EBpa3smnitcKuiA 3KOHOMUYECKUIA COlo3

PT'Y «KomuTeT MeANLMHCKOrO M ()apMalieBTHYECKOro KOHTPOIIS
Munucrepetra 3apaBooxparenus Pecirybnuku Kazaxcran»

CEPTHOUKAT
COOTBETCTBHUA HHPOU3BOJCTBA JIEKAPCTBEHHbIX CPEJICTB TPEGOBAHWAM ITPABUJI
HAJUIEXALIEW IMTPOU3BOJACTBEHHOM IMPAKTHUKH
EBPA3SHUHMCKOI'O SGKOHOMHWYECKOT O COI03A

Ne GMP/EAEU/KZ/58-08-2023

Cpok aeitctsus ¢ 21 anpesns 2023 r. no 20 anpens 2026 r.

Boigan no uroram nposeacnus (hapMalieBTHYCCKOH HHCMEKIMH B COOTBETCTBMM ¢ IlpaBHmamu

NPOBCACHNA  (PApMALIEBTHMECKUX — MHCIICKUMH, yTBepxkacHHbM  Pemenvem Cosera  Erpasmiickoii
9KOHOMHYECKOH KomMuccuu oT 3 nosops 2016 r. Ne 83.

Komurer MCIMIIMHCKOr'0 1 g]gapMal ICBTHYECKOr0 KOHTPOJIA

MunucrepcTra 3/1papooxpanenus Pecnivommkn Kasaxcerad

NOJTBEPsKIAAET Clleayloiee:
npoBefeHa hapMalesTHUeCKasd HHCTICKITHA

GSK Consumer Healthcare SARL
Route de ["Etraz, 1260 Nyon, Switzerland

Ha OCHOBaHHH:

- saspienus or 23.02.2023 rosga Ha npoBeJeHME WHCIEKIMH HAa COOTBETCTBHE TpeOOBAHMAM
HaJUIeKAILEH IPOMBBONCTREHION NPAaKTHKH EBpasuiickoro 5KOHOMMYECKOTO Cor3a (HHOE OCHOBAHKE).

Ha ocHoBaHMK CBCACHNH, 1IOJIY4CHHBIX [PH TIPOBEJIEHNM (PAPMALEBTUYECKOH HHCIIEKLMM, T10CHIeIHss
3 KOTOPBIX Oblia nposesiena ¢ 17 no 21 anpenst 2023 roja, yeTaHOBIEHO, UTO JIaHHOE (apMalleBTHHECKOS
NIPOM3BOCTBO  COOTBETCTBYeT TpeboBanusm llpaBun Haanexkameidl NPOM3BOACTBEHHOH MPaKTHKM
EBpasuicKkoro 3kOHOMHUYECKOTO COK034.

Hacrostmiii  ceprudmkar oTpakaer craryc NPOM3BOJCTBEHHON IUIOWAJKH HAa 7Ty NPOBECHHUS
(apMaLeBTHYECKOH MHCIIEKIHH W MO HeTedyenuu Gonee 3 JeT OT JiaThl NPOBEJEHMA MOCIEAHEr0 JHS
TOCNIE/IHErO MHCIEKTHPOBAHMS HE MOXKET CHUMTATHCS JOKYMEHTOM, CBHIETEIBCTBYIOUIMM O CTaTyce
coorsercTeui. Cpok  ACHCTBHA  cepTH(MKATA MOXKET OBITh  COKpalleH IpH  MCMOIb30BAHHH
COOTBETCTBYIOIMX IPHHIMIIOB YIPABIECHMA PHCKAMH IpU HaIMYMM COOTBETCTBYIOIIEH 3allMCH B 110JE
«Orpannvenns WM TIOACHHTEIBHBIC 3aMCTKHM, Kacaioliuecs O0OGJacTH IPHUMEHEHHs HAcTOSIIEro
cepTUdHKaTaY.

Ceprudurar spiserca AeHCTBUTENBHBIM B CIlyYae NMPEJICTAaRIeHHs BCEX er0 JHMCTOR (KaK OCHOBHBIX
JIUCTOB, TAK M JIOTIOJIHHTEIIEHBIX JIMCTOR).

AYTEHTHYIHOCTb  (HOUTMHHOCTE) HACTOAMIEIO CepPTMRMKATA MOKHO TNPOBEPUT B 0a3e JAHHLIX
Komurera Mepuumiekoro 1 gapManeBTHueckoro KOHTpons MUMcTepeTBa 3ipaBooxpaneHus PecryGnnku
Kazaxcran.

Ecmn  ceprudurar wHe npejcraBien B ykasaHHOH 0ase [aHHBIX, CIEAyeT OBPaTHTHC B
YHOJHOMOYCHHBIN OPIaH, ero BbljlaBlIHii,
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EBpazuiicKkunii SKOHOMUYECKUIA colo3

Ne GMP/EAEU/KZ/ 58-08-2023

x | JlekapcTBeHHBIC Cpe/ICTBA IS METHIMHCKOTO NPUMCHEHHS
JlexapcTBEHHbIE IIPENAPATE T KITHHWYESCKHX MCCIE0BAHMMN (MCTIBITAHHMIT)
Kon HaumeHoBaHue

1. MPOU3BOJACTBEHHBIE ONEPAIIAN - JEKAPCTBEHHASA NPOAYKIINA
1.1 | Crepunbuas npoayKius
1.1.1 llponssoiumas acenTHYECKIM ITyTeM (onepauii 06paboTKy AIf CIIEAYIOIMX JIeKapCTBEHHBIX GopM):
1.1.1.1. Wuakne iexapcTeHHble GOpMbI 60IBIIOr0 06beMa
1.1.1.2. XKuuxue geKapcTBeHHBIC (OPMEI MATOro oOneMa
1.1.1.3. Jucnepcuu
1.1.1.4. Jluopunuzarsl
[.1.1.5. Trep/ple neKapcTBCHHLIC GOPMEL H MMIIAHTATHI
1.1.1.6. Msarkue nexapcrseHnbie GopMbl
1.1.1.7. [Tpouas npoayKis, TPOU3BOLHMAS B ACCHTHICCKUX YCIOBHAX
1.1.2. Tlonpepraemas ¢puuumHoi cTepunu3aniy (onepaiuu 00paboTKH JUIA CIIeAYIONIMX JeKapCTBEHHBIX (hopMm):
1.1.2.1. Xunkue nexapcrsennsie dopMel foibworo 00bremMa
1.1.2.2, JKéunkue nexaperseHHbie GopMbl Manoro odbema
1.1.2.3. Trepjble NeKapcTBEHHbIE (POPMBI M HMILIAHTATH
1.1.2.4. Msrkue nexapcrseHuple OpMBI
1.1.2.5. ITpouas npojykiiks, MoasepraeMas GHHUINHON CTEPHIH3AIIH
1.1.3. BeinyckaioniHii KOHTPOs KauecTBa (BRIIYCK CEpU)
1.2 | HecTepuibHas 1pOAYKIHS
X 1.2.1. HecrepunbHas OpOAyKUMs (TEXHOIOTHYECKHE ONEpalliy LIS TIONYYCHHs CIEAYIOUTHX eKapeTBeHHbIX hopm):
1.2.1.1. Kancynsl B TBepioii obonouke
1.2.1.2. Kancynsl 8 MArkoi 00010uKe
1.2.1.3. XeBarelLHbIC ICKAPCTREHHBIE OPMBI
1.2.1.4. IMIperHypoRaHHbIE JIGKAPCTBEHHBIE (hOPMEL
X 1.2.1.5. Xunkue iekapcTBeHHBIE (POPMBI 111 HAPYIKHOTO NPUMEHEHHS
X 1.2.1.6. Junkue JiekapcTBeHHbIE HOPMBI JUIS BHY TPEHHETO IPUMEHEHHS
1.2.1.7. MeIHUMHCKHE Tra3bl
1.2.1.8. TIpouue TREpABIC NICKAPCTBEHHEIE (JOPMBI
1.2.1.9. TlpenapaTsl, HAXOALIMECS TIOJ1 JIABIEHHEM
1.2.1.10. PaqsoHyKNHUAHEIC TeHEPATOPE]
X 1.1.1.11. Markue geKapcTBEHHLIC HOPMEL
1.2.1.12. Ceuu (cynno3uropun)
1.2.1.13. TabGnerku
1.2.1.14. TpancnepmalbHbIe MIACTHPH
1.2.1.15. YerpoticTsa /1 MHTPapyMHHAILHOIO (BHYTPUPYOIIOBOTO) BBEACHMs
1.2.1.15. [Tpoyas HecTEepHILHAS IPOLYKIHS
X | 1.2.2. Boinyckaromuii KOHTpOJIb kKadyecTsa (CepTudiuKkalus cepuu)
1.3 | buonorudeckas JICKapCTEEHHAS NPOLYKLMs
1.3.1. BHonorMyeckas ACKAPCTBEHHAS TIPO LY KLIUSL:
1.3.1.1. ITpoayKThl KpoBU
1.3.1.2. MMmynonoruueckas npoayKIIua
1.3.1.3. ITpostyK11us Ha OCHOBE COMATHYECKHX KIETOK (POIYKIINS JUTS Tepalkyi COMATHIECKHMHU KIETKaMu)
1.3.1.4. 'eHoTepaneBTidecKas IPOLYKIHs
1.3.1.5. BuoTexnonoruueckas npoayKims
1.3.1.6. ITpojykuust, BhIIC/ICHHAsA M3 XKUBOTHBIX HCTOYHMKOB MIIH OPranos (TKanei) uenosexa
1.3.1.7. TkaHCUKEHEPHAS TIPOAY KUY (POJIYKIMIA TRAICBOH HIBKEHEpUM)
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EBpa3suiicKUiA SKOHOMMUYECKUIA COLO3

Ne GMP/EAEU/KZ/58-08-2023
1.3.1.8. TIpoyad GHosoruyeckas JeKapCTBEHHAS IPOAYKIHA
1.3.2. Beinyckarouuii kontposs (ceprudukaius cepin) (nepeyens BUAOB IPOTYKIIHK):
1.3.2.1. TIpoayKTel KpoBH
1.3.2.2. IMMYHOOrM€CKas POJIYKILHs
1.3.2.3. IIpOAyKTHI HA OCHOBE COMATHYECKHX KICTOK (MPOLYKLMS JUIS TEPATIHN COMATHUECKHX KIIETOK)
1.3.2.4. l'eHoTepaneBTHUECKAS TIPOAYKIIHS
1.3.2.5. brnorexHonoruyeckas nponyKIns
1.3.2.6. [ponyKuus, BEIIENCHHAS U3 KMBOTHBIX MCTOYHUKOB MITH OPraHoRB (TKaHei) yenopexa
1.3.2.7. TraneunKeHepHas MPOIYKIHs (NPOAYKIWS TKAHEBOIH HIKEHEPHM)
1.3.2.8. [Ipouas Guonoruyeckas nekapcTBeHHAs NPOYKIINA
IIpoyas NekapcTBeHHas NPOLYKINS UK IPOU3BOACTBEHNAS NEATeNbLHOCTE
1.4.1. TIpouzeoncrso;
1.4.1.1. PactutenbHast poayxiys
1.4.1.2. l'omeonaTH4YeCKOH MPOYKIHH
1.4.1.3. [lpouas npojxykims
1.4.2. Crepunusaums GapManeBTHYeCKuX CyOCTAHIMA, BCIIOMOTATENBLHBIX BEIIECTR, FOTORO} MPOAYKLIMH:
1.4.2.1. ®ubTpauus
1.4.2.2. CyxoxapoBas CTepHIH3aLMs
1.4.2.3. Crepunmzanus napom
1.4.2.4, XuMH4eckas CTepuTn3alus
1.4.2.5. CTepuiIM3alys raMMa-u3lydeHuem
1.42.6. Crepuiin3anus SIEKTPOHHBIM H3MyYeHHEM
1.4.3. Ilpouee
Ynakoska
1.5.1. llepBuunas ynakoska:
1.5.1.1. Kancyisi B TBepnoi 06omouke
1.5.1.2, Kancynel B Markoi odonouke
1.5.1.3. JKesarensusle nekapcTBEHHBIC POPMBI
1.5.1.4. IMNperuupoBanHble JICKapCTBEHHbIE (HOPMEI
1.5.1.5. JKupnkue nekapcTremibie GOpMbl Al HAPYKHOTO NPUMEHEHHHA

1.5.1.6. JKuznkue nekapcTreHHble GOPMEI [Tt BHY TPEHHErO IPUMEHEHHS
1.5.1.7. MeauusHckue raspl
1.5.1.8. IIpouue TBEpaBIC NEKAPCTBEHHBIE GOPMBI
1.5.1.9. Hpenapatel, Haxo/siyecs MOI AaBISHHEM
1.5.1.10. Pajonyknuible reHeparops
1.5.1.11. Markue nekapcrseHHbe GOPMEI
1.5.1.12. Cieuu (Cynmo3uTopun)
1.5.1.13. Tabnerku
1.5.1.14. TpancaepManbHLLe IIACTHIPH
1.5.1.15. llpouas HecTepunILHas JICKaPCTBENHAS IPOTYKIUS
1.5.2. BropuyHas (norpedurensckai) yakosga
Kontpons kauecTra
1.6.1. MuKkpOOHONOrMYCCKHE UCTLITAHMS: CTEPUILHOCTD
X 1.6.2. MHKpOOHONIOrMYCCKOE TECTHPOBAHNUE; MUKPOOHOIOTHYECKAS YUCTOTA
X | 1.6.3. Xumuieckue ((usnieckie) HCIBITAHMA
1.6.4. BHOIIOTHUYECKKE HCTILITAHMS
B orHomennn mobsix orpa.'l-chlmﬁ HITH IIOHCHGFE, OTHOCAIINXCA K JaHHBIM MPOU3BOACTBECHHBIM onepauuam (33. HCKIIICYCHHEM!

CJTyHacs, KOraa NMOACHCHHE ABIACTCH OOIMM KOMMCHTApHEM X IIPOLECCaM HA MPOM3ROJICTREHHOM 00LeKTE), Tiae Gbl Hit IPUMEHSIHCE
9T OTPANMUCHIT UK NOACHENHS, HCOOXOAKMO BIIIOYATh OTCBITKY K COOTBETCTBYIOLIEMY HOMEPY IYHKTa cepTudukara GMP.
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EBpazuiickunii skKoOHOMUYECKUA colo3

Ne GMP/EAEU/KZ/ 58-08-2023

2. UMITOPT JEKAPCTBEHHOM ITPOAYKLIMHU

Koutposib Ka4ecTBa MMIIOPTHPYEMOIL IeKapCTBERHON POy KUK

2.1.1. MHKpOOHONOr HYECKHE HCIIBITAHMS: CTCPUNBHOCTE

2.1.2. MHKpOOHOIIOI HYECKOE TECTHPOBAHME: MUKPODHOIOrHUECKas YHCTOTA

2.1.3. Xumuyeckue (huzmdeckue) UCIbITaHus

2.1.4. BHONOrMYecKHe UCTIBITAHUA

CepTuhukals cepui UMIOPTHPYEMON NPOLYKIUHA

2.2.1. CrepuibHas NpOIYKIIUS:

2.2.1.1. Ilpou3po/iMMas B ACENTHUCCKMUX YCIOBUSAX

2.2.1.2. llogsepraemas (pMHMUIHOMN CTEPUIN3ALHE

2.2.2. HecTepunbHas mpoayKIpas

2.2.3 buonoruyeckas IeKapCTBEHHAS MPOLYKIMA:

2.2.3.1. ITpoiyKThl KpoBH

2.2.3.2. MIMmyHonorndeckas NpoayKIHs

2.2.3.3. TlpoayKuws Ha OCHOBE COMATHYECKHX KIETOK (NPOYKIIMS IS TEPANIAK COMATHIECKUMHU KIICTKAMH)

2.2.3.4. 'eHoTepancBTHIECKHC NPOAYKTEL

2.2.3.5. BHOTeXHOIOTHYECKAS POLYKIIUSA

2.2.3.6. llponyKkuus, BLIJENCHHAS U3 JKMBOTIHBIX MCTOYHUKOB MIIM OPraHoB (TkaHeil) uenopeka

2.2.3.7. TranenmxenepHas IpoAyKLus (IPOAYKIMS TKAHEBOH HHXEHEPHH)

2.2.3.8. Ilpoyas Guonorayeckas JeKapCTBCHHAS IPOTYKITH

Ipoyas aesTeNbHOCTD 10 UMIOPTY (BBO3Y)

2.3.1. Tlnomanka gpusnuteckoro uMnopra (BB03a)

2.3.2. IMIIOPT NpOMEXYTO4HOMN NPOIYKLMH, MOABEPraroleics aanpHeiimeii 06paboTke

2.3.3. Tlpouee

3. NPOU3BOJACTBEHHBIE ONTEPALIMH — ®APMAIEBTUYECKUE CYBCTAHUMH
auesTHUccKas cyberanuus (cybcranmum):;

1Ipon3BoacTBO hapMaLeBTHIECKHX cyOCTaHIUMH METOAOM XUMHYECKOTO CHHTE3A

3.1.1. TIpousBoacTBO MPOMEIKYTOUHBIX IPOIYKTOR (lapMaleBTHIECKO cyOcTanIym

3.1.2. Tlpox3BOACTBO HEOUUIIECHHON (apMALEBTHIECKO#H cyOCTaHIu

3.1.3 ConeobpazoBanne (04MCTKA): KPHCTATTH3ALHA

3.1.4. ITIpouee

llponsBojcTBO hapMaresTHyecKuX CyOCTaHIMHA MCTOIAMH BLLIENCHNS U3 IPHPOIHELX HCTOYHIKOB

3.2.1. Boizenenue papManeRTHYECKUX CyOCTAHIMI U3 HCTOYHHKOB PACTHTENBHOTO MPOHCXOXKACHUS

3.2.2. Buijenenye hapMaueBTUYeCKuX cyOCTaHIUH H3 HOTOMHMKOB JKMBOTHOTO TIPOHMCX 0K IEHIS

3.2.3. Boutenenue papMaueBTHYECKHX cyOCTaHIMN U3 0praHos (TkaHeli) yenopexa

3.2.4. Beiienenye $papMauesTHICCKUX CYOCTaHIIA K3 HCTOYHMKOR MUHEPATBHOTO [POMCXOMCICHUS

3.2.5 Monudukarms priienenHoii GpapmanenTiyeckoii cyGeranimy (ykassisaercs U3 nyskTos 3.2.1-3.2.4)

3.2.6. OunCTKA BHUICACHHOM (apMaleBTHYCCKO# cyOCTaHIiK (YKa3LIBACTCH UCTOUHMK H3 IIYHKTOB 32.1-3.2.4)

3.2.7. Ilpouee

11pon3BoncTBO hapmaneBTHIeckux cyOCTaHIMIA ¢ CMOIB30BAHAEM GHONIOTHUECKIX MPOIIECCOB

3.3.1. ®epmeHTanus

3.32. Tlpou3soacTBO ¢ HCHOJNB30OBAHHEM KJIETOUHBIX KYJILTYP (ykazate THN

MCIONB3YEMbIX KNETOK) (MO YKa3aHMEM THIIA KICTOK IOHMMAETCH MX TUIIORAS CHenH(pHIHOCT, THHIS, IITAMM H
upouee)

3.3.3. Beirenenne (0uncTKa)

3.3.4. Moandukaumns

3.3.5. Ilpouee

[IpounsponcTBo cTepuneHpIX (apManesTHyeckux cybeTanimit (pazmenst 3.1, 3.2, 3.3 HODKHBI GBITH 3ANONHEHBL,
T/ IIPUMCHIMO)
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EBpa3suMicKMUiIA SIKOHOMUYECKHUIA COLO3
Ne GMP/EAEU/KZ/ 58-08-2023

3.4.1. ®apmaneBTHYSCKHE CYOCTAHLIM, TIPOH3BOIHMBIC B ACCHTHUECCKHX YCIOBHAX

3.4.2. GapmaneBTHYecKHe CyOCTaHLMY, IOBEpracMble PHHHUTHON CTEPHIIH3AIIMHI

3apepluaioiine cTajiy Npou3BoICTEa hapMaleBTHYeCKUX CyOCTamumit

3.5.1. Craauu dusnueckoit 06paboTky: npocerBanme

3.5.2. IlepBuunas ynakorxa

3.5.3. Bropuunas ynakoska

3.5.4. Tlpouee

(ykasars JUls OMEparMid, He ONMCAHHBIX BhIIIE)

KonTtpones kauecTa

3.6.1. QuznyeckHe (XUMIYCCKIE) UCTILITAHMSA

3.6.2. MukpobUOTIOruyecKre UCTIBITAHMS (BKII0UAs HCIIBITAHMS HA CTEPUIILHOCTS)

3.6.3. MUKpOBHONOrUIecKUE HCIbITaHus (MCKII0Yas UCIIBITAHMS Ha CTEPUIILHOCTD )

3.6.4. BHOJIOrMYEecKre UCIBITAHUA

4. MNPOYUE ONNEPALIUM - PAPMALIEBTUYECKHUE CYBCTAHIIMUA

OT’paHHl[EtHHﬂ UITH TIOACHMUTEIIbHBIE 3aMETKH, Kacaloluecs obnactu TIPpUMEHEHUS CepTI'l[b]/lKaTaZ

Kamkbivoaesa JLP.
H.o Ipencenarens

Komurera

MEJUIMHCKOrO M (hapMaleBTHYECKOro
KOHTPOJIA Munucrepcrea

3npasooxpanenus Pecrybnukm Kasaxcran

(@.1.0., gomxnocTs)

7E 7 ALEZF <.

(AATA MOANMCAHNUA, UL MEC.TTT)
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