



KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

e-‘ ‘ a .' _' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

[Ipunoxenue 36

K IPaBUJIaM PETUCTPALUU

JICKAaPCTBCHHBIX CPCIACTB U

MEIUIIMHCKUX U3JICITUN

IO MPpUHIOUITY «CAUHOT'O OKHaA»

dopma

OTuert 0 pe3y/bTaTax NpoBeJeHUS JA00PATOPHBIX UCNILITAHUN B J1a00paTOpUHU

KOHTPOJISl Ka4eCcTBA NMPOU3BOAUTESI W B KOHTPAKTHOM J1a0opaTopuu,

HCIO0JIb3yeMOM NPOU3BOAUTEIeM ™

1. Pe3rome

HaunmeHoBaHuEe MEIUIIMHCKOT'O U3ETUS

HaI/IMeHOBaHI/IC, aapec PEKBU3UTBL HpOHSBOI{CTBeHHOﬁ TJI0Ia 1K

J'Ia60paTOpI/II/I KOHTPOJISI Ka4eCTBa

HaunmenoBanue, anpec, peKBU3UTHI Ja00pPaTOPUU KOHTPOJIS KauecTBa U (WJIN) KOHTPAKTHOM

OcHoBaHue IIpOBEACHUSA Ha60paTopH0ro HUCIIBITAaHUA

Pestome nestenbHOCTH na60paT0pHH KOHTPOJISI Ka4eCTBa

IIpoBenenue 1a0OPaTOPHBIX UCIIBITAHUI

Beimmyck B peanu3anuio cepun Meau-
LUHCKOTO M3Jeus

WHoe (He0OX0aMMO yKa3aTh)

Jara(p1) mpoBeaeHus J1aO0PaTOPHOTO UCTIBITAHUS

®.1.0. (mpu ero HaIMYUH) YKCIEPTOB (WIEHOB KOMUCCHH), TOIDKHOCTD

2. BBognas undopmarus

KpaTKOC OITMCAHUE naGopaTopHH KOHTPOJISI KayeCTBa

Hannune JAOKYMEHTHUPOBAHHBIX IIPOLEAYP [IPOBEACHUS HUCIBITAHUI

BeinosnHeHue TpeOoBaHuil JOKYMEHTUPOBAHHBIX MPOLELYP IPOBEAEHUS UCTIBITAHUI

Llens npoBeneHus 1a60pPaTOPHOTO UCTIBITAHUS

OOBEKTHI HCIIBITAHUS

IepcoHan 1abopaTopuu KOHTPOJIS KaueCcTBA, yYacTBYIOMINI B IPOBEACHUH JIAOOPATOPHOT'O UCTIBITAHHS

3. HabGmronenus u pe3yiabTaThl IPOBEACHUS 1a00PATOPHOTO UCIIBITAHUS

CchliKa Ha JOKYMEHT 110 Ka4eCTBY

Howmep cepun, nata mpon3BOACTBA

[Tokazatens | TpebGoBaHMs TOKYMEHTA MO KA4eCTBY

®DaKTU4ecKne pe3yabTaThl

T, Bmax-
HOCTB

CooTBETCTBYET (HE COOTBETCTBYET)

4. Ilpunoxenus

‘ ﬂOKyMCHTLI (HepBI/I‘{HHe JaHHBbIC, [IPOTOKOJIbI HCHLITaHHﬁ) n 06pa3u1>1, 0T06paHHLI€ B XOA€ IIPOBEACHUS ﬂa60paT0pHor0 HUCIIBITAaHUA | ‘



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
! AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.07.2025
™ ‘ a ,' ' DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 18.07.2025

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE Tlara ckaunpams 30.07.2025

5. 3akiroueHue

TTonoxuTenbHOE

OtpunarensHoe (¢ 000CHOBaHHEM)

[Tpumeuanue *K oTuery o pe3yibTarax NpoBeACHUs Ja00PaTOPHOTO UCTIBITAHUS
IpuJIaraeTcsl Konus cepTugukara aHaau3a u (Wik) MpoTOKojIa UCIBITAHUN Ha
IPOAYKIIHIO TAOOPaTOPUH KOHTPOJISI KaueCTBa MPOU3BOAUTENS MIIM KOHTPAKTHON
nabopaTopuu, UCTIONIb3yEMOM pon3BoAUTENEM. Bee MpuiiokeHns K OTUETY SIBIISIOTCS
HEOTBEMIIEMOH €T0 YaCThIO.

PykoBoaurens xomuccuu:

(monmuck) G©.M.0O (npu ero HaTUYKM), TOTKHOCTh

YJICHBI KOMHUCCHMH.

(monmuck) G©.M.0O (npu ero HATMYKUK), TOTKHOCTh

(monmuck) ®.M.0 (npu ero HATUMYKM), TOTHKHOCTh

« » 20 T.

CorJjiacoBaHo:

(moamuck) ®.M.0 (npu ero HATMYKH), TOTHKHOCTh

(moxamuck) ®.M.0 (npu ero HATUYKH), TOTHKHOCTh

(moxmuce) ®.1.0 (ripu ero HAJIMYUM), TOJKHOCTh



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.07.2025
™ ‘ a ,' [ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 18.07.2025

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.07.2025

[Ipunoxenue 37
K [IpaBUJIaM PETUCTpaLUU
JIEKapCTBEHHBIX CPEJCTB
Y MEIULUHCKHUX U3JIETUI
10 MPUHIHUITY «ETUHOTO OKHA

YcaoBus, npeabsiBisgeMble K 00pa3aM MeIHIMHCKOT0 U3/1eJus
1JIs1 JIA0OPATOPHBIX UCTIBITAHUI

1. Yenyronony4darens 10 oAa4y 3asBJICHUS HA SKCIIEPTU3Y MPEAOCTABISAET
pacyeT KOJU4YecTBa 00pa3iioB OT MPOU3BOIUTENIS, HEOOXOUMBIX ISl IPOBEACHUS
TPEXKPATHOTO aHAJIN3a MPH JIa0OPATOPHBIX HCTIHITAHUSX.

2. KonuaecTBo 00pa3noB MEAUITMHCKOTO HU3ACIIHSI, PEIOCTABIIEMBIX IS
MIPOBEJICHUS JTa00PATOPHBIX UCTIBITAHUH, ONPEIESETCS COrIacHO TPEOOBAHUAM
JIOKYMEHTOB 10 Ka4e€CTBY, U BepU(DUKAIUA AHATUTHYECKUX METOJUK, HA COOTBETCTBUE
KOTOPBIM IUIAHUPYETCS MPOBEICHUE UCTIBITAHUN 1 3aBUCUT OT OCOOCHHOCTEH METOIUKHU
VCTIBITAHUM, YKa3aHHBIX B JOKYMEHTE 10 KAYECTBY MPOU3BOAUTEIIS.

3. KonmnuecTBo mpenocTaBisieMbIX 00pa3IioB MO COCTaBY OTPAKAET BCIO
COBOKYMHOCTD 3asIBJICHHOW MPOAYKIINH, C YIETOM Pa3INIHsi CBOMCTB OTJCIHHBIX THIIOB
(Moeneli) Takol COBOKYITHOCTH.

4. J1ns 3asBIIIEMBIX M3JICIIHIA, OTHOCSIINUXCS K OAHOMY THIIOPa3MEPHOMY pSTy, U
COOTBETCTBYIOIIHX TPEOOBAHUSAM OOIIIETO TOKYMEHTA MO0 Ka4€CTBY, IPEIOCTABIISIOTCS
THIIOBBIE 00Pa3Ilbl C 000CHOBAHHEM ITPOM3BOIUTEIIS.

5. Ilpu oTIM4MuU OTACIBHBIX BUJIOB 3asBJICHHOTO MEAUIIMHCKOTO U3/ACJIHS TOIbKO
0 I[BETOBOM raMMe, TOCTATOYHO MPe0CTaBIeHUE 00pa3lioB OHOM I[BETOBON raMMBl.

6. O0Opa3Ipl MEAUITUHCKOTO U3JIeNUS MMOCTIe TPOBEACHUS UCTIBITAHUIN HE
BO3BpAIIIAlOTCS.



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e aKTiIEp/IiH STAIOH/IBI OaKpLIay OaHK] Cakray KyHi
o ‘ (o | (¥ | DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

18.07.2025
30.07.2025
18.07.2025
30.07.2025

[Ipunoxenue 38
K [IpaBUJIaM PETUCTpaLUU
JIEKapCTBEHHBIX CPEJCTB
Y MEIULUHCKHUX U3JIETUI
10 MPUHIHUITY «ETUHOTO OKHA

dopma

3aki1roueHue o 6C3OHaCHOCTI/I, KaveCTBEC N 3q)(l)eKTHBHOCTI/I MEANIHNHCKOI O

n3aejns, 3aaBJICHHOIO

HA IKCNEPTHU3Y B LeJAX FOCYJaPCTBEHHOI perucTpauu, nepeperucrpanum B

Pecnybinke Ka3zaxcran

1. PecnyOninkaHcKoe rocyAapCTBEHHOE MPEANPUSTHE HA MPABE XO35IHCTBEHHOTO

BCIACHU ((HaHHOHaHBHBIfI LHCHTP SKCICPTU3BI JICKAPCTBCHHBIX CPCACTB U MCAUITUHCKUX

PI3I[€J'IPII>1>) Komurera MCAUITMHCKOI'O U (bapMaI_[eBTI/I‘-ICCKOFO KOHTPOJIA MI/IHI/ICTepCTBa

3npaBooxpaHeHus Pecryonuku Kazaxcran cooOmiaet pe3yiabTaThl SKCIIEPTU3HI Ha

0€301acHOCTb, KaueCTBO U 2 (HEKTUBHOCTh METUIIMHCKOTO U3ACIIHS B LETSAX
rocyJIapCTBEHHOM peructpanuu, nepeperucrpanuu B Pecyonnke Kazaxcran:

ToproBoe HaMEHOBaHNE METUITTHCKOTO H3ICIIHSI

OpraHu3anusA-npou3BOANUTEIb, CTPAHA-IIPOU3BOAUTETH

[IpousBoacTBeHHAS MIIOMIAIKA, CTPAHA

‘YHOTHOMOYEHHBIH NPECTaBUTEINb IPOU3BOAUTENS, CTPaHa

YOIHOMOYEHHOE JIMIO T0 MOHUTOPHHTY HEOJIaronpusITHBIX COOBITHI (MHLMICHTOB) Ha TeppuTopun PecyOnuku Kazaxcran

Tun mequmuackoro uzaenus (MU (MUMH), MU (MT), MU (in vitro)

Bun (peructpanmsi, nepeperucrpanus)

Kiacc B 3aBUCHMOCTH OT CTEIICHH MOTCHIIMAILHOTO puCKa TPUMECHCHUA

Kox Homenknarypsl MeauimacKux u3nenuii Pecry6onuku Kazaxcran

KoMrutekranus MequIMHCKOTO u3aenus (TIPH HATHYUH — KOJTHYecTBO KoMIuiekTyonmx) (Tabmuma)

3akiroueHre Ha9albHON SKCIePTU3bI (MTOJ0KUTEIHHOE UITH OTPHUIIATEIBHOE)

3aKiIoueHne CIeNUaTH3HPOBAHHON IKCIIEPTH3HI (TIOIOKUTENFHOE MIIH OTPULIATETFHOE)

3akiroueHre UCIIBITATEbHOM TabopaTopun: aata U Ne mpoToKosa (MOJI0KUTETBHOE MM OTPULIATEILHOE)

Tabmuua

KoMmiuiekramuss MEIUIIMHCKOTO U3AEIIHS

HaumenoBanune monenu (Moxudukanun) MU* (3anonHseTcs: Ha KXy MOJIEIIb)

Ne | Buja cocTaBHBIX YacTen HaumeHoBaHuE COCTAaBHBIX YacTei Mojienb COCTaBHBIX YacTel IIpousBoaurens

Crpana




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.07.2025
™ ‘ a ,' [ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 18.07.2025

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.07.2025

* 3aI0THSIETCSA Ha KaXXIYyHO MOJICIIb

2. 3akmoueHue (OJ0XKUTENbHOE): MaTepuansl U JOKYMEHTBI PETHCTPALIMOHHOTO
JI0CbE Ha MEJIMLIMHCKOE H3/1eJINe, IPEIOCTaBICHHBIE HAa SKCIIEPTU3Y IS
rocyJapCTBEHHOW perucrpanuu, nepepeructpaunu B Pecnyonuke Kazaxcran,
COOTBETCTBYIOT YCTAaHOBJICHHBIM TpeOOBaHUSIM, O€301IaCHOCTh, KAUECTBO U
3¢ (HEKTUBHOCTh MEIULIMHCKOTO U3/EINs OITBEPKIEHBI COOTBETCTBYIOIIUMHU
MaTepHallaMU U TPOBEJACHHBIMU UCIIBITAHUSIMHU.

Menumnuackoe uznenue 3apeructpupyercs B Pecmyonuke Kasaxcran cpokom Ha
JIET UM O€CCPOYHO.

3akmroueHue (oTpuuarenbHoe): Marepuaibl U JOKYMEHThI pETUCTPALIMOHHOTO
JOChE HA MEJIULIMHCKOE U3J/IEJINE, PEIOCTABICHHBIE HAa SKCIIEPTU3Y IS
rocyJIapCTBEHHOU peructpanuu, nepepeructpanuu B Pecnyonuke Kazaxcran, He
COOTBETCTBYIOT YCTaHOBJICHHBIM TPEOOBaHMIM, 0€30MaCHOCTh, KAYECTBO U
3 PEKTUBHOCTH METUIIMHCKOTO U3/ HE MOATBEPKIECHBI COOTBETCTBYIOIIUMU
MaTepuagaMy U MPOBEICHHBIMHU UCIIBITAHUSIMH.

MenunuHckoe uznenue He 3apeructpupyercs B Pecyonmke Kazaxcras.

PykoBoauTens rocy1apCcTBEHHOM 3KCIIEPTHOM OpraHU3aluu

noanuck ®.MN.0O. (pu ero HAIMYUHN)

JlaTa




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.07.2025

e‘ ‘ a ,' , DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE e
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[Ipunoxenue 39
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma

3akJiroueHue 0 0e30aCHOCTH, KayecTBe M 3PPEeKTUBHOCTH MEeIHIIHHCKOT 0
u3/JeJIMs 3aiBJICHHOT0 HA IKCIePTHU3Y B LeJIAX BHECEHUS U3MEHEeHUI
B PerucTpanoHHoOe 10Che

1. PecniyOnukaHckoe ToCyAapCTBEHHOE MPEANPUATHE HA TTPaBe XO35ICTBEHHOTO
BeJeHus «HanmoHambHbBIN HEHTP 3KCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX
uzaenuin» Komurera MEIUIIMHCKOTO U (papMalieBTUYECKOTO0 KOHTPOIsI MUHKCTEPCTBA
3apaBooxpaHenust Pecriyonukn Kasaxcran cooOmaeT pe3ynbTaThl SKCIIEPTU3HI O
BJIMSIHUM BHOCUMBIX U3MEHEHHH B pErUCTpallMOHHOE JJOChe Ha 0€3011acCHOCTh, KaYeCTBO
U 3 (HEKTUBHOCTh MEIUIIMHCKOTO U3/IENHS:

TOpFOBOC HanMCHOBAHUEC MCIUIIUMHCKOI'O U3CIN

OpFaHI/ISaLII/ISI TIPpOU3BOAUTEIIb, CTPAHA-ITPOU3BOAUTEIIb

HpOHSBOZ{CTBCHHaH IIomaJika, crpaHa

YNoJHOMOYEHHBIN NpeACTaBUTEIIb IIPOU3BOAUTEIISA, CTPaHa

VI10IHOMOYEHHOE JIUIIO [0 MOHUTOPUHTY HEOIAaronpUATHBIX COOBITHI (MHIMAEHTOB) Ha Tepputopun Pecrry6nuku Kazaxcran

BHocuMble n3MeHeHHs

3aKIroueHIe HadalbHOM OKCIICPTU3BL (HOJ'IO)KI/IT€J'II>HOC 501051 OTpI/ILIaTGJ'II)HOC)

3aKroueHe CHeHI/IaHI/ISI/IpoBaHHOﬁ OKCIIEPTU3BL (HOJ’IO)KHTCJ'II)HOC nin OTpI/II_[aTeJ'ILHOG)

3aKJII0OYCHUE UCTIBITATETIBHOMN na60paTopm/I: nata u Ne IIPOTOKOJIA, (HOJ'IO)KI/ITCJ'IBHOG W OTpI/ILIaTeJ'ILHoe)

2. 3axntoueHue (MoN0KUTENbHOE): MaTtepHalibl U JOKYMEHTHI HA METULIMHCKOE
u3JieNue, MpeoCcTaBIeHHbIE ISl BHECEHUS U3BMEHEHUN B peTUCTPALIMOHHOE JIOChE,
COOTBETCTBYIOT YCTAHOBJIICHHBIM TPeOOBAHUSIM, BIUSIHUE HA O€30MIaCHOCTh, KAYECTBO U
3¢ (PEKTUBHOCTH MEAUITMHCKOTO U3/IETHUS TOATBEPKIEHBI COOTBETCTBYIOITUMU
MaTtepuagiaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

BHocuMbIe M3MEHEHHsI 3aperucTpupyeTcs ¢ Bbaauei (0e3 Bblgaun) HOBOTO
PErMCTPALlMOHHOTO YIOCTOBEPEHHS.

3akioueHue (oTpuuarenbHoe): Marepuaiibl U JOKYMEHTHI HA METUIIMHCKOE
u3Jzienue, MpeoCTaBIeHHbIE ISl BHECCHHSI U3BMEHEHUN B pETUCTPAIIUOHHOE JIOChE, HE



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e; ‘ a .' .' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

COOTBCTCTBYIOT YCTaHOBJICHHBIM TpC6OBaHI/IHM, BJIIMSAHHUC HA 663OHaCHOCTB, Ka4y€CTBO U
B(b(beKTI/IBHOCTB MCIUIMUHCKOI'O U3ACIIUS HC ITIOATBCPIKACHBI COOTBCTCTBYIOIIIMMHU

MaTrepuagiaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.
BHocuMmble n13MEHEHUs HE 3apETUCTPUPYETCS.

PykoBoauTens rocy1apCTBEHHON 3KCIIEPTHON OpraHUu3aluu

noanuch ®©.N.O. (mpu ero HamTU4KM)

JlaTa




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025

™ ,‘ a ,' ,' OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata peaKkmum 18.07.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE

JlaTta ckaunBaHMs 30.07.2025

[Ipunoxenue 40
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma
Pacuer-o00ocHoBanue pacxogoB B pamkax 'OBMII u (uam) cucteme OCMC
1) PacueT pacxod0B Ha OIIEHKY Ka4yeCTBa:

_ (B1+B2+..+Bn)
~ (C1+C2+...+Cn)

A — PaCXOJIBI Ha OICHKY Ka4C€CTBA, YKAa3aHHbIC B 3asBJICHHUU 34 CIUHUIY

N3MCPCHUS, B TCHI'C,

B1, B2, B3...Bn — CroumocTs nipoueaypsl oieHkH kadectBa ¢ yuerom HJIC 3a
12 MecsitieB, MPEAIISCTBYIOMMX JaTe MOAaqH 3asBICHUS;

Cl1, C2, C3....Cn — konuuectBo enuuuil UMH (mumacteips, mmpui, naker, Tyo0a,
HaOOp, KOMIUIEKT, MTaHEIb, KaCCEeTa, KapTPHUIK U Jp).



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e ‘ ' aKTiIepiH 3TanoH/ bl 6aKbUIay GaHKi Cakray KyHi
™ ‘ a DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

[Ipunoxenue 41
K IIpaBUjIaM PErUCTPALUU
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma

HepequL AOKYMEHTOB, HCOGXOI{HMLIX AJA perucTpanmu, BHECCHUA USMCHCHUA B

LHEeHY NMPOU3BOANTEISI MEIUIMHCKOTO U31eJ s ISl JUATHOCTHKHU BHE KMBOTO

opranu3ma (in vitro), npoussogumbie Ha Teppuropuu Pecnyoiukn Kazaxcran B

PaMKax J0JroCpoOIHbIX JOrOBOPOB MOCTABKH, 3AKJIIOYCHHbBIX C Eannbim

AUCTPUOBIOTOPOM

Ne HaumMenoBanune nokymeHTa ®dopma

i} HpEIoCTaB-

/i JICHUS

1 Hudopmanus ¢ moATBep:KAAI0MIMMH JOKyMEHTaMH (KOHTPAKT, HHBOMC) 0 nenax MU (in vitro) peanu3yemsix B apy- Hotapuanb-
IHX CTpaHax 3a 12 Mecsila npeIecTBYIONMX AaTe Oa4Hu 3asBICHUs Ha PETHCTPALHIO, BHeCeHHe n3MeHeHust MU HO-3aBEpeH-
(in vitro) (HOTapuaIbHO 3aBEpPEHHAsT KOITHSI). Hasi KOMHs
B ciydae oTcyTCTBUS peaau3aluy B JPYTUX CTPaHaX, yCIyromnoiyyaTellb MOATBEPKIAeT OTCYTCTBUE pealu3aliii Ha
(bUpMEeHHOM ONaHKe YCIyromnoly4aTelis, 3aBePEHHOM IOIHCHI0 YIIOITHOMOYCHHOTO JINLA YCIYTOHOMyYaTes;

2 IIpaiic 0TeueCcTBEHHOTO MPOU3BOUTEIIS OpHTHHAT

3 Kommepueckoe npemnoxkenne (npunoxenue 10) OpHUTHHAI

4 Konust ipe/ipIyIero 3akIr0YeH s aHaIu3a IeH ¢ TEXHUYECKOH crienudukanne (Ipu HaTuaum) KOTHSI

5 WudopmManusi 0Te4eCTBEHHOTO MPOU3BOAUTENS O (JaKTHUESCKH OHECEHHBIX 3aTpaTax AJIs ONpe/esieHus LeHbI (IPHJIO- | OpUTHHAI
xenue 13)

6 JlosIrocpoYHBIil OrOBOp MOCTABKH, 3aKIIIOUCHHBIH ¢ EMHBIM TUCTPHOBIOTOPOM KOMUsI

[Tpumeuanwue: [Ipaiic-TucT 1 KOMMEpUECKOE MPEITOKEHIE 0(DOPMIISIFOTCS B pa3pese

KOMILICKTYIOIUX B COOTBETCTBHUU C PErUCTPAINOHHBIM YIOCTOBEPCHUCM U

IMOANMCBhIBACTCS IICPBBIM PYKOBOJUTCIICM ITPOU3BOAUTCIIA U CKPCILISCTCS IICYATbBIO (HpI/I

HaJIMYUHN).
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[Ipunoxenue 42
K IIpaBUjIaM PErUCTPALUU
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma

(HaMeHOBaHUE TOCYIaPCTBEHHOMN
AKCTIEPTHOM OpraHu3aIum)

Nudopmanus ore4ecTBEHHOT0 MPOU3BOAUTENS 0 PAKTHYECKH TOHECEHHBIX
3aTpaTax AJsl onpeae/JieHus HeHbl

MenuuuHCKOe U3AeNue I JUarHOCTUKH BHE ’KUBOT'O OpraHu3ma (in vitro),
POU3BOIMMbIE Ha TeppuTopur PecriyOnnku Kazaxcran B pamkax JOJITOCPOYHBIX
JIOTOBOPOB TTOCTABKH, 3aKIIOUYEHHBIX C EMWMHBIM THCTPpUOBIOTOPOM

(HauMeHOBaHUE MEIUIIMHCKOTO U3ENUS JJIsl IMAarHOCTUKH BHE JKUBOTO
opranusma (in vitro), mpou3BoauMbIe Ha Tepputopun Pecrybnuku Kazaxcran B pamkax
JOJITOCPOYHBIX IOTOBOPOB MOCTAaBKH, 3aKIFOUEHHBIX ¢ EAMHBIM TUCTPUOBIOTOPOM)

Howmep peructpanmonnoro yaoctoepenuss PK-MM- ~ No (pu

HaJUYUN)

Kinacc 0e3omacuoctu

Ne HaumenoBanue pacxonoB CTOI/IMOCTI),
TCHI'C

—_

3aKyIKa ChIPbs U (MJIN) KOMIUIEKTYIOLINX

JIOTUCTHKA CHIPBS U (FITH) KOMIUIEKTYOIIIX

CTpaxoBaHKE, TAMOXKEHHBIC TIATENKU M TAMOXKEHHOE 0(OPMIICHUE CHIPbS U (MJTH) KOMIUICKTYIOIINX

MPOCKTHPOBKA

paspabotka

IOu3aiH

TpaHcdep TeXHOIOTHit

KOHTPAKTHOE IIPOU3BOICTBO

Ol |||l ]|Ww]D

TIaTCHTUPOBAHUE




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 18.07.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025

™ ,‘ a ,' ,' DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB Jlata pesakiyuu 18.07.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE e

JlaTta ckaunBaHMs 30.07.2025

10 | mokymnka IpoM3BOJCTBEHHOIO 000PY10BaHUS

11 | oOyueHue nepcoHasa Ha IPOU3BOACTBEHHBIX IUIOMIAKAX 32 PyOeKOM

12 BHEAPCHUEC MEKAYHAPOAHBIX CTaHAAPTOB KaueCTBa

13 TIOJTYyUCHUE CCpTI/I(i)HKaTa O IMPOUCXOKIACHUHN TOBapa

14 | nomydeHue ungycTpuanbHoro ceprudukara HanponanbHas nanara npeanpunuMateneit Pecry6nuku Kasaxcran

15 | maGoparopHble ncnbITaHus

16 | TexHHYECKHE UCITBITAHUS

17 KIIMHUYCCKUC UCITbITAHUA

18 | maGopaTopHO-KIMHUYECKHUE UCIIBITAHUS

19 OKCIICpTU3a B LEJIAX rocyz[apc*rBeHHoﬁ peructpanuu, nepeperucTpaluii 1 BHCCECHUN W3MEHECHUH B perucTpanuoH-
HOC N0ChE

20 | omenka xauecTBa

21 CHUCTEMa MOHUTOPUHTA 6630HaCHOCTI/I, Ka4yeCTBa U 3(1)(1)CKTI/IBHOCTI/I MEIUITUHCKUX U3JIeTUNA

22 | copep:kaHue IepcoHasa

23 | pa3paboTka ¥ BHEAPEHHE IIPOrPaMMHOI0 00eCIeYeHHs

24 | tpancmoptHBIe pacxos! o nqoctaBke MU (in vitro) no 3aka3umka

25 | cepucHoe oOciyxuBaHue 37 MecsLEeB

Htoro cymma:

HaCTOSIHII/IM rapaiTupPyro U IMOATBCPIKAA0 JOCTOBCPHOCTD, IIOJIHOTY U
COACPIKAaHUC MMPCAOCTABJICHHBIX JOKYMCHTOB U MaTCpHUaAJIOB.

PyxoBomurens

(moamuce) ®UO (mpu ero Hanu4um)

*CBCI[GHI/UI O PCTUCTPALIMOHHOM YAOCTOBCPCHUM, 3AIIOJTHAIOTCA YCIYT'OIMOJIYyHaTCICM
IIpHu €TI0 HAJINYHNH
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[Ipunoxenue 43
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

dopma

Jlocke JIeKkapCTBEHHOTO CPEACTBA AJIsl BKIIOUECHUS B Ka3axCTaHCKUI HAIIMOHAIbHBIN
JIEKapCTBEHHBIN (GOpMYyIISIp

1. Uudopmarus o nekapcrBeHHOMY cpenctBy (JIC):
1) ToproBoe HanmeHnoBanue JIC;
2) MEXIYHApOAHOE HEMATEHTOBAHHOE HAMMEHOBAHMUE;

3) cocraB JIC (meicTByIOIINE U BCIIOMOTATENIbHBIE BEMIECTBA), TPEAJIAraeMOro
JUTSl BKJTFOUEHUS,

4) nekapcTBeHHas ¢opma U J03UPOBKA, KOHIICHTPAITHUS;

5) cBenenus o peructpanuu 3assieHHoro JIC B Pecniyonuku Kazaxcran;
6) papmakonoruueckoe neictaue JIC;

7) dapmakonoruueckas rpymnmna JIC u ATX kox;

8) I[MOKa3aHuA K IPUMCHCHHUIO COTJIACHO MHCTPYKIUHU 110 IIPUMCHCHHUTO
JICKapCTBCHHOI'O CPpCACTBA,

9) croco6 npuMeHeHus.
2. CeneHust:

O PETHCTPALMOHHOM cTaTyce 3asaBiaeHHOro JIC mo nokasaHusiM, yKa3aHHBIM B
3asBiieHuH U J1ocke B cTpanax ICH u OOCP (3apeructprpoBaH no HalMOHAIBHOM
npoueaype komnereHTHeIM opranom CIHIA, [IBelnapuu, Anonnu, ABcTpanuy,
Kanaznet u ip. ctpan OOCP unu 3aperucTpupoBaH 1o HEeHTPaTu30BaHHON MpoLeaype
KOMIIeTeHTHBIM opranoM EBporetickoro Coro3za);

o npoxosxaenus 3assieHHbIM JIC nponeaypsl nepexkBanudukanuu BO3 u ero
BKJIFOUCHHE B nepedeHb BO3 mpekBanmnUIMpoBaHHbBIX JIEKAPCTBEHHBIX CPECTB,
npeIHa3HaYeHHBIX 17151 00prOBI ¢ BUY, TyOGepkyne3oM, renaTuToM U JPyTUMU
00Ee3HSAMHU.
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3. CBCI[GHI/IH O KIIMHHUYCCKUX UCCICA0OBAaHUAX BBICOKOI'O METOAOJIOTHYCCKOI'O
Ka49CCTBA B Ka3aXCTAHCKHUX U MCKAYHAPOAHBIX IIPU3HAHHBIX UCTOYHHUKAX!

1) mo knuHUYEeCKO 3(PPEKTUBHOCTH 1O 3aPETUCTPUPOBAHHBIM MTOKA3AHUSIM K
MPUMEHEHHUIO:

onucaHue oToopa nMyOauKaluii, coaepx amux qaHueie no 3gpdexrusHoctu JIC;

onucaHue U 0000IIeHNE Pe3yIbTATOB U3 OTOOPAHHBIX PEEBAHTHBIX
myOuKanmii, cogepxkaux qaHasie mo 3¢ dexrusaoctu JIC;

CIIUCOK M CCBHUIKM Ha PEJICBAHTHBIC MyOIUKAINH, COACPIKAIINX JAaHHBIC IT0
s dextuBnoctu JIC;

MaTepHalibl (CTaTbU, PE3IOME, U3 HAYYHBIX U METUIIMHCKUX ITyOIUKAIIHiL),
noareepxkaatonue 3pdpekTuBHOCTh JIC Ha s3bIKE OpUTHHANA B BUAE MOJTHBIX TEKCTOB, C
IPWIOKEHUEM IIEPEBOJIA HA Ka3aXCKOM HMJIM PYCCKOM S3BIKE;

2) o 6€30MacHOCTH M0 3aPETUCTPUPOBAHHBIM MTOKA3AHUSAM K TPUMEHEHUIO:
omHcaHue 0TOOpa MyOIuKaIuiA, CoJepkKaIux JaHHbIe 110 6e3omacHocTu JIC;

OTHMCaHKe U 0000ITICHUE Pe3yIbTATOB U3 OTOOPAHHBIX PEJIEBAHTHBIX
myOHMKaIi, comepikanmx qaHHble 1o 6e3omacHocTr JIC;

CITUCOK M CCBIJIKH Ha PEJICBAHTHBIC MyOJUKAIIMH, COACPIKAIINX JaHHBIC 11O
oe3onacuoctu JIC;

MaTepHalibl (CTaTbH, PE3IOME, U3 HAYUYHBIX U MEIULUHCKHUX ITyOJIMKALIHIL),
noaTBepxkaatonre 6ezonacHocTh JIC Ha s3bIKe OpUTHHAJIA B BUJIE MTOJIHBIX TEKCTOB, C
IPUIOKEHUEM TIEPEBO/Ia HA Ka3aXCKOM MJIU PYCCKOM S3BIKE.

4. Ceenenus o Hamm4Iuu 3asBiieHHOTO JIC 10 3aperncTpupOBaHHBIM MTOKA3aHUM,
B CITUCKaX U (GOpMyJIspax:

B CIIMCKE OCHOBHBIX JICKAPCTBEHHBIX CpeACTB BceMupHoi opranuzanuu
3IpaBOOXpaHEHUs (B TOM YHUCIIE JIJIS IETEH);

B bpuTaHckoM HallMOHAIBHOM JIEKAPCTBEHHOM (hOpMyJIsipe (B TOM YHCIIE JUIs
neten);

B BO3MeIllaeMbIX criuckax u ¢popmysapax ctpad OOCP.

5. Cenenust 0 Hanuuuu 3asBjaeHHOro JIC Mo 3aperucTpupoBaHHBIM MOKa3aHUSIM,
B KJIIMHWYECKHUX IIPOTOKOJIAX U PYKOBOJCTBAX:
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.07.2025
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HaJIM4Me B KIMHUYECKUX MpoTokoaax Pecnyonuku Kazaxcras;

HaJINYUE B KIIMHUYECKUX PYKOBOJCTBAX, IPOTOKOJIAaX U KOHCEHCyCaX CTPaH
00CP;

HAJIM4YKE B MEKTyHAPOIHBIX (€BPOIMEHCKIX) KIMHUYECKUX PEKOMEHIAIIMSIX.

6. Ceegenus o Heooxoaumoctu JIC 11st cUCTEMBI 3[paBOOXPaHEHUS B
COOTBETCTBHH C MOKA3aTEISIMHU PACIIPOCTPAHEHHOCTH 00JIe3HU 1 3a00JIeBa€MOCTH
HACEJICHHS TI0 JJAHHBIM O(DUIIMAITBHBIX 3JIEKTPOHHBIX HH(POPMAIIMOHHBIX PECYPCOB U
MH(POPMAITMOHHBIX CUCTEM CO3JIaHHBIM coritacHo moAnmyHKTy 30 crateu 7 Konekca, a
TakKe OMyOJIMKOBAHHBIX CTATUCTUYECKUX COOPHUKOB YIIOJTHOMOUYCHHOTO OpraHa WK

SIMUIACMHUOJIOINICCKHUX HCCJ'IG,Z[OB&HHﬁ.
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PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

18.07.2025
30.07.2025
18.07.2025
30.07.2025

[Ipunoxenue 44
K IIPaBWJIAM PETUCTPALIUU
JIEKapCTBEHHBIX CPEJICTB
Y MEIULIMHCKUX U3IEIUN
110 IPUHLUITY «EIHUHOTO OKHa»

3akiouenue IMPOBEPKHA O(l)OpM.]'IeHI/Iﬂ 3a"ABJICHHUA U J0CHE 1J1 BKJIKYCHUA

JIEKAPCTBEHHOT0 cpeacTBa B KazaxcTaHCKMiA HAITMOHAJILHBII JIEKAPCTBEHHBIN

dopmyJisip
1. Uadopmarus o yciayromnoydaTese:
1) HAaNMMCEHOBAHHUEC OpraHu3aluu,

2) ®.1.0. (npy HANMYKUK) OTBETCTBEHHOTO JIMIIA, JOJKHOCTD;

MECTO HAaXO0JIEHUS OpraHu3aluu-yCciayronoiaydaress (FOpuandecKuil ajipec,

(dakTudeckuii agpec);
3) B1IH, GaHKOBCKHE PEKBU3UTHI;
4) Homep tenedoHa u (win) pakca;
5) e-mail.
2. JlaHHbI€ MO 3asBICHHOMY JieKapcTBeHHOMY cpenicTBy (JIC):
1) ToproBoe Haumenosanue JIC;

2) MEXIyHapOAHOE HEMTAaTEHTOBAHHOE HAMMEHOBAHUE;

3) cocras JIC (meicTByOIINE U BCIIOMOTATENIbHBIE BEIIECTBA), TP IaraeMoro

JJIA BKIIFOUCHMUS,

4) nexapcTBeHHas (popma U T03UPOBKA, KOHIICHTPAITUS;

5) cBenenus o perucrpanuu 3asBieHHoro JIC B Pecnyonuke Kazaxcran;

6) dapmakonoruueckoe neicraue JIC;
7) hapmakonornyeckas rpymma JIC u ATX kog;

8) IMOKa3aHus K IPUMCHCHHIO COTJIACHO MHCTPYKIHU 110 IIPUMCHCHUIO
JICKAPpCTBCHHOT'O CPCACTBA,

9) crmoco6 mpruMeHEeHus.



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray kyHi
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Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

18.07.2025
30.07.2025
18.07.2025
30.07.2025

3. 3akiir04eHue Mo pe3ysibTaTaM MPOBEPKH HA MOJHOTY U MPABUILHOCTh
odopmIICHUS TIPEACTaBICHHBIX TOKYMEHTOBR:

1) OLICHKA ITOJHOTEI NPEACTABIICHHBIX JOKYMCHTOB U MAaTCPUAJIOB,

2) OILICHKa O(bOpMJ'IeHI/ISI 3as4ABJICHUA U ITPCACTABIICHHBIX MAaTCPHUAJIOB,

3) olleHKa MpeACTaBIeHUs CBeIeHHUM coryiacHO MyHKTY 202 Hactosmux [IpaBu;

4) COOTBCTCTBHC MCKIY 3ajABJIICHUCM U MaTCpUAJIaMU HA 6YMa}KHOM HOCHTCJIC 1

B 3JICKTPOHHOM BHIC.

4. 3amevaHus
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AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e; ‘ a .' .' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi 18.07.2025

Caxkray KyHi 30.07.2025
Jlata pegakuuu 18.07.2025
JlaTta ckaunBaHMs 30.07.2025

[Ipunoxenue 45

K IPaBUJIaM PETUCTPALUU

JICKAaPCTBCHHBIX CPCIACTB U

MEIUIIMHCKUX U3JICITUN

110 IPUHOMITY «CAWHOI'0 OKHa»

CooTHolIeHrEe YpOBHEH J10Ka3aTeIbHOCTH U Ipajaliuii pekoMeHIalui, pa3paboTaHHbIe

Oxkcdopackum LleHTpom 10Ka3aTeTbHON MEIUITMHBI

YPOBHHU 10Ka3aTEILHOCTH

I'pagauuun pexomeHngauui

CucreMaTuueckuii 0030p, KIMHUYECKUE UCCIISIOBAHUS, OT/IENbHOE KIMHUYECKOE HCCIIeIOBaHHE I

CucreMaTn4ecKkuii 0030p KOrOPTHBIX UCCIIEOBAHUM, WIIH OTJEJIbHOE KOTOPTHOE HCCIICI0OBAHUE I B
HUccnenoBanue Tuna "ciyyaii-kOHTposb" (OTAENBHOE, TM00 CUCTEMATHYECKH 0030p HECKOJIBKUX) I | B
OnucaHue cepuu Ciy4aeB, HU3KOKaueCTBEHHbIE KOTOPTHbIE HCCIEA0BAHUS v [ C
MHeHue KcnepToB 6e3 TOYHOW KPUTHYECKOW OLCHKH \% D

I_HOTJ'IaHI[CKaSI MCKBY30BCKasd CCThb PYKOBOAAIIHNX ITPHUHIIUIIOB. PYKOBOI[CTBO JJIIs

paspabotunkoB. Kpatkoe cripaBounoe pykoBoacTBo. Hosops 2015.




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi
e aKTiepIiH STANOHIBl GaKbliay GaHKi Caxray KyHi
™ ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata peaKuun
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE
Jlata ckauMBaHHs

18.07.2025
30.07.2025
18.07.2025
30.07.2025

[Ipunoxenue 46
K MpaBUJIaM pETUCTpalluu
JIEKApCTBEHHBIX CPEACTB U
MEIUIMHCKHUX U3JICINN
M0 MIPUHIIUITY «EAUHOTO OKHA»

3aksouyenue nNpogecCHOHAIBHOM IKCNEPTU3bI 1JIs BKJIIOYEHUSA

JIEKAPCTBEHHOT0 cpeacTBa B KazaxcTaHCKMiA HAITMOHAJILHBII JIEKAPCTBEHHBIN

dopmyJisip
1. Uadopmarus o yciayromnoydaTese:
1) HAaNMMCEHOBAHHUEC OpraHu3aluu,

2) ®.1.0O (npu HaTU4KK). OTBETCTBEHHOTO JIMIIA, JOJKHOCTD;

3) MecTo HaXOXKACHHs OpTaHU3alUMU-yCIyronoyyaresns (I0OpuandecKkuil aapec,

(dakTudeckuii agpec);
4) BUH, 6aHKOBCKHE PEKBU3UTHI;
5) nomep Tenedona u (win) akca;
6) e-mail;
2. JlaHHbI€ MO 3asBICHHOMY JieKapcTBeHHOMY cpenicTBy (JIC):
1) ToproBoe Haumenosanue JIC;

2) MEXIyHapOAHOE HEMTAaTEHTOBAHHOE HAMMEHOBAHUE;

3) cocras JIC (meicTByOIINE U BCIIOMOTATENIbHBIE BEIIECTBA), TP IaraeMoro

JJIA BKIIFOUCHMUS,

4) nexapcTBeHHas (popma U T03UPOBKA, KOHIICHTPAITUS;

5) cBenenus o perucrpanuu 3asBieHHoro JIC B Pecnyonuke Kazaxcran;

6) dapmakonoruueckoe neicraue JIC;
7) hapmakonornyeckas rpymma JIC u ATX kog;

8) IMOKa3aHus K IPUMCHCHHIO COTJIACHO MHCTPYKIHU 110 IIPUMCHCHUIO
JICKAPpCTBCHHOT'O CPCACTBA,

9) crmoco6 mpruMeHEeHus.
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3. 3akmroueHue 1o pesyiabTaTam NpohecCuOHATBHOM SKCIEPTU3BI IS
BKJIIOUeHMsI B Ka3axcTaHCKUIl HAIIMOHANBHBIHN JIEKapCTBEHHBIA (hOPMYJISp:

1) uadopmarust 0 HATMYHUH JACHUCTBYIONIETO PETUCTPAIIMOHHOTO Y/IOCTOBEPEHHUS B
PecnyOnuke Kazaxcran 1eKkapCTBEHHOTO CPEACTBA;

2) nHopmanus 0 HAIMYUK JIEKapCTBEHHOro cpencTBa B [lepeune opdanHbIx
3a00JIeBaHUH U JIEKAPCTBEHHBIX CPEACTB VIS UX JIedeHUs (Op(aHHBIX), OIPEACICHHOM
corslacHo yHKTY 3 ctateu 177 Konekca;

3) undopmanus o KIMHUYECKOU 3()(PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA O
3apPErucTPUPOBAHHBIM MMOKA3aHUSIM K MPUMEHEHHUIO, COOTBETCTBYIOIIEH COOTHOIICHUIO
ypoBHeM npokazarenbHocTH [ u II v rpaganuii pekomenaanuii A u B, no mkane
pa3zpabotannoi Okcdopackum LleHTpom nokazatenbHOM MEAUIIMHBI B COOTBETCTBHUHU C
npunoxenueM 45 k HactosuuM [IpaBuiiam, moATBEPKICHHBIE PE3yJIbTaTaMU
KIIMHUYECKHUX MCCIIEOBAHUI BEICOKOI'O METOI0JIOTHYECKOT0 KaueCTBa B Ka3aXCTaHCKUX
1 MEXJYHAPOHBIX MPU3HAHHBIX UICTOYHUKAX;

4) uadopmarus o 6€30MaCHOCTH JIEKAPCTBEHHOTO CPEJICTBA T10
3apErucTPUPOBAHHBIM MMOKA3aHUSIM K IPUMEHEHHUIO, COOTBETCTBYIOIIEH COOTHOIIECHUIO
ypoBHeM nokaszarenbHocTH | u 11 u rpaganuii pekomenanui A u B, no mkane
paspabdorannoit Oxchopackum LleHTpom g0Ka3aTeIbHOM MEAUITUHBI B COOTBETCTBHH C
npuioxkenrem 45 k HactosuM [IpaBuiiam, moATBEPKIEHHbBIE PE3yIbTaTaMU
KIIMHUYECKUX MCCIIEOBAHMI BEICOKOI'O METOIOJIOTHYECKOTO KaueCTBa B Ka3aXCTaHCKUX
U MEXyHAPOJIHBIX MPU3HAHHBIX UCTOYHUKAX;

5) undopmarius no 3a001€BaHUSAM, SBISIOIIUMHUCS 3aPETUCTPUPOBAHHBIM
MOKa3aHUSM K IPUMEHEHUIO JIEKAPCTBEHHOI'O CPEJICTBA B CTPYKTYpE 3a00JIEBAEMOCTHU
Hacenenus Pecnyonuku KazaxcraH, mo JaHHBIM O(UIIMATIBHBIX SJIEKTPOHHBIX
MH()OPMAIIMOHHBIX PECYPCOB U MHGOPMAIIMOHHBIX CUCTEM CO3/IaHHBIM COTJIACHO
noanyHkty 30 ctateu 7 Konekca, a Takke onmyOJTUKOBaHHBIX CTATUCTUYECKHUX
COOPHHMKOB YITOJIJHOMOUYEHHOT'O OpraHa WM MUACMUIOTUUECKUX UCCIIeI0BaHUM;

6) I/IH(i)OpMaHI/I}I O HAJIMYUU B PCKOMCHOAIUAX KIIMHUYCCKHUX ITPOTOKOJIOB
P CCH}’6J'II/IKI/I Ka3axcTtaH B COOTBETCTBUH C TTIOKA3aHUSIMH K IMPUMCHCHUIO,

7) undopmarys 0 HATMYUHU B PEKOMEHIAIUSAX MEXTYHAPOIHBIX (€BPOIEUCKHUX )
KJIINHUYECKUX PYKOBOJCTB
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P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.07.2025

8) urdopmarys 0 HaIMYUKU B PEKOMEHIALUAX, IPOTOKOJIOB CTPAH-UJICHOB
Opranuzanuu 3KOHOMHYECKOro coTpyaHudecTtsa u pa3sutus (OOCP);

9) undopmarus 0 HATMYUHU B CIIUCKE OCHOBHBIX JIGKAPCTBEHHBIX CPEICTB
BcemupHoii opranuzanuu 3ApaBooXpaHeHust (B TOM YUCIIe JJIs AeTel);

10) uapopmanyst 0 HaTMYUKU B BpUTaHCKOM HAIIMOHAJILHOM JIEKAPCTBEHHOM
dbopmyispe (B TOM Yucie IS 1eTe);

11) uadopmanust 0 HATMYUKA B BO3MEIIAEMBIX CITUCKAX U GOpMyJIsipax CTpaH
O2CP;

12) undopmaiius 0 HATMYUKU PETUCTPAIIUU JIEKAPCTBEHHBIX MPenapaToB B
CTpaHax pernoHa MexayHapoHON KOH(GEPEHITMH M0 TApMOHU3AINH TEXHUYECKUX
TpeOOBaHUI K PErUCTPALIMH JIEKAPCTBEHHBIX MPENapaToB JJIsl MEAUIIMHCKOTO
npumenenus (ICH);

13) madopmanus 0 HATUYAH PETUCTPAIUN JIEKAPCTBEHHBIX MPENapaToB B
ctpanax ODCP;

14) uadopmanyis 0 HATUYUKA PETUCTPALIUU JIEKAPCTBEHHBIX MPENapaToB B
CTpaHax pPEerucTpally 1Mo HEHTPATM30BaHHON MPOIeAYpe KOMIETEHTHBIM OpraHOM
EBpomneiickoro Coro3za;

15) nadopmanus 0 HamMUUK poreaypsl nepexBanudukanuu BO3 win
BKJItOUeHHE B nepedyeHb BO3 npekBainunpoBaHHbIX JEKapCTBEHHBIX CPEJICTB,
npeaHa3HaYeHHbIX 17151 00ppObl ¢ BUY, TyOGepKyie30M, renaTUTOM U JPyTUMU
00JIE3HSIMH;



