Eepa3niicKMii SKOHOMUYECKUIA Colo3

PI'Y «Komuter MeMuMHCKOro 1 hapMareBTHdeckoro KOHTpoIs
Munucrepersa sapasooxpatienus Pecrry6nuku Kaszaxcrany

CEPTHDUKAT

COOTBETCTBHS HTPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHMAIM ITPABUII
HAJJIEXKAIIEN ITPOU3BOICTBEHHOU ITPAKTHKU
EBPA3BMHCKOTO DKOHOMHUYECKOI'O COIO3A

Ne GMP/EAEU/KZ/57-07-2023
Cpox ae#ereus ¢ 23 mong 2023 r. o 22 uous 2026 r.
Beytan 1o wroram npoeesiends (papMalleBTHHECKONH MHCICKIMH B COOTBETCTBHH C Ilpasunamu
nposejieHns  GapMaleBTHHECKMX —WHCICKIMH, yTeepskcHnsiM  Pemernem Cogera EBpasuiickoii

OKOHOMHYECKOM KOMUCCHH OT 3 HostOpst 2016 r. Ne 83.

Komuter Mejimickoro 1 hapMaleBTHICCKOro KOHTPOIIS
Munmcreperea 3apapooxpadcins Pecrryvbnukn Kasaxcran

IMOATBCPKAACT CIICaYIOIIIee:
1poBcjcHa CbﬂpMﬂ.IJ,GBTH‘-IGCKaH HHCTICKIIA

PHARMATHEN S.A.,
6 Dervenakion str., Pallini Attiki 153 51, I'peyus

Ha OCHOBaHMH:

- saspienns ot 21.10.2022 roma Ha nposeacHHe MICHEKIMM HA COOTBETCTBUME TpeGOBAHHSIM
Ha/UIeKALICH NPOUSBOACTBENHOM NipakTHkH EBpasHicKoro 3KOHOMHYECKOTO COI03a (MHOE OCHOBAHHE ).

Ha ocroeanun ceeeHui, nosydennbix Npu npoke/icHn GapMaLeBTHYCCKON HHCIICKIMH, T0CIICHSS
U3 KOTOpLIX Obuia nposejiena ¢ 19 no 23 wons 2023 roja, ycTaHOBJICHO, YTO JAHHOe thapmalleBTHUIECKOS
IIPOM3BOACTBO  COOTBETCTBYET Tpebomanuam llparunm majuiekauiedl  NpPOM3BOACTBEHHONH NPAKTHKH
EBpasuiickoro sKOHOMHYECKOro co034.

Hacrosiwmii coprudukar orpaskacr craryc npoH3BOJCTBCHHON TUIOMWANKH HA JIaTy HPOBCICHHS
(bapmaleBTHYCCKOH MHCICKIMK M 110 MCTedeHWHM Goliee 3 JieT OT aarhi NPOREACHHS TIOCNEHEr0 J(HS
TIOCTIC/IHEIO  MHCIIEKTUPOBAHUA HC MOKET CUMTATLCS JIOKYMEHTOM, CBHJCTEILCTBYIOLIMM O CTaTyce
coorsetcTBus. Cpok neifcTeus  ceprudmkara  momer GbITH  COKpamieH TNIPH  HCHONBL30BAHHH
COOTBETCTBYIOIIMX IPUHILIMIIOBR YIPABJICHMS PUCKAMH IIPH HAJIMYMM COOTBETCTBYIONIEH 3amucH B rone
((OI“paHH‘-[EHHﬂ HIIH  NOSCHUTECIBHBIC 3aMCTKH, KacalolllHecs OGHECT]/I NPUMEHEHHA  HacCTOALICTO
ceprudukaTar,

Ceprudukar apisercs JEHCTBUTCIBIBIM B CIIy4ae MPe/ICTARICHMS BCCX €r0 JIHCTOB (KAK OCHOBHBIX
JIUCTOR, TAK M JONOIHHTEIBUBIX JIHCTOR).

AyTeHTUIHOCTE  (IOJUIMHHOCTD) HACTOSINETO CepPTU(OUKATA MOMKHO IPOBEPUTE B 0aze AaHHBIX
Komurera MeMUMHCKOTO 1 (hapMaleBTHYeCKOro KOHTPois MUHUCTEPCTRA 3/IpaBOOXPAHEHNS PecnyGnuku
Kazaxcran.

Ecnu  ceprndmkar we mnpencraenen B ykazannod 0ase JaHHbIX, CieayerT oOpaTMThCH B
YIOJIHOMOYEHHBIH OPraH, ero BblIaBILHii.
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EBpa3uiickuii SKOHOMMUUECKUIA COIo3
Ne GMP/EAEU/KZ/ 57-07-2023

X | Jlekapcrsenisie CpPe/ICTBA JYIS MECJIMIIMHCKOrO NPUMEHEHUS

| JlekapeTBeHHBIE TIpenapaThl IS KIMHUYECKUX MCC/Ie/10BaHMI (MCTILITAHMI)

Kon Haumenosanue

L.l | CrepuiibHas NpoyKIHs

1.1.1 Ipouspoaumasn acenTuyeckuM ryrem (Onepaiun odpaboTky [ CIEAYIIUX JTeKapCTREHHbIX hopm):

1.1.1.1. XKupkue nexapersetiislie GopMbl Gonbiioro obbema

1.1.1.2. Xupnxue nexapersennsic GOpMBI Maioro obnemMa

1.1.1.3. Tucnepcun

1.1.1.4. JInobunmuzars

1.1.1.5. Teepusie nekaperseniple (hOPMBI 1 HMITAHTATHI

1.1.1.6. MAarkue jickapcTBCHHbIE (YOPMBI

1.1.1.7. Tpoyas npotyKuusi, IPOH3BOAMMAs B aCCHTHUCCKUX YCIOBUSX

1.1.2. lonsepraemast punninmiof crepuimsanun (onepaiyn 06paGoTku Ul CISAYIOIIMX JIEKapCTReHHBIX hopm):

1.1.2.1. Xunkue nexapersetbic opMbl Golibiioro obeMa

1.1.2.2. Kujikme JieKkapcTBCHHLIC (OPMBI MAJIOT0 00beMa

1.1.2.3. Toepiple ekapeTBetbic GOpMbI M AMITTIAHTATEL

1.1.2.4. Markue JiekapcTBeHHbIE GOPMBI

1.1.2.5. llpouas npojtykuus, nojsepraemas GuHUITHON CTEPUIN3AIIHM

1.1.3. Bolyckalolumii KOHTPoih kauecTsa (BLIIYCK CEpHH)

1.2 | Hecrepunbuas npojyxims

X 1.2.1. Hecrepunnitas ipojtyKius (TEXHONOTHYECKHE ONICPALHE JUTA TIOTYYSH A CICLYIOLIAX JeKapeTBeHHBIX opm):

1.2.1.1. Kancyinl B TRepioli oGonouke

1.2.1.2. Kancysel B Msirkoii obonouke

1.2.1.3. JKepartensusie jekapcTBeHibIC (GOPMDI

1.2.1.4. MOpernupoBanHbie JlekapeTBelbie Gopmpl

1.2.1.5. JKunkue Jickaperennbie GOpMBI JUlst HAPYKHOTO IPUMEHCHHS

1.2.1.6. X ujkue JickapeTReHHbIe GOPMbI JUlS BHYTPEHHETO IPUMEHEHHS

1.2.1.7. MeauimMHCcKHe ra3sl

1.2.1.8. llpouune TREpALIC JIEKAPCTECHHEIE (OPMEI

1.2.1.9. [lpenaparsl, HaX0ASIUECH TI0]L JABICHUEM

1.2.1.10. PajdoHyKIU/IEIE TEHEPATOPLE

I.1.1.11. Msarkue nekapcrseHHbie (OPMbE

1.2.1.12. Ceeun (cynnozuropum)

% 1.2.1.13. Tabnerkun

1.2.1.14. TpancaepMalibHbIe IIACTHIPH

1.2.1.15. YcrpolicTa Ui HHTPapyMUHANLHOTO (BHYTPHPYO1I0BOI0) BBEICHHMS

1.2.1.15. Tlpodas HecTepHIIbHA MPOAYKIIHA

X 1.2.2. Beinyckaiowuii KoNTpons kauecTsa (cepruduKalius cepun)

1.3 | buonorageckas nekapcTBeHHAs IPOAYKIIUA

1.3.1. bronoruyeckas AeKapeTBCHUAS IPOY KIS

1.3.1.1. TIpojtykrsl KpoBH

1.3.1.2. UmMmynonornyeckas IpoyKiHs

1.3.2.3. TlpojyKuusa Ha OCHOBE COMATHICCKMX KICTOK (IPOLYKIWMA LIl TEPAlMM COMATHYECKHUMH KITeTKaMM)

1.3.1.4. 'enotepaneBTHYECKas IPOJIVKIINA

1.3.1.5. BuoTexnosnoryycckas HpOLyKIHs

1.3.1.6. ITponyKuus, Bbiac/CHAAA U3 JKHBOTHBIX HCTOUHHKOR HITH OpraHoB (TkaHeil) uenosexa

1.3.1.7. Traneuskenepuas npoaykims (MpoayKinsa TKaHcBod MHAKCHEPYH)
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EBpasnMicKknii SKOHOMUYECKUIA COK03
Ne GMP/EAEU/KZ/ 57-07-2023

1.3.1.8. Ilpoyas Guonoruycckas 1eKapcTBCHHAS NPOAYKIIS
1.3.2. Beinyckaiomuii kourpoins (ceprudukaiis cepun) (liepetetib BUJIOB NPOAYKIMM):
1.3.2.1. IlponyKTsI XpopH
1.3.2.2. MIMMyHOJIOrHYCCKAs IIPOLYKIIUA
1.3.2.3. IlpoaykTel Ha OCHOBE COMATHYECKUX KICTOK (IIPOAYKIMA IS TEPAIIMHM COMATHYCCKUX KJICTOK)
1.3.2.4, I'enorepaneBeTHYECKas IPOLYKIHA
1.3.2.5. buoTexHonoruyeckas npoayKuus
1.3.2.6. IlpoJyKiwst, BBLIEICHIAS W3 HKUBOTHLIX HCTOUHNKOB WIM OPraHos (Tkalel) yenoBexa
1.3.2.7. Tranenmkenepyas Ipoaykiys (HPOYKIMs TKAHEROH MHAKCHEPUH)
1.3.2.8. llpouas Guonornyeckas JICKapcTEEHIIAS TTPORAYKIIHS
[TIpoyas nexapcTBeHNAs MPONYKIMS MIIH NPOU3BOCTREHHAS JICATENLHOCTD
1.4.1. IlpoussojictBo:
1.4.1.1. PacTuTenbHas npoyKims
1.4.1.2. TomeonaTHueckoil IpojLyKIuu
1.4.1.3. llpoyas npomykIitus
1.4.2. Crepwimzanus apManeBTHUCCKHX CYBCTAHINH, BCIIOMOTATEIIbHRIX BEIIECTB, TOTOBO NPOAYKIMH:
1.4.2.1. @unprpanus
1.4.2.1. Cyxoxapopas crepuiu3aims
1.4.2.3. Crepunusarus napom
1.4.2.4. XuMHeckas crepuin3aims
1.4.2.5. Crepunuzanus raMma-u3jiy4eiueM
1.4.2.6. Crepuinzaliis JICKTPOHHBIM H3IYUCHHEM
1.4.3. [Ipouee
Yiaxkopka
1.5.1. ITepBuuHas% YIAKOBKA:
1.5.1.1. Kancynsl B TBep/oii 0Bosouke
1.5.1.2. KancyJisl B MATKO#H oGomouke
1.5.1.3. JeBaTenpHble TeKapcTBeHiibic GopMbl
1.5.1.4. VIMIperanposanieic JJeKapcTBEHHLIC (OpMBI
1.5.1.5. JKunkne nexaperrerHble QOPMBI IS HAPYKHOTO HPHMEHEHUS
1.5.1.6. JKunkue JekapeTserHbie QOPMBL IS BHYTPEHHETO IPUMEHEHHS
1.5.1.7. MeauuuHcKHe rasst
1.5.1.8. TIpoume TBEpABIE NEKAPCTBEHIIBIE DOPMBI
1.5.1.9. Ilpenapatsl, HAXO/SIIMECS T0]] JABICHICM
1.5.1.10. Papuonykinjnsle reHeparopbl
1.5.1.11. Msarkue JiekapcretHble (opMbI
1.5.1.12. Ceeun (cynnosutopuu)
1.5.1.13. Tabnerku
1.5.1.14. TpancaepManbHble [UIECTLIPH
1.5.1.15. [pouas necrepuiibhas JeKapeTBEHIAs TPOJLY KIS
1.5.2. BropudHas (norpeSuTelibekas) yakopka
Kontpous kauectsa
1.6.1. MUKPOOHMONOIHYSCKHE MCIILITAINS: CTEPHIBHOCTE
1.6.2. MUKPODHONOTHIECKOE TCCTUPOBAHNE: MUKPODHOIOrHYECKas THCTOTA
1.6.3. Xumuueckue (iu3MuecKue) UerbITanms
1.6.4. bHOIOTHYECKHUE HCIBITAHMS

B orHomenuy moGkix orpaHuueduii WM TOSCHeM, OTHOCHILUXCH K JIAHHBIM IPOM3BOATCBEHHBIM ONCPALMAM (38 HCKIIOYCHHEM
CJIyHaeB, KOT/A MOSCHEHHE ABIACTCA OOUMM KOMMEHTAPHEM X TIDONCCCAM Ha TIPOM3IROICTBEHIOM OBLEKTE). Fe GBI HU TPUMEHSIHCE
OTH OrpalHMCHHA WM NOACHCHHA, HEOOXOAUMO BIIOMATS QTCRIIKY K COOTBCTCTBYIOLIEMY HOMEPY NYHKTA cepTH(ukata GMP.
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EBpa3suiiCKUiA IKOHOMUYECKUA COIO3

Ne GMP/EAEU/KZ/ 57-07-2023
2. UMIIOPT JIEKAPCTBEHHOM ITPOJTYKIIMH
Konrtpons xauecrsa MUMIOPTHPYEMOI JICKAPCTBEHHON NPOLYKIHH
2.1.1. MHKpOOHONOI HHECKHE HCTILITAHUA: CTEPHIILHOCTD
2.1.2. MHXpOOHONOTHYECKOC TECTUPOBAHHE: MUKPOOHOIIOIMYECKAA YHCTOTA
2.1.3. Xumuueckne (GU3HICCKHC) PCTIBITAHNA
2.1.4. bUONOru4ecKHe UCITRITAIIMS
Ceprudurkarmg cepuy UMIOPTUPYEMON NPOAYKIIMHN
2.2.1. CrepuiibHas NpOLYKIIS:
2.2.1.1. llpousBoMMas B aCeNTHYCCKMX YCIIOBHAX
2.2.1.2. IloasepraeMas UINIIHOMN CTEPHIUIAIHN
2.2.2. HecrepuiipHasg NpOAYyKIMs
2.2.3 buonoruueckas J1eKapcTBEHHAS TPOJLY KIS
2.2.3.1. llponykrsl kpoH
2.2.3.2. UIMMyHOIOTHYECKas IIPOIYKIINS
2.2.3.3. llpoayKuys Ha OCHOBE COMATHUECKHX KIETOK (IPOJLYKIMSA UIA TEPTIaHH COMATHYCCKUMM KJIETKAMH)
2.2.3.4. l'enoTepaneBTHYECKHE NPOIYKTEI
2.2.3.5. BHOTEXHOIOTHIECKas TIPOLYKLHSL
2.2.3.6. lpoayKius, BbLICTCHHAS W3 KUBOTHBIX HCTOYHUKOB MM OpranoB (TKaHel) yenoseka
2.2.3.7. Txaneuipkenepuas NPORYKLuMs (IPOJLYKIMA TKAHEBOH HIDKEHepUM)
2.2.3.8. llpoyas DHONOIMYCCKas JIEKAPCTBEHHAS 1IPO/IYKLIHS
ITpo4as AeATeNLHOCTD 110 UMIIOPTY (BBO3Y)
2.3.1. lnomwaaxa Gu3nyueckoro uMmopra (sBosza)
2.3.2. IMIIOPT NPOMEIKYTOYHOM NPOAYKIIMH, [IOJIBEpralonielics nansueiimeit oopaborke
2.3.3. I1pouee
3. IIPOM3BOJICTBEHHBIE OIEPAITMH — ®APMALIEBTUUECKHE CYECTAHLWUU
aleBTHYECKas cybcraHmus (cyGeTanimu):
HpousBoaCTEO (apMaLCBTHUCCKUX CyBCTaHiMil METOJ0M XMMUYECKOTO CHHTE3A
3.1.1. TIpon3sBoACTEO NPOMEAKYTOUIBIX IPOLYKTOB (apMallcBTHYCCKO# cyBCTaHIin
3.1.2. Tlpon3BoAcTBO HCOYMINEHHOH (PapMauEBTHYCCKOH CYBCTAHIMM
3.1.3 ConeofpasoBanue (04MCTKA): KPUCTAITH3ALIHA
3.1.4. llpoyee
lIpoussozeTBo hapmalesTnycckux cyGCTaHLUMIE MCTOIAMH BhIIGTEHHS 3 IPUPOJIHBLIX MCTOYHAKOB
3.2.1. Buypienenue dapmaneBTHueckux cyOCTaHIMIA 13 MCTOUHUKOB PACTHTEILHOO IIPOUCKOMKACHHA
3.2.2. Beuienctue GpapMaleBTHUCCKIX cyOCTallMi 13 HCTOUHUKOR JKHBOTHOTO IPOHCXOA/ICHHS
3.2.3. Beuienenne papmaneBTHICCKUX cyOCTal UM B3 opranos (TkaHeil) yenoBeka
3.2.4. Beiienerne dpapMaleBTHYCCKIX CyBCTaHIMil U3 HCTOYHMKOB MHUHEPAIBHOTIO NPOUCXOAKACHUS
3.2.5 Mopubukaims BriIeNeHHOM hapManeBTHIecKoH cy6eTaniuy (YKaskBaeTes U3 IyHKTOB 3.2.1-3.2.4)
3.2.6. Oumcrka BRIACICHHOM (apMalesTHyYeckoil cyBeTaHIMy (YKa3bIBACTCS UCTOUHUK U3 iydkros 3.2.1-3.2.4)
3.2.7. Ilpouec
lpousosicrBo hapmanesTudeckux cyGeTaHIMil ¢ HCITONTL30BAHMCM GHOIOTHYSCKHX MTPOTIECCOB
3.3.1. Mepmenraums
3.3.2. IlpoM3BOACTRO C MCNOIL3OBAHUEM KIIETOUHLIX KYJIBTYP (yKa3ars THII MCHOJNB3YCMBIX
KJCTOK) (101 yKa3aHWeM THIIA KICTOK HOHMMACTCS MX THIIOBAA CHICHMBUUHOCT, JIMHUA, [ITAMM U pouee)
3.3.3. Beutencuue (0uncTKa)
3.3.4. Monuduxaims
3.3.5. llpouee

IlponssoicTio crepuibHbix GapmanesTHueckux cydcranimii (pasueist 3.1, 3.2, 3.3 JIOIKIBL ObITH 3A110JHCHBL, [IC
MPUMEHUMO)
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EBpa3sUiiCKMi1 SKOHOMMUUECKUIA COI03
Ne GMP/EAEU/KZ/ 57-07-2023

3.4.1. GapMaleBTHICCKUC CYOCTAHUNH, IPOM3BOMMbLE B ACEIITHYECKMX YCTOBHsX

3.4.2. PapmauesTHUcCKue CYOCTAHIINN, TI0/IBEPraeMble QMHUIIHON CTCPHITH3AIIN

3.5 | 3asepuraloniue cTajuHu MPOU3BO/CTEA (PApPMALEBTHICCKUX cyOcTanImii

3.5.1. Cragun dusmyeckoii o6paboTki: NPOCCHBANUE

3.5.2. llepBHuHas ylIaKoBKa

3.5.3. Bropuunas ynakoska

3.5.4. llpouee (ykazaTh 1014 ONCpaLM,
HE OIIMCAHHBIX BBIUIE)

3.6 | Kowrpous xauecrsa

3.6.1. Du3pgccKue (XMMUYECKHE) HCITLITAHMS

3.6.2. MMKpOOHOIOrHYeCKre UCTIbITanus (BKJIFOUAS UCTTHITAHMUA HA CTEPUIILHOCTh)

3.6.3. MUKPOOHOIOTHUECCKHC MCTIBITAINA (MCKILOMAs MCLILITAHUS HA CTEPMIBHOCTS)

3.6.4. BHONOrHYECKHE UCIILITAHMs

4. TIPOUHE OTIEPAIIMH - DAPMALIEBTUYECKHME CYECTAHIIMH

Orpaniienns Ui NOSCHUTENBHRIE 3aMCTKH, KACAIOIIMECH 00J1acTH PUMEHCHIA CepTH(HKaTa:

Axmernnsns JL.M.

H.o. lpeacenarens Komurera
MCJIMLIMIICKOrO U apMalicBTHYeCKOro
KouTpois MuHHcTepeTBa
3/paBooxpavenns Pecrybimku Kazaxcran
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