EBpasuicKunii sSkKoHOMUYECKUIA coto3

PI'V «Kom#TteT MeAHUKMIICKOIO 1 (hapMaleBTHUECKOTO KOHTPOJIA
Munucrepersa 3apasooxpatciud Pecnyonuxn Kaszaxcrany

CEPTUDUKAT
COOTBETCTBHUA ITPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPELOBAHHAM ITPABHIJI
HAJUIEXAIEN TTPOM3BOJICTBEHHOHM [TPAKTHKH
EBPAZUHMCKOTI'O DKOHOMHWYECKOI'O COIO3A

Ne GMP/EAEU/KZ/271-01-2026

Cpok neiicTeus ¢ 23 oxrabps 2025 roaa no 22 oxrabps 2028 roaa

Beyiann o WToram mpoBeAelids (apMALEBTHYCCKOH MICHCKIMHM B COOTBETCTBMH ¢ llpaBuiamu
nposeacHus  (PAPMAICBTHYCCKUX — MHCICKUMH, yreepaacnnsiMu  Pemenuvem  Cosera  Eppasuiickoid
HKOHOMMHYECKOM KomuceHH ot 3 nosbps 2016 r. Ne 83.

KOMHTGT MEJIHIIHHCKOIro (bapmancwmt[ecxcoro KOHTpOJId
Muiihereperia 3apasooxpaiienus Pecniyonuku Kazaxcran

MOATBCPIKAACT CIICAYIONICE:
npoge/icHa GapMalcBTHYECKAs HHCIICKILS

EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO. (EIPICO)
Tenth of Ramadan City, Industrial Area Bl, P.O. Box 149 tenth, Egypt

112 OCHOBAHNH:

- sasisitenida o1 22.08.2025 rozna ya npoBeACHHE HHCIICKIHY 114 COOTBETCTBUS TpeboBanusm lajesxkanieii
1IPOH3BOJICTRENIION NPAKTHKK EBPasuiicKOro 9KOHOMHUYECKOI0 COI03a (MHOE OCHOBAIMKC).

Ha octioBanuu cseactuii, HOMYICHILIX TIPH MpoBeAcHud (PapMalleBTHUCCKOA HHCICKIMY, NOCIeAHAS N3
KOTOpLIX Obina nposejena ¢ 19 okrabps 1o 23 oxrabps 2025 roja, ycTaHoBIEHO, YTO JIaHHOE (PapMalieBTHYeCKOoe
LPOU3BOJCTBO COOTBETCTRYET TpeBoBarmsm [Ipasiut najexkaiieil npou3soAcTBCUNON MpakTHKN EBpasuiickoro
HKOIIOMHUECKOTO 01033, HKBUBANCHTHLIX [Tpnnunnam 1 Pykopoictry Erporneiickoro corosa no majjeskarieii
NPOU3BOJICTBEHHON NPAKTHKE JICKAPCTBCUILIX CPCJACTB Ul MCJIMIMHCKOTO H BETCPHHAPHOIO NPUMCHEHHA U
npunimnaM CucreMsl coTpyinecTsa (papmanenritieckix nucneximi (PIC/S).

Hacrosmuit  cepruduxar OTpaXkacT cTaTyc HPOM3BOJCTBCINON IIOWEAAKK Ha MOMCHT [POBCICHHA
(apMareBTHICCKOR MICNeKUH W 10 Wereucimy Gosice 3 JIeT OT JI@THI [IOCIEHEro JiNA  HOCICAICTo
MHCTICKTHPOBAIINS HE MOYXCET CHIITATLCS JIOKYMCITOM, CBIJIETCILCTBYIOIMM O CTaryce coorseretsus. Cpok
Jiciicraust cepT(UKaTa MOKET ObITh COKPALILCII P HCIIOJB30BAIINHN COOTBETCTBYIONNX PHHIIMIOB YIIPaBJICIMA
pPHMCKAMHU TIpH [AIMYMKM COOTBCTCTBYIOMICH 3anuen B nolic «Orpanuuciids Miad NOACHHTEILHLIC 3aMCTKIL,
Kacaomecs OGIACTH TPUMEHCHUS HACTOMILEIO cepruduxaray.

Ceprudukar spuscres JCHCTBITCILILIM B CIYUAC IPCIC TABJICHMA BCCX Cro JIHCTOB (KaK OCIIOBIIBIX JIHCTOB,
TAK 1 JIONOJIINTE/IbHLIX JIMCTOB).

AyTenTHaiocTs (MOAMHIIIOCTD) Hacrosiero cepruduxara Moo nposcputs B 6ase gammbix Komurera
MCJIMIIHCKOTO M (JapMalleBTHICCKOr0 KolTpons MutiueTepersa 3pasooxpareiis Pecnybiukn Kasaxcrai.

Ecnn ceme])mcaT HE [pejICTARICH B yKazaunoi faze HAHILIX, CleNyeT 00paTHTLCS B YIIOJIHOMOUCITILIA

oprai, Cro RLIJIABIINI.
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X

HBKHPCTBGHHI:IG CpeacTBa 1Jig MCUMIHMHCKOro HPUMCHCHWA

jISKapCTBEHHbIG npenaparkbl i KIMHHYCCKHX HMCCIIeI0BAHUH (HCHb[T&HHﬁ)

Kon

Iaumcrosanue

1. MPOU3BOACTBEHHBIE OMNEPALMWMU - JEKAPCTBEHHASI NMPOJAYKIHWSI

CrepuibHas NpoJIyKIus

1.1.1 IMpoussoumas acenTuucckum nyrem (oncpainu 06paboTKH U CICAYIOLINX ISKAPCTREHIBIX (hopm):

1.1.1.1. Xunkue nekapctaeHHble GopMel 6061100 00beMa

1.1.1.2. Kuakue nekapcTBeibic GOpMbl Manoro oobema

1.1.1.3. JInodunusarsl

1.1.1.4. Tsep/sle NekapeTBeHHbIC (GOPMbI U HMIIANTATE: OCTAa-AKTAMHBIC allTHOMOTHKK
HCHUUMWUIMHBL; BETa-NaKTaMHbIC aHTUOMOTHRKY LedhaloCIOpHIIbI

1.1.1.5. Msrkue nekapcTBEHHbIE (HOpMBbI

1.1.1.6. ITpouas npomykius, IPOU3BOANMAA B ACENTHYECKUX YCIOBHS:

1.1.2, Toasepraemas GuBMIIHON crepuinsatmi (onepaimn o0paboTK juls CIIEIYIONNX TeKapCTBEULbIX hopM)

1.1.2.1. Kujkue nekapcerrennsie dhopmbl 001b11OTO 00BEMaA

1.1.2.2. J)Kuznxue nexapcTBeHHbIe (POPMB]I MAIOro 00LeMa

[.1.2.3. TBepabie JIeKAPCTBCHHMIC (POPMbI M MMILIAHTATSI

1.1.2.4. Msarkne nekapcTBeHHBIE (POPMbI

1.1.2.5. Ilpoyas nponykuys, nojsepraeMas (QUHHIIHON CTepHIH3aIHH

1.1.3. BoliycKarommii KOHTpoJib KauccTBa (BhIIIYCK CCpHM)

HecreprilbHaA NPOAYKUHA

1.2.1. HecrepnisHas NpoayKUHs (TEXHOJIONHYCCKHE OIISPALMK JUIi TIOYSCHHs CICAYIOUHX JICKAPCTBCHHBIX GopM):

1.2.1.1. Kancyisl B TBepaoi 00004k

1.2.1.2. Kancynn! B MATKOH 060II0UKS

1.2.1.3. Xesarensibic Jekaperseiinbie GopMbL

1.2.1.4. HIMOperanpoBasHbIC JICKAPCTELIIULIC (hOpMBI

1.2.1.5. Xujkne JiekapcTBCHHBIC (POPMbI JUTA HAPYAKHOIO IPUMCHCHHMSI

1.2.1.6. Xujikue Jickaperreniibie (JOpMsI JUlst BHYTPEHHETo pUMelielus

1.2.1.7. MeaMIMHCKHE ra3n!

1.2.1.8. Tlpounc TBCPABIC NCKAPCTECHIILIC GOpMDI

1.2.1.9. llpenaparsl, HaXQALMCCA IO JABICHHEM

1.2.1.10. PaguoRyKnualse reHepaTopsl

1.2.1.11. Msarkue nexapcTBeniibie Gopmul

1.2.1.12. CBeuu (CynnosuTopus)

1.2.1.13. Tabnertku

1.2.1.14. TpancnepMallbHbIC [UIACTBIPH

1.2.1.15. [1pouas necTepunbuas DpOYKIHs:

1.2.2. BRIUTYCKAIONIHMH KOHTPOJIL KauecTsa (CepTHRHKAIN Cepui)

buonornyeckas JICKapCTBEHHAA TIPOJIYKLIMA

1.3.1. buoslornueckas JekapcTsentas NPoIyKIn:

1.3.1.1. IlposykThl KpOBM

1.3.1.2. MMMyHOuIOrHuecKas npoyKilks

1.3.1.3. T1pojtyKiiust Ha OCHOBE COMATHYCCKUX KICTOK (TPOJLKIUAs JUIst TePAlMK COMATHUECKUMA KICTKAMH)

1.3.1.4. 'enorepanesruueckas POLYKIL

1.3.1.5. buorexHonoruueckas mpoJyKIgs

1.3.1.6. TTpoayKiwist, BLIJICICHIIAS H3 JKHBOTIILIX HCTOYHMKOR MK Opranos (TkaHeH) Yenopexa

1.3.1.7. Txauemskencphas MpoayKud (IpoAyKIHs TKaHCBOH MIBKCHCPHH)
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1.3.1.8. Ipouas 6uonoruyccKas JCKapeTBEHHAs IPOLYKLHMS
1.3.2. Brinyckaiomuil KonTpodis kauecTsa (ceprudukanus cepuu) (nepeueHb BUIOB ITPOLYKIMH):
1.3.2.1. [lpojiyKThl KPOBH
1.3.2.2. MMMyHoJIOrHUECKas POy KLU
1.3.2.3. [IpoJtyXTHl HA OCHOBE COMATHYECKHX KIeToK (IPOYKIHS JUIS TePAlHY COMaTHICCKUX KIIETOK)
1.3.2.4. T'enoTepanesTHyecKas MpoJlyKuus
1.3.2.5. buorexuonoruyeckas npoayKms
1.3.2.6. ITpoyKiius, BEIJIEIENIas W3 XKHBOTHEIX HCTOYHHKOB MM opraios (Tkaueif) yenoseka
1.3.2.7. TraueuipkeHepuas npoaykiys (NpoyKIus TKaHeBoi HIKeHepun)
1.3.2.8. [Tpouas OUoJIOrHYCCKas JICKAPCTREHNAN HPOJIYKIAS
l1pouas JekapeTBeHHas NPOAYKIMS MK POU3BOICTBEHHAS JIESTeJILHOCTE
1.4.1. [Ipon3BoacTBO!
1.4.1.1, PacTuTenpHas IpoJLyKILUA
1.4.1.2. T'oMeonaTHyeckoi POy KIi
1.4.1.3. Ilpouas npojykius
1.4.2. Crepunusanus GapMalesTudecknx cydcraniuii, BCHOMOraTe/lbHbIX BEIECTB, FOTOBOMH IPOJIYKIIHY:
1.4.2.1. GunpTpanug
1.4.2.2. CyxokapoBas cTepHIn3alus
1.4.2.3. Crepunuzalus napom
1.4.2.4 XuMHYeCKas CTCpUIA3alms
1.4.2.5. Crepwinzaius raMmma-usiyucHuem
1.4.2.6. Crepuiin3alivs JICKTPOHHBIM M31YYEIIHEM
1.4.3. [Ipouee
Ynakoska
1.5.1. IepBuynas ynakoBKa:
1.5.1.1. Kanicysis! B TBEpI0# 0001109Ke
1.5.1.2. Kancyiisl B MAIKOH 000JI0UKES
1.5.1.3. XepareiibHbIC JICKAPCTECHHBIC (hopMbI
1.5.1.4, MmmipernumpoBanibic JIGKAPCTBEITLIC (JOPMBbI
1.5.1.5. Xuakuce JicKapeTBCHHBIC (GOPMBI JUlH HAPYIKIOIO IPUMEHEIIHH
1.5.1.6. Kuukue nekaperBeHHbIC (POPMBI JUIA BHYTPEHHEIO [IPUMESHEHHUS
1.5.1.7. MeaunuHuckue rasnl
1.5.1.8. IIpoune TRepaLle NeKapcTBEHHbE QOpPMBbL
1.5.1.9. Ilpenaparst, HaxoBIIHECH IO NABICHHCM
1.5.1.10. Paguonykimisic relepaTops
1.5.1.11. Markue JiekapcrseHHble pOpMBI
1.5.1.12. Ceeun (cynno3uTopuu)
1.5.1.13. Tabnerku

1.5.1.14. TpaucaepMaibHble IIACTLIPH
1.5.1.15. Ilpouas HecTepunbHas JIEKapCTREHHAS NIPOJIYKLIMS

X | 1.5.2. Bropnynas (noTpeOHUTENbCKas) YIaKOBKa

1.6 | KouTpoJs KauecTBa

X | 1.6.1. MuKpoOHOIOrHYECKHE HCITRITAHNS: CTCPHILHOCTE
X

X

1.6.2. MUKpPOOUHOIOrHUECKOE TCCTUPOBAITHE: MHKPOOHOIOrMUIECKAs YHCTOTA

1.6.3. Xumuueckue ((pU3H1eCKUC) HCIbITAHUA

1.6.4. bHOJOrMYECKHE UCITLITAIIUS

B otnoutenud JMoGLIX OTpAnMUEHHH MM NOSCHEH, OTHOCHIIMXCH K JIAHHBIM [[POM3BOJCTBCHHBIM OLEPALUIM (32 MCKITIOHEHMEM
CIIy4acRB, KOTJIa MOSICHEHHE ABISETCA 06LLLPIM KOMMCHTAPUEM K NpoiieccaM Iia TPOM3BOJCTBEHHOM Oﬁ'bCKTe), rne 61:[ U DPUMEISATHCE
T OPPAHUYSHHS WK MOACHEHNS, NE00OX0MMMO BIIIOTATE OTCHUTKY K COOTBETCTBYIOMIEMY HOMEDY LYHKTA cepTrukara GMP.
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2. UMIIOPT JIEKAPCTBEHHOM NPOAYKIMH

Konrpons xa4ecTha UMIOPTHPYEMOi ICKApCTBEIION LPOAYKUMK

2.1.1, MukpoduonorHyeckie HCNBITANMS: CTCPHIILHOCTD

2.1.2. MukpoOHONIOTHICCKOC TECTHPORAHKIE: MUKPOOHOIOrHHecKas YUCTOTAa

2.1.3. Xumuacckue (hU3NIecKie) HCILITAHHS

2.1.4. buonorudeckue HCIILITAMA

Cepruduxaling cepHu HMNOPTHPYCMOH JICKAPCTECHHON MPOAYKLHH

2.2.1. CrepunbHast IPOAYKLMA:

2.2.1.1. IlpousBoiMMas B aCEITHYCCKHX YCTOBUAX

2.2.1.2. Ilousepraemas GuuuuIHOH cTepUIM3ALHM

2.2.2. JlecrepunbHas NpoJyKIMs

2.2.3 buonornueckas JIeKapeTBEHas Ipo;LyKIUs:

2.2.3.1. llpouykrs! KpOBH

2.2.3.2. UmmyBosorgueckas NpoyKiHs

2.2.3.3. llpoayxius Ha OCHORE COMATHYSCKUX KICTOK (POJIYKILMs JUIs Tepaniy COMaTHYSCKUMU KIIETKAMM)

2.2.3.4. 'eHoTEpaneBTUUCCKUE NTPOJIYKThI

2.2.3.5. buorexnoloruucckas npoLyKIus

2.2.3.6. IlpoayKims, BRIENIEINast 13 JKHBOTIBIX UCTOULIMKOB MIIH OPralioB (TKaHei) uesiopeka

2.2.3.7. Txanenmmkenepras npoaykuuns (IIpoIyKLHs TKaHesoil HHKenepuu)

2.2.3.8. Ilpouas Guonoruueckas NeKapcTRCHHAS TIPOLYKILUA

1lpoyas JesTe/bHOCT 10 UMIOPTY (BRO3Y)

2.3.1. Inowayka guzndeckoro umiopra (3803a)

2.3.2. IMIopT npoMeXyTOUHOM MPOIYKLIMM, HOBEpraloueitcs janpueiimeii odpaborke

2.3.3. [Ipouee

3. NIPOU3BOACTBEHHBIE OIEPAUNN — PAPMALEBTUYECKHE CYBCTAHLNM
anepTHueckad cyberanuus (cyocTanumum);

HpOl/BBOIlCTBO (If)apMaIIe.BTPI'—ICCKHX CyﬁCTaHU‘[‘]ff‘[ MCTOJOM XHUMHYCCKOI0 CUHTE3A

3.1.1. [Tpou3BOACTBO NPOMEKYTOUHLIX [IDOJYKTOB (hapMalleBTHUECKOH cyOCTaHIHN

3.1.2. TIpou3BO/ICTBO HEOUMLICHIION (apManeBTHYecKor cyOcTalu

.1.3 ConeodpazoBaHue (04HCTKA):

1.4, Ipouee

.2.1. Beiaenenue GapManeBTHHCCKHX cyOCTalmi 13 MCTOUHNKOB PACTHTCIBHOIO POHCXOKACHUS

3
3
1Ipou3Bo/icTBO apMalEBTHICCKUX CyOCTaAlLMIE MCTOJaMU BBIICJICHUS U3 ITPHPOAHLIX HCTOUHHKOB
3
3

.2.2. Beytelicnue GapmaueBTiIcckux cydcTalmi 13 MCTOYHUKOB JKHBOTIIOTO NPOHCXOKICIHS

3.2.3. Boyieniende dapManestuieckux cyberanimil u3 opranos (Tkanei) ycnoseka

3.2.4. Buyenenue gapMatesTuicckux cydetaninii W3 HCTOYHIHMKOB MEHCPANLIOIO POHCXOKICH U

3.2.5 Mojwudukaius Boleiciinion gapmanuestuicckoit cyberanimu (ykassizaeres us irynkros 3.2.1-3.2.4)

3.2.6. Ouuncrka BLlenennoi gapmaucsTHucckoli cyberalnmn (YKasplBacTes MCTOUIMK U3 nyikTos 3.2,1-3.2.4)

3.2.7. Tlpouee

Ipoussouctso GapmaleBTHIcckux cybeTauiil ¢ Henoan3osanieM OUOIOrHICCKUX TIPOLECCOR

3.3.1. DepmenTanus

3.3.2. llpou3BoAcTBO € HCIHOAL3OBAHHEM KICTOUNBIX KYJIBTYP (ykazats THII
HCIIONB3YCMBIX KIIETOK) (O[] YKA3AMICM THIIA KICTOK NOIMUMACTCS HX THIIOBAS CIIELM(PHYHOCTD, JIMIHS, 11TaMM 1
npoyce)

3.3.3. Brigeaenue (oymcrka)

3.3.4. Moauduxarus

3.3.5. Ilpouee

I1poy3BOACTBO CTCPIILHLIX (apMaucsTHiccknx cyGoranuuil (pasucinl 3.1, 3.2, 3.3 AQLKIEL OBITE 3A00JIICHL],
r7ie IPHMEHHMO)
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3.4.1. apmaneBTHYCCKUE CYOCTaHUMU, IPOU3BOJIMMBIC B 4CCIITHISCKHUX YCIIOBHIAX
3.4.2. ®apmangsTHyeckue cyOcTanluu, HOABCPracMble (PUHULINOR CTCPHIIH3ALMK
3aBCpIIAOLIIC CTA/MH IPON3BOICTEA (apMalleRTHYCCKUX cyOcTanui
3.5.1. Crapnu duzuueckoil 0dpaborku;
3.5.2. [epeuunas yrakoska
3.5.3. BropuuHag ynakoBka
3.5.4. Ilpouce (ykazars juld ONepalui, 1C OINUCAIIHLIX
BBIIIC)
Konrpoun kauecrsa
3.6.1. duznyeckue (XUMHUCCKHC) UCHLITAHNS
3.6.2. MukpoOHOJIOIMUECCKHE MCTBITaH s (BKIIOMAS HCMBITANNS 112 CTCPHIILIIOCTE)
3.6.3. MuKpoOHOIOTHYECKHE HCTTBITAHMS (MCKIIIOUAS MCIIBITAINS A CTCPIIILHOCTh)
3.6.4. Buojlornueckue UCnLiTaHus

4. MPOYME OINEPALIUH - CPAPMAUEBTUYECKHWE CYBCTAHLHUH

Orpanuyenys Win MOSCHUTENLHBIC 3aAMETKH, Kacaloluecs obIacTi HIPUMEHEHHS cepTHdKaTa:
«Pajanmonias crepriH3anps Mascii ocymecTsnsercs 1o axpecy: 3 Ahmed El-Zomor, Al Manteqah Ath Thamenah,
Nasr City, Cairo Governorate 11787»

Pajimkyiiosa I'.Y.

3amecturens [pencenarens “RCAYRGY
Komurera MeAMIIMHCKOrO 1 v o,
thapmareBTMUCCKOro KOHTPOJIS

Mutmmcreperia 3/1paBooxpancHms

Pecniybnmku Kazaxcran

W | : / (noazmres)
(D.ILO,, nomsnocTs) ; \ 2 )

09.07,2026
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