EBpa3uicKUii IKOHOMMUYECKUIA CO03

PI'Y «KoMHTET MEAHIIMHCKOIO U (hapMalieBTHYECKOr0 KOHTPOJIs
Munucrepersa 3pasooxpaienus Pecriybnuku Kazaxcran»

CEPTHO®UKAT

COOTBETCTBHS IIPOU3BOJ/ICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHHUSM ITPABHIJI
HAJUIEXXALLEW ITPOU3BOJICTBEHHOMW ITPAKTHKH
EBPA3UHUCKOI'O DKOHOMHYECKOI'O COIO3A

Ne GMP/EAEU/KZ/132-08-2024
Cpok aeiictsust ¢ 19 anpens 2024 r. no 18 anpens 2027 r.

Boiian no urtoram nposesicHds (apMaleBTHYCCKON WHCICKIMM B cooTBeTcTBMM ¢ IlpaBunamu
nposesicHus  (hapMalEBTHUCCKMX —MHCHEKIWMH, yTBepkaenibimi  Pewennem Cosera  Espasuiickoid
IKOHOMHUECKOI Komucchu oT 3 HosOps 2016 r. Ne 83.

KoMuTeT MEIMIIMHCKOro U (hapMalieBTHUECKOrO KOHTPOJIS
Munncrepersa 31paBooxpatenus Pecnybaukn Kazaxcran

TNOATBEPIJIACT CJIC/1yIoniee:
InposejacHa d)apmauenchcxax HHCIICKLIMA

«Penn Pharmaceutical Services Limited»
Units 23-24, Tafarnaubach Industrial Estate, Tafarnaubach, Tredegar, NP22 3AA, United Kingdom

Ha OCHOBaHMH:

- 3agpienns ot 7.02.2024 roja Ha npose/ieHHEe UHCNCKUNMH HA COOTBETCTBHE TPeOOBAHMAM Ha/ulexKaulei
NpOM3BOACTBEHION MpakTHKH EBpasniickoro 5k0HOMH4ECKOro colo3a (MHOE OCHOBAHHE).

Ha ocHoBanuu cBejieHHil, MOJYYCHHBIX MPH NpoBejicHud (HapMaleBTHUECKON WHCIEKUMH, NOCICAHAS U3
kotopblx Gbula nposesena ¢ 16 no 19 anpens 2024 roja, yctanoBjieHo, UTO JIaHHOE (hapMauUEeBTHUECKOE
NPOM3BOJACTBO COOTBETCTBYET TpeboBanuam [lpaswi nauiexkaiieii npon3soscTentoil npaktuku Espasniickoro
5KOHOMHYECKOro €o103a, KBUBaIeHTHBIX [Ipunumnam u Pykososuctsy Esponeiickoro cotosa no namnexauiei
NPOU3BOACTBEHHOMN MPAKTHKE JIEKAPCTBEHHBIX CPE/ACTB /UL MEAMUHHCKOTO M BETEPHHAPHOIO MPUMEHEHUS H
npunimnam Cucrembl cOTpyAHHYecTBa PpapmauesTuiecknx nicnexumii (PIC/S).

Hactosumii ceprudukar oTpakaeT CTaTyc MPOH3BOACTBCHHON TUIOIIAZKH Ha JlaTy [pOBEeHHS
(apmalieBTHYECKOI MHCTICKIMM M 110 MeTeuennn Gosiee 3 JieT OT JaThl MPOBE/CHHS MOCIEAHEr0 s M0C/IeHero
MICTICKTHPOBAHHs HE MOKET CUMTATBCA JIOKYMCHTOM, CBHJICTCILCTBYIOUMM O craryce coorserctBis. Cpok
neiicTBus cepTudukaTa MOXKET ObITh COKpAILCH [PH HCTIOJL30BAIHI COOTBETCTBYIOWHX NPHHIMIIOB YIPaBJICHMS
pUCKaMM TpH HAIMYMK CcOOTBETCTBYIOMWIEH 3anucH B noje «OrpannyueHus WM NOSCHHTEIbHbIC 3aMETKH,
xacaionmecs 061acTH MPUMEHEHHUS HACTOSILEIO CepTHUKATaY.

Ceprudmkar sBasercs AeHCTBUTENLHBIM B CJIy4ac NPe/CTaB/ICHHS BCEX €ro JIMCTOB (Kak OCHOBHBIX JIMCTOB,
TaK ¥ JIONOJIHUTE/ILHBIX JIACTOB).

AyTenTHIHOCTb (IOUTMHHOCTD) HACTOALIErO cepTHdMKaTa MOXHO nposeputh B Gase jannbix Komurera
MeJIMLMIICKOTO M ()apMalieBTHYECKOro KOHTpois MunncrepeTsa 3jipasooxpanetins Pecrrybanku Kasaxcran.

Ecsi cepriudpukar He npejicTaBiell B ykasaiioi 6ase JanHbix, cjiejlyer 00paTHThes B YNOJAHOMOUCHHbIH
OpraH, ero Bbl1aBLIHii.
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X J]ckapcrsclmue CpeICTBA JUIA MEAMUMHCKOIO NpUMCHCHMSA

JlekapCTBEHHDIC MPENapaThl VIS KIMHUYECKHX MCCIICI0BAHHI (MCTIbITAHNH)

Kon Haumenosanue
1. MPOU3BOJACTBEHHBIE ONEPALIUM - JEKAPCTBEHHASI ITPOAYKLIMSA
1.1 | CrepuibHas npoayKums
1.1.1 Tpoussoaumas acenTHYECKHM NyTeM (onepaunn 06paboTKH JUls CICAYIOUINX JIEKAapCTBCHHBIX thopm):
1.1.1.1. XKuzakue nekapersennbie Gpopmbl 60ib1I0ro 06bema
1.1.1.2. XKuakue siekapcTseHHble GOpMbI MAIOro 06bema
1.1.1.3. Jlucnepcuu
1.1.1.4. JInopunmusars
1.1.1.5. TBepsie JickapcTBeHHble (POPMbI H HMILIAHTATDI
1.1.1.6. Msirkuc JiekapcTBEHHBIC (POPMBI
1.1.1.7. Ilpoyas npoayKius, MpOM3BOAMMAs B ACCITHYCCKHX YCIOBHAX
1.1.2. Tonsepraemas Gpuunmnoii crepuinsaimn (onepauu 06paboTKH JUIA CAC/YIOUMX JIEKAPCTBCHHBIX hopm):
1.1.2.1. Xunkne siekapcTsentbie popMbl 60bworo o6nema
1.1.2.2. XKuuxne jekapcTBeHibie GopMbl Maoro o6bnema
1.1.2.3. Teepsble JickapcTBeHHbIC GOPMBI M MMILIAHTATHI
1.1.2.4. Msrkue jickapcTBeliHble (OpMbI
1.1.2.5. Tpoyas npoayKLiu, MojsepracMas (PMHHILIHOMN CTCPIIH3ALHMH
1.1.3. Brinyckaiouii KOHTPOJIb KauecTsa (BhINYCK Cepum):
1.2 | HectepwibHas MpoayKums
X | 1.2.1. Hecrepibias npoayKUHs (TEXHOIOTHUCCKHE ONEPALHH JULS IOy HCHHS CIIC/LYIOLLNX JICKAPCTBEHHRIX dopm):
1.2.1.1. Kancyasl B TBep1oii 060s10uke
1.2.1.2. Kancysl B MATKO# 060/10uKe
1.2.1.3. XepatenbHbic JieKapCTBEHHbIE GOPMbI
1.2.1.4. UMniperHupoBaHHbI€ JICKAPCTBEHHbIE GOPMBI
1.2.1.5. uaxume nekapcrsertbie GopMbl /Ui HAPYXKHOPO NPHMCHEHHA
1.2.1.6. Kunakue sekapetseriibic GopMbl Ui BHYTPCHHETO [IPHMEHEITHS
1.2.1.7. MeaMLMHCKHE ra3bl
1.2.1.8. Tpoune TBEp/bIC JIeKapCTBENbIC POPMBI
1.2.1.9. [lpenapathl, HaXo/ALIMCCH 1101 1aBJICHHCM
1.2.1.10. PaiHOHYKJIH/IHbIC TEHEPATOPbI
1.1.1.11. Msrkue nekapcTeHtble GOpMbl
1.2.1.12. Ceun (cynno3uTopuu)
X 1.2.1.13. Tabnerkn
1.2.1.14. TpaucaepMaibHbiC IUIACTLIPH
1.2.1.15. YcrpoiicTsa Juis MHHTPapyMHIIAJILHOTO (BIyTpHPYOLLOBOIr0) BBEACHHSA
1.2.1.16. Ipoyas HecTepuibias MPOLYKLHA
X 1.2.2. Beinyckalouiuii KOHTpoJIb KauecTsa (cepTrduKaluis cepun)
1.3 | Buonoruueckas JieKkapcTBeHHast MPOAYKILA

1.3.1. Bruonoruyeckas JiekapcTBCHHaA MPOJIYKLNA!

1.3.1.1. IlpoyKThl KpOBH

1.3.1.2. UMMyHOJIOTHYECKAs TIPOJLYKIMA

1.3.1.3. [Ipo/tyKuusi 1ia OCHOBE COMATHYCCKHX KICTOK (POYKIA JULA TEPAIHH COMATHUCCKUAH KJICTKaMH)

1.3.1.4. [enoTepanesTHyeckas npoayKu1s

1.3.1.5. BHOTEXHOJIOrNYCCKas NPOAYKIHA

1.3.1.6. [TpoayKims, BbiJc/ICIHAs U3 KUBOTHLIX HCTOUHHKOB HIH Opratos (TKanei) yenoseka

1.3.1.7. TxanemkeHepHas 1poyKius (Ipo/yKims TKAaHCBOI HIDKCHEPHH)
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1.3.1.8. ITpouas Guosiornyeckas JieKapcTBenias NpoJyKuns
1.3.2. Boinyckalouuii KolTponb kadectsa (cepridukatus cepin) (repeiciib BUI0B [POJLYKUHMH):
1.3.2.1. [1potyKThl KpOBH
1.3.2.2. UIMMyHOJIOIHYCCKAA NPOAYKLUAA
1.3.2.3. I1poayKThi 12 OCHOBE COMATHUECKHX KJICTOK (TPOYKLMSA JULSl TCPAIHH COMATHUCCKHUX KJIETOK)
1.3.2.4. 'enoTepanesTHYecKas NMpOAYKLHA
1.3.2.5. buotexHosoruyeckas mpoayKuus
1.3.2.6. Ipoaykiuis, BbiJlcJeHas W3 JKHBOTIIBIX HCTOUHHKOB H/IH Opranos (TKatci) yesioBeka
1.3.2.7. Tkanenipkenepias npoykins (1IpojlyKiuis TKAHCBO#H HIDKCHEPHH)
1.3.2.8. Ilpouas GuosiorHyeckas JiekapcTBeHiias npoayKiis
[pouas JiekapcTBEHHAN TPOLYKLULS WM TIPOM3BOACTBCHIAA JICATE/IBIOCTh
1.4.1. [Tpon3BoacTBO:
1.4.1.1. PacTurensHas npoayKums
1.4.1.2. 'omeonaTuyieckoii NpOAYKLHH
1.4.1.3. Ilpouast npoiyKLHs
1.4.2. Ctepwimsaius apMaleBTHICCKUX CyOcTanimii, BCIIOMOraTe/ibHbIX BCILECTB, rOTOBO# NPOIYKIHH:
1.4.2.1. ®wabTpaums
1.4.2.2. CyxoxapoBas CTCpHIH3aLMA
1.4.2.3. CrepiutH3alus 1apom
1.4.2.4. Xumuyeckas CTCpHIH3aLIHA
1.4.2.5. Crepuin3alis raMmma-u3ily4eHuem
1.4.2.6. CtepiiH3aums JICKTPOHHBIM H3TYUCHHEM
1.4.3. Ilpoyce
VnakoBKka
1.5.1. IlepuyuHas ynakoska:
1.5.1.1. Kancyssl B TBep/10ii 06010uKe
1.5.1.2. Kancysisl B MATKo#i 060s104Ke
1.5.1.3. A epaTenbibic JIEKAPCTBCHHbIC GOpMbI
1.5.1.4. UmnperuupoBalible JieKapcTBeHilbie GopMmbl
1.5.1.5. Xnaxue nekapctseninbic GOpMbI JUIA HAPYKHOIO MPHMCHCHHA
1.5.1.6. Jnakue sekapcTBelinbic (POPMbI UL BHYTPCIHHETO NPAMCHCHIA
1.5.1.7. MeMIMHCKHE Ta3bl
1.5.1.8. [Ipoune TBep/biC JICKAPCTBEHHbIC GOPMbI
1.5.1.9. [penaparhl, HaXOAAUMCCS 110/1 JIaBJICHHCM
1.5.1.10. PaiMonyJiniiblc reHepaTopbl
1.5.1.11. Msarkue sickapcTBeniibie GopMbl
1.5.1.12. CBeun (Cynno3uTop1u)
1.5.1.13. TabneTkn
1.5.1.14. TpancaepMaiblble IUIACTbIPH
1.5.1.15. [pouas HecTepwIbHAs JICKAPCTBEHHAS IPOAYKIHA
1.5.2. Bropuunas (notpebuTe/ILCKas) YIaKkOBKa
KoHTposib KauecTna
1.6.1. MukpoOHOIOI HHECKHE HCIILITAHMA: CTCPHILHOCTE
1.6.2. MikpoBGHOJIOr HUECKOE TECTUpOBaliue: MUKPOOHOJIOrHYeCKas YHCTOTa
1.6.3. Xumumueckne (pu3nueckne) ucibimaius

1.6.4. biojoru4eckue HCnbITauus

B oTHOWCHHH MoObIX orpauuqcmm HIH nosacieil, OTHOCAIMXCA K JaiibiM IIPOHIBOJICTBCHITLIM onepanuam (]a HCKIOMCHHCN
cay4acs, korjia NOACHEHHUC ABJIACTCA OGUIHM KOMMCHTapHEM K [poreccam na IlpO}ﬂBOIlCTBCIIIIOM oﬁbcnc). e Obl 1 NPUMCHSIIHC
ITU orpatuyciing HJIH NOACHCHHA, IICOGKOHHMO BKJIIOYATL OTCLIIKY K COOTBCTCTBYIONICMY HOMCPY IYIHKTA ccp'rur[)uxirra GMP.
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2. UMITIOPT JIEKAPCTBEHHOM IMPOJYKLIMH

2.1

Kontpoii, kauecTsa MMIOPTHPYEMOii JieKapcTBEIIHOi MoK

2.1 MHKpOﬁlIOJIOI‘H‘lCCKHC HNCIbITaHNA: CTCPIILHOCTE

2.1.2. MukpoGuosoryyeckoe TeCTHpOBaHne: MHKPOOHOJIOIHYCCKas YHCTOTA

2.1.3. Xumuueckue (hu3iueckue) uensitanms

2.1.4. Buosornyeckue UcnbITanus

22

Ceprudukaims cepuu HMIOPTHPYEMOii NPOAYKIIHH

2.2.1. CtepuibHast NpOAYKLHSL:

2.2.1.1. Ilpou3BoaMMas B aCCIITHYECKHX YCIOBMAX

2.2.1.2. Monsepraemas GUHHIIHOMN CTEPHIIH3ALLIH

2.2.2. HecTepuibias npoayKLs

2.2.3 bronoruueckas JiekapcTBEHHAs NPOIYKIMS:

2.2.3.1. IlpostykTbl KpOBH

2.2.3.2. UIMMyHONIOrHYECKasA MPOAYKLIHA

2.2.3.3. TIpo/tyKiiisi Ha OCHOBE COMAaTHYECKHX KICTOK (IIPOJIyKLMSA JUIs Teparii COMaTHYECKUMH KIICTKaMH)

2.2.3.4. 'enoTeparneBTHYECKHE TIPOAYKThI

2.2.3.5. bnotexHonoruyeckas npoayKimns

2.2.3.6. [lponyKuus, BelieJICHHAS W3 KHUBOTHLIX HCTOYHNKOB WIH OPraHoB (TKaHeit) yejoBeka

2.2.3.7. TkaneunxkeHepHas MpoyKUMs (MpOJIyKIls TKAHEBOH HHKCHEPHH)

2.2.3.8. [lpouas Guosnornyeckas ackapcraeiiias npojyKums

2.3

[Tpouas 1esTeIbHOCTD 110 HMIOPTY (BBO3Y)

2.3.1. nomanka ¢pusznyeckoro uMIopra (BBo3a)

2.3.2. UMnopT npoMekyTouHoi MpoyKLIMy, nosepraiowieiics aaibHeiteii o6padbotke

2.3.3. [1pouce

(apmauesTHyeckas cybcranims (cydcranumn):

3. MPOU3BOACTBEHHBIE ONNEPALIUN — DPAPMALUEBTUYECKHE CYBCTAHUMUH

3.1

[1pou3BOACTBO (papMALIEBTHHCCKHX CYOCTAaHIINI METOJIOM XMMHYECKOIO CHHTC3a

3.1.1. [Tpou3BOACTBO MPOMEIKYTOUHBIX IIPOAYKTOB (hapmaneBTHyecKoii cybcTanumn

3.1.2. [1pou3BoACTBO Heouuuienoii gpapmanesTuicckoi cybcranium

3.1.3 Coneobpa3zosanue (04HCTKA): KpUCTALIH3ALLMS

3.1.4. I1pouee

3.2

I1pon3BocTBO (hapmaleBTHYCCKHX CYOCTaNIMIT MCTOAMM BLICCHHS H3 TIPHPO/UHBIX HCTOYHHKOB

3.2.1. Beinesienne dapMaleBTHYCCKHX CyOCTanumil U3 HCTOYNMKOB PACTHTCIILIIOTO IPOHCXOXKACHUA

3.2.2. Beutesienue dapMaueBTHYCCKUX CyOCTaniuii 13 HCTOUIIHKOB JKUBOTHOTO MPOHCXOXKIICHHA

3.2.3. Beiutesnenue papmauestiucckx cyberanimii u3 opraios (Tkanceit) uenoseka

3.2.4. Boutenenne gapmaneBTHICCKHX cyOCTaniuii n3 HCTOUHHKOB MHICPAJILIIOIO IPOHCXOKACHHSA

3.2.5 Momudpukaums Boiaenchnofi papmanesTiicckoii cydctanunn (ykaspisaetes 13 nynkros 3.2.1-3.2.4)

3.2.6. OuncTka BbAcACHION hapmaueBTieckoil cyOcTanny (YKasbiBacTes HCTOUHMK M3 1ynkToB 3.2.1-3.2.4)

3.2.7. Ilpouee

T1pou3BocTBO (papMaueBTHICCKUX cybcTanumii ¢ nenosib3oBanuem GHOIOIHUECKHX 1IPoLeccoB

3.3.1. depmenTaumns

3.3.2. [lpoM3BOoACTBO €  HCNOJBL30OBAHMCM  KJICTOMHBIX  KYJIbTYP (yka3zath  THI|
HCHO/B3YeMBIX KIACTOK) (MOJ yKa3aHHEM THIA KJACTOK NMOHHMACTCA HX THIOBAA CHICLM(IIIOCTD, JIMIHA, LITAMM
npouce)

3.3.3. Buijesierne (ouucTKa)

3.3.4. Moandukaims

3.3.5. Ilpouee

34

TpoM3BOACTBO CTEPHILHBIX (hapMatesTiyeckux cybctanunii (pasnenst 3.1, 3.2, 3.3 gosvkiibl GbITh 3an0HCIbI, TG

NpUMEIINMO)
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341 d)apmaueachcxuc cy6c1'auuuu, IPON3BOJIMMBLIC B ACCTITHYCCKUX YCJIOBHSAX

3.4.2. ®apmaneBTHYCCKHE cyOCTaHLMM, TT0JBCpracMble GUIMLINON CTEpIWIN3ALMN

3.5 | 3ascpuiaiomie CTajiMu IPOM3BOJICTBA (apMaLEBTHUCCKHX cyOcTalumit

3.5.1. Cranun gpusuueckoit o6paboTkn: npocensaine

3.5.2. TlepBuynas ynakoska

3.5.3. Bropuunas yiakoska

3.5.4. Ilpouce (yKa3saTth JUIsl ONCpauMid, He ONHCaHHbIX BbILIC

3.6 | Konrponb kauectsa

3.6.1. Dusuueckyue (XUMIHECKHE) HCTIBITAHHS

3.6.2. MukpoOuosIornyeckie HenbITanus (BKIOYas HCILITAHHA HA CTEPHIILHOCTD)

3.6.3. MuKpOOHOJIOrHUCCKIE HCILITAHMS (MCKIIOMas HCIIBITAHMS Ha CTEPHIILHOCTD)

3.6.4. buosiornyeckie ucibITanus

4. MPOYMUE ONEPALIMH - DAPMAUEBTUYECKHUE CYBCTAHLIMN

Orpalchuml W NTOACHHUTEIIBHBIC 3aMCTKH, Kacalouecs obnactn TNpHUMCHCHHA CcpTH(bHKaTaZ

Kenaxexanona A. 7K.
H.o. lNpencenarens Komurera
MCJIMLIMHCKOrO U (hapMalleBTHYCCKOTO
KOHTposst MunmcrepcTsa

3apasooxparieting Pecny6inku Kasaxcran
(®.ILO., noxmuocts)

A7 Of A0LY

(A2TA NOANMCANNE, UL MECITT)
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