EBpa3suniicknii SKOHOMUUYECKMUIA CO03

PI'Y «KomuTeT MEIHIMHCKOrO U (JapMaeBTHYECKOTO KOUTPOIIS
Munmcrepersa sapasooxpariennst Pecriy6miaxu Kazaxcrain»

CEPTHOPHUKAT
COOTBETCTBUA TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB TPELOBAHMAM IIPABHII
HAJITEXKALIEN TTPOU3BOJICTBEHHOM ITPAKTHKH
EBPASHHMCKOT'O SKOHOMHYECKOI'O COIO3A
Ne GMP/EAEU/KZ/273-01-2026
Cpox geicteus ¢ 12 nexabps 2025 roja no 11 pexabps 2028 roaa
Brian 1o wToram npoBneienms (papMAIeBTHYCCKOM WHCTeKIMH B cooTBercTBHH ¢ [lpapmiamu
npoBejeHuss  (papMALEBTHUECKUX MHenekuui, yreepoaennsivu  Pewenuwem Conera  Eppasuickoi

SKOHOMMHYECKOH KoMuccHu oT 3 Hoabps 2016 r. Ne 83,

Komurer MenuimHekoro # papManeBTHYCCKOIO KOHTPOIS
MHUIMCTEPCTRA 3/IPABOOXPAICHHSI PeCﬂVﬁJ"{I/IKH Kazaxcran

HOATBEPKIUACT CIICIYIOLCE!
Hnpogejaena r;bapmaueBanccxaﬂ HHCITCKIIKMA

Sichuan Kelun Pharmaceutical Co., Ltd
No. 266, Hugiao Road, Xindu District, Chengdu, Sichuan, China

Ha OCHOBAITHH!

- 3aseienus ot 11.04.2025 roja Ha nposejeHHe MIICHEKIMI 1A COOTBETCTBME TPeDOBANNAM HaJlIeKalel
MPOM3BOJACTBEHION NPakTHKU EBpazuiickoro sK01oMUHECKOro ¢o103a (UHoe OCHOBAHKE).

Ha ocHopaHUM CBedeHHH, [TONIYyYEHHBIX IIPH NPOREACHHM (PAPMALICBTHUCCKON MIICTICKIHK, TTOCNEAHAS 13
kotopeix Obuia nposejena ¢ 08 nmo 12 pexkadps 2025 rosa, ycranopleno, 4To AaHHoe (papMaLERTHYECKOE
NPOU3BOJCTBO COOTBETCTEYET Tpebosanusm [Mpasun Hagieskalleil npon3BoAcTBEHHONA npakTuky Espazuiickoro
IKOHOMMYECKOTO €0103a, sKBHBaNeHTHbIX IIpunuunam u Pykoroactey Epponefickoro coiosa 10 Haunexauiei
[IPOU3BOACTREHHON MPaKTHKE JIEKAPCTBEHHBIX CPEICTB IS MEIMUMHICKOrO M BETCPMHAPHOTO NpUMEHelus H
HpuniunaM CHCTeMBl COTpYIHMYecTRa GapmaliesTnyeckux uncrekimi (PIC/S).

Hacrosmmii  ceprudukar oTpaxkacT CcTaTyc TPOM3BOJCTBEHHOM IUIONIAAKH HA Jary NpoBe/eHus
(hapmalleBTHUCCKON MHCMEKIIMKM X MO UcTedeHuH Doee 3 JIeT OT JaThl IPOBCICHHS MOCTETHEro AHs II0CIEAHCro
UHCTIEKTHPORAHUS 1IE MOMKET CUMTATHCS JIOKYMEHNTOM, CBMJIETE]ILCTBYIOUMM O cTaryce coorsercTsus. Cpok
JIeHCTRUA cepTH(UKATA MOMXET ObITH COKpALLCH [IPM MCIIOJBL30BAITHNA COOTRETCTRYIOUIMX NPUIILIMIIOB YIIPaB/ICHUA
pUCKAMH TP HAJWYHH COOTRCTCTRYIONIel 3amuen B nosic «OrpaHUYCHUA MM NOACHUTEINLIBIC 3aMETKH,
Kacaiomuecs 00JaCTH MPUMEHENHsT HACTOSIIET0 CCPTH(HKATAY.

Ceprudukar sBIsieTcs JICHCTBUTCIBHBIM B CIIy4ae [IPEICTABIICHISA BCCX €ro JINCTOR (KK OCHOBHLIX JIMCTOB,
TaK U JOMOTHUTEJILHBIX JIHCTOB).

AYTCHTHYHOCTE (MO/UTMHHOCTB) HACTOSIEro cepTH(UKaTa MOXKHO NpoBeputh B ase janubix Komurera
MEIMIMHCKOro W hapMalieBTHUECKOTo KonTpouis Munncrepersa 3/pasooxpanienns Pecyfmakn Kazaxcrai.

Eciu cepru(MKaT He NpPEACTABJICH B YKa3aHioi 0ase JaHHBIX, Cle/yeT o0paruTbes B YIOJIHOMOYCHHEI
oprati, ero BLIAMBLIHI,
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EBpasnMiCKMi IKOHOMUUECKUI COI03
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X

.HcKapCTBCIlelG cpeacrea A]Jisl MCIAHMUHHCKOIO IIPHMEHCHHSI

HCK&pCTBeHHbEE [Iperaparsl Ui KIMHHYCCKHX HCCIISIORBAHMM (HCHBIT&HHI:I)

Kon

HauMenosanue

1. IPOM3BOACTBEHHBIE OIIEPALMMU - JEKAPCTBEHHAS ITPOLYKIIUA

1.1

Crepunblias NpoayKUHs

1.1.1 TIpon3BoanMas acenTudeckuM nyteM (onepatin 00paGoTKy JUls CIICIYIOUINX NCKAPCTBEHILIX dopM):

1.1.1. XKmikne nexaperseniisie Gopmel D0bLWOro odbema

1.2, JKunkye nexaperpenible hopmMol Maaoro odnema

1.4, Teepiple NeKapeTBEILLIC (POPMBI M HMILTAITATHI

1.

1.1,

1.1.1.3. Jlnodunuzars
1l

1.

1.1.5. Msrkue nekapceTBeHHble (OPMBL

1.1.1.6. [Ipouas npoyKuus, MPOUIROAUMAs B aCEIITHHECKHX YCIIOBHSI

1.1.2. Tlojisepraemas duuumIHOI cTepuninzanuu (onepainn 00paboTKH JUIs CIHEIYIOLIMX JICKAPCTBCHHBIX QopM):

1.1.2.1. Xuaxue nexapersermnbie popMel H0IBIIOr0 00beMa

1.1.2.2. Xuakue nekaperBeHnbic (GOpME Maoro obLema

1.1.2.3. Treplble JeKkapcTBEHHBIC (JOPMBL M MMILIAHTATHI

1.1.2.4. Msrkue nexapcTBeHnbIe GopMbl

1.1.2.5. Ilpoyas npojtykuus, noasepracMas (PUHHIIHON cTCpUIn3aluu

1.1.3. Beimyckatouuii konTpoiis kauecTsa (BLIIYCK CepHH)

HecTepunbuas mpogyKkuus

1.2.1. HecrepuibHas MpoAyKIHs (TEXHONOTHYCCKIE GIIEPAIIMH JUTA TIONYYEHHS CIICIY IOLIHX JICKAPCTBEIHBIX GOopM):

1.2.1.1. Kancynsl B TBepI0ii oGonouke

1.2.1.2. Kancynel B MsTko# 060n0uKE

1.2.1.3. JKeBarenbHble nexapcTBEHbIe (POPMBI

1.2.1.4. MmmnpernnpoBaiiisle JeKapeTBeusie (opMbl

1.2.1.5. Xnnkue yekapeTBCHHBIC (QOPMBL JUTA HAPYKIIOTO IPUMEHEINs

1.2.1.6. Kwikne nekaperBenbie POpMBI JUls BHYTPCHHEIO IPUMEHCHHA

1.2.1.7. MeaHIHHCKHE ra3bl

1.2.1.8. [Tpoune TBepbI¢ JICKAPCTBCHHBIC (POPMbI

1.2.1.9. Ilpenaparsl, HaxoAs1liecs 0L IaBICHICM

1.2.1.10. Pajmonykiible reHepaTophl

1.2.1.11, Msarkue aexapcTBeHibie popMbl

1.2.1.12. CBeun (cynmo3HTOpHH)

1.2.1.13. Tabnerku

1.2.1.14. TpancaepMalibible IUacThIpU

1.2.1.15. [Ipoyas HecTepunbHas NPOAYKIUA

1.2.2. BoillycKalONMi KOHTPOJIb KaueceTsa (cepruuKalms cepun)

buonornueckas JICKAPCTBCHHAA NPOJYKIIHSA

1.3.1. buonoryyeckas AeKapcTBEHAS OPOLYKIIHSL:

4

1.3.1.1. TTpONyKTBI KPOBK

1.3.1.2. UmMmyHonorudeckas OpoayKILus

1.3.1.3. I1poayKimst ia OCHOBE COMATHYECKHX KISTOK (IIPOLYKUMS VIS TCPAIIMH COMATHIECKMMY KIIETKAMIT)

1.3.1.4. 'enorepanesruieckas IpoAyKLMA

1.3.1.5. buorexnonorndeckas HpoLy KU

1.3.1.6. IlpoayKiws, BELAENENTAs 13 }KHBOTHLIX HCTOUIHKOR MM OpraHos (TKaigH) yenoseka

1.3.1.7. Tkancumkeuepias NpoayKisg (POAYKIHs TKAHEBOH HIDKeIepuH)
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EBpasmiicKnii aIKOHOMMUYECKNIA COI03

Ne GMP/EAEU/KZ/273-01-2026
1.3.1.8. [Ipouas OuosioruyecKas JICKapeTBCHEAs LPOLYKIIL
1.3.2. Beinyckaroumii KoHTposs kauecTea (cepridrkalys cepun) (mepeucts BHIOB POAYKIH):
1.3.2.1. ITpogyKTsI KPOBH
1.3.2.2. UMmyHOJOTHUECKAs! IPOJLYKIIMS
1.3.2.3. IlpoiyKThI Ha OCHOBC COMATHUCCKUX KICTOK (POAYKIHAS [ TCPAITHH COMATHICCKHX KIIETOK)
1.3.2.4. T'eHorepancsTiyceKas NPOAYKLHA
1.3.2.5. buoTexsonornieckas NPOLyKIHA
1.3.2.6. [Ipojaykiuus, BeLASICHHAS X3 KUBOTILIX MCTOYHIKOB MM OpraHos (TkaHeil) yenoBcka
1.3.2.7. TxaneumxeHepHAsS OPOLYKIHA (IPOAYKILS TKAIICBOU MIDKEHCPHH)
1.3.2.8. [pouas Guosiornycckas JIEKapcTREHHAS ITPOYKIIS
ITpowast JickapcTBEHNAS TIPOYKLIS WIIU IPOU3BOJICTBCHHAS ACATCILHOCTh
1.4.1. TTpou3BOCTRO:
1.4.1.1. PacTurensHas MpojyKkIus
1.4.1.2. 'oMeonaTH4eckoil IIpoJIyKIInu
1.4.1.3. Ilpouas npoaykius
1.4.2. Crepwnmzanus papMauesTuaeckux cyberatiuid, BCIIOMOIaTelbHLIX BELIECTB, IOTOBON IIPOIYKIHN:
1.4.2.1. QunsTparnus
1.4.2.2. CyxoxKapoBas CTCpUIH3aIug
1.4.2.3. Crepuiunzaliisa napom
1.4.2 4. Xumuycckas cTepuianzalus
1.4.2.5. Crepuinzaiius raMMa-u3iy4eHuem
1.4.2.6. Crepuinsaiius 3J1eKTPOHHBIM H3JIYHCHUCM
1.4.3. Ilpouee
Ynakoska
1.5.1. Ileppnynas ynakoBka:
1.5.1.1. Kancynsl B TBepaoii oboilouke
1.5.1.2. Kancyiisl B Msirkoit 000104Ke
1.5.1.3. JKcBarclibHbIC JICKapCTBEIHBIE (OpMBI
1.5.1.4. UMnoperampoBanislc ICKapeTBElLIC opMLI
1.5.1.5. JKnakue nexkapcTBeninle (hopMbl UL HAPYKIOro OPHMCHEH M
1.5.1.6. Auakue nekapcrBeHiibie GopMBl Ul BHYTPEIIEro IpHMeleia
1.5.1.7. MeanuuHcKkuce rasznl
1.5.1.8. [Ipoune TBepuEie JeKapcTBCHHBIE GOpPMBI
1.5.1.9. Ilpenapatsl, HAXOAALMECS O] JIABJICHHEM
1.5.1.10. PaqnoHyKnuaHble reHCPaTOPbI
1.5.1.11. Msirkpe JekapeTBeHIne OPMEL
1.5.1.12. Creun (cyrmo3uTopHu)
1.5.1.13. Tabuerku

1.5.1.14. TpancacpManbHbIC IIIACTBIPH
1.5.1.15. Hpouas necrepuiibias JEKapcCTBCHIAA TTPOJIYKIIUS

1.5.2. BropuuHhag (IoTpeOUTCIIbCKAs) YIAKOBKA
Konrpons kayecrsa
1.6.1. MuxpoOHOJOrHYeckUe HCIBITAHHSA: CTCPUIILIIOCTD
1.6.2. MuxpoOHOIOrHIeCKOE TECTUPOBaHHE: MUKPOCGHOJIOTHYCCKAs YHUCTOTA
X | 1.6.3. Xummueckue (hU3N4ECcKHe) HCIBITAHMA
X 1.6.4. buonoruyeckue UCIbITAHHA
B oTHOmEHHKH JHOOBIX Ol'paHM‘-ECHHFl MM [OSCHEH, OTHOCSAUIMNCA K JIAHHBIM HPOM3BOIACTBEHHBIM OIICPAI[AAM (321 HCKIIIOYCHHC
CIIYTaen, KOTAA TTOACHCHHAS ABIACTCS 06[][1{M KOMMCHTapHEeM K IIpoleccaM Ha Npon3BoCTBCHHOM 06’I)EK’I‘€), rac OnI 11U NPUMCHANTHCI
YTU OTPANHYUEITIS WTH MOSCIENNg, NE00X0/IHMO BRIJIOUATE OTCHUIKY K COOTBETCTBYIONIEMY HOMEPY 1TYHKTa ceprudmxara GMP.
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2. MMIIOPT JJEKAPCTBEHHOM MPOAYKLIUW

KonTtponb kadecTBa BMIOPTUPYEMOHt JieKapcTBEHIIoN IpojyKIuu

2.1.1. Mukpo6HOIOTHUECKHE MCIILITAHHUA: CTCPUIBIOCTD

2.1.2. MuxpoGHOIOrHYECKOC TCCTHPOBAHHE: MUKPOOHOIOrHICoKas YHCTOTa

2.1.3. Xumieckue (pusnHecKne) HCOBITAlNS

2.1.4. BuonornIcckue HCIbITalnus

CeprudHKalng cepuH NMNOPTHPYCMOH JICKAPCTECHIION NPOAYKIIMK

2.2.1. CrepunbHas NpOLYKLH:

2.2.1.1. Ilpou3zBoauMas B ACENTHYECKUX YCIOBUIX

2.2.1.2. llopsepraemas QUHHIINON CTEPMIINZALIMK

2.2.2. HecTepuibHas npoayKIus

2.2.3 Buojoruucckas qeKapeTBEIHas POy KIS

2.2.3.1. ITponyKThl KPOBU

2.2.3.2. Ummynonornueckas NpoLyKIps

2.2.3.3. [lpojyKuus Ha OCHOBC COMATHYCCKHX KJICTOK (TIPONYKIHMS IS TCPanui COMaTHUECKUMH KIETKAMH)

2.2.3.4. 'cHOTEpaNeBTHYECKHME NIPOAYKTEI

2.2.3.5. bruorex11ojloruucckas NpoJLyKuus

2.2.3.6. [lponykiwist, BBEIICICHIAS M3 KHBOTILIX HCTOUITHKOB MM Opranos (Tkancii) yeropcka

2.2.3.7. TkaHeumKkeHepHas 1pojlykims (POAYKIINA TKAHEBOI UIDKEIIEPIH)

2.2.3.8. llpoyas DuosorHucckas JICKapcTBeHHAA NPOJYKIHS

[Ipovas iesITeILHOCTD TI0 UMIIOPTY (BBO3Y)

2.3.1. Tnomanxa duzndeckoro umnopra (8gosa)

2.3.2. UIMIopT NpoMEKYTOUHOI IIPOAYKINH, IIOJBEpralolieiics jansuciinicii obpaborke

2.3.3. [lpouee

3. NIPOU3ZBOJACTBEHHBIE OINNEPAIINH — ®PAPMAHEBTUUYECKHE CYBCTAHUMH

MapwmatiesTHueckas cydcranuus (cybcranuum):

3.1

ITpou3soncTBO (hpapMAICBTHYECKUX CYOCTalLMi METO0M XHMHYCCKOTO CHITE3A

3.1.1. [IpoM3BOACTRO POMEIKYTOUHBIX HPOAYKTOR (hapMaleBTHICCKOM cyfrTanimu

.1.2. TlpousBoJIcTBO HeoMULICHHOM dapManeBTHIeckol cybeTaliuu

.1.3 Concodpasosatne (0O4HCTKA):

.1.4. TTpouce

1 [pOM3BOICTEO (papMAleBTHICCKUX CyOCTAHIINN MCTOAaMI BLIIC/ICHAS U3 NIPHPO/HBIX HCTOYHHKOB

3.2.1. Beuiencnue hapManeBTHUCcCKUX cyOCTANIIIT N3 MCTOUHNKOB PACTHTEILIOI0 IPOMCXOMKIICHHSI

3.2.2. Bouiesierne (papMaicsTHaeckux cyocTalliil U3 NCTOYHMKOB KHBOTIOTO NP OUCXOIKASHIIA

3.2.3. Boizenenue dapManesTutecknx cyocramiuii 13 opranos (Tkaicii) yeloseka

3.2.4. Buylenenune dapManesTuueckux cyocTatinii 13 UCTOHHNKOB MUHEPAILHOTO IIPOMCXOKICHHIA

3.2.5 Mojmdnkaims sbiencnnoii gapmarerTiucckoit cyberanimn (ykasnigacres 03 mymkros 3.2.1-3.2.4)

3.2.6. OuncTKa BLIICHCHNON (papMaleBTHYCCKOil cyDeTanimn (YKa3biBACTCH HCTOUHHUK U3 mynKTos 3.2.1-3.2.4)

3.2.7. Ilpouce

IIpoussosicTo (apMalcBTHUCCKHX cyOcTaumil ¢ Nenolib30BanneM 0KOJIOIrHYCCKHX MPOLECCOB

3.3.1. depmenTanus

3.3.2. TIpou3BOACTBO ¢ HCHONIB3OBANMEM  KICTOYHBIX KYILTYP (yxazarh THI]
HCITOJIB3YCMbIX [(J'[(‘.‘TOK) (HO,LL YKazaHucM THIA KJISTOK HHOHAMACTCA HX THITOBAMA CHBILHCI]H'—IIJOCTI:, JIMHMA, IITaMM H
1pouec)

3.3.3. Buuenenue (ouucTka)

3.3.4. Mowmduranms

3.3.5. ITpouce

1TpeH3BONGTEO GTCPHIBHBIN GapMaucsTHISeKnx ¢yQeTalLui (pasaene 3,1, 3,2, 3.3 poibeist 6LITH 3AMOITHENEI, 1718
[PUMCHHEMO)
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3.4.1. MapmatieBTHYECKHE CyOCTAHIIMY, IIPOH3BO/IIMBIC B ACCHITHYCCKUX YCIIOBHAX

3.4.2. dapmancsTHUCcKiC cybCTAHINNN, MTOABPracMble GUIHIIION CTePIIIM3AIIN

3agepuralonue craJun MPoM3Ro/ICTRA (PapMalleBTHYCCKHX cyDcTanui

3.5.1. Cranuu guznueckoif obpaborku:

3.5.2. Ilepeuuriias ynakorka

3.5.3. BropuuHast yniakoBka

3.5.4. llpouee (ykazarth JJisl OlICPALHH, 11e OTHCAIIIBIX BBLIILIE

Ko HTPOJIb KA4YCCTBA

3.6.1. Ouzuyeckue (XUMUIECKHE) UCTIBITAHUS

3.6.2. MukpoGHoIoruueckne UCIbITaHns (BIJNoYas UCTILITAHWS HA CTEPUIILIOCTE)

3.6.3. MukpoBHoIornueckie HerbITans (HCKIIoYas HCTILITAIUS 112 CTCPUIILIIOCTE)

3.6.4. Buosoruyeckue Uenslranms

4. MPOYUE ONEPALUHA - ®DAPMALIEBTUYECKUE CYBCTAHUINHN

OI'pallPl'-ICHH-H WA NOACHHTCIILHBIC 3aMCTKH, Kacaronccs obilacru TIIPpUMCHCHWSL CGPTH(})HK&T&:
Moapazien 1.1.2.1 pacnpocrpansercs Ha HPOJYKIMIO, BbIIYCKACMYIO HA LPOH3BOICTBEIIILIX JIHIHAX HH(Y3HONILIY
pacTEOPOB OONLIIOre 00LEMA B LICXC IO MPOM3BOACTRY Hiy3uil B ruiactiukoeoif tape na mummax GS u GT.
TponsBoCTRENTIAS ACATENLIIOCTD, CRA3AINIAS ¢ NPOIYKIIHeH, 3asBICHHON K HHCHIeKMy (PacTBOp IIIOKO3H JUtd nindyzu’
5 %, 100 ma w 250 mx; pacreop narpus xyopma juis angysui 0,9 %, 100 mx u 250 mu), ocymiecTRISCTCS HE
IIPOM3BOJICTBCIIILIX [UTomankax no agpecy Mo 1@ No. 266, llugiao Road, Xindu District, Chengdu, Sichuan, China
(npomsroacTennbil Q0K ¥ cknajgckue nomenienns), a rakike Ne 2: South of No. 2 Road, Xindu Satellite City Industria
Development Zone, Chengdu, Sichuan, China (nomeienys orGopa npo6 u naoparopis KOHTPOJIS KAUECTBA).

Pajiimkyaosa I'.V.

3amccrurenn pejcenarens
Komurera MeIMIMIICKOrO 1
(hapmMalcBTHYECKOro KOHTPOIIs
MuHHeTepeTBa 3/1PAB0OXPAHCHHS

Peenybnuku Kazaxeran
(@.11.0., noseanocTs)

(moanics)

£3.07 RDRE

([lﬂTﬂ TEOAMNSCATIS, A0, MeC. rrrr)
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