EBpasuiickuii SKOHOMUUYECKUIA cOlo3

PI'Y «KomureT MeMIMHCKOro ¥ (hapMalleBTHYECKOro KOHTPOIIsA
Munucreperea 3nparooxpancums Pecny6muku Kazaxcrany»

CEPTHOUKAT

COOTBETCTBHA [TPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHWSIM TIPABHII
HAJUIEXXAIIEW ITPOM3BOJICTBEHHOM ITPAKTHKH
EBPASHMHUCKOI'O SJKOHOMHWYECKOI'O COIO3A

Ne GMP/EAEU/KZ/31-04-2023
Cpok neitctaus ¢ 20 snusaps 2023 r. no 19 susaps 2026 r.

Beitan 110 wroram mposefienus (hapMaueBTHUECCKOH WMHCIEKIMM B COOTBETCTBMH ¢ IlpaBmiamu
NpOBENeHHs  (DAPMANCBTHYECKHMX WHCICKUMH, yTBepKaeHHBIM Pemcnmem Cosera Eppasuiickoit
SKOHOMHMYECKOH KoMHccHH OT 3 Hosbps 2016 r. Ne 83,

KomuTeT MeIMIMHCKOro ¥ apMaleBTHYECKOr0 KOHTPOIS
MuHucTepeTBa 3apasooxpanenus Pecnyonukuy Kazaxceran

NOJITBEPKIAET CIeaYIOIIee:
nposejieHa (hapMalleBTHYeCKas MHCTICKIIM

AbbVie S.R.L. / 566Bu C.P.JI.
S.R.148 Pontina Km 52 s.n.c., 04011 Campoverde di Aprilia (LT), Italy/C.P. 148 Honwmuna Km 52 cux,
04011 Kamnoeepoe ou Anpunua (JIT), Hmanus.

Ha OCHOBRAHHH:

- sasenenust or 27.10.2022 roma Ha npoBejende HMHCOEKLHM HAa COOTBETCTBHE TpeboBanusaM
HaJIIeXKAIICH NPOU3BOACTBEHHOM NpakTHKH EBpasuiickoro 3koHOMUYECKOro colo3a (HHOe OCHOBaHHE).

Ha ocHosanuu cBefieHui, NOJLyHEHHBIX [P TPOBEEHUM (DapMaLIeBTHYECKOH MHCIIEKIIH, TIOCIEIHsS
13 KOTOpBIX Oblna mposesiena ¢ 17 no 20 suaps 2023 roza, ycTaHOBNEHO, UTO JlaHHOE (DaPMALIEBTHYECKOE
POMU3BOJICTBO  COOTBETCTBYeT TpeboBannsam Ilpasun  Hajnexaiieid IIPOM3BOJCTBEHHOH TNPAKTHKM
EBpasuiickoro 3KOHOMUYECKOro cor03a.

Hacrosmmii ceprudukar orpaxaer craTyc NpPOH3BOJCTBEHHON IUIOW@NKA Ha ATy TPOBEACHMS
(apmaleBTMIECKOH MHCIICKLMKM M 110 McTeuenun Gonee 3 7T OT JATHl MPOBEIEHMS IOCTENHEro IHs
NOC/IE/IHETO  MHCNCKTUPOBAHMS HE MOXKET CUYMTATBCS JOKYMEHTOM, CBHJCTEIbCTBYIOIIHM O CTAaTyce
cooreercTBus. Cpox pmeHcTBus  ceprudukara MOKeT ObITh  COKpAalleH NPH  HMCMOTB3OBAHMH
COOTBCTCTBYIOUIMX TPHUHIMIIOB YIPABJICHHS PUCKAMKM NPH HATMYMH COOTBETCTBYIOWIEH 3anucd B 1107e
«OrpanuucHus WM MOSCHWTENbHBIC 3aMETKH, KACAIOWMECH OOJaCTH NPHMEHEHMS HACTOSILETO
ceprudukaray.

Ceprudurar ABNAETCH JICHCTBUTCABHBIM B CIIy4de MPEICTABICHUS BCEX €r0 JHCTOB (KAK OCHOBHBIX
JIUCTOR, TaK K JONIOIHUTENBHBIX JIMCTOR).

AyTeHTHYHOCTh  (NOJUIMHHOCTS) HACTOSIIEr0 CepTH(HMKATa MOXKHO TPOBEPHTh B 6ase AAHHBIX
Komurera MeAMLMHCKOTO M (apMaLEBTHYECKOrO KOHTPOIs MHUHHCTepCTRA 3/paBoOXpancHus PecryGanku
Kazaxcran.

Ecnn  ceprupukar He npencraBneH B ykasaHHOH 0ase JIaHHBIX, CIEHYET 0OpAaTUTBCH B
YIOJHOMOUYEHHBIH OPraH, ero BhiAaBLIMH.
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EBpa3uiicknii skoHoMUuecKkuii coros
Ne GMP/EAEU/KZ/31-04-2023
X | HeKapGTBGHHbIC CpCICTBA AJIAd MCIOHIIMHCKOro ITPUMEHCHWA
| JlekapCTBEHHBIC NIPENAPATL 1Sl KIMHAYECKMX MCCIIE0BAHMM (MCIIBITAHMI)

Kon HaumenoBanue
1.1 | CrepuabHas POMY KL
1.1.1 lpoussonumas acenTuyeckum nyrem (onepaiiy 06paGoTKH Ul CIIELyIOUMX JIeKapCTBEHHBIX (hopMm):
1.1.1.1. JKuakue nekapersennnie GopMel Sonbinoro odnema
1.1.1.2. Xunkue nexapcTBeHHbIC (JOpMbI MAJIOTO 00beMa
1.1.1.3. Tucnepcun
1.1.1.4. JInodunmzatel
1.1.1.5. Treparie NekapCcTBCHHEBIC (POPMBI H MMILIAHTATHI
1.1.1.6. Markue nexkapcTBeHHbIe OPMBI
1.1.1.7. Tlpouas mpoJyKiws, IPOH3BOIMMAs B ACCITHYECKHX YCIOBUAX
1.1.2. lloagepraemas QpuHMIIHON cTepuIM3auy (onepaiun 00paboTKK MUl CIIEAYIOUIMX TeKapeTBeHHbLIX Gopm):
1.1.2.1. ’Kuskre nekapcrsenibie GopMbl GoIbIIOT0 06beMa
1.1.2.2. JKupkue lexapcTBEHHBIC (OPMBI MAJIOro 0fbema
1.1.2.3. Teep/ple ieKapcTBEHHBIE HOPMEL M UMINIAHTATHI
1.1.2.4. Markue nekapcTBeHHLIe IOPMEI
1.1.2.5. TIpoyasd npoayxuws, noasepraecmas QUHMITHON CTepuIM3aLuu
1.1.3. Beinyckalonuii KOHTPONb KAa4eCTBa (BLITYCK cepHH)
Hecrepunbuas npoaykuus
1.2.1. HecrepuibHas npoayKups (TEXHOJOIHYECKHE OICPALIK VIS IOTYHCHHS CAEYIONNK JeKAPCTECHHBIX hopm):
1.2.1.1. Kancyasl B TBepaoi obosouke
1.2.1.2. Kancynsl B MaArko# o6oouke
1.2.1.3. JKepaTennabie IEKapCTBEHHbIC (HOPMBI
1.2.1.4. MIMOperyypoBaHHbIC ICKAPCTREHHEBIE (OPMBI
1.2.1.5. Kuakue nexapcrBentble GOPMBL il HAPYKHOTO TPHMEHEHHS
1.2.1.6. 3Kunkue nekapcTBeHHEle OPMBEL TS BHYTPEHHEr0 NPHMEHEHHS
1.2.1.7. MEAMUMHCKKE rasnl
1.2.1.8. Ilpoure TRep/BIE JIEKAPCTEEHHEIE hOPMBI
1.2.1.9. Ilpenapatel, HAXOISLUMECS 101 AABICHHEM
1.2.1.10. PaguonyKknujiHbIe TeHEPATOPLI
1.1.1.11. Msrkue iekapcTBenublie GOpPMBI
1.2.1.12. Creyst (Cynmo3nTopHH)
1.2.1.13. Tabnerku
1.2.1.14. TpaHcaepManbHEIe MIACTHIPH
1.2.1.15. YerpoticTsa Uist MHIPapyMUHATLHOTO (BHYTPUPYOLOBOro) BBEAEHHA
1.2.1.15. Ilpouas HecTepHIbHAS MPOAYKLAS
1.2.2. Boinyckaromuii KOHTPOIIL KauecTsa (CepTHUKaLMAs cepum)
buosioruucckas NekapcTREHHAS POLYKINS
1.3.1. buonoruyeckas JekapcTBEHHAS MPOAYKLNA:
1.3.1.1. IIpoayKTsl KPOBH
1.3.1.2. UMMYHONOTHYECKAS IIPOIY KIS
1.3.2.3. TpomyKums Ha OCHOBE COMATHYECKHX KIETOK (IIPOIYKIMSA 1S TePAITHH COMATHYCCKUMHE KJICTKAMH)
1.3.1.4. l'enoTepanesTHICCKas NPOLY KLU
1.3.1.5. bHoTexHOMOTHYECKas NPOAYKIMs
1.3.1.6. [Iponykims, BhUIe/IeHHAS U3 JKUBOTHBLIX HCTOYHMKOB MM OPraHoB (TkaHeil) yenoBexa
1.3.1.7. TRanenuKCHCPHaM PO/AY KA (NPOAYKIMS TKAHEBOH MIDKEHEPUN)
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EBpa3uiicknii SKOHOMUYECKMI COI03

Ne GMP/EAEU/KZ/31-04-2023
1.3.1.8. TIpoyas 6Guonoruyeckas JeKkapcTBEHHAA TPOYKIHA
1.3.2. Brinyckaomuit kouTpons (cepruduxanus ceprun) (epeyeHb BULOB NPOLYKLMH):
1.3.2.1. IlpoaykThl KpoBu
1.3.2.2. HMMyHoJIOTHYeCKast IPOYKIMA
1.3.2.3. IlpoAlyKThl Ha OCHOBE COMATHYECKMX KIETOK (IPOLYKLES U TEPAMM COMATHYECKUX KICSTOK)
1.3.2.4. T'ennorepaneBTHYECKas IPOLYKLIHS
1.3.2.5. BrotexHomoriyeckas npoayKLus
1.3.2.6. Tlponykums, BLIOENCHHAS U3 JKUBOTHBIX MCTOYHMKOB MM OPIaHOB (TKaHel) uenosexa
1.3.2.7. TxaneumxenepHas npoayxitns (IpoayKLKA TKAHEBOH HHKEHEPUH)
1.3.2.8. Ilpouas Guonoruyeckas JieKapCTBEHHAs TIPOLY KIS
IMpouas nexapcrBeHHAN MPOLYKIMS WK IPOH3BOICTRCHHAS JICATE/ILHOCTS
1.4.1. [TpOH3BOACTEO:
1.4.1.1. PacTHTeNIEHAS IPOAYKIINS
1.4.1.2. l'omeonaruueckoil npoaykuuu
1.4.1.3. Ilpouast npoayxius
1.4.2. Crepunusauus dhapMaleBTHIECKHX CyOCTaHIMi, BCIIOMOTATENbHBIX BEILECTB, FOTOBOM NMPOJTYKILHH:
1.4.2.1. Gunnrpanns
1.4.2.1. CyxoxapoBas CTepHIn3aLus
1.4.2.3. Crepuiuzauus napom
1.4.2.4. Xumudeckas CTepuIu3alus
1.4.2.5. Crepunusanus raMMa-usjiygeHueM
1.4.2.6. Crepunuzaliys JIEKTPOHHEIM H3ITYYeHUeM
1.4.3. ITpoyee
Vnakogka
1.5.1. Ileppuunas ynaxkopka:
1.5.1.1. Kancynel B TRep1oii oGonouke
1.5.1.2. Kancyisl B MArKO# 000I0UKe
1.5.1.3. Keparennurle lekapcTBeHHbIE (OPMBI
1.5.1.4. UMnpernupoBanible IeKapcTBEHHEIC (JopMbl
1.5.1.5. ¥unkue nexaperBeHHble GOPMbI A HAPYKHOTO TPHMEHEeHHS
1.5.1.6. ’KuzKkue nexapcTBeHHbIC (JOPMBI IS BHYTPEHHETO IPUMEHEHHM
1.5.1.7. MeauuuHckye rasel
1.5.1.8. TIpoyue TRepALIC JICKapCTREHHBIE (hOPMEI
1.5.1.9. IlpenapaThbl, HAXOMSINUECS 101 JABICHUEM
1.5.1.10, PansoHyKJIHIHBIC FeHEPaTOPBI
1.5.1.11. Msrkue iekapcTBeHHbIE HOPMBbI
1.5.1.12. Ceeun (CYNMO3UTOPUH)
1.5.1.13. Tabnetku
1.5.1.14. TpauciepmanbHbie IUIACTHIPH
1.5.1.15. Ilpoyas HecTepUILHAS JCKapCTRE HHAS NPOAYKLIHS
1.5.2. BropuyHas (noTpeGuTeibekas) yuaKoBKa
KoHtpons kagecTsa
1.6.1. MUKpofHONOrHYecKMUe HCMBITAHMs: CTEPHIBHOCTD
1.6.2. MUKPOOHONOTHYECKOE TECTUPOBAHNE: MUKPOOHOIOrHUECKasl YHCTOTA
1.6.3. Xummuueckue (pusnueckme) UCILITAHIS
1.6.4. BHOJIOrMYECKHE UCTILITAHMS

B orHomenuu MO0BIX orpajmqeﬂuﬁ WK HOHCHGﬁ, OTHOCALIUXCH K JaHHBIM MPOU3BOACTBEHHBIM OTIEPALMAM (Sa HCKJIIOUCHHEN
Clly4aes, KOrja NnoACHEHUEe SABIISCTCS 06[111'EM KOMMEHTApHEM K npoueccaM Ha NpoHU3BOJCTBCHHOM OG’BGKTC), rme OBl HH [IPUMCHAITHUCE
3T OTPAHUYCHAY WM IOACHEHHS, HEOOXOJIMMO BKIIQYATE OTCLITKY K COOTBETCTRYIONIEMY HOMEpY MyHkTa ceprudurara GMP.
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EBpasuiickuii SKOHOMUUYECKUIA CO103
Ne GMP/EAEU/KZ./31-04-2023

2. UMIIOPT JIEKAPCTBEHHOM IMTPOJLY KLIUM

KouTpon, kauecTsa MMIOPTHPYEMOH JICKAPCTBEHHOH PO KLIMK

2.1.1. MUKpOOHOTOTHYECKHIE HCTILITAHMS: CTEPUIBHOCTD

2.1.2. MHKpOOHONOrHYECKOE TECTUPORAHKE: MUKPOBGHONIOr HYECKas YHCTOTA

2.1.3. Xumuueckue (hu3nyeckue) HCnbITalHs

2.1.4. BHoNornyeckue UCIbITAHUA

CepTndukanus cepun HMIOPTHPYEMOH IPOIYKIMHA

2.2.1. CrepunbHas IPOAYKLIMA:

2.2.1.1. lpouseoaymas B aceNTHYCCKUX YCIOBHAX

2.2.1.2. llopsepraeMast GHHULIHON CTCPUNTHIALHH

2.2.2. HecTepunsias npoaykius

2.2.3 buonoruyeckas IeKapcTBEHHAs TPOAYKIMS:

2.2.3.1. IlpoiaykTel KPOBH

2.2.3.2. MIMMyHOJIOTHYECKas POAYKLHA

2.2.3.3. IlpoayKuus Ha OCHOBE COMATHYECKHX KIETOK (IPOJIYKIWS ISl TEPIIAHM COMATHYECKUMA KJIETKaMH)

2.2.3.4. T'enoTepaneBTHYCCKHE MPOAYKTEI

2.2.3.5. buoTexHONOrHYeCKas IPOLYKLLIS

2.2.3.6. llponykuus, BeIielIcHHAA H3 XKHMBOTHBIX HCTOYHNKOB MM OPraHos (Tkanel) yenoseka

2.2.3.7. TkaneuwxeHepHas NPOAYKLHs (IPOAY KLU TKAHEBOH MIKEHEPHH)

2.2.3.8. Tlpoyas Guonoruycckas JeKapCTBEHHas NPOLYKLHS

[Ipouast AesATeILHOCTE 110 UMIOPTY (BBO3Y)

2.3.1. Ilnomanka dusuyeckoro ummopra (BBo3a)

2.3.2. IMIopT npomeskyTouHOH IpoyKLKM, I0BEpPralolueiics nansHeiiueii ofpadoTke

2.3.3. Tlpouee

3. TIPOU3BOJCTBEHHBIE OITEPALIUH — ®APMAIEBTUYECKHUE CYBCTAHLIMU
anepTHYeCKas cyOcTanys (cyberanimn):

[Tpou3BOACTBO (PAPMALIEBTHYECKUX CYOCTAHIIME METOXOM XUMHUMECKOTO CHHTE3a

3.1.1. TIpoM3BONCTBO NPOMEXYTOUHBIX NPOIYKTOB hapMaleBTHYECKOH CYOCTAHIIHM

3.1.2. Tlpou3BOACTRO HEOUMINEHHON dapMalesTHYECKOH cyBcTaHIMH

3.1.3 Coneobpazopanue (0YMCTKA): KPHCTAILIH3AIHA

3.1.4. Ilpouce

IIpoussoacTso hapmanesTHIeCKHX CyOCTaHIMI METOIAMH BBICICH!S H3 IPHPOIHBIX HCTOYHHKOB

3.2.1. Beutenenue dapManeRTHYECKHX CyOCTAHIMIH U3 HCTOYHUKOB PACTHTENEHOTO IIPOHMCXOXKICHH

3.2.2. Beienenvie hapManeBTHIECKUX CyOCTAHIMIA U3 HCTOYHUKOB JKMBOTHOIO HPOHCXOKICHMIS

3.2.3. Beuaenenue GapMalneBTHICCKUX cyBCTAHIMN H3 Opranor (Tkauei) Henoreka

3.2.4. Brigenenue (apMaleRTHIECKHX CyOCTAHIMI U3 HCTOYHHKOB MUHEDANILHOIO IPOMCX 0K ICHHS

3.2.5 Mopudukarms seienenHoi bapmanesriieckoil cybeTany (YKa3biBAETCS U3 YHKTOB 3.2.1-3.2.4)

3.2.6. Ouncrka BblleIeHHOM dapmaneBTHyeckoii cyGeTaHImy (yKasblBaeTes MCTOYHHK M3 MYHKTOB 3.2.1-3.2.4)

3.2.7. Ilpoyee

lpoussoacTro (hapMaleBTHYECKUX cyOCTAHIMI ¢ MCITONB30BAHMEM BYONOTHIECKIX [POLIECCOR

3.3.1. ®epmenTanus

3.3.2. TIpOM3BOACTBO C WCIOIb3OBAHHEM KIETOMHBIX  KYJIBTYp (ykasate THI

HCIIONB3YEMBIX KIETOK) (M0/1 yKa3saHMeM THITA KIETOK NOHUMACTCA WX THIIOBAs CHELMUIHOCTD, TUHHS, [ITAMM
npoyee)

3.3.3. Buienenue (04HUCTKA)

3.3.4. Moaudukamms

3.3.5. [lpouee

[IpousBoncTeo crepunbubx dhapMauesTuieckux cybeTanumii (paspenst 3.1, 3.2, 3.3 JOJGKHBI GbITh 3aMONHEHB]
IJe NPUMEHHMO)
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EBpasuiickuii aKoHOMUUECKuii Coo3
Ne GMP/EAEU/KZ/31-04-2023

3.4.1. dapmanepTHYECKHE CYOCTAHIAN, IPOM3BONMMBIC B ACEINTHIECKIX YCIIORHSX
3.4.2. ®apmanepTHIECKHE CyOCTaHIMK, NOABEpraeMble (UHULIHON CTEPHITH3AIINM
3aBeplUalomIue CTaANK POU3BOACTEA (ApMaLEBTHYSCKHX CyOCTaH M

3.5.1. Craauu huzudgeckoii 00paboTKH: POCEHBAHME
3.5.2. IlepBH4Has ynakoBka

3.5.3. BropuuHas ynakoBka

3.5.4. Tlpouee

Kontpons kauectna

3.6.1. Puznyeckue (XMMIYECKHE) HCIIBITAHNA

3.6.2. MuKpOOHOTOrHYECKUC HCILITAHNA (BKIKOYASN UCIILITANMS HA CTEPHIBHOCTE)
3.6.3. Mukpobuonorsaeckue HCIbITaHNs (MCKIF0Yas HCIIBITAHUS HA CTEPUIBHOCTD)
3.6.4. buonoruyeckue UCILITAHUA

4. [IPOUME OINEPALIHH - DAPMAIEBTUYECKHUE CYECTAHLIMH

(ykasaTh 11 onepanuii, He ONMUCAHHBIX BBILIE)

Orpanudenys uid NOACHUTENbHBIC 3AMETKH, KACAIOLIHECS ODJIACTH NPUMEHEHNUS cepTudukaTa;
1.5.2. Bropuunas (niotpeburesibekas) ynakopka — Uil GHOTEXHONOTHYECKOH PO LY KK

Axmernnss JLM.
H.o. Ilpencenarens Komurera
MEJIMIHHCKOro U (hapMaleBTHICCKOro

KOHTpOsi MUHHCTEPCTBA 3PaBOOXPAHEHKS /

Pecny6nuxu Kasaxcran
(®.H.0., nosmknocTs) .11, (noamics)

(3 0% 4643 7 .

(ZATA MOXMICAHUSL, 171, MEC.TTT)
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