EBpasuiiCKMii SKOHOMUYECKUIA COHO3

PI'Y «Komurer Me/iMIinickoro u (papmMaieBTMIecKoro Komrpos
Munncrepersa spasooxpancins Pecriybimkn Kazaxcran»

CEPTUDOHUKAT
COOTBETCTBHA ITPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB TPELOBAHHAM ITPABUJL
HAJUIEXATIEX HTPOU3BOJICTBEHHOW HPAKTHKHA
EBPASUHCKOLI'O DKOHOMWYLECKOI'O COIO3A
Ne GMP/EAEU/KZ/175-02-2025
Cpox sneiicrsus ¢ 08 nosidpst 2024 r. 110 07 nosbps 2027 1.
Boljan 110 wroram  Lposejictins  (papMarCRTHYCCKO MHCHeKIMn B coorserersud ¢ Ilpasmiamu
nporejicHus  (papMalleBTHUCCKAX  MHCHeKIME,  yreepxiennsivu  Pemennem  Cosera  Eppasuiickoi

IKOHOMHYCCKON Komuceun o1 3 1os0pst 2016 1. Ne 83,

KoMuTeT MCJHIAIICKOTIO M (apMaliCBTHYCCKOIO KOLTPOILS
Munmcrepersa 3j(pasooxpatictins Pecriybimku Kasaxcran

HOJMTBCPIIACT CIICYI0IICC:
1IpOBC/ICHA d)apmaucs’mqecxaﬂ MHCIICKIIHA

«Delpharm Orleansy
5 avenue de Concyr, Orleans Cedex 2, 45071, I'rance

Ha OCHOBAHMH:

- sagpienns or 25.04.2024 roja ra HposcCHUe MIICIICKIMH HA COOTBCTCTRAC TpedoBalmsM Hajyiexkanicei
IIPOM3BOCTBCHHOM HPAKTHKN EBpasuiickoro SKOIOMHUUCCKOI0 C0103d (MII0¢ OCIIOBAIINC).

1a ocnosaiuy CBEJICHMIL, HOJYUCHHBIX 1IPH 1IPOBCICHMK (PapMallCBTUYCCKONR MICHICKIMK, NOCHCIHss 13
koropbix Obua nposeaena ¢ 05 no 08 nosGps 2024 roja, yeranosieno, 4ro Jlanioe (apmanesruicckoe
[POM3BO/ICTEO coorseTeTayer Tpebosanmsm Lpasmi najuiexkanicii poussojcTseio pakruky Espasuiickoro
IKOHOMMYECKOI'O cotoza, HkpupaienTinix |puinuiam n Pykosojcrsy Esporiciickoro coioza 1o najyiexaniei
IIPOMBBOJICTBEHHON PAKTUKE JICKAPCTBCHIILIX CPEJICTR JUIA MEJMIMICKOIO M BCTEPUHAPHOIO [IPUMCHCHUA K
nputiunam Cucremsl coTpyjindecTsa Gapmaresruiceknx uncnekimid (PIC/S).

Hacrostmit — ceprudukar  oTpaxkaer crarye  1pPOW3BOJCTBCHHON 1UIOIEIKH 1A JiaTy  LPOBEJICHMS
(apMaleBTHYECKOH MHCHCKIMU U 110 UeTedeHnn HoJIee 3 JIeT OT JIAThl IPOBEJICHUS! HOCIHE/HET0 JIHs ITOCHE/IHEro
MHCIICKTUPOBAINS 116 MOIKET CUMTATBLCH JIOKYMEHTOM. CBMJICTCILCTBYIONIMM O clraryce cooTsercTeus. Cpok
JeiicTemst ceprrdurara Mosker ObITh COKpaneH HpH NCHOIL30BAINN COOTBCTCTRYIONMX HPUIIHLIOR YIPABIICHHS
PUCKAMH [IpM HAIHYUK COOTBCTCTBYIONCH 3aiucH B uosic «Qrpanuycius WIH HOACHHTCIBHBIC 3aMETKH,
Kacaolmecs 00ac T PHMETICHUS HACTOSIIET O cepTHdUKaTaY.,

Ceprudykar siBsieTest JICHCTBUTEIILIIBIM B CILYUYAC IPC/ICTABICHNS BCEX €I'0 JIMCTOB (KAK OCHOBHbIX JIMCTOB,
TAK 1 JIOMOTHUTEIILHBIX JINCTOB).

AyTenTuuiocts (HOJUIMIHIOCTE) HACTOAIEro cepruuKaTa MOXKIO Nposeputh B Gase sanubplx Komurera
MEINUIIHCKOIO W (PapMAaleBTHHECKOI'O KOHTPoJis Muniereperna 3jipasooxpancius Peciybimkn Kasaxcran.

Eeim ceprudmrar rie npejicrasiicii B ykaszanioit 6ase Jannpix, ciejyer obpaTuThes B yIIOJIHOMOUCHITbI]
Oprau. ero BLULABIINIA,
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x | Jlekapersenible ¢pejicTsa JUls MCJIMIIMHCKOTO IPUMCIICITNS
Jlexaperenipie npenapathl JUIs KIMOUUCCKUX MCC/ICHOBANMN (HCIILITAHMH)
Kon Hanmenosanue
L IMTPOU3BOJCTBEHHLIE OINEPALMH - JEKAPCTBEHHASI HTPOJY KIS
1.1 | Crepuiibnast IpOLyKIus
1.1.1 TIponssojiumMas acCiTHUCCKUM 1yTem (oticpariny 00paloTky Julst CIC/YIOULMX JICKAPCTBEHIBLIX (opMm):;
1.1.1.1. Xuykue nekaperseniisic hopmut 6oiLoro ofmema
1.1.1.2. 2Kmjikue Jickaperseninie opmel Maloro odnema
1.1.1.3. Jlucuepenn
1.1.1.4. Jlnopuiuzars
1.1.1.5. T'Bep/ibie sickapeTBeHHBIC (POPMEI M UMILIAITATL!
1.1.1.6. Msirkue JickapeTBeHibIC (OpPME
L. 1.1.7. Ilpoyast 1IpojiyKIusl, IPOM3BOIMMAs B ACCITHYCCKMX YCIOBISIX
1.1.2. Toymepraemas Guinainiioil ereprimsain (onepaiun odpadorki Juisl CICIYIONMX JICKAPCTBCHILIX POpM):
1.1.2.1. XKujikue siekapersenibic Gopmpl 60NLITOI0 0dbeMa
1.1.2.2. Xujikue siekapernemiisie (popMul Maioro oonema
1.1.2.3. TBepubIc JICKAPCTBCHILIC (POPMBI K HMILIATITAT]]
1.1.2.4. Msrkue nekapcrBeHibe (Hopmsl
1.1.2.5. lpouas upojtykius, nojisepracMast (puiniiinoil crepuimsaiun
1.1.3. BoliycKaonuil KOHTpOJib Kayeersa (BbLIYCK cepun):
1.2 | Hecrepuiiniias HpoJLyKIps -
X | L2.1. Hecrepuibias HpojLyKIs (TEXHOIOMHYCCKHE OLCPAIIHH JUIs HOJYHCIHS CIIE(YIONMX JICKAPCTBCHILIX hopm):
1.2.1.1. Kateyiipl B rep/ioi o0osouke
1.2.1.2. Katicyinst B MsArkoit oboliouke
1.2.1.3. XKesarciibHbIe JICKApCTBCHHLIC (hopMbl
1.2.1.4. UMuperniposanisie JICKapeTBCHHLIC (OpMbL
X 1.2.1.5. Aikne siekaperBeHiinie (JOPMbLI JUISE HAPYKHOIO LIPUMCHCHHSI
1.2.1.6. Awikne sickaperBelibic GOPMBbI JUIA BHYTPCHHETO HIPUMCHCHMS
1.2.1.7. MeJMIicKne rasnl
1.2.1.8. llpouuc r3epibie JeKapeTBetinse GopMnl
1.2.1.9. llpeuaparsl, HAXOMSUACCS 1O J@BICIHHCM
1.2.1.10. Pajinonykimjisie reueparopn
L1111 Msrkue JickapeTBCHHBIC (POPMBI
1.2.1.12. Cieuu (Cy1niosuropus) o -
1.2.1.13. Tabucrku
[.2.1.14. Tpanc/icpMabIbIC 1IACTHIPH
1.2.1.15. Yerpoidersa juts mirpapyMutanbioro (Buy rpupyoosoro) BBejems
1.2.1.16. llpouas necrepulibias Upojykums o -
X | 1.2.2, Beityckalonmit konrpolih kauccrna (ceprudurains cepun) o
1.3 | buosioruyucckas JeKapeTBCHHAs POJLYKILMS
1.3.1. buojioruycckas JIeKapeTBEHias PpOJIYKIMS:
1.3.1.1. lpoyywrnt kposn
1.3.1.2. MMmyHonoruucekas upojryKims
~ 1.3.1.3. Tpojtyxis na 0CcHOBE COMATHICCKUX KICTOK (LIPOJIYKIMH JUIs TCPAIIHH COMATHUCCKUMHM KJICTKaMHM)
1.3.1.4. ['cuorepancesruucekas HpoJLyKIUs
1.3.1.5. buotexnonoruicckas npojykims
[.3.1.6. 1poryKims, BLUICHCHHAN N3 IKUBOTIILIX UCTOUIIMKOR MM Opranos (Tkaneii) yeioseka
1.3.1.7. Txaneuipreniepias UPOJLy K1 (UPOLY KIS TKACBOH HIDKCHCPHI)
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1.3.1.8. Ilpoyas Ouonoruycckas JICKapCTBCIHAS IPOJY KIS

1.3.2. Brinyckaoninii Korpolis kauecrna (cepruduxaiins cepui) (1epeuciih BUI0B HIPOJIYKIHH):

1.3.2.1. llpoyKThl Kposu

1.3.2.2. MMMy1oJiorudcekas IpojLyKIMs

[.3.2.3. 1IpojtyKThl Ha OCHOBC COMATHUCCKHX KICTOK (LPOJLYKILMS JUISE TCPAlHY COMATHYCCKUX KICTOK)

1.3.2.4. I'enorepalicBTAYCCKas IPOYKIMs

1.3.2.5. brorexnonornucckas HpojLyKijms

1.3.2.6. 1poiyKiiust, BBUICICHHASL W3 JKHBOTHLIX HCTOUHHKOR WM OPralos (Tkaneil) uejopeka

1.3.2.7. Trancuipkecpuas 1po iy Kina (1IpoJLy KIS TKalCBo i HIpKCHepun)

1.3.2.8. llpouas Guostoruueckas JCKApCTBCHIIAS HPOJLYKILAS

1.4 | [lpoyas siekapcTBCHas HPOJLYKIMS WK IPOU3BOJICTBCHIAS JICHATCIBHOCTE

L4 1 1lpomssojicrso: B -

1.4.1.1. Pacturensnas 71'1[')7011.)}1'0(714'5{ i

1.4.1.2. 'oMconariicckoii pojiyKimm

1.4.1.3. Tpouas npojiyxims R

1.4.2. Creprimzanus papMaliesTHucexux cyderanimil, BClOMOraTe/bILIX BCHICCTR, TOTOBOH IPOJYKIMN:

1.4.2.1. Ddusrpanus

1.4.2.2. CyxomapoBpasi CTCPHIM3IALLIS

1.4.2.3. Crepriiizaliis 11apom

L.4.2.4. Xumuucckas Crepuinsanis

1.4.2.5. Crepunusaliys raMmma-u3liyucnuem

1.4.2.6. Crepuimsaiius DICKTPOIIIBLIM H3JIYUCHNEM

1.4.3. [lpouee

1.5 | Yiuakoska

X | L5 1. lepsuunas yuakoska: - o

1.5.1.1. Kancynnl & riepjioit obosouke

1.5.1.2. Kancyunsl 8 Msirkoi odosouke

1.5.1.3. JKesarcininic JCKapeTBEnne Gopmoi

1.5.1.4. Umiperunposaliusi¢ JICKaperBeHibic (PopMbl

X 1.5.1.5. JKujikuce jiekaperretinic (POPMBI JUist HAPYIKHOTO LIPUMCHCITNS

1.5.1.6. Mujikuc JicKapcTBCHIbe (DOPMBL JUISL BIYTPEHECIO HPUMCHCHMSA

1.5.1.7. Mejuunnexue rasmi

JC]

1.5.1.8. Ilpoune reepibic Jickaperseninie Gopmbl

1.5.1.9. llpeuaparsl, Haxosmuecs 110/l JIaBJICHHCM

1.5.1.10. Pajonyinmiibie 1eieparoph

1.5. 1.1l Msirkune siekapersenisie (popmsl

1.5.1.12. Ceeun (Cynno3uTopum)

1.5.1.13. TaducTkn

1.5.1.14. TpancjepMansHLIC ILIACTRIPH

1.5.1.15. lpouast necrepuiiblias JICKapCTRENIAS 1POJIYKIHS

X 1.5.2. Bropuuuas (norpedurelihekas) yiakorKa

1.6 | Kourpodis Kaucctsa B - .

1.6.1. MUKpPOOHOJIOIHHCCKME NCHBITAIINSL CTCPHIBHOCT,

X 1.6.3. Xummucerne (pusuucckuc) uciniraiims

1.6.4. bHOJOIMHCCKHUE HCLILITalns

B orHomennn modoix 01‘pa1mummiri WM TIOSCIHCH, OTIOCAIIMXCH K& JIaliIIbIM NPOUIBOJICTRCHIILIM  OHICpAlMAM (3a MCKIHOMEHUE
CIAYYACH, KOTJA NOSICHENUEe aBILCTes 001M KOMMCIHTAPUCM K TIpOIEeccaM Ha HPOU3BOJICTECIIIOM obberre), rie Onl 1u MpUMEeHsIng
JTH OUPANTMMCHMS HIIW HOACHCITUS, I[@.‘OGXQAK{MQ BIJIOTATE OTCLUIKY K COOTBCTCTBYIOIICMY HOMCPY [TYHKTA CCp’l'H(])Irll(ﬂ'l'ﬂ GMP.
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2. UMIIOPT JIEKAPCTBEHHOM ITPOAYKIIUK

Komrpoins KatueeTsa HMIOPTHPYEMOI JICKAPCTBENON 1POJYKILHN

2.1.1. MUKpOOHOIOIHHCCKUC UCULITAIIMS: CTCPUILHOCTT

2.1.2. MHKpOOGHOJIOrHYECKOE TCCTUPOBANING: MUKPOOHOJIOIHICCKas THCTOTA

2.1.3. XuMpuccekHe (Pu3HuceKue) MCubIranms

2.1.4. BHOJIOTHYCCKUC HCITLITAITNS

Ceprugpukals ccpiun UMLIOPTHPYCMOt nponyi«:mm

2.2.1. Crepriibuas UpoJLy KIS

2.2.1.1. llpousBojiuMas B aCCUTHUCCKHX YCIOBUSX

2.2.1.2. llojmepracvas Guimuinoi crepuimsaun

2.2.2. Hecrepmiibuasi MpoJLyKILHs

2.2.3 BUHONOIMYCCKas JICKAPCTREIHAN IPOJLYKILUS:

2.2.3.1. llpoilyKTsl KpoBH

2.2.3.2. UMMylLoJ0ruaeckas HpoJLyKitns

2.2.3.3. 1lpoJiyKItst Ha OCHOBC COMATHUCCKMX KICTOK (uponymms{ JUISL TCPAIIMK COMATHUCCKUMHU KJICTKAMH)

2.2.3.4. I eHoTepallIcBTHCCKHC TPOJLYKTHI

2.2.3.5. bHOTEXHOJNOIMUCCKAs HPOJLYKIAS L

2.2.3.6. Hpojtykiust, BBUICHCHIAS M3 JKUBOTILIX HCTOUHHKOB HIA OPranos (maucu) UCIIOBCKA

2.2.3.7. TxauenpreHepas HpoJyKIs (11POJLKIW TKalCBOI MIDKCHCPUM)

2.2.3.8. lpouas GuosornHecKkas JICKAPCTBEILAs 1POJLY KIS

1Ipouas JICATCIBHOCTL 110 HMIIOPTY (BBO3Y)

2.3.1. Thronayuka pusnacckoro nmiopra (B3o3a)

3.2, Mmuopr upomMexcy ool HpoyKIuK, 1oBeprawmeics Jaisliciineii oGpadorke

2.3.3. llpouce

3. IHNPOU3BOJIC TBEHHDBIE Ollhl’/\lll/ll/i - (DAI’MAIIEB r Pl‘ll* CKHE ("YI:C[AIIU,HH

Dapmatesruacckas cyocraims (cyocraniuu):

3.1 | llpoussojicTBo hapManesTHicckux cyOcranimii Mero)loM XMMUYCCKOI'0 CHITE3a
3.1.1. 1pousBoJIctBO HPOMEKY TOYHBIX HPOJIYKTOR (JapMAlCBTHICCKON cyDCTailmu
3.1.2. llpoussojictBo HeounmCinod GapmMarnesTiiccko cyderanimm
3.1.3 CoucobpazoBsanue (0UneTKa): KPUCTAIUIN3AINS
3.1.4. llpoyce o -
3.2 | Tlpoussojic [‘BO_[JdpMdIlLB FHUCCKIIX cy6c Tl MCTO[aMH BLUICICINA 13 LPUPCUHBIX HCTOUHHKOR
3.2.1. Brutenerne papManesTHUCCKUN cyOCTAlN 13 HCTOMIMKOB PACTHTCILHOIO POUCXOMICHNS
3.2.2. Bejesenue GapmManesTHiIcekix cyderatimii n3 MCTOUNHKOR SKHBOTHONO HPOHCXONJICIIS
3.2.3. Brlicaenne (])dpmaumsmm,(,mm cybcraniuin u3 opranos (Txamcii) 1cioncKa |
324, Bouieiienne GapmancesTuicekux cyoeranmii 13 MCTouHKOB MUHCPAILIOIO HPOHCXOAICHHS
3.2.5 Mojuadukaiiis BeUICICHION (apmatieTiiecKoi cyGuanumd (ykaspizacres u3 nyukros 3.2.1-3.2.4)
3.2.6. Ouncrka m,mulcunon (papmancsrHucckoi cydcTanu (YKasblBACTCS UCTOMIMK U3 1ynkros 3.2.1-3.2.4)
3.2.7. llpoyee - - B
3:3 llpouss;ommo (pdpMduc,m wic,ucnx cy(uanumi C MCHOJIL30BAITNCM GHOIOIHICCKIX 11poIEcCon
L. depmetrranus B
3.3.2. [ponsBoACTBO ¢ MCHONL3OBANMCM  KJICTOHNBIX  KYJIBTYP (yxasars  TH{If
HCHOJIB3YCMbBIX KJIC'J'OK) (ll();‘l YKa3alueM THHA KICTOK HOHHUMACTCH UX THHOBAS CHGIIH(]JH’-I]IOC’[‘I), JIMNMA, HrraMmm M
upouce) S - - -
3.3.3. Buiienenue (oumncrka) e
3 3.4. Mojudukanms
3.5. llpouce o -
34 Ilpomlsonm BO ClC]DHJII:HlaIX qmpMduu;mL;chnx cyﬁcmnmm (pazyienn 3.1,3.2,3.3 }J,OJI}KIH:I ObITD 3alI0JIHEHbI, [JIE

HPUMEIIHMO)
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EBpa3suidACKMii IKOHOMUYECKUIA COIO3

Ne GMP/EAEU/KZ/175-02-2025

3.4.1. (I)apMaucu'rw:ccmc CyﬁC'l"dIlllHH, IPOU3BOJIMMBIC B &CCIITHYCCKHUX YCIIOBUAX

3.4.2, ®apmanesTuucckne cyGeTainyim, ojmepracmMsic GUInIIo crepui3aim

3.5 SHBGDHJHIOHIHC CTaJIHH 1IPOU3BOJICTBA (})apmauclz‘mqecrmx CYGC’['HHIH/Iﬁ

3.5.1. Crayn (puzniccxoii 00paboTKi: 1poccHBatne

3.5.2. llepsuuias yuakoska

Ji
3.5.3. Bropuynas yuakopka -
3.5.4. llpouce ) C (yKasarn Juid olcpatiii, HE OHMCAHIBIX BhIIIC

3.6 Kompom, Kadecrna

3.6.1. Duzmueckne (XUMMUCCKHE) Heupltanmy

3.6.2. MUKPOOHOIIOIMHCCKHUC HCIBITALLH (l!l(iil()‘ld}i m,llmmuml 1a ucpmumogn,)

3.6.3. MUKpoOUOIIOIHUCCKHE HCHIbITANMA (MCKIIOYAs HCIILITAIIMS 114 CTCPHIILIIOCT)

3.6.4. BHOJIOTHUCCKAC UCHLITAIMS

4. IPOYUE OHEPAIUUU - DAPMAIIEBTUYECKWUE CYBCTAHIIUN

OlpdllH‘lCltPIH WOl LHOACHITCIBIBIC 3AMETKH, KACAIONINCCS 0OJIACT I I[}'JHMLIICEU']S! LL])IP](]JHKdId
1.2.1.8. 1lpoune TBCp)IbIC JICKAPCTBCIHBIC (POPMBI - CAINC JUIH HPUIOTOBICHMS JUIS IPUCMA BHYTPD

Kemxexanosa A. 7K.

H.o. Ipejcenarens Komurera
MCJIMIMICKOTO M (apMaliCBTHHCCKOTO
KoHTpo/is Munuerepersa

sjipasooxpatcins Peciybiimin Kazaxcran
(D, 1O, aomasnocTts)

T O A5

A ll (i
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v;g o“‘\ *‘T'rf]' Ay
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(ﬂﬂTiI MOAMILCAnng, J1. J\r{EC.Ff[‘] M,II.
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