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EBpasuiickuii IKOHOMMYeCKHii coroz

PI'Y «Komurer MEJHIHNHCKOrO B hapmanerTHICCcKOrO KOHTpOJIs
Munncreperna 3lpaBooxpaienns PecnyGuky Kazaxcrany

CEPTHOUKAT

Ne GMP/EAEU/KZ/143-10-2024
Cpoxk neiicteus ¢ 27 CeHTAOps 2024 r. 110 26 ceHTa6ps 2027 r,

Boitan no wutoram TNipoBenenus  hapmaiierruyeckoii HHCICKIIMM B COOTBETCTBMU ¢ [paBuwiamu
IpoBeicHns  (papmancerTiueckux HHCTICKIIMH,  yTBepAICHBIMU Pemwennem  Copera Espasuiickoii
OKOHOMMYECKOH KOMMCCHM o 3 Hos10pst 2016 1. No 83.

KOMHTET MCOHUHHCKOIo M ha MalleBTHYECKOro KOUTpOosis

MHHHcTeQCTBa 31paroOXpateHHs Pecrybuku Kazaxcran

HoATBepKIAeT ¢ cayiouiee:
HpoBeeHa C])apmaues'chcxaﬂ HHCIeK Mg

«Genentech Inc. »
1 DNA Way, South San Francisco, California (CA) 94080, UsA

Ha OCHOBaHWu}:

TaK U NOIONHHTEIILITBIX JUCTOB),
AyrerTnunocts (oumHIHOCTS) HACTOALICTO CepTHRHKATA MOMKHO HPOBCPUTE B Gase nanubix Komurera
MCAMLHHCKOro ¥ hapmaLesTHyeckoro KOHTposst Munucrepersa 3/ipaBooxpanenus Pecrry6nukn Kazaxcram,
Ecnu ceprudukar ne HPENCTaBICH B yKasaHHO Gaze AHIBIX, ClIenyCT 00partutnes YITOJNIHOMOYCHH bIii
OpraH, ero BEIIARIIHI,
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EBpasutickuii SKOHOMMYECKWI4 cotos
Ne GM’/EAEU/IQ/143—10—2024

CKApCTBEHHBIE CpeacTBa s ME/IMLIMHCKOTO MIpUMelieH s
CKApCTBEHHbIC Mpenapare! s KIMHUYCCKHX UCCIIeTOBAHMI UCIILITAHMUIA)

Haumenosaime
1. HPOI/!?.BOHCTBEHHBIE OIEPALIMU - JIEKAPCTBEHHAH HPO}IYKIH/]H

1.1.3. Jinogumnuzarsr

1.1.4. Trepsnie ICKAPCTBEHHbIE (DOPMBI H UMILIAHTATL]
1.1.1.5. Msirkue JICKAPCTREHHLIE DOPMET

1.1.1.6. Tlpouas npox KIS, IPOM3BOIMMas B acelTHYCCKIY CIOBUSX

1

1.1.1.2. 3Kunkue JICKAPCTBEHHBIC OPMLI Malioro obnema
1

1

2 i

1.1.2. Ioasepraemas (PHHHILHOM cTepunuzanuy (onepauun 0dpadorky AV CIC/YFOLIMX JICKAPCTBEHHLIX hopM)-

L12.1. Xunkue JICKapeTBentbie dopMel 6oiibmoro o0beMa
1.1.2.2. Xupnkue JCKAPCTBCHHbIC GOPMBI MAIOTO 0ObEMA
1.1.2.3. Teepapie JCKAPCTBCHHEbBIC GOPMBI M MMILIAITA TR
1.1.2.4. Msrkue nexapcrsennme hopmnr

[.1.2.5. [Tpouas NPONYKINS, IIOABEpracMas PUHUIIHOHE cTepunmzamy

-1.3. Beiryckaromui KOHTPONL KadecTsa (BblIyck Cepun)
CCTEPHIBHAR 1POAYKIIUSI

- Heerepummbhas nposykius (TexHonoruueckie OLCPALH 1A TTOMYYCHIS CleayIommX ACKAPCTBEHHBIX hopm):
1.2.1.1. Kancyunsl TBEPIIOH 0boJoYKe

1.2.1.2. Kaucyin B Msrkoi obosouke

1.2.1.3. Keparenpupre ICKAPCTREHHBIEC hOpMBLT

1.2.14. Hmnperuuposansie JIEKAPCTBEHHBIC hopmp]

1.2.1.5. unxue nexa PETBCHHLIE DOPMBI i1 HAPYSKHOIO 1T HMEHEHUS
1.2.1.6. XKunkue nekapersenmmie POPMBI 151 BHYTPEHHETO NpuMeHelng
1.2.1.7. Menuumnckue rasu

1.2.1.8. [Ipowue TBEP/BIE JICKAPCTBEHHBIE (hopMmbl

1.2.1.9. Tlpemapats:. HAXONAIHECS NOJ| AABICHHCM

1.2.1.10. Pagmon KIMAHBIE IeHEPATOPLI

L.1.1.11. Markue nexa PCTBCHHbIE DOPMEI

1.2.1.12. Ceeun (cynuosuropun)

1.2.1.13. Tabnerkn

1.2.1.14. Tpaucaepmansine IIACThIpU

1.2.1.15. [Tpouas HECTCPHIILHASA NIPOTYKIIHS

2.2, Botyckaomumi kon POJIL kadecTra (cepTudmkans cepum)

I0TMYeCKas NieKapeTBentas mpojy KLU

- BuoJiornueckas JICKApCTBCHHAS IPOJIYKIIHS:

L.3.1.1. IMponykter kpory

1.3.1.2. Ummynonornueckas NpOAYKIHA

1.3.1.3. ponyknus na OCHOBC COMATHYECKUX KIICTOK (1IpOLYKIMS /U1t Tepamm COMATHUCCKUMY KIICTKaMH)
1.3.1.4. l'eHoTepanesTHueckay IPONY KIS

1.3.1:5. BuoTtexHonornyeckas NPOJIyKIms

1.3.1.6. Tlpoxn KUMS, BBELICIEHHAS U3 SKMBOTHBIX HMCTOYHHKOB MJTM OPIraHoR (Txaneil) yenoseka

1.3.1.7. Txauenmxenepuay UPOJIYKLMA (IIPOAYKUNS TKAHCROI HIKEHEpHR)
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EBpasuiickuii SKOHOMUYecKuii colos
Ne GMP/EAEU/KZ/I43—10—2024

1.3.1.8. TIpoyay buonoruyeckay JCKAPCTBEHHAS PONYKITS

1.3.2. Bun CKAIOUMH KOHTPO.IL (ceprn PUKALIA Cepun) (Iiepedens rugon HUPOJIYKIINK);
1.3.2.1. TIIpomykTer KpoBuU
1.3.2.2. Umm HOJIOTHYeCKas nmpoayKims

1.3.2.4. T'enore DANCBTHY eCKas IO Y KimMs
1.3.2.5, Buorexnonoruueckas HPOAYKIUS
1.3.2.6. 1T PONYKUMSA, BBIICICHHAS 13 RHBOTHBIX HCTOYHUKOB MITH Opration (rkaneii) venoneka
1.3.2.7. Tranennskenepuas PONYKLMS (IPOAYKIUMS TKAHEROI HIKEHCPUH)

- 1.3.2.8. TIpoyas Ouostoruyeckas JICKAPCTBEHAA NPONYKIIHS

]

]

]

- 1.3.2.3. IlpoykTer na OCHOBC COMATHYCCKHX KIICTOK (mponyxnms s TCPANMH COMATHYECKUMM KICTKaMu)
]

]

]

]

llpouas nexapcrsennas POLYKIMA UM IIPOH3BOACTRE I HAs JeATeNLHOCTR
- 1.4.1. lpoussonctro:

1.4.1.1. PacTurensnas up OJIyKLIHs

[4.1.2.T OMEOUATHYECKOM NPOIYKILIM

1.4.1.3. Npouay POy KIMS

14.2. Crepumizamus (PapMalleBTHYCCKHX cybcrannuii, BCIIOMOTaTe/bibIX BEMICCTE, IoTOBON HPOIYKIMY:
1.4.2.1. ®duy, pauus

1.4.2.3. Crepunmsauvs napom

1.4.2.4. Xumuucckay CTCPHIM3ALI

14.2.5. Crepmnmsanus ramMMa-usJiyyeHueM

1.4.2.6. Crepunusaims IJICKTPOHHBIM H3IyueHHeMm
1.4.3. lpouce

L
.

]

.

]

- 1.4.2.2. Cyxoxapopay CTepHIM3aIHg
L]

]

]

]

]

Vroakoska

- 1.5.1. Tepsuynas yrakoska:

- 1.5.1.1. Kancynsl 8 teeproii obosoyke

- 1.5.1.2. Kancysel 8 Markoi 000Ji04ke

- 1.5.1.3. Xerarensnpie JIEKAPCTBEHHEIE hopME]

- 1.5.1.4. HUmnperauposansre JICKAPCTBEHHBIE (hopME]

- 1.5.1.5. XKupnkne JCKAPCTBCHHLIC (OPMBI 1S HapyKHoro PHMEHE M
1.5.1.6. XKujkuc JICKapeTBetubie hopmer juts BHYTPCHHEIO MpUMEHEH M5
1.5.1.7. Memunynckue rasn
1.5.1.8. Tlpouue tBepmbic noka PCTBEHHBIE (FopMEI
1.5.1.9. Ipenapari, HAXO)IAIUMECH 110)1 TaBIICHUCM
1.5.1.10. Pajwonykmmie I'CHEPATOPEI

1.5.1.12. Cseun (cynnosuro PHU)
1.5.1.13. Ta6nerku

1.5.1.14. Tpancnepmanshiie ILIACTBIPH
1.5.1.15. IIpouas HECTCPUITLHAA JICKAPCTECHIAY POy KISt

1.5.2. Bropuunas YIAKOBKA

Koutpons kauecrsa

1.6.1. Mukpoburonorueckie UCHLITAHNUSA: CTCPHIILHOCTS

- 1.6.2. Muxpo6ronoruicckoe HCTIBITANHS: MEKPOGHOIOIr MYeCKas YicToTa

-
|

]

L

L

_ 1.5.1.11. Msrkue JICKAPCTBCHEBIC hopMbI
]

L]

]

]

]

1.6.3. Xumuveckue (¢ H3UYCCKUE) UCTIbITAHIS
1.6.4. Buonormueckue HCIIBITaHHS

B OTHOWIEHHY TIOOBIX OrpaluYenuit unn NOsACHEIH, OTHOCHIIMXCS K JAAHHBIM IIPOU3BOICTREH HLIM oricpaiHam (36. PICKJ'H{)‘{CIEP[CI&
ClIy4yaes, korja HNOSCHEHHE SBIACTCH o01IMM KOMMEHTapUeM k nponeccam na HPOU3BOJACTBCHHOM Dﬁ'he_KTe_l, rae 6u1 nn NPUMCHATINC

2TH OTPANHIICHHA HIIM NOSCHENNs, neoGxommmo BIJIOUATE OTCLUIKY K COOTBETCTRYIOMEMY HOME MYHKTa cepruukara GMP,
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EBpazuiickuii SKOHOMMYECKUIA Coto3

No GMP/EAEU/KZ/I43-IO-202‘4
2. UMIOOPT J1 EKAPCTBEHHOMKH NPOAYKIIMH
1| Kourpons kavecrsa MMIIOPTUPYEMOi IekapeTrentol NPOJYKIHK
2.1.1. Muxkpo@uonornyecine HCHIBITAHUS: CTEPHIIBHOCTT,
2.1.2. Mukpoduonoriucckos MCIILITAHNA: MUKPOOHONOrHYecKas YHCTOTA
2.1.3. Xumuueckue (pusuueckne) uenwrranmy
2.1.4. Buonornueckue HCHBITAHHS

Hl

‘ Cepruduxanms CCPHH UMITOPTHPYEMOIf JACKAPCTBEHHON NpoayKiun
2.2.1. Crepunsnas TPOAYKIIN:
2.2.1.1. Ipomzsosmmas n ACCHTHIECKUX YCIIOBUSX
2.2.1.2. losepraemas PUHHITHOK cTepummanmy
2.2.2. Hecre PUNEHASA TPONYKIIHS
2.2.3 Bnojoruueckas JICKAPCTREHIAN NIPOIYKIIMS:
2.2.3.1. Tlpoaykrel kposn
2.232. Uvm HOJIOTHYECKAS NPOAYKIHA
2.2.3.3. llponyxims na OCHOBC COMATHYCCKHX KIIETOK (ponykims mis Te PAITHH COMATUYCCKUM U KIIeTKaMu)
2234 T CHOTCpalleBTHYeCKHe TIPOAYKTHI
2.2.3.5, buorexnonornueckas n POILY K15t
2.236.11 PONYKIMSA, BEIICIICHHAS U3 KUBOTHBIX HCTOYHHKOR WK OpraHos (Tkatei) ucioseka
2.2:3.9. TKaHCHH}KEHCpHﬂﬂ HPOAYKIMS (NPOAYKIUMS TKAHCROT HHKEHEPHN)
2.2.3.8. Ilpoyas Ovionoruucckas JEKAPCTBEHHAS POy KIS
5 Hpovas pesrcnsnocts no HMIIOpTY (BBO3Y)
2.3.1. [Tnomanka ¢buzmueckoro UMIIOpTa (BBO3A
2.3.2. Umnopr NPOMEKYTOUHOIT HPOLYKIHH, IOABCPraoneics AaneHeimeit o6paborke

- 2.3.3. Ilpoyee
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o

b
(¥5]

Al llponseoctro IIPOMEKYTOUHEIX NPOAYKTOB hapMalleBTHUCCKOH cyberannmu

3.1.2. Ipouzroacrso HCOTHUIEHHON (apManeBTHYecKol cyOcTannm

1.3 Concobpazosanue (ouncrka):

.1.4. Ilpouce

POU3BOICTBO hapMariceTHyeCKix cyOcranmii Metonamu BBIICIICHUS U3 IDUPONIBLIX HCTOYHHKOR
2.1. Boauteneuue ¢ha PMAUCBTHYCCKHX CYDCTANINI 13 HCTOYHHUKOB PACTHTEILHOIO HPOUCXOMKICHUS
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3.2.7. llpowee

3.3.1. Depmenrarms

3.3.2. Tlpom3BoncTro ¢ HMCNOJBL30BAHHEM KJIGTOYHKIX KYIBTYD
3.3.3. Buinenenue QUYHCTKA)

3.3.4. Moaudwmxanus

Ll
os

3.4 | Ipomsronctro CTCPHILHEIX DapMaLiCBTHYCCKIX cyOcranmii (paspens 3.1, 3.2, 3.3 nomKknK Gbith 3aI10JTHe L
TAC NPUMEHUMO)
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EBpasuiicknii IKOHOMMuYeCKuii coroz

Ne GMP_/EAEU/KZ/143-10—2024
- 3.4.1. PapmanesTuyeckne cyberaniuy, UPOHU3BOAMMBIC B ACETITHYCCKHX YCJIOBHIX
- 3.4.2. GapmaiesTugeckie ¢ Ocranmum, noscpracmore PUHNMHON cTepunuzatmy
3asepuraronmme cramm OM3BOACTBA hapmaneRTHYCCKIX ¢ Ocranumii
3.5.1. Crannu gusuueckon oG paboTku:

3.5.2. llepruynas ITAKOBKA
3.5.3. Bropuunas YNakoska

]

]

]

- 3.5.4. lpoyce (yxazars jns ONCPAIMH, HE OINCANHBIX BLIllc
m Konrpons kavectsa

]

]

]

]

3.6.1. Dduznueckire (xumueckuc) MCIbITAHHSA
3.6.2. Muxk POBHONOrHYCCKITe HCHIPITANMA (BKIFOYAR HCIIBITANNS (12 CTEPHILHOCTL
3.6.3. Muxkpobuonorunyeckue MCIIBITANNSA (ACKIIOYAsA HCIIBITAIIHS Ha CTePHIILHOCTE)
3.6.4. Buonorudeckye HCOILITAUS
4. IPOYHE OI1 EPALIUMN - PAPMAUEBTUYECKUE CYBCTAHLIUU

OrpaHIfl'-{eHl’Iﬂ HIIN OACHUTCbHEBIE 3aMCTKH, Kacarouimecs obacTi IIpHMeHeH s ccp'mquara:

Kemxexanosa A. 3K,

H.o. lpeacearens Komurera
MEMITHHCKOrO 1 (hapmatierTiuuecckoro
Koutponst Munucrepersa

3/lpaBooxpanenus Pecrry6imku Kazaxcran
(P10, NOSKIOCTS)

_\Zi_iffiﬁé&ZH

(aaTa nognueans, nr. Mec.rrr) (rtoanucs)
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