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EBpazuiickuii SKOHOMMuUECKMiA colo3

PI'Y «Komurer MCIHIIHHCKOTO M (hapManeBTHuccKoro KOHTpOITs
Munncrepersa 3paBooxpancHus Pecry6nuky Kazaxcramy

CEPTUDUKAT

COOTBETCTBUS [POUSBOJICTBA JIEKAPCTBEHI [bIX CPEJICTB TPESOBAHUSAM ITPABM
HAJUTEALIER IIPOU3BOJICTBEHHOM [IPAKTHUKH
EBPASHHACKOIO S5KOHOMHMYECKOT0 COfO3A

Ne GMP/EAEU/KZ/142-10-2024
Cpok yebieTems ¢ 13 centsiops 2024 r. o 12 ceurabps 2027 r.

Boinan no wroram NpoBeacHns  apmanerTuuecko HHCTICKIMH B COOTBCTCTBUM ¢ Ipaeunamu
IpOBeNCHus  (papmatieBTHYECKHX MHCIICKIIME,  yTBepkKIeHHbIMK Pewenwem  Conera Erpazuiickoii
IKOHOMHHECKOH KOMUCCHHM OT 3 HOsi0ps1 2016 1. No 83,

KOMI/ITGT MCIAMIIMHCKOro U dha MAaUCBTHYCCKOrO KON QJ1s

MHHHCTEQCTB& 3/1PABOOXPAHEHHS Pecny6nuku Kazaxcrany

HO,HTBGp}I{,[[aCT dicityroniee:
lIpoBecHa Q)apmaueBTqucKaﬂ HHCIICKIM S

DELPHARM HUNINGUE SAS
26 rue de la Chapelle, Huningue, 68330, France

Ha ocHoBanuu:

PHCKAMH TIpH  pamuyuy COOTBETCTBYIOWIEH 3amucH B one «Orpannucnus uim HOACHHTENBHLIE 3aMeTKH
Kacalouuecs obnactu npiumenens HacTosuero cepruduxaray.

Cepruturar asinsercs ACHCTBUTCTLHBIM B CItyuae NPEACTABICHHS BCEX €r0 JINCTOB (KAK OCHOBHBIX JIHCTOR,
TaK 1 I0HONHUTENLHBIX THCTOR),

AyTeutnunocts (MOAMHHOCTL) HacTosIero ceprudurara Mowkio MPOBCPUTL B Daze janubix Komurera
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EBpazuiickuii 3KOHOMMYECKMIA coto3
Ne GMP/EAEU/KZ/ 142-10-2024

X | Jlexapcerrenumie o C/LCTBA M1 MCAMUMHCKOTO IPUMCHeIIS
Jlexkaperrennsie npera ATBI U1 KITMHUYECKUX HCCIIC0BANM (MctbiTanmii)

Haumenosanne
1. HPOM3BOJ.ICTBEHHHE ONEPALINU - JIEKAPCTBEHHA 3| HPOAYKIMSI

Crepunsnas n OJIYKLIIs
1.1.1 Ipoussojnmas ACENTHYCCKUM TyTeM (Omepalun o6 aboTKM JuIst CICAYIOMMX JICKAPCTBEHHBIX (ho M):

L.1.1.1. Kunkue nexa CTBCHIIBIC (DOPME! §OJILITIOrO 0GheMa

1.1.1.2. Xujkue nexa CTBEHHBIE (hOPMBI MATIOTO 06Lema

1.1.1.3. Tnodunuzats

1.1.1.4. Teepunte JICKAPCTBEIHBIC (PODPMBI 1 UMITIAHTATEI

1.1.1.5. Markue jieka CTBCHHLIE GOPME]

1.1. 1.6, Ipovas OLYKIWSA, IPOH3BO{HMAs B ACCUTUYCCKHX YCIOBMAX

1.1.2, Moyge racMas (pMHHINHON cTe HWIN3aLKK (onepaimu of aboTku s CACAYIOWHX ICKAPCTREHHBIX (ho m): ||

1.1.2.1. Kunkue nexa CTBEHHBIE HOpMEI HOTIBIIOTO obnema
1.1.2.2. Xunkne nexa CTBCHHBIE (OPMBI MAIOro 0fbema
1.1.2.3. Teepunie neka CTBCHHBIE QOPMBI H MMIUTAHTATBI
1.1.2.4. Msrkue neka CTBEIHBIC GhOpMBI

1.1.2.5 Ipouas n OLYKUMA, ITOABePracMas dunmumon CTEPUITH3ALIHN

1.1.3. Brinyckaroumii konr OJIL KavecTBa (BLInycK cepun)
Hecrepmimsian n ONYKLMA |

1.2.1. Heerepunphag 1t OAYKUMA (TEXHOIIOMMYECKHE Ol1c ALWH JUIA HOJIYYEHHS CHeAYIONIMX JICKAPCTRCHHUDBIX diopMm):
[.2.1.1. Kancypl B Tne N0 06omoyke
1.2.1.2. Kancyier B Markoi obojiouke
1.2.1.3. JKepatenbupie JIEKapCTREeHNbLIE GOPMEI
1.2.1.4. Umnperuupoparnimpre JICKAPCTBEHNBIE (hOPMbI
1.2.1.5. Xunxue nexa CTBCHHBIE QOPMBI JUIS HApyskHOro 11 HMEHEHHs!
1.2.1.6. XKunkue neka CTBCHHBIC (GopMEI g BHYTPCIHHEIO NPUMEHET] 15

1.2.1.7. memmunnckue razni
1.2.1.8. Ilpoune teepunie JieKapeTBenisie b
1.2.1.9. I'lpena aThl, HAXOIAUIMECS IO/ AABICIeM

1.2.1.10. Pajmmon KIMIHBIC I'CHEPATODD]
L.1.1.11. Msirkue neka CTBCHHbBIE (hopMEBI
1.2.1.12. Ceeuu (cynnosuropun
1.2.1.13. TaGuerku
1.2.1.14. T AHCHEPMAIILHEIC TUIACTBIP I
1.2.1.15. Ilpouas necre HIALHAA HPOJYKIINAS
1.2.2. Betitycxkaromuii konr OlIb Ka4ecTBa (ceprudukarius ce HH)
buonornseckas nexa CTBEHHAA OPOAYKILIs
1.3.1. Buonornyeckas JICKAPCTBCHHAN POIYKIINY:
3.1.1. ITpouykTe! kposu
3.1.2. Mmm HOTOTHYeCKas ponykius
3.1.3. Iponykius na OCHOBE COMATHYECKHX KIICTOK (posyKuMs 1S Teparimn COMATHUYECKMMH KIleTKamu)
3.1.4. 'enore ANCBTHYCCKAS POIYKLUHS
1.3.1.3, Buorexnonornyeckas i O LY KIHs
1.3.1.6. [1pox KN, BBIIEJICHHAST M3 IKHEOTHBIX HCTOYHUKOR HITH OPranos (Txaneii) venoneka
1:3. 1.7, TraneHwkenepuas n ONYKUMs (MPOAYKIHA TKAHCBOH HHXCHEpHH)
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B OTHOWCHUH TIOOBIX OrPpaAlHYCHUE uin HoACHEH, OTHOCAILUXCS K JAHHBIM NPOU3BOJICTREHHEIM OTIEpalusamM (33 HCKJIIO‘!CHHC!T‘ 9
CIyYyacs, KOT/1a nosicuenme ABnseTcs OGI_L[HM KOMMCHT&}')HCM K lIponeccam na HPOPI3BOJICTBCHHQM Oﬁ'hck'fc), rie Okl HH ﬂpHMCHﬂJ]P[C
ITH OPAUHYCHHA WM TIOSICHE S, HeOBX0 MO BRIKYATE OTCRUIKY K COOTBETCTRYIONIEMY HOMED Y UYHKTA cepTuduxara GMP,

EBpasuiickuii SKOHOMUYECKMIi cotos
Ne GMP/EAEU/KZ/ 142-10-2024

1.3.1.8. I[Ipouas Ouonoruucckas JACKAPCTBCHIIAA IPOAYKITHs

1.3.2. Buiryekaronmuii KOHTPOJIb (ceprudimkaris CCpun) (nepeycusn BujIoR HPOAYKIHH): : {
1.3.2.1. HpouykTer kxposu )

L3, HmMmvyHoOrHYecKas POYKIUS
1.323, Upoaykrsl va ocnone COMATHUCCKUX KIIETOK (1poy KUUA 115 TCPALHY COMATHYCCKUMH KIETKAMHK)
1324. 1 CHOTEpalleBTHYCCKAs NPONYKIHSA
1.3.2.5. brorexionormeckas POAYKIMS
1.3.2.6. postykims, Brinencras M3 KHBOTHBLIX HCTOYHHKOR (iR OpraHos (TxaHcii) uenoneka
1327 Tkanempkenepnas POLYKIMSA (NPOILYKINS TKAHCBOI HIKCHEepUN
1.3.2.8. Ipouas Ouonoruueckas nexap CTBCHHAA IPOAYKIIMS -
Ipouas nekapersennas o ONYKIMS WIIH 1IPOM3BOICTECHHAS HCATEIBHOCTR
1.4.1. IlpomszoscTso:
1.4.1.1. Pacrurennnas TIPOJYKIIHS
1.4.1.2. Tomeonatnaeckor IPOYKIMH
1.4.1.3. Mpouas HPOMYKIH
1.4.2. Creprimzannsg PAPMALICBTHYECKUX ¢ OcTannmii, BCIIOMOTATCIILHEIX BCIIECTR, ['0TOBO] HUPOJIYKITHH:
1.4.2.1. Dunsrpanus
1.4.2.2. Cyxosaposas CTEepHIM3ALIs
1.4.2.3. Crepmmsanms napom
1.4.2.4. Xumuyeckas CTCpUNH3aImy
1.4.2.5. Crepunuzanus raMMa-H3JIyueHmem
1.4.2.6. Crepmmmsaimy ICKTPOHHBIM H3ITyYenmenm

1.4.3. Ilpouce | 4§

Vhakorka 7.

1.5.1. llepenynas yiakoska: |
1.5.1.1. Kancyn g TBEP/Ioi o6osouke

1.5.1.2. Kancynbl B Markoi oboJioyke
1.5.1.3. Kesaresnipie JCKAPCTREHHLIE (hopmL
1.5.1.4, Hmuopernuposansic JICKAPCTBCHIBIC hopMB]
1.5.1.5. XKupnkne JICKAPCTBCHHBIC HOPMBI Juist Hapy#HOro npuMeHeHus
1.5.1.6. Xuukue jckaperpenine (POPMEI JUIA BHYTPEHICTO IIPUMCHCHIS
1.5.1.7. Menmuunckue razg
1.5.1.8. ITpoune trepane JICKAPCTBEHHLIC (hOPMbI
1.5.1.9. TIpena DAThI, HAXOIBILMECS 1101 TARNCHTEM
1.5.1.10. Pajuon KIIMIHBIC I'CHEePaTOpL
1.5.1.11. Msrgue JICKApCTBCHHBIE GOPMEI
1.5.1.12. CBeun (cynmnosnrop 1)
[.5.1.13. TaGnerkn
1.5.1.14. Tpancnepmansisio TJIACTBIpK
1.5.1.15. Ilpouas HECTepUIIbHast JIcKapcTBe s IDOILY KIS
1.5.2. Bropuunag HAKOBKA
Konrpons xauecrsa
1.6.1. Mukpo6uonoruseckme HCHBITAHNA, CTEPHILHOCTD
1.6.2. Mukpo6uonorunueckoe HCIILITAHUA: MUKPOBHOJIOrHYCCKay HHUCTOTA
1.6.3. Xumuveckne {(Dusmueckue) uermrranns
1.6.4. Buonoruueckue HCIIBITAHMS

i
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EBpasuiicknii SKOHOMMYECKUii colo3

Ne GMP/EAEU/KZ/ 142-10-2024
2. UMIIOPT JEKAPCTBEHHOH NPOAYKIIMA

Kontponn kavectsa mmmoprap CMOIf JIeKkapeTRen ot UPOAYKLMH
- 2.1.1. Muxpoduosornueckue MCUBITAHUS: CTCPUILHOCTS
- 2.1.2. Mukpo6uosnoriieckoo HCTIBITANNA: MUKPOGHOIOIHYecKay 9HUCTOTA
- 2.1.3. Xnmuyeckue (@usuucckne) nemurrasms 15
- 2.1.4. Buonornyeckue UCTILITAHHS

2.2 | Ceprudukanms CCPHH UMIIOPTHPYCEMOI] JICKAPCTBEHIOM 1potyKimu
| 221 Crepunsras TPOLYKIIs:
- 2.2.1.1. lpoussoanmas g ACCUTHYCCKHX YCIOBUSIX i
_ 2.2.1.2. lonsepracmas ( MHUWHOA CTepuinsanmu
- 2.2.2. HecTepunbnas HPOAYKLMs
- 2.2.3 Broinoruyeckas JICKAPCTRCHHAS IPOYKIINY:
- 2.2.3.1. IpojykTnl kposy |
- 2.2.3.2, Ummynosoruicckas TIPOAYKIIHs
- 2.2.3.3. Tlpoayxims na oclione COMATUYCCKUX KICTOK (IPO/IYKIMs Juln TCPalMH COMATHYCCKHMU KJleTKaMu )
- 2.234.T CHOTEPATICBTHYECKIE 1IP0Iy KTh]
- 2.2.3.5. BioTexnonormieckas 1 POIYKITHS
- 2230, ponykims, euiencnnas us HKHBOTIIBIX HCTOYHMKOR UITU Opranos (Tkarnei) yenonexa
- 2.23.7. Tradentxencpuas HPOAYKLHA (LIPOIYKLUHS TKAICROL UHKeHepHH) &
- 2.2.3.8. Ilpoyas 6uonormicckas JCKAPCTBCHHAS PO LY KIS
Hpowas pesrenshocts no HMIIOPTY (BBO3Y)

- 2.3.1. Ilnomanka ( M3MUCCKOTo HMIOpTa (BRO3A) |
- 2.3.2. Umnopr POMEIKYTOUHOMN NpoyKiLiy, HNoABCprajoueiics faibheiimeii obpagorke
2.3.3. llpoyee

3. IIPOPBBOL[CTBEHHI;IE ONEPALIMU — DAPMAUEBTUYECKUE CYBCTAHUUM

Dapmauentnuccias cybecranims (cyOcranum): | ilq
Ipoussozncrso PAPMALCBTHUCCKUX CYOCTANILMIT METO10M XUMMYCCKOI'0 CHIITCRA |
| | 3.L1 Mewmsenarss n_
T 2 1 T e— LCONMICHION hapmanerTuyeckoi cyGeranmy ip
- 3.1.3 Coneo6pazosanme (04HcTRA):

(V5]

- 3.2.4. Brgenenue PAPMAUCBTHYCCKNX CYOCTANIIMI 13 HCTOYIHKOB MUHCPAJILHOTO ITPOUCXOKACHHS
3.2.5 Momudukaius BBIICTCHHOMH hapmanesTuieckoii o Ocranimu (ykaswizaeres i3 MyHKTOB 3.2.1-3.2.4)
3.2.6. Ouucrka BRUIGNCHHO#H (apmanesTuyeckol cybeTaniuy (ykasbizaercs HCTOYHHK U3 11yHKTOB 3.2.[-3 2.4)
- 3.2.7. llpouee |
[Mpomseoncrio PAPMANEBTUHCCKUX CYOCTAHIME ¢ HCIONIL30BAHUEM BHOJIOI MY CCKIX 1Iporeccor

3.3.1. ®epmenranus

(ykaszate  Tum

3.3.2. TIlpoussoactso ¢ HCTIONIB30BANNEM  KIICTOYHEIX KYILTYp _ o
MCTIONL3YEMBIX KIIETOK) (IO yKasammen THIIA KNETOK HONUMACTCH UX THIIOBas CHCLHDUIHOCTD, JMINS, NrTamm 1

3.3.3. Buiteneune (oumcTka)

3.3.4. Monudurkaius

3.3.5. Ilpouce
4 | Tlpoussoacreo CICPHIBHBIX (JapMalleBRTHYECKUX cyberanumii (paseisl 3.1, 3.2, 3.3 nomxunt 6uimp 3aI10JIHCHbI

UJle IpUMeHHMO)

[¥5]
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Espasuiickuii SKOHOMMYecKuii colos

- 3.4.1. PapmanesTireckue o Octanimm,
3.4.2, Qapmanucstuueckme cyberanmumy,

® GMP/EAEU/KZ/ 142-10-2024
POMIBONUMbIE B aCENTHYECKHX YCIOBIAX
MOABEpracMbIe PYUHUINKON cTepunH3aiy

3.5 | 3aeepwaiomue CTalnK IPOM3ROJICTRA (PApMaleBTHYCCKHX cyOeTan i

3.5.1. Cranun ¢ H3HYECKON 06padoTicy:
3.5.2. llepsuynas HAKOBKa

- 3.5.3. Bropuunas ynakosxa

3.5.4. Tlpoyee

Kontpons xauecrsa

3.6.4. Bronormueckue HCIBITAHUS

4. TIPOYUE OIIEPALIUM - DPAPMALNEBTUYECKHUE CYBCTAHLIMU

OI'D&HH‘!GHHX WIH ITOACHUTENBHBIE 3aMCTKH, Kacarolinecy obuacru IpUMEeHEHus cepmcbm{al"a:

Kemkexanora A. XK.

W.o. MNpejicenarens Komurera
MC/IMLIMHCKOrO U (hapmaleBTHYCCKOro
KOHTpons Munmerepersa

3/ipaBooxpaneuns PecryGiuky Kazaxcran
(D10, DOJKHOCTS)
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