EBpa3smniickuii SKOHOMUYECKMIA COI03

PI'Y «KomuTeT MeMickoro u (papMarlesTHyeckoro KOHTPosIs
MunucTepersa 3apasooxparienus PecryGnuku Kazaxcrany

CEPTHOUKAT
COOTBETCTBHSI HPOU3BOACTBA JIEKAPCTBEHHBIX CPEJ_{CTB TPEBOBAHWAM TIPABHIT
HAJUIEXKALIEW TIPOM3BOICTBEHHOMW TTPAKTHKH
EBPASHHCKOI'O SKOHOMHYECKOI'O COIO3A
Ne GMP/EAEU/KZ/264-12-2025
Cpok aeiicrena ¢ 14 mosdps 2025 roga no 13 nosGps 2028 roxa
Buiman no wroram nposejicimg (GapMalCeRiHUccKOR HHCICKUMM 1B COOTBETCTBHH ¢ Hpasmiamu
npoBezienus  (papMAleRTHYECKUX — WICTCKIMH, yTeepskuerinivu Pemerem  Cosera Eppazuiickoit

IKOHOMMECKOH XomMHcenu oT 3 110s0ps 2016 r, Ne 83,

Komurer MeAHUMHCKOIO H (HapMalleBTHYSCKOIO KOHTROJIS
Miumndcreperea sapasooxpadenus Pecnybmmku Kazaxcrail

HOJUTBCPIKIACT CILCAYIONCE:
1poBe/Iena papmMalieB THICCKasd ICIICKLH

Alvotech hf:
Suennmdargotu 15-19, Reykjavik, 102, Iceland

Ha ocHOBANIIL:
- zagpiienud or 03.09.2023 roga na 1LPOBCCIIIC HICICKIMI 1A COOTBCTCTRIIC TPpeboBanuaM najuicskaici
IPON3BOJICTRCIHOIT mpakTiiky Enpasuiickoro aKoHOMIMCCKOTo colo3a (MHOE 0CHOBAIIIE).

Ha ocnosanun ceesienmil, HOMYUEHHLIX HPU 1POBCACHIM (PAPMALEBTHUCCKON HIICIIEKLINH, TOCTEIHss 113
KoTOpRiIX Ohua mposesena ¢ 11 mo 14 nogbps 2025 roma, YeTAHOBIEHO, 'TO JAHHOE dhapmalieBTHIECKOC
NPOU3ROJICTRO cooTBETCTRYCT Tpebonausm | Ipasni nauiesxarnieii npoussojcTEcHioil npakTukn Espasuiickoro
OKOHOMITUCCKOID cuto3a, axBuBaicuTeX Ilpunuunam 11 PykososetBy Enponciickoro coiosa no nagnexanieii
HPOHBBOACTREUHON TIPAKTHKES JICKAPCTBCINILIX CPCICTB JUISl MCTUITHIICKOIO W BCTCPIHAPHONO HPUMCHCHHS 1
npuniunam CHCTeMbl COTPY/UMYCCTRA (papMatieBTIecKkix uncnexuuit (PIC/S).

Hacrostumii -~ ceprudukar  orpakaey craryc LpOM3BOJCTBEHLON IUIOWAAKE 1A JaTry [POBEJICHIS
(hapmanesTHYCCKOIt HICHIEKIMY 1T 110 BeTeueHIn Gonce 3 JIeT OT IATH TIPOBEACHILT IIOCJICAHEro AHA MTOCIe/IHEero
MHCICKTHPOBAIIAS 1C MOXKCT CUHTATHES JIOKYMEITOM, CBHACTCNLCTBYIOUMM O craryce cootBercTus. Cpok
JICHCTBII CCPTI(MKATA MOKET G5ITI, COKPAIIE! TIPH HCIIONL30BAMII COOTRCTCTRYIONNX HIPHULIHIOB YIIPABICHIHs
PHCKAMIT IIPIl NAnMUEH COOTRCTCTBYIOMEH 3amien B noje «Orpanuyenus 10 NOACHUTCIILULIC 3aMETKH,
Kacalouyiecs oBIacTIl IPAMCHCHHS HACTOSIIETo cepTidikaray.

Cepridurar sBisercs ACHCTBUTEILULIM B CIYIAC IPEICTABICIIS BCCX SO JHCTOB (KaK OCHOBIIBIX JINCTOR,
TAK 1 JIONOIUITENBIBIX JIMCTOR). . N

AYTCHTIMIOCTL (TOJUIKINIOCT]) HACTOMIICTO CepTH(UKATA MOKIO HPOBEPHTL B Daze JAHIBIX Komurera
MC/UHILHIICKOTO M (JApMAlCBTHUCCKOTO KOHTpoIIs Mutnereperna sjpasooxpanens Pecrny6mmxn Kazaxcran.

Eeurr ceprnduixar ne npejeraslien B YKasamioll Gase JAHITbIX, CIICJYCT OOPATUTLCH B YIONHOMOYCIIHLIH
Opra, Cro SuaBLIL
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EBpasuiicK1ii IKOHOMMYECKIIA COK3

KNe GMP/EAEU/KZ/264-12-2025

X .HGKED_CTEGIIHMG CPENCTRA JUId MCIHIIHHCKOTO IpUMele 1

JlekapcrenHble nIpenapaTh s KIBHHUCCKHX HeCTC/IoBaHMH (MCIIBITAHMIA)

Ko

IHanvenosanue

1. NIPON3BOICTBEHHDBIE ONEPALIAN - JIEKAPCTBEHHASI IPOJTY KLIMSI

1.1

CrepunbHas 1pojiyKIus

X

1.1.1 TIpouspouivas acenTUCCKIM nyTem (onepanii 06paGoTku Juist cIglyIONIX JEKAPCTBCIHbIX thopm):

1.1.1.1. JKujikie JICKapeTREIBIC hopMBI OLIIOro 00beMa

1.1.1.2. JKujixue nexaperneninnic Gopmut Manoro ofbema

1.1.1.3. JInodmmzarer

1.1.1.4, Trepanlc NCKapeTBSHILIC DOPMBY It IIMITIATITATLL

E

1.1.1.5. Merkie nekapeTBelinle (JopMbl

1.1.1.6. IIpouas npojtykiist, NpOH3BOIIMAS B ACCHITHUCCKUX YCIOBUS

lar  nd

1.1.2. Tlonsepraevag dunumiioii crepunmsai (onepaiun 06paboTki i CIIeAYIOIIK JCKapCTBEHHLIX (hopm):

[.1.2.1. Xuakne siekapersenbie Gopamnt 0015010 06beMa

EE & 4

1.1.2.2. JKujikie J1eKapCTBCIHLIC (OPMbI MAIOr0 06beMa

5

1.1.2.3. Teepaple JiekaperaCinbie (JopMbl 4 UMINIANTATH

I.1.2.4. Msrkune Jickapersenunie (popmul

A1

1.1.2.5. Ilpoyas uposmyxkis, 1ojisepracmas Gunimnoi cTepunm3amin

1.1.3. Bpiiyckaiomuii ko1rrpoJits kaucecrsa (BLIycK cepin)

1.2

Hecrepunnlias npoayxus

1.2.1. Hecrepuabtas npojiyKigs (TeXIoNOrHUCeKIe Orepatyii s NOJIYTEIHA CIIC/YIONINX JCKAPCTREHLIX (Popm):

1.2.1.1. Kamcyisl B TBepioii obonouic

1.2.1.2. Kancyinl 8 MArkoit o8oiouke

R 3

1.2.1.3. JKepatennimic JieKapeyBeHine GopMLl

1.2.1.4. Hmopernmpopaiiible JICKapeTBeHIIsIC (opMa!

1.2.1.5. Xnpne nekapersetiibie popMBl s HAPYKIIOr HIPUMEHeHMs

1.2.1.6. SKuaxuc nexaperBenibie popmMbl 18 BIYTPEIHCTo PUMEHICHH

1.2.1.7. MeIHIHICKHE Fa3bl

1.2.1.8. I1pouse TBEP/HIC JIEKAPCTRCHIILIC (JOPMSI

1.2.1.9. 1lpenaparnl, 11:XO0IAITECS 10/1 KaBICiHICM

1.2.1.10. Papuonyknuunnie rellepaTopLl

1.2.1. 11, Margne siekaperseiinie opm

1.2.1.12. Ciean (cyunozuropun)

1.2.1.13, TaGuerku

1.2.1.14. TpaucacpMaiblbIC TIACTHIPH

1.2.1.15. TIpouas necTepiiniias NpoLyKIis

1.2.2. Buimycxaonuii KONTPOIIb KauecTsa (cepruduikalys cepun)

brionormnuccxasn JICKapCTBRCHIIAs NDOIYKIMA

1.3.1. brrosioruveckas JCKapeTBeHuas MPoLyKIIs:

1.3.1.1. TIponykrsl Kposu

1.3.1.2. VIMMyHOmoruieckast po 1y

1.53.1.5. TIpoayKiis 112 0CHORC COMATIFICCKIIX KICTOK (ITPONYKIIMS JUIA TEPAIIH COMATHUCCKIMIT KIICTIaN1Y)

1.3.1.4. 'cHotepanes irieckas pojIyKIws

1.5, brorexiionoririeckas npoaykuns

1.6. TTpoy ki, pRyICIeHEAS 113 SKIBOTHLIN HCTOUIHKOR W opranos (Tkaicii) uciopcka

1.3
13
1.3

1.7, Tranewmbkencpnas UPOAYKINLE (IPOJYKLIS TKAICBOi HIDKCHEPHIT)
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EBpa3suitckuii akoHOMUYeCKMIA colo3

Ne GMP/EAEU/KZ/264-12-2025

1.3.1.8. Ipoyas Guosoruucckas NCKapCTECIIAA LFOAYKILNS

1.3.2. Bun CKAIOUIH KONTPOoIL Kauccrea (ceprin HEQIIIE CCPUH) (ITICPpCUCHbL BH,D,DB 1 OIJ, /KITHIT )
I I P P

1.3.2. L. Ipojyxrnr kpost

3

B

1.5.2.2. UIMMYyDoIoriueckas 1po Ly sis

1.3.2.3. Hpo/yK1nl L& 0cHOBEe cOMaTHYECKUX KACTOK (POAYKITHS JUIsl TCPATTIN COMATHHECKIX KJICTOK)

2

1.3.2.4. FenoTeparepTiicekas npo LyKis

o
wn

. Buorexmonorieckas THEONYRIDA

i [1})0}1\/}{1[11}1, BLIJICHICH s 113 SKUBO VLI HCTOUYINKOS MUK ODrAilen ('l‘l(?.‘.llCIuE) HUCJIOBCKA

o
Jln

._Pranenimkenepiiast po/iyKumst (NPOAYKLIST TKAICBOH HIDKCHEPII)

] e
Lo Lo | La ] Lo

il L B
oo | ~3

. Lpovias Guonoruueckas ICKapeTBCias HPOAYKIHS

1.4

HPO‘ISH JEKapPCTECHHAA NPOJYKIIHS W HPOU3BOJICTBCHIAS JICH {CHLHOCTL

1.4.1. Tlpouzeoncreo:

L4.1.1. PacTHTesbHAS MPOAYKIIS

1.4.1.2. T'omMeonaTrieckoi nporyKimm

1.4.1.3. Hipouas mpouyisus

1.4.2. Crepiuzalius (apMatcsTHICCKUX CYGETanit, BCIOMOraTelbUBIX BENECTR, FOTOBOMH 1iDOAYKLILL

> [

1.4.2.1. Gunnrpanus

.4.2.2. CyxoxapoBas crepim3an s

1.4.2.3. Crepuiinzans niapon

1.4.2.4. Xumimaeckas crepuiiusanis

1.4.2.5. Crepri3alus raMMa-n3iiyuciica

1.4.2.6. Crepuusaius 30eKTPOHILIN W3y YCHHCeM

1.4.3. ITpouce

Vnakoeka

1.5.1. llepsuranas YIAKOBKA:

1.5.1.1. Kancynst 8 TRCpI0i 0b6onouke

1.5.1.2. Karcyinl B Msirkoii oGoJionke

1.5.1.3. ¥epareanublc ICKancTREHILIC dhopmel

1.5, 1.4, MIMOPErunpoRaniILIc TEKapCTECHILIC (IOPAK]

1.5.1.5. JKmyixuc nexapersenupic GopMbl Uit HAPYKIIOT0 HPUMEHCHHSL

1.5.1.6. JKupkiie aexaperseiinie GOPMBL Ui BIYTPSIICIO NPUMENHs

1.5.1.7. Me ek e raskl

1.5.1.8. TIpouue TBEp/IbIC JiCKAPCTRENIILIE (HODMLI

1.5.1.9. Ilpenaparnl, Hax0 e oL JIABICHICM

1.5.1.10. Pajinonykynjunie releparopLt

1.3.1.11. Markuc JiekapcTBeliibie (PopmMEl

1.5.1.12. Ceeun {cyrmioznropii)

1.5.1.13. Tabnerku

1.5.1.14, TpancaepMasibIIbic [LIaCThpH

1.5.1.15. llpouas necrepiibias JIELapCTRENNAS HPOLYKIUTs

1.5.2. Bropuuuas (norpeburenncxas) ynzvcomm

1.6

Konrposs kauccrna

X

1.6.1. MuxpoGuonoriucckue HCrnsiTallis: CrepiLIoCTh

1.6.2. MuKpOGHOIOrMHECKOC TECTHPOBAIINE: Muhpoﬁuoum ccKas qucx 0Tl

X

1.6.3. Xunnueckue (huznucciie) ermitanis

X

1.6.4. BHONOTHYECKHC UCTILITAIIMS

B ornoiennn mo6nix OI’p'lllIl‘ICIIHﬁ mi nogcieil, OTHOCANNGST K JIBBILIM MNOIBBOJCTRCHITLIN  OTICPAIIHAN (3(1. JTICKITIOMCTITICN
CNY'MACE, KOUAA NOACHCHIE ABIMCTCS 00N KOMMEHTAPICM K TPONICCCAM Ha TIPOH3BO{CTBCITHON OOLC]{TL) rjie Oul 1 NRHIMCHANLIC

| 9TH orpanuueug uAn noscHenHs, HeoBXOINMO BIIIOTATE OT CHIIKY K COOTBETCTBYIOWICMY HoMepy IyiikTa cepruduikara GMP.
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EBPasUCKUIA SKOHOMUYECKUIA COl03

Ne GMP/EAEU/KZ/264-12-2025

2. UMOOPT JEKAPCTBEHHOM HPOAYKUMH

2.1 | Komrposn kaectsa MMIIOPTHDYCMOi JICKAPCTBECHION IPOLYKILIT
2.1.1. MAKpoGHOJIOr MUCCKIG HCLBITAHIS: CTERUILIOCTT
2.1.2. MuKpoGHOIOrMIecKOe TCCTHPOBAILIE: MEXPOOHONOIHICCKAS MUCTOTA
2.1.3. Xumsneckne (PU3HICCKUC) HCIBITAHUS
2.1.4. BHonora4cckue HenbiTanms
2.2 | Cepruduxanus cepmir uMIopTHpyeMoii ekapetieHol IpoyKIHH
2.2.1. Crepuiibuas npOAYKILIsE:
1.1, ITpou3BoiiMast B acemTiecklx YCHGEIX
2.2.1.2. Noasepraemas Quinuunoli crepuiizanys
2.2.2. HecTepuabhias nmpojLyKIHs
2.2.3 buooruuecKas JICKAPCTRCIIAs POy
2.23.1. llpomyKTsl KPOBH
2.2.3.2. Mmmynonorsucckas UpoJlyKIs
2.2.3.3. IlpojtyKumst Ha OCHIOBE COMATIMECKUX KNCTOK (IIPOJLYKIMSL JUls "iep'lmm COMATHUCCKUMIT KiIeTKamin) |
2.2.3.4. TeHOTCpaneBTHICCKIE HIPOAYKTLI
2.2.3.5. bUOTEeXIT0JI0rIYCCKas POYKILIs
2.2.3.6. Mpopykusist, BBICACHIAS 113 KHBOTHLIX ICTOUHHKOB LI opraios (Txascii) uenoneka
2.2.3.7. Txaneumkenepas npoyKInis (LpoJLyKIws TKaleBOH HAMKCIICPITT) |
2.2.3.8. llpouas fuomornyeckas JICKapeTEemas PO/ KILA .
2.3 | llpouast ieaTenLiocTL 110 UMIopTy (BEO3Y)
2.3.1. [nomaka (zuueckoro nmrnopra (BBO3a)
2.3.2, Mmnopr HPOMC3KYTOUHOMH NpojtyKIus, nojwepratouieiics janbueiireit obpaborke
2.3.3. llpouee
3 HI’OMSBOJJ,CTBLIIHI)IE ONEPALIAM — (DAPMAUEBT WYECKUE CYBCTAHIIMH
DapManesTiueckas cyberanius (cyﬁcmumm)
3.1 | TIpou3ssoAcTEO (hapMaLeBTHUCCKUX cyBCTaHiii MCTOIOM XIMHICCKOTO CHITTC3a
3.1.1. TIpousno/ICTBO MPOMEKYTOUILIX IPC/IYKTOR (hapMaleBTINCCKOi cydeTaniing
3.1.2. TTpon3BO/ICTRO HEOUHIIEHHOI (BAPMANCHTHICCKOTT [ cyBeTalHi
3.1.3 Coacobpaszosatne (0UNCTKA):
3.1.4. Tlpouee o
3.2 | lpoussojcreo cpapmaucﬁ'rw;ecum cy(craumm M(,lelclM]i BL 111u101msr 13 LPHPOJIHLIX HETOUHHKOR
3.2.1. Boiienenue (apmManeBTHICCKHX cyBCTaiiii u3 HCTOMINKOB PaCTIITCILIOI0 ITPOHCKOIKJICHMSE
3.2.2. Buyreneie GpapMatenTuIeckix cyGeraimii 13 MeToUIIKOB KUBOTHOTO 1IPOICX0KIICIIS
3.2.3. Boyresienue gapmanestuticckux cyGeranimil us opranos (Tkamneii) uenorcka
3.2.4. Buacucnue (apManeBTUHCCKUX CyGCTaniuii 13 HCTOYIIKOB MHHEPAILLON0 IPOHCXONICHI
3.2.5 Moandukaiyis Relienenoil (hapmauesTIreckoli cyberaniym (yxazplpaerces n3 nyuxros 3.2.1-3.2.4)
3.2.6. Ounerka BeencINOl Qapanesriiicckoii cyGeraniny (Yka3blRacTes NCTOYNNEK B3 NYIKTOR 3.2.1-3.2.4)
3.2.7. llpouee -
3.3 | [lpoussojictso QapMatcBTHICCKIX cyBeTatiyil ¢ 1eloN30BalneM GHONOIHUCCKINX IPOIECCoB:
3.3.1. Depmerrraius
3.3.2. TIpoisBojicTRO C  HCHONBIOBAINCM  KIICTGULLIX KYJBTYP ' (ykazatn TH
HCTIONB3YEMBIX KJIGTOK) (T10]1 yrasaien THI KICTOK HONHMACTCA X THIIOBASL CHICIIIHOCTS, NS, [ITAMM I IE
npoiee)
3.3.3. Brutenenue (omierka)
3.3.4. Moauguikanus
3.3.5. llpouee
3.4 | Ilpouzsonc TRO CTEPHIILIBIX d)dp\mucn TITUCCKITX cyouﬂumm (paznens: 3.1, 3. 2, 3 JIOJOAKCHLI BLITL 3A110JCTIRI, G
LIPHMEHIMO) '
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EBpa3suiickuii sKoHOMUYeCKUIA CO03

Ne GMP/EAEU/KZ/264-12-2025

3.4.1. PapmaucBTHYECKHE CyOCTaHIIMH, IPOH3BOJIMMBIC B ACCTITHYECKMX YCIOBUIAX
3.4.2. ©apmaneBTHYCCKMe CYOCTAHIMY, TOABCPracMbIC (DHITMIIIION CTCPUIH3AIINK
JapepIIaoIIHe CTaJNH TPOM3BOACTBA HAPMALCBTHICCKHX CYOCTAIIIMI
3.5.1. Craanu (usnueckoii 00paboTKu:
3.5.2. TlepsHyHaa yriakoBka
3.5.3. Bropuyuas yrakoska
3.5.4. Tlpouee (ykasarb /u18 onepaluii, He ONUCAHHBIX BhIIIC)
Konrpons kauecrsa
3.6.1. PuzHyCCKUC (XUMHYCCKHE) MCILITAHMS
3.6.2. MukpoOHOIOrnueckue MCIblTanus (BKIOUas HCIBITaNMs! 114 CTCPHIILIOCTS)
3.6.3. MukpoGHOII0rHYeCKUC HoUbTaist (HCKIIOHAs HCIBITAIM 2 CTCPHILHOCTD)
3.6.4. buosnornyeckue nensITanus

4. IPOYUE OIEPALHUH - PAPMAUEBTHYECKWE CYBCTAHIWUU

Orpanuuenis I NOACHUTC/ILHBIC 3aMCTKH, KACAIOMHMECs 00AcTH IPUMEHCIUS CepTHUKATA;
Honpasmen 1.1.1.2 pacnpoctpansercs HCKIFOUATCIBIO A NPOIYKIMIO, BEITYCKACMYIO B MPEIBAPUTEILIO HAIONCHILIN
HITTPULAX;

B cocrase npoussojictsenoil HHPPACTPYKTYPBI HPEAYCMOTPEH JOTONIMTENbIbIA cK1an mo agpecy Lambhagavegi 7
Reykjavil, 113, Iceland, npeiHasnaueHnsiii st Xpaneins u 0t6opa mpod chIpLA H MaTCPHANIOR.

Paiimkyaosa IV,

3amecrurens Lpeacenarens
Komurera MeJiMimMnckore 1
(hapmManeBTHaeckoro KOHTpoJIs
MuncTepeTsa 34paBoox parerims

Pecnybinakn Kazaxceran
(DO, poxknoeTD)

(nennuen)

78, 12 .R0RT

(ara moanucanns, A3, Mec. 1err)
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