EBpa3sniicKuii SKOHOMMWYECKMNIA COLO3

PI'V «J oMuTeT MEIMIMHCKOTO 1 (GapMalCBTHICCKOIO KOHTPOIIA
Munucreperea 3ipasooxparerns Pecrrybanku Kasaxcran

CEPTHOHUKAT

COOTBETCTBHWA ITPOU3BOJICTBA JIEKAPCTBEHIILIX CPEJICTB TPEFOBAHUAM IPABHII
HAJUIEXKALILEN [IPOM3BOJICTBEHION HIPAKTHKH
EBPA3UMCKOI0 DKOHOMHUYECKOI'O COIO3A

Ne GMP/EAEU/KZ/197-05-2025

Cpok sieiictems ¢ 21 mapra 2025 1. 1o 20 mapra 2028 1.

Bbizan 1o Wroram MpoBeicHust (ApMarCBTHYCCKOH HHCHCKIMH B COOTBEICTEHM € [paunamu
nposecHus  (papMALCBTHICCKUX uncnekimit,  yreepsennsivi - Perciimem  Cosera EBpazuiickoi
3KOHOMHUCCKOH KoMUCcHH oT 3 nosGps 2016 r. Ne 83,

KOMHTCT MEJMIMICKOTO U (hapMalleBTHYCCKOI0 KOHTPOJIA
Munncrepersa sapasooxpancius Peciybimku Kasaxcran

MOATBEPIIIACT CIEJIYIONICE:
nipoee/ena (papManesTHHCCKas MICHICKILMS

«Novo Nordisk A/S»
Brennum Park 1, Hilleroed, 3400, Denmark

Ha OCHOBAHKUH!

- sagpienus oT 31.07.2024 roja Ha 11poBE/ICHAE HHCICKIMH HA COOTBCTCTRAC rpeboBaHIAM HaUIeKaluei
1IPOU3BOCTREHHOI NpakTHKy EBpasniickoro JKOHOMHUIECKOTO COt03a (MITOC OCHORAIHT).

Ha ocHOBAHMHA CBCICHMM, TOJYHICHHBIX 1IPH TPOBEICHUN (hapmMalCBTHYCCKON HICHCKIMH, HOCICAHAL 13
KoTOpbix ObLIa MpoBejicHa ¢ 17 mapra 1o 21 mapra 2025 rojia, ycTanoBjIcHo, 4ro JIaHHoe (papmalleBTHYECKOE
MIPOM3BOACTED COOTBETCTRYET TPeOOBANUIM Tpagun HajuiesKauei [IPOU3BOJICTRELION TpaKTuKA EBpasuitckoro
HKOHOMUYECKOrO COI03a, JKBUBANCHTHLIX [IpHIIMIAM U PyKOBOICTRY Expoticiickoro corosa 10 HaUIeKAIICH
[POM3BOACTBEHHON NPAKTHKE JICKAPCTBCHHLIX CPCACTE JULA MEJIMIIMHCKOr0 M BCTCPUIAPHOrO NPUMCHCHUA 1
npununay CUCTEMBL COTPYIHHICCTBA (papMaleBTHYECKUX HIICHICKIIIHA (PIC/S).

Hacrosumil cepruduKkar OTpaykacT craryc [POU3BOJICTECHIION 1UIONIA/(KH Ha MOMEHT IPOBE/CHI
(apManeBTHIECKOH HMIHCICKIMA M 110 HCTCUCHHH Gonce 3 JIeT OT JI@ThLI HOCIHCIHEro JiHg  IIOCIAC/HEro
MHCIICKTAPORAHNSA He MOXKET CUMTAThCs JOKYMEHTOM, CBWJICTENLCTBYIOUMM O ¢ratyee coorpercTsis. Cpok
peficTsus cepTrduKara Moxer OLITh COKpAIICH P HCTONL30BARNN COOTBCTCTBYIOIIMX IIPUHIUIIOB YIIPaBISHH
pucKaMK TP HATHINHN cooTreTeTByIomell 3anuck B none «Orpanuucuus Wi HOACHUTCILHBIC 3aMETKH,
KacAIoACes OBIACTH IPUMEHEH IS HACTOSIEro CepTr(KaTay.

Cepruduxar sBjsercs JeHCTRUTCIBHBIM B CITYHas NPeJCTaB)ICHMA BCCX cro JcTos (Kak OCHOBHBIX JIMCTOB,
TaK W JIOTOJIHUTENBHbIX JINCTOB),

AyTeHTHHROCT, (HO/UIMHIOCTE) HACTOSIICIO cepriduKaTa MOKHO HPOBCPUTS B fasze nannbix Komurera
MEJILATCKOro U GAPMAICETHYECKOro KOHTPoJis MUICTEpCTBa 3/(paBOOXPAlICHH Pecuybinixn Kazaxcras.

TEcnu ceprudukar He MpejicTapien B ykaszauHoil Gase JatibIxX, ClHejlycr oOpaTHThCH B YIIOJIHOMOYEHHbIH
Opras, ero BpIaBIIAH.
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EBpa3sniiCKniA 3SKOHOMUYECKUIA COI03
No GMP/EAEU/KZ/197-05-2025

X

HEK&pCT’BCHHHG cpelicTBa JUId MCAMIIMHCKOIO IIPHMCHCHUA

JlekapcTReiibIe penaparsl JUisl KIKIHUCCKUX HCCIIE/10BaliMH (w_:m_,t_'ranuﬁ)

Kon

Haumenosanmc

o Y

1. [IPOM3BOACTBEHHBIE OTIEPALIMM - JIEKAPCTBEHHAS [IPOAYKLIAS

1.1

CrepuibHast IPOJLYKIst

X

1.1.1 IpoussoanMan aceiTHYCCKHM ITyTeM (orepalinn 00paboTKy JUis CJIC)yIONIHX JiekapeTBeniibX Gopm):

1.1.1.1. Xuykue nexapersenibie GopMbl Goibioro obbsema

1.1.1.2. JKuukue siekaperseiisic (opMsl Maioro odnema

1.1.1.3. JIHorumnzarsl

1.1.1.4. Trep/iic JICKAPCTBCUHBIC (POPMBI M MMILIAIITATL]

1.1.1.5. Msrgue JieKkapcTBeHNbIC (OpMB -

1.1.1.6. llpouasi npo/iyKius, NPOU3BOAMMas B aCCIITUHCCKHMX YCJIOBUS: PACTEODDI, CYCIICH3HH U OMYJILCHH B
OJIHO/I030BOM KOTeHEEPe ¢ TeXHOJIOrHel BRIlyBalus/3auoHenms/yunorieuns BFS.

1.1.2. llomepraemast GUIHITHON CTCPIIIM3ALME (ONepaIiyi 00paboTku JUisl CHC/YIONIUX JIEKAPCTBCHHBIX (opm)

1.1.2.1. XWunkue nexaperrenrie GopMel DoLIIOro 00beMa

1.1.2.2. XKunkue nexapcTreniibie GopMel Manoro obnema

1.1.2.3. Trepasie ickapcTBeHHbIE GOPMbI M MMIIIAHTATHI

1.1.2.4. Msirkue JeKapcTBCHIBIC (POPMBI

1.1.2.5. Ipouast rpoyKIus, II0BCPracMas GUHHIIION CTepUin3aliny

1.1.3. BlIycKarIni KOHTPOIIb KadceeTsa (BRILYCK CepHH)

HecreprisHas POy KIMs

1.2.1. HecTepriibHas NPoJiyKiHMs (TEXHOJOIHUYCCKME OICPAIINN JUISL LIOJIYUYCHWS CJICJ(YIONIMX JICKAPCTBEHHBIX (opM):

1.2.1.1. Kancynsl B TBepoii obonouke

1.2.1.2. Kaneysnsl B MaTKoii 06osi0uke

1.2.1.3. X cnareasHbic JIcKapcTBEHHbIC hopML!

1.2.1.4. UMuperyuposaiiibic JICKapeTBSHHBIC (JOPMBI o

1.2.1.5, Xwjucue nexaperreHnbIe (POPMEL JUIS HAPYXKHOTO IPUMCITCHMS

1.2.1.6. Aunkue jekapersenibie GOpMBl JUIH RHYTPEHICTO HPUMCHEHNS

1.2.1.7. Menmmnckme ra3sl

1.2.1.8. lIpouue TBep/Ible JICKAPCTBEHHbIE (POPMEI

1.2.1.9. Tlpenaparsl, HaXOsIMCCs 1101 JIABICIIHEM

1.2.1.10. PaqmOHYKIAIHBIC FCHCPATOPbI

1.2.1.11. Msirkne jnekapersetinie (Gopmbl

1.2.1.12. Ceeun (cynio3uropmun)

1.2.1.13. Tadbnerkn

1.2.1.14. TpancjepmMalibHble I1IACTLIPU

1.2.1.15. Tlpouas HeCTCPMIILHAS TIPOJLYKITIA: TIOPOLIKM JUIA HPHTOTOBIICIIMA PACTBOPOB JUIS IPUCMA BHY TP,
KarIcyJibl JUlsi Muransuiuit

1.2.2. Beimyckalollmit KOUTpoJll KauceTsa (cepTUdRKAIUs cepuu)

1.3

Buosioryueckas JIeKapeTBennas npojLyKius

1.3.1. BrojorHueckas JCKapeTBCHan 1Py KILHA.

1.3.1.1. lpoJtykrhl KpOBH

1.3.1.2. MMmynonoruyeckas npojLyKuus

1.3.1.3. IlposyKims 1a 0cloBe COMATHYCCKIX KIICTOK (TIPOILYKILUS JUIS TCPAllMi COMATHYCCKMMU KIETKAMU)

1.3.1.4. T'enorepanesrudccKkas 1pOLYKIMs

1.3.1.5. BuoTtexHonorudeckas poJIyKIHs

1.3.1.6. [IpojiyKitisi, BLIICJCHHAS W3 JKUBOTHBIX HCTOUHMKOB WJIM Opranos (TKaHeH) Yyenoseka

1:3.1.7. ’l‘rcaucmmccuepuas{ HPOJLy KIS (IIPOIYKIUs TRAHCBOH mm{eucpuu)
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EBpa3sniicKuiA 3KOHOMUUYECKUIA COIO3
Ne GMP/EAEU/KZ/197-05-2025

1.3.1.8. Ilpouast GuosiorntecKas NeKapCTREHHas LIPOIYKILNS

X | 1.3.2. Buimyckaonmuit konrpoibs kadcersa (cepruduxalms cepun) (ICpeucHnh BUJIOR IPOAYKIIMH):

1.3.2.1. IIpoJ1yKThl KpoBH

1.3.2.2. UMMyHOTOTHYECKAS LIPOLY K3

1.3.2.3. IlpouyKThl Ha OCHOBE COMATHYCCKHX KICTOK (IPOJYKIHs JUIS TCPALIHH COMATHICCKHX KIETOK
poly P

1.3.2.4. I'enorepanesriucekas HpoJIyKLHs

X 1.3.2.5. buorexuoenornyeckas npojlyKims

1.3.2.6. IlpoayKis, BelIICACHHAA 13 XKUBOTHRIX HCTOUHMKOB MM opranos (rkaucii) ucinoseka

1.3.2.7. Tkancuisxerneprias npojykuns (Ipo/iyKiHA TKaICBOH HIDKCIICPHH)

1.3.2.8. Ilpouaa Guonornucckas JICKapCTBCHHAA IPOJIYKIMS

1.4 | Tpoyas AckapcTBCHHAA IPOJIYKLHA HIIM IIPOU3BOJICTBCHHAS JICATCILHOCTD

1.4.1, IIpou3BOICTRO:

1.4.1.1. PacTureiabhas nmpoJiyKius

1.4.1.2. I'oMcornarimacckoii IpoJiyKimnm

1.4.1.3. Ilpoyas tpojykimst et

1.4.2. Crepuiimsanus apmanenTnyccknx cyocTalulmil, BCIIOMOTaTelbHbIX BCUICCTB, IOTOBO NPOAYKIMM:

=<

1.4.2.1. DuasTpalius

1.4.2.2. Cyxomxaposas crepuiInsanus

1.4.2.3. Crepunmsanus napom

1.4.2.4. X¥MHYCCKas CTCPUIM3AIINS

1.4.2.5. Crepuwiisaiius raMMa-u3ydciuem

1.4.2.6. CTepuiu3aliis MICKTPOHIILIM H3IYUCHUCM

1.4.3. [lpouee

1.5 | Vnakosxa

1.5.1. llepBuunas yiiakopka:

1.5.1.1. Kancynel B TBepioii obonouke

1.5.1.2. Kamncynnl B Markoit oGonouxe

1.5.1.3. XeparenbHbIC JICKAPCTRCHHBIC GPOPMBI

1.5.1.4. FIMIIPEIHMPOBAHHLIC JICKAPCTREHHBIE (DOPMEbI

[.5.1.5. XKujikne 1ekapcTRCHHBIC (DOPMBI JLTE HApyKIIOIO IPHMCHICHMS

1.5.1.6. Kuikue nekapcrieiiisie (GopMel Juls BHYTPCIHHEIO IIPUMEHCHIS

1.5.1.7. Meauunncxuce rasnl

1.5.1.8. llpoune tBepiisic sickaperBeHubie HopMbl

1.5.1.9. [lpenaparsl, HaXOsIIHCCs 1O IABISHHACM

1.5.1.10. PagHOHYKIIMJIHBIC ICHEPATOPDI

1.5.1.11. Markue nexapcTBCHHbIC (POPMBI

1.5.1.12. Cseuu (cymozuropun)

1.5.1.13. TabneTkn

1.5.1.14. TpaucuepMalbHbIC ILUACTHIPH

1.5.1.15. llpouas necrepuiibnas JekapeTBeHBas LIPOJIYKIMA: HOPOIIKH JUIA IPHIOTORJICHHA PACTBOPOB Jist
IpHEMa BHYTPL. KALICYIILI JUls MHTAISIUHA

X | 1.5.2. Bropuynas (riorpeduTeibekas) yIrakoBka

1.6 | KoHTponb kauecTBa

1.6.1. MUKpOSHOJIOTHYECKHE HCIIBITAHMS: CTCPUIBHOCTE

1.6.2. MUKpODHOJIOrHYECKOE TECTUPOBANNE: MUKPOBIOIOTMUCCKasn YHCTOTA

X 1.6.3. Xumuueckue (QU3MYCCKUC) HCILITAIINS

X | 1.6.4. bHONOIHUCCKHUE HCHLITAHUS o

B OTHOHICHWH J]]GGI:]X Orpalﬂ‘i‘lelll’[ifi HIIH HOSCHC'H. OTHOCAIIMNCH K JIAHHBLIM [IPOH'SBDHCTBCHIILIM onepandiaM (3’2} HCKJIIQYEHHA
CIIY1aCB. KO HOACHCHHE IBIACTCH 00IIMM KOMMCHTAPHCM K IPOLCCCaM Ha IIPOU3BOJICTECIIIOM 00BCKTC). [AC Obl HU IPUMCHSUIH]
ITH OTPAHMHCHUSA MIIH HOSCHEHA, HEOOXO/UMMO BIJIOYATH OTCHUIKY K COOTRETCTRYIOIICMY HOMEDPY 1iyHKTa cepru(urara GMP.
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EBpa3sniicKMit 3KOHOMMWUYECKUIA COI03
Ne GMP/EAFRU/KZ/197-05-2025

2. UMIIOPT JIEKAPCTBEHHOM [IPOJAYKIIUU

KoHTposis KauecTBa MMIIOPTUPYCMOiT JICKAPCTBCHHOM IPOJIYKIIMU

2,1.1. MUKpOOHOJOTHYCCKUC HCIBITAHUA; CTCPHILHOCTE

2.1.2. MukpoOHoI0rd49ccKoC TCCTHPOBANNE: MUKPODIOIOI HYCCKas YHCTOTA

2.1.3. Xumudeckre ((PU3HUECKUE) HCHIBITANIHS

2.1.4. BUOIOrHYECKHE HCITBITAHMS o

CeprudBranys cepiy HMIOPTHUPYCMOH JICKAPCTBCHIION IPOJTYKILHH

2.2.1. Crepriblas TMPOLYKIHA

2.2.1.1. IlpoussojnuMas B aCCHUTHYCCKIIX YCIOBHAX

2.2.1.2. llojsepraemas (puunininoi crepuin3amn

2.2.2. HectepunbHas IIpOIyKIHA

2.2.3 buonornyeckas JCKapCTBEHIAA 1IPOJIYKLMA!

2.2.3.1. llponykrsl kposu

2.2.3.2. UMMyHOoJIOTHYCCKAsL TPOJIYKIIUS

2233 HDO}:L}/KI.II/I}I I1a OCIIOBEC COMATHYCCKHX KICTOK (HPOII}’KHHH JIs Tepaliy COMAaTHUCCKHUMM KJ'['CTKaMPI)

2.2.3.4. I'enorepaleBTHYCCKNC 1IPOJIYKThI]

2.2.3.5. bHOTEXHOJIOr HYECKas HIPOJLYKILMs

2.2.3.6. llpoayxius, BLIICHCIIHAS W3 IKUBOTHEIX HCTOUHNKOB IUIH Oprafnor (Tkanci) ucjoBeka

2.2.3.7. TkaneumsxeHepuasn HpoIyKIns (IPOIVKINS TKANCBOH HILKEIICPHN)

2.2.3.8. llpouas GHONOrHICCKAS JICKAPCTREIINIAN ITPOJLYKI(Hs

[Tpouast NesTeNBIOCTE 110 HMIIOPTY (BBO3Y)

2.3.1. Inomaxa Gpusutcckoro uMiopra (BBo3a)

2.3.2. MiMnopT npoMeKyTouHolf IpotyKIHK, Ho/sepraloniciica aainueiimeii odpadorke

2.3.3. Ilpouce

DapmauesTHUcckas cybcranuus (cydcranimm);

3. IPOM3BOACTBEHHDIE ONEPALIAN — ®APMALIEBTUYECKUE CYBCTAHLUA

HpOHEBO,[lCTBO tj:)apmauem‘uqec:lcux cyﬁn:'ranum‘»’[ MCTOJIOM XUMHYCCKOI'O CHIITEC3a

3.1.1. TTpon3BoIcTBO ITPOMEXKYTOHHLIX IIPOLYKTOR (hapMalleBTHYCCKO# cyberanimn

3.1.2. [IpoM3BOLACTEO HEOUHIICHHON (apmalleBTHICCKO cyDcTanimy

3.1.3 Coneofpazopanue (0UMCTKA):

3.1.4. TIpouee i

[1pon3BoJCcTBO hapManeBTHUCCKUX CYOCTAHIIMI METO/IAMI BLUICJICHMS U3 IPUPOJIHBIX HCTOYHIKOB

3.2.1. ByiiencHuc GapMalcBTHYCCKuX cydcTanimii 13 MCTOYHMKORB DACTHTCILHOI0 ITPOUCXOMK/ICHNS

3.2.2. Brlenenue q)apMal_{eBTquCKHX CyGCTa[I]_'[I-’H:"I U3 UCTOYHHKOR XXHUBOTHOIO 1POHCXOXKICHNUSA

3.2.3. Beylenenne papmMalesTHIeCKUX cyGeranumii u3 oprasos (Tkascii) deliosexa

3.2.4. Beugencuue dapmalieBTHYeCKHX cyOcTallini U3 HCTOYHHKOB MUHCPAILHOIO POUCXOKICHIA

3.2.5 Monubukanus priencuinoil Gapmaiestiyeckoii cyderanimi (ykasspaeres 13 nyuxros 3.2.1-3.2.4)

3.2.6. OuncTKa BRUICICHHON (apMalcBTHIccKkoil cydcTanium (YKasLiBaCTed MCTOYHHMK U3 nynktos 3.2.1-3.2.4)

3.2.7. Tlpoucc

w
o

[TpouseocTBO dapmaliesTHIcekux cyGeTannmii ¢ HCIoNbL30BaHHEM OHOJIOTHUCCKIX IPOIECCOB

3.3.1. Depmenraums o .

3.3.2. llpow3BojcTBO €  HCIOIL3OBANMEM KICTOYHBIX  KYIBTYD o (ykazarh  TH
HCIIOJIB3YEMBIX KJICTOK) (lIO,L[ YKasaHueM THIIE KJICTOK INMOHHMACTCA MX THIIOBAA CIICIIH(bH"‘[HOCT-]’:, JIMHHAA, INTaMM
po4ce)

3.3.3. Beirenenne (ouncrka)

3.3.4. Momaguxanust

3.3.5. Ilpouce - o . I e
TTpou3BoCTBO CTepHisHLIX (hapMalerruacckux cyGerammii (pasinenn 3.1, 3.2, 3.3 J0IoK sl OBITH 3aMONTHEHbI, T
[IPUMEHUMO)
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EBpa3suiickmnii SKOHOMMUUYECKMIA Coto3
Ne GMP/EAEU/KZ/197-05-2025

3.4.1. dapmanesTHyeckue cyberanum, HPOMBEOMUMBIC B ACCUTHYCCKUX YCIIOBHAK

3.4.2. PapmanerTHieckue cybeTanmm, NoJIBepraemMne MUIMIIHON CTCPWINZAIHH

3.5 | 3aBepmaloniye CTajuu MPOH3BOICTRA bapmanesTiriccknx cyberamyii
3.5.1. Crajmu uzmieckoii 06paboTku:
3.5.2. Ilepsnynas ynaxkopka
3.5.3. Broputnas ylakopka
3.5.4. Ilpouee _ (yxasarb juis QUEPAIHH, HE ONMCAHHBIX BHIILK
3.6 | KonTpons kauecTra
3.6.1. Dusudeckue (XUMHUCCKHC) HCIIBITAH IS -
| | 3.6.2. MHKpOGHOIIOI HHECKIE MCHIBITAHNS (BKIIOYAS HCIILITAIINS Ha CTCPHIILIIOCTS)

3.6.3. MHEKPOOMOIIOrMYeCKUe HCIILITAHIA (MCKInouas HCLLITAITUS 1A CICPMIILIOCTE)

3.6.4. BHOJIOIMYCCKHUE UCTILITAHUS

4. IPOYME OIEPALIAA - DAPMALIEBTUYECKUE CYBCTAHIINH

Orpannyemmis min HOsCUNTCILHBIC 3aMCTKH, KACAIONLUCCS 061acTH npumencuns cepridukara:
Ha ocnosanun oneiku puckos ot 22.04.2025 ., CPOX ACHCTBIS cepruduKara orpanuycn jo 3 jer,

Baiirybacs E.H.

H. o. 3amecturens [pencemarcis
Komurera Mmennumnckoro u o 1'\&9":“5“' e,
(hapMaleBTHICCKOro KONTPOIs
MunucrepeTea 31paBooxpaneims
Pecny6iiku Kasaxcran
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