EBpasuiicKmMii 3KOHOMUYECKUIA COl03

PI'Y «KomureT MEIMUMHCKOIO H (hapMalleBTHYCCKOTO KOMITPOIIA
Munucrepersa 3apasooxpanenns Peenybiukn Kazaxcrany

CEPTUDOHKAT
COOTBETCTBHUS IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPEGOBAHUWAM ITPABHJI

HAJLJ IE}I{ALU,EI::I [TPOU3BOJICTBEHHOM ITPAKTUKH
EBPA3MHUCKOI'O DOKOHOMUWYECKOI'O COIO3A

Ne GMP/EAEU/KZ/216-07-2025
Cpoxk aeitereust ¢ 05 mons 2025 1. 110 04 wions 2028 r.
Boijiaii 110 wroraM TpoBeJieHus  (apMaleBTHYCCKOH MHCIICKIMKM B COOTBCTCTBHM ¢ IlpaBniamn

nposejienus  (papMaleBTHUCCKUX  MHCHCKUME,  yrsepaiacuubivi - Pemeiimem  Cosera  Eppasuickoi
IKONOMHUCCKOH Komucenn oT 3 1os6ps 2016 1. Ne 83,

Komurer MEJIMIIMIICKOro W (hapMAareBTHIeCKOT0 KOHTPOJIS
Muiereperia 3apasooxpaiienins Pecriybnnkn Kazaxcran

NOJITBEPAUIACT CIE/YIONICE:
npoBeicHa (hapMareBTHIecKas HICHCKIINs

Indusirias Farmacéuticas Almirall, S.A.
Ctra. Martorell, 41 — 61,08470 Sant Andreu de la Barca. (Barcelona), Spain

Ha OCHOBALIMM:

- sasipienns ot 28.06.2024 rojia na NpoBCICHHC HICICKINK 11 COOTBETCTEAC TpeboBanuAM HaAneKalleil
1POM3BOACTRCHITON NpakTHKH EBpazniickoro sKoHOMHUCCKOI0 cOI03a (MHOC OCHOBAINE).

Ha ocnopanmy CBEJICHMH, MOJNYUEHHBIX P HPOBE/CHHM (HapMAleBTHYCCKON HIICICKIIMN, NOCHCAIsSS 13
KOTOpBIX Obuta nponejcia ¢ 02 no 05 mons 2025 roja, ycranonieno, 4o J@AHNOC (apMaleBTHIecKoe
IPOU3BOACTBO cooTBeTeTBYCT Tpebosanmsm IlpaBui Hajuiexkaniei HPoN3BO/ICTBCHHON 1IpakTkn Espasniickoro
IKOHOMMUCCKOIO €0103a, IKBUBANCHTHLIX |lpuimupmam u PykosojcTsy Espornciickoro coroza no nauiexanci
1IPOM3BOJICTBEIIION NPAKTUKE JICKAPCTBCHHBIX CPEJICTB JUIS MC/MIMICKOIO M BCTCPHIAPHOIO HPHMCHEIHS |
npunnam ChuereMsl coTpyatycceTsa (apmanesruicceknx uucnexuuii (PIC/S).

Hacrosumii  ceprudukar orpaxacT cTaTyc IPOM3BOJCTBCHION IJIOIAKA HA JIATy [POBC/CHUs
(apMaleBTHYECKOM HHCIICKILMU 1 110 HeTeHeHHn Golice 3 JICT OT JIATbI HPOBEICHHS IOCAC/EIO st HOCHCIIHEro
MICIICKTHPOBAINS HE MOKET CHHTATHCS JOKYMEHTOM, CBIJICTCILCTBYIONNM O c¢rartyce coorserernis. Cpok
jelicTBrs cepTHdUKaTa MOKET ObIThH COKpAICH 1IPH HCHONB30BAHNU COOTBETCTBYIONX NIPHHIMITOB YIIPABIICHMI
pUCKaMH IpH HAIWYHH COOTBCTCTBYIONICH 3arcu B nosie «OrpaHuyCHHs WM HOSCHUTCIbIbIC 3aMCTKH,
Kacalomuecs 0BIIACTH MPUMEHCHI HACTOAIIEIO CepTHhHKATAN.

Ceprudukar sBaseTcs ACHCTBUTCIILHLIM B C/IyHae 11PE/ICTARICHNSA BCCX €0 JIMCTOB (KAK OCHOBILIX JIMCTOR,
TAK M JIONOIHUTSILHBIX JTHCTOR).

AYTCHTHIHOCTD (IOJUIMIHOCTD) HACTOAIICIO cepThHKaTa MOKHO HPoBepHThH B Gase fannbix Komurera
MEJIMLIHIICKOrO M (hapMalCBTHUCCKOr0 KOHTPosist Munuctepersa spasooxpatenus Pecnybiankn Kazaxcran.

Eciy ceprudukar He [NPCACTABNCH B yKasaloil 0ase JaunbIX, Cle/lyeT 00paruThes B yIOJIHOMOUCHHDI
opra, ero BbljIaBILHIA.
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EBpasuiicCKUii SKOHOMUUYECKUIA COI03
Ne GMP/EAEU/KZ/216-07-2025

X

JlekapeTBEHHBIC CPEICTRA JUIS ME/IMUMICKOTO IPUMCHCH M

JlexapeTRelble IPeNApaThl VIS KIMIMYCCKUX HCCe/I0Batiki (MCIbITat i)

Ko

Haumenosamnue

1. NPOU3BOJICTBEHHBLIE OIIEPAUMH - JIEKAPCTBEHHASI ITPO/LY KLV

1.1

CTepunpHas UpoLy KL

1.1.1 ITpou3BoAMMas aceIITHICCKIM ITyTeM {oncpaliiin 00padoTki JUIA CIIS/TYIOUMX JICKAPCTRCIIBIX thopm):

1.1.1. XKuuxue ckapersenubie GopMel 0011611010 00beMa

1.2. Xujikue nekapcTBeHHbIC (JOPMBI MAJIOro 00hema

1.4, TeepapIc JICKapCTBCHHLIC (OPMBI H HMILIANTATLI

I.

L1,

1.1.1.3. Jlnopunuzarsl
1.1.

1.

1.1.5. Msirkue ieKkapeTBeHILIC GOPMLI

1.1.1.6. Ilpouast IpoLyKILMsl, TPOU3BOIMMAS B ACCIITHYCCKHUX YCIIOBUS

1.1.2. loasepracmas GMUMLINION cTCpHIM3AIIH (oncpalnn 00paboTKK juls CICAYIONX JICKaPETBEHIIBIX hopm)3

1.1.2.1. JKupxue sexaperseiubie Gopmbl 60i1b110r0 00HeMa

1.1.2.2. Kujnkue jiekapcTBCHHbIC (POPMbI MAJIOI0 00heMd

1.1.2.3. TBeptbie eKapeTBCHHBIE GOPMBI M HMIIAITATEL

1.1.2.4. Msrkue aekapcTBeHHbIC (POpMbI ,

1.1.2.5. Tlpouas upoayKims, nojsepraemas QUHUIIHON CTCpUIM3aliT

1.1.3. Boinyckalonyii Kontposib kauecrsa (BLIIYCK CCpuu)

L2

Heerepuibias NPoJLyKLMs

1.2.1. Hecrepuibnas HpoJTyKIMs (TCXHOIOIHUCCKUE OICPAIIMN JUIS TIOJIYHCIIIA CIIC/LYIONHX JICKapCTBCIILIX (hOpM):

1.2.1.1. Karicyist B tBepoii o6oJiouke

1.2.1.2. Kancyni! B Msarkoii obonouxe

1.2.1.3. XKeparenHble JICKAPCTBEHIBIE (OPMDI

1.2.1.4. IMIpCriypoBatible JICKApCTBCHILIC (JopMbl

1.2.1.5. JKujxue siekapcTBeHHBIC QOPMB] U HAPYXKIIOTO HPUMCHCHIS

1.2.1.6. Muykue jiekaperBeHiibie (hopMB! JUISL BHYTPCIHICIO [IPHMCHCHHS

1.2.1.7. MeauIMICKHE 1as3bl

1.2.1.8. TTpoune TBep/IbIC JICKAPCTBEINLIC (POPMEI

1.2.1.9. Ipenaparsl, HAXOASLIHCCS 1101 JIABICHHCM

5

1.2.1.10. Pajitonyxjiijilible TeHEpaTophl

1.2.1.11. Markue Jickapcrsenieic hopmel

1.2.1.12. Ceun (cyniozuTopun)

1.2.1.13. Tabnerku

€Y ]

1.2.1.14. TpanciepmallbHbIC ILIACTLIPH

1.2.1.15. llpouas necTepMiibHast pojyKIns

R

1.2.2. Buinyckaioniuii KoHTpoJih KauecTsa (cepru(ukaims cecpum)

Buronornueckas JICKAPCTBEIHAS LIPOLYKILH

1.3.1, Buojoryueckas JIeKkapeTBeIHas POy KInsl:

1.3.1.1. [lposykTsl kxpoBu

1.3.1.2. FiMMyHOIOIMYCCKA HPOYKIHS

1.3.1.3. TTpoyKLis Ha OCHOBC COMATHYCCKMX KICTOK (LIPOJIYKLMS JUIs TCPAIHT COMATHICCKUMH KJICTKAM 1)

1.3.1.4. I'enorepalieBTHUCCKAS IIPOAYKILHS

1.3.1.5. BHOTEXHONOIMYCCKas HPOIIYKITHS

[.3.1.6. ITpojtyKiusi, BEUIEICHHAS M3 XKNBOTHLIX HCTOUIMKOB HIIH Opranos (TKaieif) HejioBeka

1.3.1.7. TraseuKeHCpHAH HPOAYKIHS (IIPOJLyKIHS TKAHCBOH HIDKCHICPHH)

At ba a8
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EBpasuiiCKMiA SKOHOMUUYECKUIA COL03
No GMP/EAEU/KZ/216-07-2025

1.3.1.8. Ilpouas Guonoruueckis JekapcerBeitas IPoLYKIHA

1.3.2. BhliycKalouwii KOWTpob KauecTsa (CepTuuiKaius cepuu) (1iepeuciih BUIAOB PO KLHH):

1.3.2.1. Ilpoaykrhl KpoBH

1.3.2.2. UMMy HOJIOTHUCCKAs! TIPOLYKIUS

1.3.2.3. I1pojtyKThl Ha OCHOBE COMATHUCCKIX KICTOK (IPOILYKILMA JUIS TCPalni COMATHYCCKIX KIICTOK)

1.3.2.4. I'enorepancpTryccKas NpOLYKILIs

1.3.2.5. buorexHonoruyeckas 1npoJyKims

1.3.2.6. TIpoiyKItHs, BHIISICHHAS M3 2KHBOTHBIX HCTOYHHKOB MJIM OpraiioB (TKAICH) UenoBeKa

1.3.2.7. Tkauenpkencpuas npo/ykis (POJyKIMs TKaHCBOR MIDKCHCPK)

1.3.2.8. 1lpouas GuosoruiccKas JicKkapeTseias IPoIyKIIs

I—IPOL[EIH JICKAPCTBEHHAA NPOJIYKIMA WK TPON3BOACTBCITHAA JICATC/ILHOCTE

1.4.1. TIpoussoacrso:

1.4.1.1. PacTuTennuas [poyKIHs

1.4.1.2. "'omMeconaTHIecKoil IpoIyKIMH

1.4.1.3. Tlpouast 1poyKLus

1.4.2. Crepuiuzauus GpapMareBTHHCCKUX cy0cTanlMid, BCIOMOTATCIBIbIX BEINECTB, FOTOBOH IIPOJLYKIMH:

1.4.2.1. Ouaprpanus

— el

1.4.2.2. CyxoxapoBasi CTepuIn3ams

1.4.2.3. Crepurimzanins napon

1.4.2.4. Xumuicckas cTepriImM3alius

1.4.2.5. Crepriinzaius raMMa-Haj1yeHneM

1.4.2.6. CTepuinsalus 2JICKTPOHHBIM H3JIYUCIHCM

1.4.3. Ilpouee

YnakoBka

1.5.1. [lepuynas yrniakoBka:

1.5.1.1. Kancyinet B TBEpI0i 0DoN0YKe

1.5.1.2. KancyJisl B MsATKOI obosouke

1.5.1.3. Xerarenplinic JICKapeTBEHHLIC (OPMBbI

1.5.1.4. IMOpernupoBalikle IeKapeTBenHLIC (popMbl

1.5.1.5. Xujikue sexaperBeHHble GOpMBL Ul HAPYKIIOIO HPUMCICHHS

1.5.1.6. XKupkne nekapeTBeHibie GOPMBL JUIs BITYTPCHIICTO HPAMCTICHMS

1.5.1.7. Memiuickue rast

1.5.1.8. Ilpouuc TCpJbIC JICKApCTBEHIILIE HOPMLI

1.5.1.9. llpenapatrsl, HAXOUALMCCH 110]( JIABIICITHCM

1.5.1.10. Pajinonykina(ible reHepaTophl

1.5.1.11. Msirkue JICKapeTBEIHBLIE POpMLI

1.5.1.12, Ceeun (cynnosuropum)

1.5.1.13. Tabuerku

1.5.1.14. TpauciacpMalbibie IUIACTLIPH

1.5.1.15. TIpouas necrepuiibias JCKAPCTBCHIAsH IPOJLYKILNs

1.5.2. Bropiunas (norpebureibekas) yiuakopka

KO!I‘I‘pOJ]b KauecTna

1.6.1. MukpoOHOIOrHHCCKHE HCIILITAIHA: CTCPMILHOCTh

X

1.6.2. MHKPOOHOJIOTHUCCKOC TCCTUPOBAING: MUKPOOHOJIOTHHYCCKAs YHCTOTA

X

1.6.3. Xumnueckue ((PHINUCCKUE) HCIIbITAHNA

1.6.4. BUOIOrHYECKHE UCIIBITAaHKs

3 oraomenun modbIX OI‘pEilIH‘-ICElHF[ MM HOSACHCH, OTHOCHIIMXCA K JAalibiM [IPOHSBOACTECHILIM  OHCPALHAM (30 MCKNOUCH I
caydaen, Korja MoACHCHUC ABIACTCH oMM KOMMCHTApPHCM K IIpoileccam Ha MPOUBBOJACTBCHHOM (JG‘I;CK’I‘G)‘ rjc Onl 1n NPUMCHATH

JTH OrpanuuCHs UK TOACHCHAS, HeoOX0JAMMO BKINOYATE OTCLUIKY K COOTBCTCTBYIOMICMY HOMCDY HYHKTA cep’m(])mcam GMP.

Cabadiaiiad 1z.S.
L




EBpasuiickmnii SKOHOMUYECKUIA COHo3
Ne GMP/EAEU/KZ/216-07-2025

2. UMIIOPT JIEKAPCTBEHHOM IMPOAYKIIMH

2.1

KOHTpOJIB KAYCCTBA MMITOPTHPYCMOM JICKAPCTBCHHON IIPOLYKIHH

2.1.1. MuxpoOHOJIOrM4eCKMC HCHLITAIMS: CTCPRILIOCTh

2.1.2. MuxpoGHonorHicckoe TeCTHpOBaue: MUKPOOHOJIOIHICCKas YHCTOTA

2.1.3. Xumigeckue ((3M9ICCKHC) HCIBITAHMSA

2.1.4. BHOJIOrHYCCKHE UCIILITaluA

2

Ceprudukaling cCpHi UMIIOPTUPYEMOi] JICKAPCTBEHIIOH TIPO/LyKin

2.2.1. CTepuibHas NPOAYKIIHA:

2.2.1.1. [lpouspojumas B acCIITUYCCKUX YCJIOBHAX

2.2.1.2. Moppepracvmast (GuHHIIHON CTEPUIIM3ALIIN |

2.2.2. Hecrepunniiasi NpoayKImus

2.2.3 Brosioryyeckas JICKapCTBEHUas POy KIHs;

2.2.3.1. IlpotyKTbl KPOBH

2.2.3.2. UMMyHOIOrMYECKas IPOLYKILMS

2.2.3.3. IlpoiyKImst Ha OCHOBE COMATHIECKIX KICTOK (IIPOJLYKIMSA JUlsl TCPALNM COMATHYCCKUMU KIICTKaMH)

2.2.3.4. I'cHOTCPALICBTHYCCKUC LIPOAYKTHI [

2.2.3.5. BHOTEXHOJI0rMYCCKas IPOLYKIIUSA

2.2.3.6. T1pojiyKiysi, BhIJICJICHHAA W3 KUBOTILIX NCTOYIMKOB MK OPraioB (TKaIei) Yenoneka
2.2.3.7. Trancuikenepias npoaykuns (HpoJLYKIHs TKAICBOH HIDKCIICPUN) |a

2.2.3.8. [Ipoyas 6UOIOrHHCCKAS JICKAPCTBEHHANL UPOILYKITHS ) G

23

1Tpouast JeATenilocThb 10 UMITOPTY (BBO3Y)

2.3.1. [nomajka gusmucckoro umnopTa (Baosa)

2.3.2. UMiopT npoMexyTouHOH IpOAYKIMH, TIo/IBepraioniciics japHeiinieii oopadorke

2.3.3. Ilpouce

dapmanesTiyeckas cyberanims (cybeTanimm):

3. [IPOM3BOJICTBEHHDIE OIEPALIMH — ®APMAUEBTUUECKHUE CYBCTAHLIMKA

3.1 | TlponzBojacTso (papMalCBTHUCCKM : cyBcTatnil MCTOJIOM XHMHYCCKOIO CHITTC3a
3.1.1. Ilpou3BO/ICTBO NPOMEIKYTOUILIX IIPOJIYKTOR hapmanenTuucckoii cybcranimn |
3.1.2. TTpon3r0/CTBO HCOYHMIICHHOI (hapMalleRTHUCCKOI cyOeTaliium
3.1.3 Coneobpasosanne (0UNCTKa):
3.1.4. Tlpouee

3.2 | [lpousoacTso (apMaleBTHICCKUX cyOCTANLMl MCTOJAMI BEULCJICITM W3 NPIPOILIX HCTOUNHKOB
3.2.1. Buinenenue dapMalesTuiecknx cydcratiiii 3 UCTOYHHKOB PACTHTCILHOIO 1TPOHCXOKICHMS
3.2.2. Briienenyne (GapMarncBTHICCKUX CyDCTailil M3 HCTOUHHKOB KUBOTHOTO IPOHCXOMKICHHA [
3.2.3. Boutenenne GapMaucsTnycckux cybcrauimii 13 opranos (rkaneii) yesnoseka
3.2.4. Bpiienenne apMalcBTHICCKHX cyberannii 13 MCTOUIMKOB MUHCPAITLIONO HPOHCXOMICH U
3.2.5 Moandmrains sbienenioi gapmalesriycckoii cyberanpm (ykaspisacres us irynkros 3.2, 1-3.2.4) J
3.2.6. OuucTka BhUICHCHION (apMalieRTHYecKOi cyOcTaiiiy (YKa3pBaeTCs NCTOUNMK W3 1ynkTos 3.2.1-3.2.4)
3.2.7. Ilpouce ) o

3.3 | IlpouseojcTrO (papMAlCBTHUCCKIX CyOCTanii ¢ Hetio/ib3oBaiueM GO0 HICCKIX HIPOLECCOR
3.3.1. QepmeHTaLUA
3.3.2. llpou3BOJICTBO €  MCHOJIL3OBAIINCM  KICTOUUBIX  KYILTYP o (vkazarh  TH)
HCTIONBb3YCMBIX KIIETOK) (10JI YKa3alueM THI@ KICTOK HONUMACTCS UX THHOBAS CUCIHGUUHOCTD, JIHHHA, LITaMM
npodce)
3.3.3. Buyieneine (0MneTKa)
3.3.4. Moauduxalys
3.3.5. lipouee -

3.4 | Ilpomssojactso cTepitbibix (papmaieBTHIccKnX cyberanumii (pasaesst 3.1, 3.2, 3.3 J0I0KHb] OBITH 3a10JHCHLL, 1

HPUMEHIMO)

f )
Py H - H3 -5




EBpasnificKMii IKOHOMUUECKUIA COIO3
Ne GMP/EAEU/KZ/216-07-2025

3.4.1. dapManeBTHUCCKHE CYBCTAHIIIN, IIPOM3BOJIMBIC B ACCIITHUCCKUX YCIOBIHSIX

3.4.2. dapManesTHICCKIE CYOCTAHINH, TIOABCPracMbIC (PHIMIIHON CTCPITH3AIIN

3.5 | 3apepuiaroniue CTaHK MPOH3BOJICTBA (hapManerTHIecKux cyoeTanti

3.5.1. Craguu duzuvcckoil 00paboTku:

3.5.2. llepuunas ylaKosKa

3.5.3. Bropuunas ynakonka

3.5.4. Ilpouce (yKazarh JUIA OlLCPalMid, HE OIHCAHTLIX BLLLI

3.6 | Kourpoun kayecTna

3.6.1. ®uznicckue (XMMHYCCKHE) NCHLITAIIMS

3.6.2. MukpoGHOIIOrHYECKUE UCTTbITAIHS (BKIIOUAN HCILITAIINS 1A CTCPHIILIIOCTL)

3.6.3. MuKkpoGHOIOrHIeckie HCILITalus (MCKIOYas HCHIBITALNA 1A CTCPHILHOCTD)

3.6.4. BHOJOrHYCCKHE HCILITAHNS

4, IIPOYUE ONEPAUUN - DAPMANEBTHYECKHUE CYBCTAHUMWK

OQrpaitucis WM HOACHHTEILIBIC 3aMCTKIL, Kacaloliees obiacti npuMencus cepriduxara;
1.2.1.8. TTpouuc TBCPAbIC JICKAPCTRCHHLIC (POPMBI: MIOT0;i0311biiT HOPOUIKOBLIA HiIlaIsITop.

baiirybacs E.2L

K. o. 3amecrurens Hpejcenaresns
Komurera Meinuuickoro 1 Y
(hapmalCETHICCKOrO KOITPOIs )
Munucreperna 3/{paBooxpatcus

Pecnybiaxn Kaszaxcran MLIL 919y T

(@.H.O., momoeTs)

10.01. 2088~

(MA12 HOJEICANIs, JUL MEC.ITT)

CoomabaniaS.aua.s.




