EBpa3suiickuii SKOHOMUYECKMIA COKO3

PI'Y «Komurer MeIUIIMHCKOTO 1 (papMALIEBTHYECKOrO KOIITPOIIs
Munucrepersa 3jipasooxpanenns PeciyOinku Kazaxcrany

CEPTU®HUKAT
COOTBETCTBHMA [TPOU3ZBOJICTBA JIEKAPCTBEHHLIX CPEJICTB TPEBOBAHUAM ITPABHII
HAJUIEXKAIIEX TPOU3BOJACTBEHHOW HTPAKTHKN
EBPASHMHUCKOI'O DKOHOMHWYECKOI'O COIO3A
Noe GMP/EAEU/KZ,/159-12-2024

Cpox peiicrsus ¢ 30 asrycra 2024 r. 1o 29 asrycra 2027 r.
Beinan no wroram nposejienus dapMaleBTHUECKOW MuCHekiuu B coorsercrBur ¢ [lpasunamu
nposejieHnst  PapMAlCBTHUCCKUX  MHCUCKUMHA,  yrBepsieHubiMu - Pemenvem  Cosera  Espasuiickoit

DKOHOMHWYECKOH KOMMCCHM 0T 3 Hosdpsa 2016 r. Ne 83,

KOMHTCT MCJHIMMHCKOI'O 1 d)apMaucs'mqe(:Koro KOHTPOJIA
Munucrtepersa 3apasooxpanenuds Pecniybiukn Kazaxcran

NOATBEPM1ACT CICIYIOIICE!
npoecjcHa tpapmaucmmccxaﬁ HIHCIICKIIHA

Dong-A ST Co., Lid
2F B section, 31, 41" B section, 200-23, Baekseokgongdan I-ro, Seobuk-gu, Cheonan-si,
Chungcheongnam-do, Republic of Korea

Ha ocHoOBAlUK:

- sassyienust or 15.04.2024 roja na nposejienue MHCHEKIMN 11a COOTBeTCTBIE TPeboBaHMSIM HajuleKaleh
NPOU3BOACTEENHON npakTikKn EBpasuiickoro 9KOHOMUYECKOr0 colo3d (MHOE 0CHOBAINC),

Ha ocHosanun cBejeHuit, TOJyUYCHILIX HPU HPOBEeHUY GapMaleBTHISCKON MHCIEGKLUUMY, NOCNEIHI U3
KOTOpPRIX Obla nposesiena ¢ 26 aprycra 1o 30 asrycra 2024 roja, ycranoBicio, 4To Jiannoe hapMalesTHIecKoe
IPOU3BOJICTBO COOTBETCTBYCT TpeboBanusm [lpasiil Ha/UieKalCH LPpOU3BOICTEEHION 1pakTuku Eppasuiickoro
IKOHOMMICCKOre cole3a, dxsuBaicuTHbix |punnunam n Pykosojicrsy Espoiiciickoro coloza no najyresxaniei
[POM3BO/ICTBEHHON TIPAKTHKE JICKAPCTBCHHBIX CPS/ICTB JUI MCMIMICKOTO ¥ BCTCPHHAPHOIO [PUMEHEHHs M
nputiyniam Cuctemsl corpyanndectsa gapmatiesriuucckux naenekini (P1C/S).

Hacrosumii - ceprngukar oTpaskaer CTaryC INPOM3BOJCTBEHHOM TIIOHIAKM Ha Jary LpOBe/CHHs
(hapmareBTHUECKOH MHCHICKIIMN 1 110 ueTeueHnn oliee 3 JIeT OT JIaThl TPOBEJICHUS TIOCIE/IHEr0 JIHA TOCIeHero
HHCIIEKTHPOBAHNA HE MOMKET CUMTAThCHA JOKYMCHTOM, CBHUCTENLCTBYIOLWIUM O CTATyce COOTBETCTBHS. Cpok
JeicTeus cepruduraTa MoKeT ObITh COKPAIIEH TIPH UCIIOMB30BAlINK COOTBCTCTBYIOIIMX IPUHIMIIOR YIIPABIIEHKS
pUCKAMN NpPY HAJIMYMM COOTBCTCTBYIOUICH 3aimcy B nosie «OrpainuyeHus MitM 10MCHHTEILHBIE 3aMETKH,
Kacalolyecs odIacTy IPUMEHCIINS HACTOSIICI0 cepTHdhUKATY.

Cepruduxar saBugercs JICHCTBUTCILHBIM B CIYUAC HPC/ICTABICHHS BCCX CIO JIMCTOB (KaK OCHOBHbBIX JINCTOB,
TdK 1 JOHOJIIHUTCIHbHBIX JII/ICTOH).

AYTENTHYHOCTDL (IOJUIMHHOCTE) 11aCTOsIIero ceprudukara MOKIO 1IpoBepuTh B 6ase aannsix Komurera
MEJIMIMHCKOI0 1 (pAPMALIeBTHYECKOIO KoHTposs Munuerepersa 3jipapooxpancius Pecniy6nuku Kazaxceran.

Ecin cepruduxar ne upejcrasiiell B ykasanioi 0asze JaHHbIX, cllejlyeT 0OpaTUTLCS B YIIOJIIOMOYESHHbIH
Oprau, ero BbIIABIINI,
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EBpa3suiicKuii IKOHOMUYECKUIA Colo3
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X

HCK&}DC']‘BC[IHMC CpClICTBA JUIA MC)IMIIHHCKOI'O LIPUMCHCHWS

JlekapcTBCHHBIC HPEHnapaThl JUisi KIMHUMECKMX UCCIC/IOBANMNA (MCIIBbITAHWIA)

Kop

Haunmernosanue

1. MPOW3BOJACTBEHHBIE OTTEPALIMH - JEKAPCTBEHHAS MPOJY KIS

1.1

CrepuiibHas HIPOAYKILHS

1.1.1 Ilpou3BojiuMas acCimHUCCKuM 1yTeM (o1epalian o6paboTK JUls CICAYIONINX JICKapCTREHITBIX (hopm):

1.1.1. Xujikue Jiekaperseinbie Gopmsl 00ILIIOro 00 LeMa

1.2, Xwucue nekapersenibic popmsl Malioro 0bheMa

3. JInopuauzars

I
L ;
1. ;
1.1.1.4. Teepaple nekapcTBeHHLIE (QOPMEI ¥ UMILIAHTATHI
. . MArkue gexapcTBeHtbie (JOPMBI

1.1.1.6. l1pouas npoxykuus, IPON3BOAUMAs B aCCIITHUCCKUX YCI0BUA: PACTBOPLI, CYCTICH3UM M OMYJILCHH B
0JIHOI030BOM KOHTEHHEpE ¢ TEXHOIOIUeH BpIyBaHus/3aonneusy/yrorienus BES.

1.1.2. IMoyjmsepracMas (puumiiiiodl crepminsaliny (oucpaini 00paboTKy jUIS CIC/LYIOUIHX JICKAPCTBEHIBIX QopM):

1.1.2.1. Xujkue Jickapersenisie GopMbl 005111010 00beMa

1.1.2.2. Jwikuc nekapersetusie GopMel Majioro o0bema

1.1.2.3. Tsepible JCKapeTBCHULIC POPMBI H MMILIAITATL]

1.1.2.4. Msirkuc JickapcTBeHHLIC OPMBI

1.1.2.5. Ilpovas 1poJLyKIumsl, rojsepraeMas GUIIIION CTepmIM3aliy

1.1.3. BelllycKaOuui KOHTPOoIib KadceTsa (Bbllyck cepru)

Hectepunnnasg mpoayKius

12Tl ICC’FCpHJIbH’d}I HPOJIYKLIMS (']'C)_(_H(EJIO[‘H‘]CCKI’IC OLICPALTHI JUEE LHTOJTYHCHFA CHCHYIOHIMX JICKAPCTBCHIHBIX (bOpM)Z

1.2.1.1. Kancyiint 8 teepLoit o0onouke

1.2.1.2. Kaucyisl B Msirkoii 00onouke

1.2.1.3. MeparensHble JIeKapeTBesie (hopMbl

1.2.1.4. MMuperinposatible JIeKapeTBetHbIC (POpMbl

1.2.1.5. JKuzkue siekapeTBeHHbIC (POPMbI JUlsl HAPYKHOTO NPUMEHCHUS

1.2.1.6. Kujikue negapcereiinle PopMbL Juist BITYTPEHHEro 1puMenemHus

1.2.1.7. MCAMIIMHCKUE T'a3bl

1.2.1.8. Ilpouue tBepibie iekaperseHiibie Gopmbl

1.2.1.9. lpenaparsl, HAXOJAIHUCCS 110]1 JIABJIEHHCM

1.2.1.10. PajMonyk/imjuinsie relepaTophl

1.2.1.11. Msirkue JIckaperBeHUbIC QOpMbL

1.2.1.12. Ceeun (cynmnosuTopun)

1.2.1.13. TaGnerku

1.2.1.14. TpanciepMaibibIe 1UIACTBIPN

1.2.1.15. [Tpouas recrepuiiblias HPOJLYKILHS: HOPOIIKY jUIS TIPUTOTORJICHHS PACTBOPOB JUIS TPUEMA BHYTPL,
KallCyJib! JUsl Hiraisiiuit

1.2.2. Bpimmyckalonuii KOHTPOJIL KauecTsa (cepTH(pMKAILM CCpUH)

buosioruyeckas Jic KapcTseHmas HpOoJLy KL

1.3.1. buonornyeckas JeKapeTReHHas 1POJLY KIS

1.3.1.1. IlpojsyKrnsl Kposu

1.3.1.2. UMmyHonoruieckas npojyLyKius

1.3.1.3. lponykumns Ha 0CHOBE COMATHYCCKUX KIIETOK {LIPOJIYKIIMSA 15l TEPAITHH COMATHYCCKMMHU KIICTKAM M)

1.3.1.4. I'cHOTCpaCBTHYCCKAS TIPOJLYKILMA

1.3.1.5. buorexnonoruueckas IpoJyKILHs

1.3.1.6. TTpojtyKiusi, BLIIGICHHAS M3 )KUBOTHAIX HCTOUHMKOR WKW OpranoB (Tkaueii) uesoseka

1.3.1.7. Trancuipkecpiias UpojyKins (POJLyKIs TKAICBOH nIBKEHCpUm)
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1.3.1.8. Ilpouas GroNOrmYgecKas JICKAPCTBCHHAN NPOJIYKILs

1.3.2. Briryckaiolmii Xoirpoiis kauectsa (cepruduxaims cepuu) (epeyelib BUAOB NPOJYKIMK):

1.3.2.1. llponyKrsl KpoBy

1.3.2.2. Mmmynosioruyacckas HpojLyKims

1.3.2.3. IlpoJiyKTsl 14 0CHOBE COMATHYECKHUX KISTOK (IIPOJYKIMS JULH TCPAIIMH COMATUUCCKUX KIICTOK)

1.3.2.4. I'eyorepallcBTHYCCKAs HPO/LY KIS

1.3.2.5. BHOTEXHOIOIMUCCKAs 1IPOJLY KIS

[.3.2.6. ITpoayKuusi, BbIJIGJICHHAs W3 )KUBOTHLIX MCTOUIIMKOB WIKM OPraHos (TKaHeil) deyoseka

1.3.2.7. TxanenpreHepHas npojiy Kiusa (UpoLyKIMsA TKancBOi MIDKCHepHn)

=, oot
=3

1.3.2.8. Ilpouas Guonornucekas JiekaperBeHHas HPOLYKILIs

1.4

HPO‘IE!H JICKAPCTBCHHASN TIPOJIYKIIMS MW ITPOH3BOACTBCHHASN JICATCIBLHOCTL

1.4.1. Ilpon3gocTBO:

1.4.1.1. Pacrrreisuas HpojLyKims

1.4.1.2. N'omeconarnuccKoi HpoJLyKIum

1.4.1.3. llpovas npopykuust

1.4.2. Crepuitnsanus (papMalcBTHICCKUX CyOcTani, BCIOMOaTe/IbHbIX BCUICCTR, IOTOBOM NMPOAYKIHH,

1.4.2.1. Duisrpatiys

1.4.2.2. Cyxoxaponasi CTepuiinzaius

1.4.2.3. Crepuisalins 11apom

1.4.2.4. Xumnueckas Crepuimsas

1.4.2.5. CTepuin3aiiis raMMa-n3iyacinem

1.4.2.6, Creprinsaiys DJICKTPOIHLIM H3IYUCHHEM

1.4.3. [lpouce

L'

).:3

Viakopka

1.5.1. llepsuunas ynakoska:

1.5.1.1. Kancysst B TBepjoif oboiouke

1.5.1.2. KancyJisl B MATKOI 000J101Ke

CA

1.5.1.3. XKeBaTciIbHbIC JICKAPCTBCHILIC (hOPMDI

1.5.1.4. UMuperunpoBaninic JICKaperBeiinic (opmel

1.5.1.5. ACmjikue siekaperseninie (JopMbl JUISL HAPYIKHOTIO LIPUMEHCHHs!

C A%

1.5.1.6. Kmukue JiekapcrseHbie (POPMbL JUIs BUYTPCHHCIO LPUMEHCHHS

o S S M aTh,

1.5.1.7. MeIMIMHCKUE Ta3bl

1.5.1.8. llpoune TBEpabIC JekapeTBelbie GopMbl

Cio

1.5.1.9. Tlpenaparsl, Haxojsuiyecs 0o JIaBIcHUCM

1.5.1.10. PaJiOHyKIMIBIC I'CHCPATOPDI

1.5.1.11. Markue Jiexkapcreetlisie GpopMel

1.5.1.12, Ceeun (Cyuno3uropuu)

1.5.1.13. Tabuerku

1.5.1.14. TpaucaepMailbHble [UIACTLIPH

[.5.1.15. Tpouas necrepuibias JICKapCeTRCHIAs HPOLYKIIMS: HOPOUIKH JUIS TPUIOTOBICHHUS PACTBOPOB J1JIs

(PHEMA BIYTPh, KALCYIILI JUls WUrais it

1.3.2. Bropuunas (1orpebureiibekas) ylakoska

1.6

Konrposb kauccTna

1.6.1. MUKpPOBHOJIOIHEECKHE HCIILITAIINS: CTePHITLHOCTh

X

1.6.2. MHKPOGHOJJOI‘I’I‘ICCKOC TCCTHPOBAIHC: MHK}JOG'HOJI()I'H‘{CCKHH HYHCTOTd

X

1.6.3. Xumuucckue ((pM3nuccKue) neHbIrans

1.6.4. buonornyeckue NelbITanus

B ornomenuyn modnix {}I'}'}HIIH‘ICIIHF! MITH TIOSICIICH, OTHOCAIIMXCH K JIAHHLIM HPOWZBOJICTBEHHLIM  ONCpaldam (3'[1 HCKITIOHEITHE
CIYYUACE, KOTJIA NOSCHCITME ABIACTCH obnwm KOMMCHTAPUCM K 1IPOMCCCaM Ha [TPOH3BOJACTBCHIIOM OG‘[:CI('I‘C). riae 6l u HpUuMEeHsIn

ITH OPAIMYCHMS HIIH HOSCUCIHA, 11CO0XOIHMO BKIIOUATL OTCLUIKY K COOTBETCTRYIOMIEMY HHOMEPY nyhkra ceprudukara GMP,

¥

B

Crpanmia 3 u3 5
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2. UMIIOPT JIJEKAPCTBEHHOM NPOAYKLIMH

NPUMEHUMO)

2.1 | Kourpoun kayecrna UMIIOPTHPYEMO JIGKapeTBEHHON POy KIIHK
2.1.1. MukpoOHOIOTHHECKHE HCILITALINS: CTCPIILHOCTD
2.1.2. MUKpOoOUONOINYECKOC TCCTHPOBANIME: MUKPOOMOJIOIMUCCKAs YMCTOTa
2.1.3. Xumnucckue ((PU3HUCCKUe) HCHLITAIIMS
2.1.4. buoslornyeckue uelblrams ‘_
2.2 | Ceprupuraiys CCpUM HMUOPTHPYEMOI JICKAPCTBCUIHON IPOJLYKILHMI
2.2.1. CrepuiibHas UPOILYKIMSL: /
2.2.1.1. Ilpoussojumas B aCEIITHYCCKUX YCIOBHIX
2.2.1.2. Iloasepraemast (pUUMILION CTepHiiu3amn
2.2.2. HectepuiibHast IPOJLY KL
2.2.3 buosioruueckas JekapeTBCHHAS HPOLYKIMS:
2.2.3.1. llpoaykTel XpoBH
2.2.3.2, UIMMyHOJIOIHYCCKas HPOYKIIHS (
2.2.3.3. lpojyKiiust 11a OCHOBE COMATHUYCCKUX IJICTOK (HPOLYKIMS JUISL TEPALH COMATHICCKUMM KIICTKAMU)
2.2.3.4. I'enoTCpalIeBTHICCKUC HPOJLYKTI
2.2.3.5. BHOTCXHOJIOIHYCCKAs TPO/LYKITHSI -
2.2.3.6. llpojrykimst, BLUICJICHITAS M3 IKUBOTHLIX HCTOYHMKOB WIN 0Praior (TKaHel) Ycioscka (N
2.2.3.7. TrancunzcHepHas HPOILYKIH (IPOJLYKI TKANCBON HIBKCHEPHN) -
2.2.3.8. llpouas Grosoruycckast ickaperseinas HpoLyKmus - \
2.3 | lpouas jnegTesibliocTh 110 UMIIOPTY (BBO3Y)
2.3.1. lnomajixa (gusiticekoro umuopra (sgosa) ’
2.3.2. MmiropT 1poMesy TOUHOI HPOLYKIMN, Lojmepraolieiics jansneimeil odpaborke (!
233 llpoyee - e :
3. [NIPOU3ZBOACTBEHHBIE OIEPALUU — DAPMAUEBTUYECKHUE CYBCTAHUMUH
Dapmanesruueckas cydberanims (cyberainmm): N
3.1 | IlpoussoacTBo (hapMaLeBTHUCCKUX CYOCTAHIMA MCTOJOM XUMUHECKOIO CHIITC3a k
3.1.1. T1pon3BoJICTBO LIPOMEIKYTOUHBIX HPOJYKTOB (JapMallcBIMYCCKON cyderanimu J
3.1.2. TlponssoyicTBo Heounmmenoil gpapmarenridcckoil cyberaniun
3.1.3 Cosicobpazopaiue (0OUHCTKA):
.14 1lpowee S
3.2 [ llpoussojicTo dhapManeBTHUCCKUX CyOCTAHIINIT MCTO/IAMH BLIJICJICHNS U3 IIPUPOJIILIX HCTOTHHKOB
3.2.1. Beyesienne apmanesrudeckny cyGeranumii 13 HCTOUINKOB PACTUTCIBLIIONO IPOUCX KIS x
3.2.2. Briiencune (papMarerTHICCKHX cydeTanImil 13 MCTOUHIKOB KHBOTHOIO [IPOHCXOIKJICTIHS
3.2.3. Buyiescnue papmatestiuiccknx cyberanimil u3 opranos (TKauci) ycioBeka
3.2.4. Brtaesenue GpapManesTHicckux cyOCTAMI 03 UCTOUHHKOR MIHCPAIILIIONO IIPOHCXOAIEIHS ;:
3.2.5 Mojudukaiwms Bpliclicnioi gapmancsTuieckoii cyGeranuum (ykasnisacres w3 ynkros 3.2.1-3.2.4) /
3.2.6. Quucrka BblicheHnoil papmanesuieckoil cyfcranium (YKaspiBaeres HeroduK u3 nynkros 3.2.1-3.2.4) 2
3.2.7. llpoyee . e
3.3 | [lpoussojcTo (papMaleBTHuecKX cybeTanmit ¢ neouL3onatueM OHOIOTHUCCKHUX LIPOICCCoB /
3.3.1. @cpmenralus
3.3.2. [lpous3BojCTBO € MCHONB3OBAHMCM  KICTOUHBIX  KYJILTYP (yxazath T
HEHOJB3YCMbIX KICTOK) (110)] YKA3aHUCM THIA KICTOK HOHMMACTCS WX THIIOBASH CHCHHM(GHUIOCTD, JILHNS, m'raMMPIy
npouee)
3.3.3. Beinenenue (ouncrka)
3.3.4. Momdmrarms
3.3.5. llpouce e -
3.4 | Ilpon3Bo/icTBO cTEpUILILIX (papmaliesTiicckux cydcranmit (pasyiennt 3.1, 3.2, 3.3 A0J0KIL] OBITE 3a10JHCHBI, I
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EBpa3suitCKMii SKOHOMUUYECKUIA COH3

Ne GMP/EAEU/KZ/159-12-2024
3.4.1. MapmalerTHUCCKUe CyOCTaHIMM, ITPOH3BOJHMbIC B ACCHTHUCCKUX YCIOBUSIX
3.4.2. dapmalerruueckie cyOcTanimu, HoABepracMbie (PMIMIIHON Crepuin3aiuu
3aBCPLUIAKIIC CTa/HI IPOH3BOICTBA (PAPMAIICBTHYCCKUX CYOCTANLMNI
3.5.1. Crapmu usnucckoil o6paborTkn:
3.5.2, [lepsuunas yrnakoska

3.5.3. Bropuunas ynakoska
3.5.4. Ilpouce (ykasarnb Juisi OICPALIMI, He OIHCAIIILIX BTG )

G

Konrposs kauectsa
3.6.1. dusnueckue (XUMUYCCKHE) UCHLITalI NS
3.6.2. MHKpOoOHOIOIHHCCKUC HCHULITAIINS (BKIIOUAs MCHLITAIHS 1A CTCPHILIIOCTS)
3.6.3. MuKpoOHOIOTHUCCKUC HCTLITAIIHS (HCKIIOUAs HCILITANNS 1A CTCPMILIOCTD)
3.6.4. bHONOTHYCCKHC HCIILITATTHS
4. IPOYUE ONNEPALHUH - PAPMANEBTHYECKUE CYBCTAHLIUA

3

N6 G NG KGNS

OI'lelH‘ICIIHH WA TOACHWTCILILIC 3aMCTKH, Kacaloniuecs obacTu HPUMCHCHMA CCp'[‘Hq)HKﬂ']‘H.!

Kemkexanosa A. 7K.

H.o. llpejcenarens Komurera
MEJAMLIMHCKOrO M (PapMalleBTHUCCKOIO
KoHTpois Munuerepersa

311pa|aooxpa1 ICHIS PCCI'IyGJ kK Kazaxcran
(0. JLO, noiERnoeTs)
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