EBpasuiickmii skoHoMUYecKuii coros

PI'Y «Komurer megumnckoro u (hapmanerTryeckoro KOHTpO:s
Munucrepersa shapasooxparenns Pecnybimku Kazaxcerai

CEPTU®UKAT
COOTBETCTBHA HPOI/ISBOI[CTBAU JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHHAM ITPABUJT
lwIA,IIJ'IE)KAI}lEI/I ITPOM3BOJICTBEHHOM [TPAKTUKHU
EBPASHHUCKOI'O SKOHOMMWYECKOI'O COIO3A
Ne GMP/EAEU/KZ/33-04-2023

Cpox aetictsus ¢ 30 mapra 2023 r. o 29 mapra 2026 .
Bbinan 1o wroram nposenenms (PApPMALEBTHYCCKOM MHCHEKIM B COOTBETCTBUH ¢ [Ipasunamu

NMPOBECHHMA  (hapMAlCBTHYCCKUX  HHCICKIMIA, YIBepJenieiM - Pemennem  Cosera  Espasuiickoii
IKOHOMMYECKOH KOMHCCHH 0T 3 nosbps 2016 r. No 83.

Komurer menunmncioro u (hapmaleBTHYeCKOro KOUTPOs
Munucrepersa snpasooxpanenusa PeciyOnuku Kazaxeran

NOATBEPKIALT Clejylonee:
TpoBe/eHa GapManeBTHYECKas HHCIICKITHs

Boehringer Ingelheim Pharma GmbH&Co. KG
Birkendorfer Str. 65, 88397 Biberach a.d.R., Germany

Ha OCHOBaHMH:

- 3asehenns or 07.02.2023 roma wa ITPOBC/ICHUE MHCIEKIIMH HA COOTBCTCTBUC TPEBOBAHHMSM
HajulexkamceH Mpou3BOICTRBEHHOMH npaxTuku Eppazuiickoro skonoMuueckoro coosa (vHoc ocHOBalMe).

Ha ocnopaiinu caenenmii, MOJIYUCHHBIX NPU 1IpoBejicnnl hapMaLeBTHYCCKOI WHCICKIMH, HOCTIEIHSS
U3 KOTOpLIX ObUla Mporenena ¢ 28 o 30 mapra 2023 ropa, yCTaHOBIIEHO, YTO JAHHOe (hapmalesTHuccKOE
IIPOH3BOJICTBO  COOTBETCTBYET TpeboBanmaM [parun  namiekameii NPOU3BOJICTBEHHON  TIpaKTHKK
EBpasuiickoro skonomuueckoro corosa.

Hacrosuiuii ceprudukar orpakacr CTaTyC IpPOM3BOJICTBEHHOM IIOINANKK Ha 1Aty TIPOBC/ICHMS
(apmanerTryeckoii MHCHCKIMK W 110 HCTeuenuu Goliee 3 feT oT jarm NpOBEJICHMS TIOCJIC/IHErO J1HY
NOCJICANEro MHCTICKTHPOBAHUS HE MOMKET CUHTATLES JIOKYMCHTOM, CBHJICTCIILCTBYIOIAM © craryce
coorsereTBuA.  Cpok  nelicreus cepTuUKaTA  MONKET ObITh COKpallleH  [PH  MCIOJL3OBAHHUI
COOTBCTCTBYIOINMX TIPUHIMIIOB YIIPABIICHHS PUCKAMH TIDH HATMYUH COOTBETCTBYIONICH 3aNycH B Ioe
«Orpanuuenus Wi  [0SCHUTENbHbIE SAMCTKM,  Kacaiouuees  obJlactu  IpHMcHenHs HacTosiLero
ceprudukaTay.

Ceprudukar spasercs ACHCTBUTCILHBIM B Cllyuac TIPC/ICTABJICHHA BCEX €IO JIHCTOR (KaK OCHOBHBIX
JIACTOB, TaK W JIONOIHATEILHBIX JIUCTOR).

Ayrenrudnocts (IOTMHHOCTDL)  HacTosmero cepTUHKATA  MONKHO NPOBCPUTL B Daze gaHHBIX
Komurera mepuumiickoro u apmaresTHucckoro KOHTposia Munmcrepersa 3/1paBooxpanenus PecnyGnukn
Kaszaxcran,

Ecim  ceprudmkar  ne lIpCliCTaBiicn B ykasaHuod Gase jlaHHBIX, cilejiyer  obpaturnes B
YHOIIHOMOYEHHBIA OpraH, ero BhUIABIUINIL,
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EBpasuiickuii SKOHOMMYeECKuif colos

Haumenoganmne

L1 | Crepunsnas ponyKIMS
L1111 POM3BOAMMAs acenTuueckim lyTe™ (onepaiing 06paboriy AT CICAYIOUMUX JIEKAPCTREH bl dbopm):
L 11 Kunkne JACKapeTBeHtbIC hOopMBI GONBIIONO obbema
1.2, XKunxue JICKapeTBenbie GopMbl MaToro 00beMa
1.3, Tucnepeuu
-L4. JInodwmmzars
1.5. Treppie J€KAPCTBEHHBIE hopMbT 1 HMILIAHTATE
1.6. Msirkue JICKapCTBeHHBIE hopMLL
-1.1.7. Mpouas NPORYKLMS, IPOU3BOAMMAN & ACCTITHYCCKUX YCIOBHAX
1.1.2. onpepracmas PUHHITHOH cTepunuzanuy (oneparin obpaborki qg CHEAYWOUIHX JICKAPCTREHHBIX thopm):
L.1.2.1. XKunkne JIekapeTBenHLie hopmbl Gobioro o0bema
1.1.2.2. Kunkue JICKAPCTBEHHbIC hopmbI Masoro 00beMa
1123, Tepinie JICKAPCTBCHIILIC (POPMbI U UMILIAHTATH]

1

1.1
1.1
]
1.1
1.1
1

1.1.2.4. Msirguc JICKApCTBEHHBIC hOPMBI

1.1.2.5. ITpoyay HPONYKINA, OABepracmas (PHIHIIOM cTepriuzanuy
143 Bremyekarommii kog POIIL KaueeTsa (Beinyck CCpHH)

—

a5

CCTEPMIILHAS TIp ONYKIIMS

2.1 Hecrepunsnag HPOAYKIMS (TCXHONOI MY CCKIe OUEpAIMH 19 nonyuenns CICAYIOUIHX JIEKAPCTREHHLIX hopm): |
1.2.1.1. Kancyssl B TBEP)10# 0bonoyke

1.2.1.2. Kancynel B Msirkoii obonouke
1.2.1.3. Xerarenbune ACKapeTRenbic hopms
13214 Hmnperuuposanmsie JIEKApCTBEHNBIE hopMr
L.2.1.5. Knnkue JCKAPCTBEHHBIE hopMLI 715 HAPYIKHOTO NpUMeHe s
1.2.1.6. Xuaxne nexa PCTBCHHBIE (DOPMEI 1t BIryv CHHEIO NpUMeneHus
0 e MEAMLHHCKHE ra3bl
1.2.1.8. Mpounc TBEPJIBIC JIEKAPCTREHHLIE (ho PMBI
1.2.1.9. 11 PELIAPATE, HAXOMAIHecy 04 NaBIeHHEM
1.2.1.10. Panwornr KITHJIHBIC MelepaTopL:
L1.1.11. Marxue JICKAPCTBEHHDIC hopME]
1.2.1.12. Cpeyn (c No3uTOpHUN
1.2.1.13. Tabnerkn
1.2.1.14. Tpauce PMaJIbHBIC TUIACTRID]
1.2.1.15, Yerpotietsa s un PAPYMHHAIEHOTO (BHYTPHD 0U0BOI0) BReNCHMS
L.2.1.15. lpovas HeCTepuitbHAs PO AYKIUs
1.2.2. Brir CRAIOUINE KoHTpOIIK Kaqcersa (ceprug HKAIMA cepuy
y buonoruuecxas JICKAPCTREHHAS POy Kips
1.3.1. buonornyeckay NEKapeTBCHHAA npoy KIS
L3.1.1. Ilponyirnt KpOBH

1.3.1.2. Umm HOJIOrHYecKas lpoykius |
1.3.2.3. Ilpoaykius na OCHOBE COMATHYECKUX KIIeTOK (pony ks st TCPAUKH COMaTHYCCKHMY KIeTKamu) |

1.3.1.4. Fenmeaneachcxa;{ HPOJYKIIMS
1.3.1.5. Buomxrwnormecxax NPOAYKILIUS
1.3.1.6. ITpoyy KUMA, BBIICICHHAS M3 KHBOTIEIX HCTOYHUKOB MM Oprafnon (rkaneit) yenosexa
1.3.1.7, TK&HCHH}KGHCIEM MPONLYKIWS (1pONYKLUMs TKaHCROH HHXEHEpH)
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EBpasuiickuii SKOHOMMYECKMif coros

Ne GMPEAEU/KZ/SS-M—ZOZS

_ 1.3.1.8. [Ipouas OMosormyeckas NCKAPCTBEHHAS IPOAYKIIHS
- 1.3.2. Brinyekaronmit xox Ollb_(ceprudmkatiig cepun) (epeyens Bungon TIPOAYKIHKY;

_ 1.3.2.1. MpoaykTer kpony

- 1.3.2.2. HmmyHonoruyeckay DOYKLHS

- 1.3.2.3. Hpoaykret ua OCHOBC COMATHUECKMX KieTox (MpoityKims s TEPANHHN COMATHYCCKUX KIIETOK)
- 1.3.24. T CHOTCpANeBTHYECKas NPONYKIHS

]
]

1.3.2.5. BHOTe)cHonomqecm;r nponyknus

ITpoyas NICKAPCTBEHHAS IPOIYKLMA iy IPOH3BO/ICTBEHHAA JICATCIILHOCTS
A4.1. Ilpouseosncreo:
1.4.1.1. Pacturensias OPOLYKIIMS
1.4.1.2. lomeonaruueckoii mp OLYKUUH
1.4.1.3. Tlpouas POYKIIHS
1.4.2. Crepunmsarisg papmaleBTHYCCKIX cyberannuit, BCIIOMOTATC/ILHbIX BEIICCTE, FOTORO UPOLYKIIHN:
1.4.2.1. Dunnrpaims
1.4.2.1. Cyxosxaporag CTepuIM3alps
1.4.2.3. Crepunusanus napom
1.4.2.4. Xumnueckas CTCpHIM3aLS
1.4.2.5. Crepunmsanus ramma-Hu3iyyennem |
1.4.2.6. Crepuinmsaims SNCKTPOHHBIM M3JIyyenyem
1.4.3. Mpouee
’ Viakorka
1.5.1. llepeuynas ITAKORBKa:
1.5.1.1. Kancymn g TBEPJIOit 0Bonoyke
1.5.1.2. Kancynsl B markoi obonouke
1.5.1.3. Kerarenpnnio JICKAPCTBCHHbLIE hopMET
1.5.1.4, Hmnperuuposanmnie JICKAPCTECHILIC (POPMBI

1.5.1.6. Wunkue JIEKAPCTREHHEIE (opMmb JuTs BHYTPEHHET0 NpuMenerms |
1.5.1.7. Meimmmncine rasey

1.5.1.8. TIpoune TBEPJIBIC JICKAPCTBCHELIC BODMBT
1.5.1.9. T [euaaT},J, HaXoNAIMecs 1101 JNABICHUCM
1.5.1.10. Pamnonyiimpnne rCHEpaToOpLI

1.5.1.11. Markue JICKApCTBeHHbIC hopMBI

]

]

-

] i
_ 1.5.1.12. Creyy (cyunosmonn)

]

]

L]

]

P

1.5.1.13. Tabnerxn '
1.5.1.14. T PAHC/ICpMalIbHbIE MTACTBIDN
15105, lIpouas necrepumsnay JCKAPETREHHAs POy K
1.5.2. Bropuunas (1o peduTesckas) YIaKoBKa i
Konrpons kauecrsa
1.6.1. MHKOGHOJIOFH%CKHC MCTILITAHHA: CTCPHILHOCTI,

- 1.6.2. Muxp 00HONOYecKkoe TECTHpOBaHue:; MHKPOOHONIOrHYecKkay YMCTOTA

—

1.6.3. Xumuneckne (qammecwc) HCIIBITAHMS

1.6.4. Buonoruyeckue UCTILITAHMS |
B otnowenuy mognn OTpaumucHuit uan noscuen, OTHOCALIMXCH K AaHBIM MPOMSBOLTCBCHNBIM Oncpatmam (3a MCKIIIOUEH ey
Ciyyacs, Korga TMOACHCHHE ABIACTCH OG[LIP!M KOMMGI]TEpHCM K nnpoueccam Ha HpOH3BO,ElCTBCHHOM OG%CKTC), rae 6er nu NPHMCHSJIHUCH
ITH OTPAHHUCHHS UK NOACHCHHUS, HCOOXOMUMO BRMIOYaTS OTCBUIKY K COOTRETCTRYIOMEMY HOMEpPY UYHKTA cepTudukara GMP.
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EBpasuiickmii skonommuueckuii coio3

No GMP/EAEU/KZ/33-04—2023

] 2. UIMIOPT JIEKAPCTBEHHOR IPOJIVKLIAN
m Konrpoms kauecrsa UMIIOPTHPYEMOii iekapcTrenmo; HPOAYKIIMK
- 211 Mukpobuonoruueckie HCTILITAHHS: CTepUILHOCTY,
- 212, Mnkpobronoruueckoe ICCTHPOBARKE: MUKPOGHO TOrHYCCKas YMCTOTA
- 2.1.3. Xumuneckue (husmycckue) MCIBITa M
- 2.1.4. Buosiornueckye HCITBI TaHMs!

2.2 | Ceprudmranus CCPpHU UMTIOpTHPYEeMOi] TPOILYKiy
2.2.1. Crepunsuas 11 PONYKIMs:

22117 Ipouzeonnmas & ACCHTHYCCKUX YCHOBUAX
2.2.1.3, [oasepraemas DHHUIUHOMN CTepunnzamy

2.2.2. Hecrepunbias IPOAYKUMA
2.2.3 buonoruucckas HCKAPCTBEHHAs PO NyKims:

22.3.1. [IponykTer kposu

2232, Hmmynonornucckas UPOJYKIs

2.2.3.3. pojtykims na OCHOBE COMATUUECKUX KileToK ("posykums uist repriann COMATUYECKHUMHU KIICTKaMI)

2234 lenoreparesruyeckpe OPOAYKTEL

2235 Buorexnonornueckag POIYKIINs

2.2.3.6, 11p ONYKUMSL, BRUICHCHHAS 13 AUBOTHBIX HCTOMHHKOE My} OpIaHoOB (TKaHeH) yenoseka

2.23.7. 7 KaHCHHKEHePHAS 1IPOTyKITHs (nponykuus Tkanenoi; HHKCHEp M)

2.2.3.8. llpouas Ouosorngeckas JEKAPCTBEHHAS NPOAYKLus
OHaA ACATCILHOCTD 110 UMIIOPT (BBO3Y)
3.1, Inomanka PUSUYCCKOro umnopra (BBO32)
3.2, Umnopr 1POMEIKYTOYHO 11p OLYKUMH, HOJIBEpratomeiicy HalbHEHLICH 00paborke
.3.3. llpouee

3. HPOU3BOJICTBENBIE OINEPAIMY — CDAPMAHEBTHLIECKI/IE CYBCTAHLUK

apManesTHYeCKas cyGerans (CyGCTaHHHH).‘
-1 | llpoussojcrao PAPMAUEBTHYCCKMX CYBCTAaNTIHI METO/IOM XHMHYECKOTO CHITe3a
3.1.1. Mpouseoncreo MPOMEIKYTOUHBIX NPO1yKTOR PapManesTHyCckoi cyberanimy
3.1.2, [pownssoncteo HEOUHIIe oL (DAPMAaLCRTHYCCKO cyberanmum
3.1.3 Coneo6pazosanmc (o4ncrxa); Kpuctanmusatms
3.1.4. lpouee

o]
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7
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3.2.5 Monunduxaipus BBLICICHHO PAPMANEBTHICCKOI cyBcTanmmmy (vkasbiBaercs uz IIYHKTOB 3.2.1-3.2.4)
3.2.6. Ounerxa BBIICICHNON apmalieBTHyecKol ¢ Ocranumy ( Ka3LIBACTCS HCTOYHMK U3 LYHKTOR 3.2.1-3.2.4)

[poussoncrso PAPMALCBTHUCCKIX cYBCTAIIMI o MCII0h30BaIeM BHONOrHyee kX 1porieccoB

3.3.1. Depmenrammg

3.3.2. Ilpomssopcrao € HCHONL3OBAHIEM KIICTOUNBIX K JBTYP AMYHUKA KuTaiickoro Xomauka (CHO)

3.3.3. Briienenue OYHCTKA)

3.3.4. Monu (puKanms

3.3.5. lpouee: Gpunansnos POPMHUpORaHKE cocTara Onomoruticckoit akTHs oM PAPMAICBTHICCKOM Cy6CTanmy

[Ipoussoncrro CTCPHILHBIX hapMalesTHYCCKIX cyberanmmii (pasnenny 3.1, .3.2, 3.3 nomxner ObITH 3an0NHEHR!
e IpuMenumo)
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EBpasuiickuii SKOHOMUYeCcKuii coloz

3.5.2. Ilepruunay YNaKoBka
3.5.3. Bropuanas YIIAKOBKa
3.54. Ipouee: HANOIHEHUE B EMKOCTE 13 HepXABEIOMIEH cTany

Kontpouns kayecrga

]

-

| 3.5 ]

- 3.5.1. Cramgun PHUIMIECKOH 00paboTku: IIpOCenBaHue
]

I

| X |

| X
]
| X ]

6.3. Mukpo6uonoruyeckme UCUBITARNS (MCKIIOYaN HCHILITAHNS Ha CTEPHILHOCTE)

4. TTIPOUYHE OTIEPAIIMH - PAPMALIEBTHYECKHE CVBCTAHIUK

Orpauuaenus uny NOACHUTENIBHbIE 3aMeTky, kacaiomuecs obnactu npumenerug ceprudukara;

Axmernusz JLM, P
H.o.Ilpencenarens Komurera

MEMHLIMICKOrO M hapmatierTHuCoKOro 5 ‘
Kourponst Munmcreperra jod '
3/ipasooxpanenus PeciyGimicy Kazaxcran

(DILO., HOIKHOETS) M!Hv o (moannce)

pg ﬁéﬁ Waé:ga | .k\‘\:‘-i;’;’,-‘. : |

{nara noamIcans, g, Mec.rrr)
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