EBpa3suniicKunii SKOHOMMYECKUIA COI03

PI'Y «Komurer Meiuimiekoro 1 hapmanesTinyeckoro KOHTPOJISt
Munucrepersa sjipasooxpatictus Pecny6iuku Kasaxcraiy

CEPTHOUKAT
COOTBETCTBHMA HPOMBBOJICTBAJ JIEKAPCTBEHHBIX CPEJICTB TPEEOBAHWAM ITPABUIT
HAJUIEKAIIEW [TPOU3BOJICTBEHHOW [TPAKTHUKH
EBPASUUCKOI'O DKOHOMMHUYLECKOI'O COIO3A
Ne GMP/EAEU/KZ/ 177-02-2025
Cpoxk aciictsus ¢ 23 susaps 2025 r. 1o 22 susaps 2028 r.

Beian no wuroram HpoBeAeHs  (QapMalCBTHUCCKOH HICIICKIIMK B COOTBETCIRHM ¢ | IpaBunamu
lupoBesienus  (ApMalCBTHUCCKHX  HICICKIMMA,  YTBEpPAICHIbLIMA  Pemenvem  Coera Espasuiickoi

IKOHOMHHYECKON KOMHCCHH OT 3 osi6ps 2016 1. Ne §3.

Komurer Mejininnckoro u hapmaneBraaeckoro Konrpos
Munucrepersa sipapooxpaicnus Pecriy6imin Kazaxeran

HOATBEPKAAET ClIC)IyIOMIee:
IpoBcacHa (j)apMaucm‘mecxaﬂ HMHCIICKIUA

PIRAMAL HEALTHCARE UK LIMITED.
Whalton Road, Morpeth, Northumberland, NE61 3YA, UK

11a OCHOBAHHH;

- sasBrieHus oT 26.08.2024 roxa na 1porejeHUe HHCIISKIINN 1A COOTBCTCTBHC TpeOOBaAHUAM HAJICKALIEA
NPOM3BOJICTBEHHOI NpakThky EBpasuiickoro 9KOHOMHUECKOTO COI03a (1MHOE OCHOBaHME).

Ha ocnopanmy enejienuii, noiyucnibix pyu npoBeACLIHN (hapMALICBTHYECKON MHCIIEKIIUY, TTOCTEHSS 13
KOTOpLIX Gbuta mposesiena ¢ 20 1o 23 sumapst 2025 roja, yCTaHOBJICHO, YT0 JIAHHOE (hapmalcrTuyeckoe
TIpOM3BOJCTBO cooTBETCTRYCT TpeboBanmsm Ilpasui najuiexaiicii 1pou3BoICTECHITON ImpakTHKK EBpasuiickoro
IKOHOMMHECKOTO coto3a, akBuBaliciribix [puninam u Pykosojicrsy Esponeiickoro ¢oiosa 110 Hajuieskarei
UIPOU3BO/ICTECHHOME NPAKTHKE JICKAPCTBEINILIX CPC/CTR JUis ME/HIMICKOIO U BETEPHHAPHOIO HPUMCHENNA U
UpunLpnam CHeTeMbl COTPYIIHIecTa (papMaLCETHYCCKNX MHCTieKkiHii (PIC/S).

Hacrosmit  cepruduxar  orpaxaer craryc IIDOU3BOACTBCHHON [JIOILIAJKH  Ha Jiary 1IpOBeIeHus
(hapmatieRTHUCCKOMN HIICIEKIIMM 1 110 HCTCUCHIM BOJICE 3 JIeT OT JAThI MIPOBCCHMSA 1IOCIICIHETO JIHS 0C/ISIHEro
MHCHEKTHPOBANUS e MOKCT CUMTATLCA JIOKYMCITOM, CBH/ICTC/ILCTBYIOINM O CTATYCE COOTBETCTRUS. Cpok
ACHCTBHA CePTHRPHKATA MOXKET BBITH COKPAIIEI PN HCIOIL30BAINH COOTBCTCTBYIONIMX TIPUIILIATIOR YIIPABJIGHUS!
PUCKaMi P HAIIMYMK  COOTBETCTBYIONCH 3amncH B 1one «Orpanddciius WM [OSCHUTC/bHBIE 3aMETKH,
Kacaiommees ob1acT IPHMCHEIHS! HACTOANICTO ceprudukaray.

Ceprudukar BIsercs JeHCTBUTCILILIM B CIIYYAC 1IPC/CTABICHNS BCCX er0 JIHCTOR (KaK OCHOBIBIX JIHCTOB,
TaK W JTOIIOHHHUTEILHBIX J'IVICTOB).

AYTEHTHUHOCTE (LIOJIMHHOCTE) HACTOMIICTO cepTH(MKaTa MOKHO [IPOBEPUTH B Base jainbix KomuTteTa
MCMLIMHCKOIO M (papMalieBTHIecKoro KoHTposs MEHHCTEDCTRA 3/(paBOOXPAHEI s Peciybnuxu Kazaxcrar,

Ecnu ceprudukar ne npeacrasien B ykasannoit 6ase jannsix, CleaycT 00paTHThEA B YIIOJIHOMOYEHHLIIT
Opram, ero BeIJIABIIHM,
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X | JlekapcTBeHHBIC CpeACTBA JUIS MCJIMUMIICKOTO [PUMCHCHMS

JlexapeTeeHnpic npenapare! Juis KIMIHYECKHX HCCIICI0Bali (MCTIBITaNMiL)

Kon

Haumenonarne

1. IPOU3BOJICTBEHHBIE OIEPAIMH - JIEKAPCTBEHHAS HNPOAYKLWA

1.1

CrepuiibHas OpOYKILs

1.1.1 llpouspo/mmMas acCHTHICCKUM 11yTem (olepaluu 00padOTKH JIsl CIC/IYIONMX JICKAPCTEEHHBIX (OpM):

L. 1.1, Xuykue iekaperseninbie Gopmbl 5oibu1oro o0bema

L 1.2, AKwjikne Jickapersenibie popMbl MAJIONO 00beMa

1.
1.1.4. Trepaple nexaperBetsbie GOPMEI M MMIUIAHTATLI
1.1.5. Marxue nexaperscanbie Gopmil

1
1
1.1.1.3. JInodpmnuzars
1.
L.
ks

1.1.6. [Ipouas 1pojtyKis, IPOU3BOJIMMAs B ACSITHICCKUX YCIIOBHSAX

G}

1.1.2. lloasepracmas pruuuinoi crepunmsariy (oucpaun o6paboTki JUis Cle/IyIonnx nexapeTBeHubix hopm):

1.1.2.1. JKujikue nexaperseriisic Gopmbl G0ILITOr0 0bbeMa

1.1.2.2 Wwrkue siekapersenmbie popMbl MAIOT0 055eMa

1.1.2.3. Tsepyubic JickaperBensic GOpMbL U MMIUIAHTATH

1.1.2.4. Markne siexapersennsie Gopmbl

1.1.2.5. Ilpoyas npoaykiwsi, 10ABepracMast (puINIIION CTCPHIM3AIAN

1.1.3. Berryckaromuii kouTpolib kauecTsa (BbIYCK cepi)

12

Hecrepuipnas npo/yKiys

1.2.1. Hecrepuimsias 1potyKiust (TeXHOJNOIMMECKHE OlICPALIN JUIs HOUIYUCHHS CIICYIOINX JIEKApCTBCHHEBIX (hopMm):

1.2.1.1. Kancyiinr B tBep)10it oGosouke

1.2.1.2. Kaicyinl B Markoii obosouke

1.2.1.3. Xesaresnipie Jiekapersetinie Gopmm

1.2.1.4. MIMupernmupoannbic Jiekaperneninie Gopmb

1.2.1.5. XKuikue nexkapeTBenibie hopMbl JUis HapyKHOTO HPHMCHCHHS

1.2.1.6. JKujikue siekapereenubic GopMb! JUist BHYTPEHHETO IPHMEHCHHS

1.2.1.7. MEIHIHIICKHC I'a3bl

1.2.1.8. Ilpoune TBEpIILIC JIcKapeTBeHHbIE POpMbI

1.2.1.9. llpenapatsl. naxo)siiuecs o1 ianieimnem

1.2.1.10. Payionyk imuiLIc reiepaTopsl

111 T Msirkue nexapeTBeiinic opmbl

1.2.1.12. Ceeud (cynmio3uropun)

1.2.1.13. Tabnerku

1.2.1.14. TpancuepMaiibible MiacTuipy

1.2.1.15. Ilpoyas Hecrepuibias HPOAYKIHS

ICY

1.2.2. Bplyckatommii KonTpolib kauccrsa (ceprudukalus cepun)

Buosnornuccxkas JICKApCTBEHHASA 1IPOJIVKILHS

1.3.1. bHONorHuccKas JICKAPCTRCHIAS IPOjLY KIS

1.3.1.1. Tlpoykrsl kKposnu

1.3.1.2. MIMMYyHOILOr i ecKas 1o IyKIHs

1.3.1.3. [lpoykumsi 11a 0CHOBE COMATHYCCKMX KICTOK (IIPOJLYKIWAS JUIS TEPAIIHH COMATHUCCKUMH KJIETKAMH)

[.3.1.4. leHorepancBTHICCKas HPOILYKIIHS

1.3.1.5. BuoTexXHOI0I MYCCKas IPOYKIUAS

1.3.1.6. TIpojtykimsi, BLUICTCIITAA U3 )KUBOTIDIX HCTOMHHKOB WM OPranoB (TKaueil) ucioseka

1.3.1.7. Traneuixenepiias 1pojtyKims (LpojryKIiust TKANCBOd HIDKCHCPUH)
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1.3.1.8. I1pouas 6uosioruueckas JCKapCTBCHBAs IPOJIYKIUAS

1.3.2. Bouyckarommii KOHTPoIL (ceprudukaiiusg cepun) (11epeycHs BUAOB TPOIYKITAK):

1.3.2.1. llpoiykrsl kposu

1.3.2.2. UIMMYHOJIOTHYCCKAS 1IPOLYKILIS

1.3.2.3. IIpojtyKThl Ha OCHOBE COMATHYECKMX KICTOK (IPOJLYKIUAS LISt TCPAIMU COMATHUCCKMMH KJICTKAMMU)

1.3.2.4. l'eHorepalleBTHICCKAs ITPOIYKITIS
1.3.2.5. BHOTEXHOIOTHYECKas TPOJYKIHE

1.3.2.6. I1pojtyKuus, BhIICIIeHHAS U3 XHUBOTHLIX HCTOYHMKOR IWIM OpraHoB (TKaHei) yeloreka

1.3.2.7. TkaHCUIKEeHEpHAS PO IYKIUAs (TIPOLYKIIHS TKAHCBOI HIDKCHEPUH)

1.3.2.8. [Ipouag OHOJIOTHYECKAS JICKAPCTREHIIAN [IPOJIYKI[HS

[5

1.4 | llpoyas JiekapcTBElIHAs UPOJLYKIUS WM IPOU3BOJICTBEHIAS JISTCIILHOCTD

1.4.1. IlpousBoucrso:

1.4.1.1. PacTureiibnas npojrykims

1.4.1.2. I'oMeonarvyccko il HpoLyKImy

1.4.1.3. llpoyas npojiyxiys )

1.4.2. Creprmsanus GpapmManesTuicckux cyOcTanimii, BCOMOraTelblbiX BEIIECTR, FOTOBON NPOIYKINH:

1.4.2.1. Punbrparus

1.4.2.2. Cyxoxaposas Crepuiusaius

1.4.2.3. Crepuimsanus napom

1.4.2.4, XuMH4eCKas CTepuiIn3alius

1.4.2.5. Creprimsaling raMMa-m3J1yucinem

1.4.2.6. Creprimsaiiinsg WICKTPOHHBIM H31YICIHCM

1.4.3. Ilpouee

1.5 | Ymakogrka

X 1.5.1. Tlcpsrunas yiakoBka;

1.5.1.1. Kanecylsl B rBCpuoi 0601049Ke

1.5.1.2. Kanucyinl 8 Markoii odonouke

1.5.1.3. Xeparcibibie JIcKapeTRENUbIC hopMbl

1.5. L4, IMIIpertnpoBatiibic ICKapcTReliliblie GopMl

1.5.1.5. JKujikme Jickapersennpie Gopmbl JUisl HAPYIKIONO HPUMEHCHHS

1.5.1.6. JKujikue siekapersedbie GOpMBI JUIs BIYTPEHHIETO HPUMEHICHMIS

1.5.1.7. MenuiMnckue razel

1.5.1.8. TIpoune Teepble JickapeTBeHibIe HOPMEI

1.5.1.9. llpenaparsl, HaxoGuecs 10/L JaBICHIEM

1.5.1.10. Pa/omyKIM/IILIC FCHCPATOPI

1.5.1.11. Markue JIeKapcTBCHILIC (OPMEI

1.5.1.12. Cseun (cyunosnropum)

pd 1.5.1.13, Tabnerkn

1.5.1.14. TpasciepmMalisHBIC ILIACTHIPH

1.5.1.15. Tlpoyas HecTepuiLuas JICKAPCTREHHAs [POLYKILAs

X 1.5.2. Bropuunas ynaxonka

1.6 | Konrpoin kauecTsa

1.6.1. MukpoBHONOruuecKUE HCHILITANNS: CTEPHITBIOCTL

X 1.6.2. MUKPOOHOAOIMYCCKOC NCIBITARNS: MAKPODMOJIOIHIECKas UHCTOTA

X 1.6.3. Xumuuccxue ((hH3UICCKUE) HCILITaHus

£

1.6.4, BUOJIOrHYCCKUC HCHIBITANMS

B orHomcHun moGbix Ol‘pallH‘IBHHﬁi WA OSACHEH, OTHOCHIIHNCT K JIaHHBIM HPOH3BOJACTBCHHEIM OIICDALIMAM (3'{1 HCKIIOYCIHHC
CIIYHACB, KOIJIA [MOSCHCHUE BISCTCH 00mmMM KOMMCHTAPHEM K LIpoleccaM 1a 1POM3BOJACTBCHHOM OGT:CKTL’,). rjae Obl HH IIPHUMCHSAITNAG

OTH OFPANMILITNA UK O4CHeHNS, HEOOXOMMO BRINOUATH OTCHUIKY K COOTBETCTBYIOUIGMY HOMEPY IIYHKTA cepTuihnkata GMP.
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2. UMIIOPT JIEKAPCTBEHHOM NPOJIYKIIUU

2.1

KOHTpoilh KAYCCTBA UMIIOPTHPYCMOTT JICKAPCTREHHON 1Py K1

2.1.1. MUKpOOHOIOIMMECKIC HCIILITANMS: CTCPIILHOCT,

2.1.2, MUKPOOUOIIOIHYCCKOC MCHBITAHMSE: MUKPOOHOIOI MY CCKAs HHCTOTA

2.1.3. Xumugeckue ((PU3HUCCKUC) UCLITaIIHs

2.1.4. brojornyeckie UCILITanus

22

Ceprudmanins cepun UMIIOPTHPYEMOH JIEKAPCTBCHION 1POJIYKIIMK

2.2.1. Crepunenast HpOIyKIis:

2.2.1.1. IIponszBojiuMas B acClTHYCCKUX YCHOBHAX

2.2.1.2. Tlosepracmas GUHMIIIHON CTepriM3aiinu

2.2.2. Hecrepuibuast 11poiyKIins

2.2.3 buosioradeckas JICKapCTBCHHAN 1IPOJLYKILHs:

2.2.3.1. [pojykTsl KposK

2.2.3.2. HMMYHOIOI M4 CCKas IIPOAYKIIHA

2.2.3.3. lponyKiyst Ha OCHOBE COMATHYCCKUX KICTOK (IIPOIYKIHS JUsS TEPATIMU COMATHUECKHMH KIETKAMU)

2.2.3.4. 'eHorcpaneBTIICCKUE NPOJIYKTEI

2.2.3.5. bUOTEXHONOIHYCCKAS 1POJIYKILHS

2.2.3.6. lIpoiyKIMs. BLUICHCHHEAS W3 SKUBOTIBIX HETOYHIKOB WK opranos (Tkancit) 4enoscka

2.2.3.7. Txatentpkenepuas UpojyKims (LpoLy kIt TKAICBOH HIbkCHEPUM)

2.2.3.8. lpouas GHOIIOIHECCKas JICKAPCTBCHIAS LIPOJLYKILHS

2.3

Tlpouast jesTeibiocTh 110 UMIIOPTY (BBO3Y)

2.3.1. Ilnomanka uznueckoro uMnopra (Bso3a)

0 MMHDpT HUPOMEKYTOMHON LPOJIYKIMH, TIO/IBCPIaI0UICHC JlaliLHCHIICH obpaborke

233 Ilpowee

3. [IPOM3BO/ICTBEHHBIE ONEPAIIMM — PAPMALIEBTHYECKUE CYBCTAHLIAM

PapmauesTHuecKas cyberanuns (cydcTanimn):

3.1

LpousoncTBo hapmancerTuucckux cybeTamIiii METO/I0M XHMHTCCKOIO CHIITC3A

3.1.1. T1pousBOojuCTBO 1POMEHKY TOYHEIX HPOLYKTOB GAPMAICETHUCCKOI CyBCTaNIy

3.1.2. 1lponsBo/IcTo HEeCUHICHIOI (apMale THICCKON CyOCTaHLIN

1.3 Concobpazosanue (oqHCTKa):

3.
3.1.4. Tlpoyee

Ll
]

1Ipon3B0/ICTBO GApMALCBTHICCKIX CYDCTANIIHI MCTO/IAMI BLUICIICIIMS U3 UPHPOANLIX UCTOYHUKOR

3.2.1. Beuiesienue hapmauenTuieckux cydeTaniumii i3 HCTOMHUKOB PACTHTEILHOTO IPOHCK O ICHHS

3.2.2. Boujieicnue (apManeRTHIccknx cyOeTanimii U3 HCTOMIMKOB KUBOTHOTO IIPOHCXOK/ICHHS

3.2.3. Brinesienue dapmarentuticckux cyberaniuii ua opranos (rkancii) uenoneka

3.2.4. Beuieincnue (hapMaleRTHICCKUX CyGCTaiiil 03 HETOUITMKOR MUHCPAILIIONO TIPOMCXOKICIIIA

3.2.5 Mojumpuxaiis BLUICICHION hapManeBTHicckoli cyGeranimm (YKassiBacTes u3 HylKros 3.2. 1-3.2.4)

3.2.6. OuncTka BhylCNCHOlN hapmanenTiucckoit cyGeraniuy (YKa3blBacTes HCTOYHAK W3 NYHKTOB 3.2.1-3.2.4)

3.2.7. llpouce

33

[Tpon3ro/JICTBO (apMALCBTHYECKHUX CYBCTAII C HCHOIB3OBAIKCM OHOJIOIHYCCKIX HpOIECcon

3.3.1. depmentams

3.32. llpomsBOJCTBO € HCIOJIL30BANHCM KICTOMILIX  KYIBTYp (yxazat, TH

HCHIONB3YCMBIX. KIICTOK) (1101 YKA3AHHEM THIA KICTOK 1TONUMACTCH WX THIIOBAS CHCHMBUUHOCTD, JTMHW, HITaMM
npouce)

=

3.3.3. Bouaeineriue (ouncrka)

3.3.4. Momnduxars

3.3.5. llpouee

34

IpouzsojcTBo cTepuibibIX HapMAlCBTHYCCKHX CyOCTAIIHI (pazncnnr 3.1, 3.2, 3.3 nosmkisl ObITh 3aMOTHEHb,
Y

I'1C IPHUMCITHMQ)
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3.4.1. DapManeBTUHCCKUC CYOCTANTIMY, IIPOM3BOMMBIC B ACCIITHYICCKIX YCIOBHSX

3.4.2. DapmMalCBTUICCKUE CYOCTAIILUN, 110/IBEPracMbIe puHHILHOMN CcTeprInzalny

(95}
wn

3asepuiaioniye CTaluu IIPOU3ROICTRA (hAPMAIICETHYCCKHX cybcrannuii

3.5.1. Cranuu dumsuicckoit 0dpaboTku:

3.5.2. lleppuunas yrnakoska

3.5.3. Bropuytas ynakoska

3.54. llpouce

Ll
=)

Konrpoins katecrra

~ (ykasarn st Olepalni, He OIMCAHHBIX BLHIC

3.6.1. Duznyeckne (XUMHYCCKHE) HCUBITALINS

6.2. MUKpOOHOIOIMUECKIe HCHBITAINS (RKILIOTAs HCUBITAIIS 11 CTCPHILHOCTL)

3
3.6.3. MHKPOOHONOIHYECKUC HCIILITAIIMS (MCKnoyast uClBLITAHNS Ha CTCPUIILIIOCTE )
3.6.4. buojtornyeckmue HCHLITATIS

4. [IPOYUE ONEPAIIUU - DAPMAUEBTUYECKUE CYBCTAHUWU

Ol‘paumcupm I HOACHHTCIBHBIC 3aMCTKH, Kacaiouimuees odiactu LIPHUMCHCTIHS ccp'rmbuka'ra:

Kemxexanosa A. 7K.

H.o. lpejcenarens Komurera
MCIMLMIICKOrO ¥ (papMalCBTHUCCKOrO
KOHTpOJIs MHHHCTECpCTRA

3ipasooxpaneting PeciyOimku Kasaxcran
(P.H.0O., aommnocrs)

L0 Gl LS

(T nogmeannst, UL, Mee.rrr) ;‘ren-bg( 01 &

¥P-Cup S0,
- 4%
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