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EBPa3sMMCKNIA SIKOHOMUYECKUIA COO3

PI'Y «KOMHTET MEIHIMHCKOTO H (PapMalleBTHYECKOro KOHTPOIA
Munucrepersa 3pasooxparierns Pecrry6nukn Kasaxcraiy

CEPTHUOHKAT
COOTBETCTBMS TPOM3BOJICTBA JIEKAPCTBEI IHBIX CPLﬁI[CTB TPELOBAHUSM TTPABUJI
HAJUIEXKAILENA TIPOU3BOJACTBEHHOHW ITPAKTHKH
EBPA3UHUCKOI'O 2KOHOMHUYECKOI'O COIO3A
Ne GMP/EAEU/KZ/219-07-2025

Cpok jneifersis ¢ 30 mast 2025 r. 1o 29 mas 2027 1.

Beyan 110 Wroram npoBeacius (QapMaleBTHYCCKOH HICHCKIMH B COOTBCTCTBHH C [pasuiamn
npope/achus  (HapMaLCBTHYCCKUX  MICHCKIMH,  YTBCPIAICHHBIMH Pemwcunem  Cosera  Eppasuiickon
YKOHOMHUECKOIT kKoMucenn ot 3 HoaGps 2016 r. Ne 83.

Komurer METUIIMHCKOIO H (ba[)MH.IlClSTH'—lCCKOl‘O KOHTPOJIA
MunucrepeTa 3/ipapooxpalcims PCC!IY6JII/]}\'H Kasaxcran

ITOATBCPAJLIACT CJICAYIOMICC!
npoBsc/icta d)apmaucs'rmec:{an HHCTICKIIHA

AQ «Kuesyeonpenapani»
. Caxcaeanckoeo, 139, o. Kues, Yrpauna.

11 OCHOBAHMI:

- sagsienms ot 04.03.2025 roja Ha MpoBEICHIE HHCICKIMI Ha COOTBETCTRIE TpeOoBallnsM HajUICKALICH
[IPOMIBOJICTRCHHON NPAKTHKH EBPasuiicKoro 9KOHOMHIECKOrO €OI03a (HIOE OCHOBANHE).

Ha ocHoBanimyi ¢BE/ICHNI, MOMYUCHILIX [IPH NPOBE/eHNH (PapMAlCBTHYCCKOH HHCIICKIIMU, HOCHC/ s 13
kotopbix Obuia npoBesena ¢ 26 1o 30 wmas 2025 rojia. yCTamoBICHO, HTO J@HHOC (hapmarieBTHIECKOC
1IPOM3BOACTBO COOTBETCTBYET Tpebosanusam [Ipasiun najuiexalei 1pON3BO/ICTBCHHON NpakTHki EBpasuiickoro
YKOHOMIHUCCKOTO COI03a, DKBHBANCHTHBIX [Ipuiimnam u Pykososictey Eporneiickoro coiosa 110 nauiekaiieii
[IPOM3BOICTBEHIION IPAKTHKE JICKAPCTBCHHBIX CPEICTB /UL MCJIMIIMHCKOIO W BCTCPHHAPHOIO HpUMCHCIHA 1
npunanam CHCTeMbl COTPYAHIYECTBA (hapMaleBTHYCCKIX HHCIICKILI] (PIC/S).

Hacrosiiuuii  ceprudukar oTpakaeT CcTaTyc [pOM3BOJACTBCHHON IUIOWAAKK  Ha  JaTy  [IPOBC/ICHIT
apmarieBTHUECKOIT HHCICKIMH 1 10 HcTedcHuu Gosiee 2 1T OT JaThi NPOBC/CHHS HOCHIC/IHETO JHs TOCIIC/HETO
MHCHEKTHPOBAHMS 1HE MOKET CHHTATLCH JIOKYMCHTOM, CBIJICTE/ILCTBYIONM O CTATYCC COOTBCTCTBHA. Cpok
JeiicTBIs cepTHdUKaTa MOKET ObIThH COKPAIICH [PU HCIOMNL30BAHHH COOTBCTCTBYIONLNX IIPHHITIOB YIIPABICHHA
PHCKAMH 1IpH HAJIMYHH COOTBCTCTBYIOWEl 3amic B noje «OrpannucHys Wik TNOACHHTCILHBIC 3aMCTKIL
Kacaroliecst 00JIacTH NPHMEHEHHS HACTOSLLCIO cepTH(hHKATAY.

Ceprudukar sBjseres JICHCTBUTCILHLIM B CIIYHae NPC/ICTABICHUS BCCX CIo JICTOB (KaK OCHOBHDIX JIICTOB,
TAK 1 JIONOHHTEIIBHBIX JIICTOB).

AYTCHTHYHOCT (IO/UIHHIOCTD) HACTOALICIO CCPTH(IKATA MOKHO NIPOBCPUTL B Oaze jannpix Komnrera
ME/IHLIMHCKOTO 1 (hapMalleBTHUCCKOro KOHTPoJIs MHHICTCPCTRA 3/1paBooXpalicHits Pecnybnukn Kazaxcran.

Ecan ceprudukaT ne npejcTaBie B ykasanHoi 6ase Janmmubix, ciejyer oOpaTnThes B YIOIIOMOYCHHDIIT

OpTaH, ero BLLIaBIIKL.
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EBpa3niiCKMii SKOHOMMUYECKUIA COI03
Ne GMP/EAEU/KZ/219-07-2025

X | JlekapcTsetHble CpeJICTBA JUIS MCAHUMICKOIO HpUMEHeHNA
JlekapeTBeHtpIe HPCHApPaTLl UL KIMHUICCKHX MeCsIe/oBalHA (MCIILITAIN ) IS;
Kon I lanmenonatine N
1. IPOU3BOJICTBEHHBIE OMEPALMMU - TEKAPCTBEHHASA ITPOIYKLIMS |G)
1.1 | CrepuiibHas NpOIyKIHA
X 1.1.1 IpousBojiMasn acenTHYCCKUM IyTeM (oriepaltii 00padoTKI JUIS CHCYIONIX JICKAPCTECHHBIX dopm): <
1.1.1.1. )Kujkue nekapcrsetiibie Gopmbl 0oibiioro odbema G)
1.1.1.2. JKmjkue JiekapeTieHnbie opMbl Majioro 00bemMa G/
1.1.1.3. JInopuiansarn S
1.1.1.4. Teepibic JickapcTBeHHbIE HOPMEI H HMIUIAHTATbI G)
1.1.1.5. Msrkue JiekapcTBeHble opMbl
X 1.1.1.6. Ipouas npoyKIs, IPOH3BOIMMAs B ACCIITHYCCKIX YCI0BHAX '\
1.1.2. [oxsepracMas ol crepuin3atig (onepainn 00pabOoTKH U CIIC/IYIONIX JICKaPCTBCHHBIX HOpM):
1.1.2.1. Mnakue sekapcreennbie GpopMbl GoubIIOro 00beMa
1.1.2.2. Kuskue nekaperietiibie GopMel Matoro odsemMa \
1.1.2.3. Tepiible JickapeTBeiiiible GOPMBI 1 HMILIAHTATE
1.1.2.4. Msrkue JiekapcTBeHHbE hopMb i
1.1.2.5. [Tpoyas npotyKIus, noAsepracMas (PUHIIITION CTCPHUIN3ALIY . \
X 1.1.3. BoinycKaiouuii KONTpoIrh KauecTsa (BhIIYCK Cepii) i
1.2 | HectepuiibHad mpojiyKiims
L2.1. “CC']'CPHJH:[IHH [POJLYKIIHHA {(TEXHOIOIHYCCKHE oncpariim Jus 1TOJIY4CHHA CJIC,‘J)’I_OI!IHX JICKG:}EQ'I'BCHHI,IX (])OPM)Z 4
1.2.1.1. Kaiicynsl B 18cp/10ii 00osiouke
1.2.1.2. Kancynsl B Msirkoif oboJtouke
1.2.1.3. XKebareblbic JICKAPCTBCHHBIE POpMbI ] \
1.2.1.4. IMnperinipoBaiiibe JICKApCTBEHHLIC (OPMbI
o 1.2.1.5. Kuakue nekaperseninie (POPMbI JUIS NAPYAHOro HpHMEHEHHA
1.2.1.6. JKujkne nexkaperseniible (popMbl JUIsl BHYTPEHHETO NPUMCHCTHHSE \
1.2.1.7. MeAHLIHCKHE I'd3bl
1.2.1.8. I1poulic TBep/ible JICKAPCTBCHHBIC (POPMBI |
1.2.1.9. llpenaparsl, HAX0ILIHCCH MOJT JIABICITHCM i ]
1.2.1.10. PajMoHyKJIHHBIE FCHICPATOPLL
1.2.1.11. Msrkue jiekapcTBeinbie hopmbl ;
- 1.2.1.12, Ceeun (CyNIo3HTOPHM) an \
1.2.1.13. TabicTky |
1.2.1.14. TpaHcnepMallbliblC IUIACTHIPI
1.2.1.15. Tpoyas necTepiuibuas poJLy Kt b
1.2.2. Beluyckaionnii KonTposib kauecTsa (ceprudiukaruis cepim) N
1.3 | Brosornyeckas JeKkapcTBeHHas POy KIS
1.3.1. buonoruyeckas JICKapCTBCHIAS PO/ KIS 4
1.3.1.1. [IpojtyKTh! KpoBH
1.3.1.2. UMMYHOJIOTHUCCKAS FIPOJIYKIIHA 3

1.3.1.3. TIpojiyKLiis Ha OCHOBE COMATHUYCCKHX KICTOK (IPOJIY KIS JUIS TCpaTIii COMATHHCCRIMI KJICTKAMH)

1.3.1.4. ['cioTepaneBTHUCCKAA POAYKILIA

1.3.1.5. bHOTEXHOJNOTHYECKAs MIPOAYKILHS

1.3.1.6. TIpojiyKiuisi, BbLIe/ICHHAS W3 KIUBOTHBIX HCTOUIMKORB NI OPraios (rrancii) ucioseka
1.3.1.7. TkanenHskeHepHas NpoIyKIs (IPO/YKIUS TKAHCBOI HHZKCHCPHH)
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EBpa3snMCKMiA IKOHOMUYECKHIA COLO3
Ne GMP/EAEU/KZ/219-07-2025

1.3.1.8. [Tpouas OiojiornyecKas JICKAPCTREHHAs NPOIYKILA

1.3.2. BrinycKalouii KOHTpolih KauecTna (CepTHuKaims cepin) (iepectib BUIIOB HPOLYKIUT):

1.3.2.1. llpoayKThl KpOBH

1.3.2.2. UMMYHOJIOrHHCCKast IIPOITYKILHSI

1.3.2.3. [IpoJtyKThi 112 OCHOBE COMATHYECKHUX KICTOK (HPOILYKILs JUIst TCPAlIi COMATHHCCKIN KICTOK)

1.3.2.4. I'eHoTcpaneBTHYECKAs IPOLYKILHA

1.3.2.5. BHOTEXHOJOTHUYCCKAS TIPOJIYKIINA

1.3.2.6. [1po/1yKitis, BbLICTCHHAS N3 KUBOTHLIX HCTOYIHKOB W OpraHoB (TKanecil) uesI0BCKa

1.3.2.7. TkaneuHzAKeneptas IPOLYKIUs (HPOJIYKILA TKAHCBOI HHKeHepHi)

1.3.2.8. [1poyas OnoJioruyeckas JIcKapCTREHIAS HPOJIVKILIA |

1.4 Hpoqax JIeKapcTBeiiasi MPOJIY KNS HIITH NPOH3BOJICTBCHHAA JCTCIILHOCTD

1.4.1. TTpon3BoICTBO!

1.4.1.1. PacruresibHas NpoayKIms

1.4.1.2. FoMconariycckoii Npo1yKIHu

1.4.1.3. Ilpouas npoJLyKItns

1.4.2. Crepuinzaiis dapMaleBTHIECKNX CyOCTal L, BCIOMOIaTe/IbHLIX BCINCCTB, 1OTOBOI NPOJLYKIUTH:

1.4.2.1. dunnrpaus

[.4.2.2. CyxoxapoBas CTepHII3alis

1.4.2.3. Crepunusaimg 1napom

1.4.2.4. Xumuiueckas CTCPHIN3aIs

1.4.2.5. Crepuinzaliis raMmya-u3jyucHHEM

1.4.2.6. Crepumzaliug JICKTPOHHBIM H3JIYUCHHCM

1.4.3. Ilpoyee

1.5 | YpakoBka

AT

1.5.1. llepBuynast yIIaKOBKa:

1.5.1.1. Kancy:inl B TRepj10ii 000J10tKe

1.5.1.2. Kancyinst 8 Msirkoii o0osiouke

1.5.1.3. KeparcisHble NeKapcTBCHUbIC GOpMbI

1.5.1.4. MMIIperinpoBariibie JICKapeTBEHILIC (OpMEbI

1.5.1.5. JKuakiie JekapeTBCHLEIC (GOPMBI JUIA HAPYKIOTO IPHMCHCHS

1.5.1.6. Wiakue IeKkapeTBelinle (QOpMbL JUlA BIY TPCHICTO HPHMCHCII

1.5.1.7. MeanuuHcKHe rasbl

1.5.1.8. Ipoune TBep/Ible IeKapcTBeHHbIC HOpMbI

1.5.1.9. Hpenaparsl, HaXOAALIHCCS O JIABJICHUCM

1.5.1.10. Pajmonykiniible reHEpaToph

1.5.1.11. Markue JiekapcTBeHble (hOpMBI

1.5.1.12. Cgeun (cynio3nTopum)

1.5.1.13. Tabnerku

1.5.1.14, Tpanc/icpMaznbHbie 111aCTbIPH

[.5.1.15. Tlpouas nectcpuabias JICKapCTBCIIas HPOILY KL

1.5.2. Bropuunas (norpefuTelibeKasn) ynakoska

Konrpoilb KauecTna

1.6.1. MukpoOHOIOTrHYCCKIE HCIBITAINS: CTCPILILEOCTD

1.6.2. MuKpoGHOJIOr HYECKOE TCCTHPOBAINE: MIKPOOHOJIOIHICCKAN HHCTOTA

1.6.3. Xumudeckue ((PI3HUcCKHe) HCIEITams

Pl el et o PR e

1.6.4. BHOJOrHYEeCKHE HCHILITAHHA

B ornowenun Mo0bIX OTPAHHUCHH WKW [OACHCH, OTHOCAULINCS K JAUIBIM NPOH3BOICTBCIITLIM  OTICPALITAM (32 HeKMOUCHI]

caydacB, Korja nogcHeHHe sB/sieTca 00IHMM KOMMCHTApHEM K fpolieccaM Ha NPOH3BOJICTBCHITOM o0Be
ITH OTPAHUYCHHS HIH HOACHCHHA. HeoOXOIHMO BK/IIOYaTh OTCHUIRY K COOTBCTCTBYIOUICMY HOMCPY [YHKT

KTe), e OBl H1 IPUMCHSITI
a ceprudurara GMP.
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EBpa3snMiACKMIA SKOHOMUUYECKUIA COLO3
Ne GMP/EAEU/KZ/219-07-2025

2. UMIIOPT JIEKAPCTBEHHOM [1POJIYKIIMH

[§%]

KonTpoiib KayecTsa MMIOPTHPYEMOil JICKapCTBCHHON POy KK

2.1.1. Mukpo0GHOA0THYCCKHE HCILITAHHS: CTCPIILIOCTD

2.1.2. MUKpOOHOIOTHECKOS TECTHPOBAHUE: MUKPOOHOJIOrHYCCKas Yuctona |

L

2.1.3. Xumnueckue (pusznucckne) HCIBITAHMUS

2.1.4. Buosiorayeckue UCrblTaHug

b
2

CeprH(HKalms cepii HIMIOPTHPYEMOIT JIeKapCTBEHIION TPOIYKILTH

2.2.1. CrepuibHas NIPOJYKILHS:

2.2.1.1. IIpousBo/1uMasg B aceITHYCCKUX YCIORBUAX

2.2.1.2. Tloasepraemas GpUUHIIHOLN CTCPIIIM3AILITI

.2.2. HecrepuiibHas NPoJLyKILHA

I*J tJ

2.3 buojoruyeckas JICKapcTBEINias POy KIS :

2.2.3.1. llpoiyK1bl KpoBH

2.2.3.2. UMMyHOJIOTHUCCKast POY KIS

2233, “pOll)"Kl[ﬂ}l Ha OCHOBEC COMATHYCCKHX KJIETOK (IIpG,’l}’KllliH JUTA TCpaliny COMaTHUYCCKUMH KICTKaMH)

2.2.3.4. T'enorepalleBTHICCKHE [IPOJTYKTHI

2.2.3.5. bHOTEeXHOJOIHYECCKas TIPOIYKIHA

2.3.6. IposyK1umsi, BLUIC/ICHHAS 13 JKUBOTHLIX HCTOUHIKOB HIII OPraHOB (TKatcii) HelioBeka |

2.2.3.7. TkauenizxeHepHas L.o/LyKLns (POJYKIIS TKAlCBOH HHAKCHEPIIN) -

2.2.3.8. [Ipouas 6100 HUCCKaAs JICKAPCTRLHHAS HPO/LYKIINA s b

yid

Ipouas JACATCILIOCTE [0 HMIIOPTY (BBO3Y)

3.1, tlnomanka ¢pu3znueckoro uMnopta (8so3a)

3 2. MiMiiopT nipoMeskyTouHOil HPpOILYKIH, HOABCpIalouieiics AaibHeiieH oOpaloTke

LJ b2 —

3.3. llpouec SR —t,

MdapmanesTinyeckas cyberanimg (cyOcTaniim): e

3. 1POU3BOJICTBEHHLIE ONE PALI,HH - (I)APMAU,FBTM‘II:,CKHE CYECTAHI],MV[

3.1 | Ipon3soxctBo rapMalleBTHUECKHX CYOCTaIil MCTOIOM XHMHUCCKOIO CHITC3A |
3.1.1. ITpousBojcTBO HPOMCKYTOUHBIX NPOLYKTOB (apMaleBTHecKoil cyGeTanii ks
" 3.1.2. [Ipou3BoACTBO HeoumIeHHOI (apManesTuicckoii cyOcTanmm 7;
3.1.3 ConcobpazoBanue (O4HCTKA): 1
3.1.4. ITpouce
| 3.2 | [lpon3soncTso $papMaleBTHICCKIN CyOCTaninii MCTOIAMI BRUICCIIS 13 [PUPOJUHBIX HCTOUITUKOB
& 3.2 I BruteiicHie (papManesTHIcckix cyoeTanmii 13 HCToHIKOB PACTHTCILIOIO HPOHCXOMIICHIA
322, Bl)l‘lCalCliHL’ (bdp\ldIlCBHI‘[CCKI[\ L}’OCI«.\EH[IIH 3 HCTOUNHKORB AKHBOTHOLO HPOHCXOWKJICHHA =1
3.2.3. Bouteienue GapMaleBTHYCCKHX cyOCTaiimii 13 opramos (Tkaneit) uejioncka — =]
3.2.4. Boytejenne hapMalesTHIecKilX cyocTatiyiii 3 HCTOWHIKOB MUIICPAILHOTO npoucxoz{'lcmm
3.2.5 Mondukaius BbLIC/ICHHOI dapmatesTHieckoii cyGeranimny (YKasbiBacres 13 LyHKIOB 5 3.2.1-3.2.4)
3.2.6. OuncTka BbUICACHHON (papMalleBTHISCKOl CyOCTaltuH (YKA3HIBACTCS HCTOMINK 13 IyHKToB 3.2.1-3.2.4)
3.2.7. Ilpouce |
3.3 | lpon3BoacTso apmauestindecknx cyOcTalimii ¢ Henob30BaHIeM OHOJIONIICCKIX TIPOILECCoB i
3.3.1. depmenTalis
3.3.2. 1Ipou3BOJICTBO € MCHOJIBL3OBAHMCM  KACTOUHBIX  KVILTYP e s (yrisan Tl
NCTIONB3YCMbEX KJICTOK) (10/1 YKA3aiIEEM THIIA KICTOK HOHUMACTCS HX THIIOBAsA a1 CHCIUIQUIIOCTS, JIHHHS, HITaMM
rnpouce) i
il 3.3.3. Brigesenue (0UMcTKa)
3.3.4. Moauguraius -
3.3.5. Tipouee |
3.4 | TIponssojactho cTepiuibibIX PAPMALCBTHIECKIX CYOC ranigil (pasyens 3.1, 3.2, 3.3 j0imkibl ObITh 3a0IHICHLL, 1

NPHMCHIIMO)
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EBpa3sniiCKUiA SIKOHOMUYECKUIA CO1O3
Ne GMP/EAEU/KZ/219-07-2025

' 3.6.3. MUKPOGHOTOrHUECKHE HCUBITANS (MCKJTIOYAs HCHLITAHNS HA CTCPIIILIOCTD) 1

l 3.6.4. bHoNoTHMECKHE UCTIBITaNs = i
4. [IPOYUE OMEPALINN - ®APMAUHEBTHYECKHUE CYLCTAHIIMN

3.4.1. dapmaucBTHUCCKNE CYOCTAHIIN, IPOU3BOJIMBIC B ACCIITHHCCKHX yCIIOBITX
3.4.2. QapMaucBTHYCCKHE CyOCTaHIUH, NO/IBEPIacyble GUIHIIIOH CTCPIIM3AILIN

3.5 | 3asepiiaroliie CTA/LAH NPOU3BOACTBA (GapMalCBTHICCKUX cydcranImii <
3.5.1. Craanu dusnycckoit 00padoTku: e
3.5.2. lleppu4nas ynakopxka C
3.5.3. BropHuHas VIIAKOBKa 6
3.5.4. [lpouee N ) A (yK@3aTh JUIs OLCPAILH, 11C OUHCANHBIX BRI,

3.6 | Konrposibh Kayectsa }:B
3.6.1. du3nueckue (XUMIYECKUC) HCHLITaH s 4 <
3.6.2. MuKpPOOHOJIOTHNCCKIIC HCIBITAIHA (BKIIOUAs HCHBITAINS 11 CICPHILIOCTS) | ‘fB

A"

b bbb dhwehwichwich

OrpaniieHis Wil HOACHHTEALILIC 3AMCTKH, KaCAI0MNecs 001acti NPUMCHCHIL ceprH(mrata:
1.1.1.6. lpouas upoAyKILL, UPOM3BOMMMAA B ACCHTHUCCKAX YCIOBHAX — PACChIlKA 1. " iKOB BO thoakonwy, e
JAKTaMiTbic aHTHOHOTHKIT (LeQallocilopHtibL);

|
o

Ha ocnopanin onenii prcka o1 30.06.2025 1., cpok jiefictiiis cepTHOHKATA OTPAILHCI 110 2Her.

ENEENEANESD

baiirybacs E.IL

H. o. 3amecruresis Hpesgeenareis

Komurera MSJIMUIHCKOYS 11

(papMalCBTHUCCKOIO KO i POJIs

MHIHCTCPCTBA 3/(PABOOXPAHCHILS M

Pecnybnmku Kasaxcran ML : - 7 m""'""m')
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