EBpasuiickuii IKOHOMUUECKUIA COl3

PI'Y «KomuTeT MeMUMHCKOr0 U (hapMaLIeBTHYECKOrO KOHTPOIS
MunncrepeTra 3apasooxpaenus Pecnyonukn Kazaxcrany»

CEPTUOUKAT
COOTBETCTBHM HPOI/BBO}_ICTBA‘HEKAPCTBEHHle CPEJCTB TPEBOBAHMAM [IPABAJ
HAJUJTEXXALIIEW TPOM3BOJICTBEHHOMW ITPAKTHUKH
EBPA3UMCKOIQ 3KOHOMHWYECKOI'O COXO3A
Ne GMP/EAFEU/KZ/83-01-2024
Cpok aeitcreus ¢ 18 oxrabpsa 2023 r. o 17 okra6ps 2026 1.
Brinan mo wroram mnpopesenus (papMaleBTHYECKOW MUCICKUMH B COOTBETCTBHMH C llpaBmiammu

npogeaeHus  hapMaueBTUYMECKMX — MHCICKUMH, yrBepkaeHHbiM  Pewenuem Copera Espasuiickob
IKOHOMUYECKOH KoMuccun oT 3 HosOpa 2016 r. Ne 83.

KoMuTeT MeIMLIMHCKOro M )apMaleBTHYECKOr0 KOHTPOIS
Munucrepersa 3apaBooxpanenus Pecnybnunku Kazaxcran

NOATBEPAIALT CHEAYIOIIEE:
[IpoBe/ieHa (apMaleBTUIeCKas HHCIIEKIIA

Millmount Healthcare Limited
Block-7, City North Business Campus, Stamullen, Co. Meath, K32 YD60, Ireland

Ha OCHOBAHWIM:

- 3asBnenus o1 19.07.2023 roza Ha NnpoBeICHIC HHCIEKLIMH Ha COOTBETCTBHE TpeboBaHuAM HajneKaLleil
NPOM3BOJCTEEHHOH npakTHkn EBpasniickoro 9KOHOMHUYECKOI0 col03a (MHOE 0CHOBAHHE).

Ha ocHoBanuu cBenenuil, moiyueHHslX Opi OpoBeieHun GapMalesTHYeckoil HMHCNeKIMY, ITOCTeaHas 13
KoTOpbIX OBLTA nposeneHa ¢ 16 no 18 oxtabpsa 2023 roza, veTaHOBIEHO, YTO JaHHOE (hapMalleBTHYECKOE
NPOM3BOACTBO COOTBETCTBYET Tpebopanuam [1pasun nauieskaweil npousBocTEeHHOM npakTuky Espasuiickoro
IKOHOMMYECKOTO cofo3a, dKenBaneHTHBIX Ilpuiunnam u Pykoonctsy EBpomeiickoro corosa 1o Hajiexatnei
(IPOM3BOJCTBEHHOH [IPAKTHKE JIEKAPCTBEHHBIX CPEJACTR [/ MEAHUMHCKOrO W BETEPUMHAPHOrO TPHUMEHEHHS U
npuHLMiaM CHCTeMbl COTPYAHNYECTBA (GapMaleBTH eckux nuenekuui (PIC/S).

Hacroswmii  cepruukar oTpakaeT CTaTyC NPOM3BOACTBEHHONM NNOWAAKA HAa ATy NPOBEICHHs
hapmateBTHYECKOM HHCIIEKLMK 1 110 UCTeueHHH Boee 3 JIET 0T AaThl NPOBEASHNS OCTSAHETO JHS NOCIEIHErD
VHCIEKTHPOBAHMS HE MOXKET CUMTATBCSA JOKYMEHTOM, CBMICTEALCTBYIOLIMM O cTaTyce cooTBercTBHs. Cpok
Aelictaus ceprudurara MOKeT ObiTh COKPALIEH MTPH HCTIONL30BAHHU COOTBETCTRYIONINX TPHHIMIIOB YIIPABIeHNA
pucKami npu HANWYHKM COOTBETCTBYIOWEH 3anucy B mone «OrpaHuveHus WM TOSCHHTENbHBIE 3aMETKH,
Kacaioiyecs 00JacTH NPUMEHEHHA HACTOALICrO CepTHdHKATAY.

Ceprudukar ABMSETCA ACHCTBHTENBHBIM B CITYHae MPEICTABICHUS BCEX €T0 HCTOB (KaK OCHOBHBIX JIHCTOR,
TAK W NONONHUTENLHbIX JIHCTOB).

AYTEHTHYHOCT (HOANMHHOCTS) HACTOAIIErO CePTH(NKATA MOKHO MPOREPUTH B Gaze HanHbIX KomwuTtera
MEMIMHCKOr0 i lapMaleBTHYECKOro KoHTposa Munucrepersa 3apagooxpanenns Pecry6nuku Kazaxcran.

Ecnn ceprudukar He npecTarlen B yKa3saHHOM 0aie NaHHBIX, cieyer o6pa'rwr£.c2 B ynonHOMoquHmf/‘r
OpraH, ero BeLAABLIMIA,
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EBpa3uiicKMii SKOHOMUUYECKUIA COI03

Ne GMP/EAFEU/KZ/83-01-2024

.HeK-apCTBEHHBIe CpeacTira i MEJIMIMHCKOI'O IPHMCHEHHUA

JlekapcTeeHHble npenaparhbl A5 KIMHAYECKUX HCCASA0BAHMM (MCTILITAHMA)

Hammenopanue

1. NIPOU3BOACTBEHHEIE ONNEPALIUMY - JEKAPCTBEHHAA NPOAYKIUA

CrepuibHas NpoaLyKuMs

1.1.1 Ipoussoaumas acenTryecknM nyteM (onepaunu 00padoTku JUIs ClEAYOLINX IeKapCTBeHHBIX Gopm);

1.1.1.1. Xuakue nexapcereennble Gopmbl G0ns1w0ro 00bema

1.1.1.2. 2Knakue nexapcrseHHble opMbl Maioro odbeMa

1.1.1.3. Nucnepcun

1.1.1.4. Inodmmmusars

1.1.1.5. Teepable nekapcTBeHHbIE (POPMBI B AMIIIAHTATDI

1.1.1.6. Msirkue nexapcreHubsie Gopmbi

1.1.1.7. Ilpouas npoayxums, NporIBOIMMAaN B aCENTHUECKUX YCIOBHAX

1.1.2. [ongepracMas GuHMLILOA cTepuizaluy {(onepami 00padoTKu A1 CAEAYIOIUX JIeKaPCTBEHHBIX hopM):

1.1.2.1. XKuaxue nexapcteesHbie HOpMBI D0/ibIIOrO 00BLEMA

1.1.2.2. Kunxue nexapcrpenHbsie Gopmbl Ma1oro odbema

1.1.2.3. Teepable nexapcTBEHHBIC (POPMb! B HMILIAITATH!

1.1.2.4. Mgrkue JeKapcTBeHHbIE GOPMBI

1.1.2.5. Tlpo4as npoayKuus, noasgepraemast Huuninioi CTepuan3ainm

1.1.3. Beinyckalomuii KOHTPOJIb XaYeCTBA (BBIIYCK Cepii)

HectepunbHas nponykuus

1.2.1. [HecrepuibHas upoayKuns (TEXHONOTHUECKHE ONEPALIH IS [I0J1y YCHUS CEAYICUINX HeKAPCTREHHLIX hopa):

1.2.1.1. Kancynst B TBepoii obonouke

1.2.1.2. Kancynsl B MATKO# 000104Ke

1.2.1.3. KepareipHbie JEKAPCTBEHHLIE (JOPMbI

1.2.1.4. Mmnpernupopanyble TeKapcTREHHEBIE (JOPMET

1.2.1.5. JKuaxkue siekapersertble OpMbl UiA HAPYIKHOIO (IPUMEHEHMS

1.2.1.6. 3Kuakue nexapeTBeHHBIC (JOPMbL ISl BIYTPEHHETO [IPHMEHEHHS

1.2.1.7. MENHIIMHCKHE I'ashl

1.2.1.8. IIpotue TBEPAbIE NCKAPCTBEHHbIE (POPMbI

1.2.1.9. Ilpenapatsl, HAX0AAIMECH IO AABACHIEM

1.2.1.10. PanquoHyKIHIHBIE TEHEPATOPEI

L.1.1.11. Markue nexapcTeeHHbie Ghopmbl

1.2.1.12. Cpeun (Cynno3uTopHH)

1.2.1.13. TabGnerxu

1.2.1.14. TpancaepmanbHbie MIACTLIPH

1.2.1.15. YcrpoiicTsa A1 MHTPapyMHUHAIBHOTO (BHY TPHPYOUOBOr0) BBEIEHNS

1.2.1.16. [lpouas necTepuiibHas MPOIYKIIES

1.2.2. BoinyckalouHil KonTposb KaueeTsa (ceprudukalins cepiin)

Guonorunaeckasn JICKAPCTBCHHAA NPOOYKLIKA

1.3.1. Buonornyeckas jgckapcTBCHHAL NPOIYKILHA:

1.3.1.1. FIpoayKThl KPOBH

1.3.1.2. UMMyHOMOTHYECKAA TIPOLY KLMS

1.3.1.3. TpoayKuua Ha OCHOBE COMATHYECKHX KIETOK (TIPOYKILHS /Ul TEDANHH COMATHYECKHMH KIeTKAMI)

1.3.1.4. l'enoTepaneBTHUECKA TPOAYKLMS

1.3.1.5. buoTexHonorHecKas npoayKuus

1.3.1.6. llponyruna, Beierictnasn 13 AUBOTHBIX HCTOHHUKOB WM OPraHos (TKaHel) Yeoseka

[.3.1.7. Tkaneutskerepias npoayKkuna (NpoayKuHs TKaHEBOI HIKeHepHH)
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EBpasnMiicKuii SKOHOMUYECKMIA COI03

Ne GMP/EAEU/KZ/83-01-2024
1.3.1.8. Tlpouas Guosnornyeckas nekapeTBeHias npoayKIus
1.3.2. Bulnyckarouiii koutposs (ceprudmxaniia cepuii) (nepeicHs BHJAOB NPOAYKIHA):
1.3.2.1. ITpoayKTsl KpoBU
1.3.2.2. Mmmytonordueckas npoayKuus
1.3.2.53. TlpoayKThl HAa OCHOBE COMATMYECKHX KICTOK (MPOIYKUMA 1715 TEPANTHH COMATIIECKUX KIESTOK)
1.3.2.4. l'eoTepanepTiNeckad NPOaYKLUA
1.3.2.5. BUOTEXHONOTHUECKAS IPOY KILH3
1.3.2.6. IpoayKups, BLUICIICHHAA M3 JKHBOTHLIX HCTOUHUKOB MJIM OPranos (Tkadei) yenoseka
1.3.2.7. TkaneunkeHepHas NpoaYKUHS (IPOIYKUMS TKAHCBON HIDKEHEpHH)
1.3.2.8. Ilpouas Guonoruyeckas NekapcTBEHHas NPOLY KLIHs
TTpouas gexapcTBeHas NPOAYKLUMA HIIN [TPOM3BOACTBEHHAS ACH TENLHOCTD
1.4.1. TIpousBoaAcTRO:
1.4.1.1. PacturensHas npoaykums
1.4.1.2. l'omeonaTuueckoil npoayKiuin
1.4.1.3. Ilpouas npojyKums
1.4.2. Crepuansauns dapmMauesTHUeCKHX cyOCTAHLITH, BCTIOMOrATENbHBIX EEIECTE, TOTOBOH MO LY KIIHMH:
1.4.2.1. dunsrpanus
1.4.2.2. CyxoxkapoBas cTepuIM3alis
1.4.2.3. Crepunuzauus napom
1.4.2.4. Xumuueckas cTepuauzanus
1.4.2.5. Crepunusanng raMmma-uziyyeHuem

1.4.2.6. CTepuansaiiis dNeKTPOHHBIM HIIYYCHHEM
1.4.3. Tlpouee
Yraxkoska

1.5.1. Ilepsudnas yriakoeka:
1.5.1.1. Kancyas! B TBepnoii o6osotke
1.5.1.2. Kancynsl B Markoii o6onouxe
1.5.1.3. XeparenbHbie nexapeTaettbie Gopmbl
1.5.1.4. Hmopernuposarubie JeKapeTBCHHBIC (HOPMBL
.5.1.5. X axue nekapcTselinble (OpMbL ATl HAPYIKHOIO [IPUMEHCHIS
1.5.1.6. Xuaxue nexaperseHHbie GOPMBI /1 BHYTPEHHETO NPUMEHEHMS
1.5.1.7. MeaHuMHCKHE ra3bl
1.5.1.8. [Ipoune TBepAbIE ACKAPCTBEHHBIC GOPMBL
1.5.1.9. lpenapatsl, HAXOAALMECA N0 AABICHHEM
1.5.1.10. Panuonykauanbie reHepaTop.l
L.5.1.11. Markue nekapctscHHbIe GOpPMBI
1.5.1.12. Cpeun (cynnosuropun)
1.5.1.13. Tabnetku
1.5.1.14. TpancaepmaipHblie ILIACTLIPH
1.5.1.15. Ipouas HecTepUAbHAs NCKAPCTRCHHAA TIPOY KLHA
1.5.2. Bropuunas (norpedurenscras) ynakoska
KonTpons kauectsa
1.6.1. MukpoBHOI0rMYeCKue HCIBITAHMA: CTEPHILHOCTS
1.6.2. MUKpoOHOIOrM4ecKoe TeCTUPOBAHHE: MUKPOGHOIOrHICCKAS THCTOTA
1.6.3. Xumuueckue (hu3nueckuc ) MCOblTaHusA
1.6.4. Buonoruueckue ncnslTaHus

B ornomeHnn mOGHIX OIPaHHUCHHIT WK HOICHEH, OTHOCTIING K JIAHHBIM UPOMSROICTESHEGIM OIHEPANHSM (32 HCKIOUSHe
CIHYHaCB. KOUMQ HOACHCHUE HBIACTCH 00LMAM KOMMCHTAPUEA K HPOLCCCAM 1id HUPOMIBOICTRCHIOM OGLGKTE}, rie 6Ll 1K HPUMCIIAIIHCY
3TH OTPAlMUCHHS HIH HOSCHCHUS, TICO0X0/IMMO BKAIOUATS OTCHUIKY K COOTBCTCTBYIOLIEMY OMEPY Ny1KkTa copTudukara GMP.
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EBpasuiickmMini IKOHOMUYECKUIA COO3

Ne GMP/EAEU/KZ/83-01-2024
2. UMIOPT JEKAPCTBEHHONW NPOAYKLUHU
KoHTpoib KauecTBa UMIIOPTUPYEMOH JIEKAPCTREHHON NPOAYKIHH
2.1.1. MukpoOdnonornyeckie HCIbITAHHN: CTEPIIIBHOCTD
2.1.2. MukpoOHOoNoruieckoe TeCTUPOBaHUE: MUKPOOHONIOrHIECKAA YHCTOTE
2.1.3. Xumuueckue ((PU3HUCCKUE) UCILITAHMS
2.1.4. buonoruueckue UCIblTaHMs
Ceprudurauus cepuy HMIOPTUPYEMOH TIPOAYKLIH
2.2.1. Crepuasias NpoayKums:
2.2.1.1. IlpousBojiMasi B aCENTHYECKMX YCTOBHAX
2.2.1.2. Iloasepraemas QuHHIINOA CTEPHAN3ALH
2.2.2. HecrepuibHas npoiayKums
2.2.3 bronornyeckad NeKapCeTBEHHAS TIPO LY KLIHS:
LIpoayKThl KPOBK
. IMMyHOOrHuecKas npoayKums
- [TpoayKuus Ha OCHOBE COMATHUCCKHX KJICTOK (NPONYKIIMA /1 TePAiy COMATUYECKUMH KIEeTKaMHU)
3.4. [enoTepaneBTH4eCKHe MPOIYKTh

. buoTexHonoruueckas nposyKuHs

- ITponyxuus, BolieNeHHas U3 KUBOTHLIX HCTOUHHKOB HIIM OPTaHoB (TKaHeil) uemoBeka

- TkaneunKeHepHaa NPOAYKLMS ([IPOAYKILHS TKAHEBOH MHIKEHEPHH)

Tlpouas Onomoruyeckas JeKapcTBCHHAL NPOAYKILEA

ITpouas jesTeabHOCTD 0 UMNOPTY (BBO3Y)
2.3.1. Irowaaka Gu3MUecKoro uMnopra (BEO3a)
.3.2. IMnopT npomesyTounoii MpoayKUuHy, 1oAsepraloweiics ranbheiiweii odpabotke
3
.2

a

3. Ilpouee

3. NPOU3BOACTBEHHBLIE OIEPALIMN — DAPMAIEBTUYECKUE CYBCTAHLIUH
aueeTHYCCKaA cydeTanums (cybeTanumn):
IpousroacTee gapMaueBTHYeCKUX CyOCTAHUMIT METOL0M XHMUUECKOI0 CHHTE3E

-1.1. ITpon3BOJICTRO NPOMEKYTOUHBIX HPOAYKTOR (hapMaleBTHUSCKOIT ¢yOcTanuHu

.1.2. IlpoussoacTio HeouHweHHOH dapMauesTHICceKoi cyOeTanumm

.1.3 Concodpaszosanne (04MCTKA): KPHCTALINZALLIA

.1.4. [lpouee

Ipon3eoacTBo GapmanesTHIeckuX cyOcTaHuuii MeTOLAMN BBIJETEHUS U3 TIPUPOAHBIX HCTOYHHUKOB

3.2.1. Beigenenue papmaueBTHHECKHX CyOCTAHUMI 13 HCTOYHNKOB PACTHTENBLHOTO IIPOMCX 0K ICHNUS

3.2.2. Belnenenue dapmauestuueckux cybeTanuil 3 HCTOUWNHKOB AKHUBOTHONO MPOHCXOMKISHHA

3.2.3. Boinenenue dapmauesTuueckux cybcTanuuii n3 opranos (tkaneil) uejosexa

3.2.4. Boinenenue gapmauestuucckix cybeTaHuii H3 MCTOUHHKOB MUHEPANLHOTO IIPOHCX 0K ACH U

3.2.5 Moandukauns sbiencHHol dapmalierTH eckoli cyOcTanumy (yKasbisaeTes u3 nyHKToB 3.2.1-3.2.4)
3.2.6. OuncTxa BblieeHHOl (hapManesTHICCKON CyOCTalHN (YKa3biBAETCA MCTOYHMK U3 NYHKTOR 3.2.1-3.2.4)
3.2.7. Tlpouee L

lpoussoncrso dapmanesTuiecknx cyGeTaninii ¢ HCNob30BaneM GHONOrHYECKHX TPOIIECCOB
3.3.1. Wepmenralns

5.3.2. TlpouiBOACTRO € MCMONB3OBAHHEM KJACTOUHBIX  KYIbTYP (ykazatb THI

HCTIONIB3YEMBIX KNETOK) ([0 YKA3aHUEM THITA KIETOK NOHHMACTC MX THUTIOBAS CHelu(pUIHOCTD, THHNS, WITAMM M
npoyee)

3.3.3. Butnenenue (ouncrra)
3.3.4. Moaudukaius
3.3.5. llpouee

[pou3BoacTBO crepunbibX (apmateBTHIecknx cydcTauumii (pasaenst 3.1, .3.2, 3.3 JONKHb ObITH 3anoNHEHsI
e NPUMEHHMO)

i FiG e 5
Forartnla=ebE=T




EBpa3uiickmii SKOHOMUYECKUIA coo3

B Ne GMP/EAEU/KZ/83-01-2024

3.4.1. GapmauesTHueckre CyOcTaHLMLL, MTPOU3EO/IIMBIE B ACRITHHECKUX YCIOBHAX
3.4.2. Dapmates THUCCKUE CyOCTaHUMK, NOJBCPIAeMbIC (BUHUIIHOH CTEPUM3ALIMU
3.5 | 3aBepiaoliye cTany MPOM3BOACTRA hapMalesTHIecKiX cydcTanumui

5.1, Craamu uzudeckoii 00paboTKH: NpocelBanie

5.2, llepBuuHas ynakoska

3.5.3. Bropuunas ynakopxa
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3.5.4. llpouee  (ykasars 11 onepanuii, He ONMUCAHHLLX BbILLE)
Kou1pons kauecTsa

6.1, Dusnyeckue (XMMUUECKHE) NCITbITAHMS

.6.2. MuKpoBHOIOTHYECKHE HCTTBITAHUA (BKIFOUAS HCTILITAHIS HA CTEPUILHOCTD)

5.0.3. MukpoOGHOI0rHYECKHE HCTBITAHUS (MCKIIOYAR HCIILITAHUSA HA CTEPHILHOCTD)

3.6.4. buonoruyeckne UCNLITAHUSA

4. [IPOYUE OINEPALIUM - GAPMAIHEBTUYECKUE CYBCTAHIIUH
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Orpanu*cHNs 1IN NOACHMTENbHBIC 3aMETKH, KACAIOIIHKECH 00MaCTH NPHMEHEHNS cepTH(UKATA:

Kemmxexanona A. 2.
3amecturens [pejcenarens
KomuTeTa Me1IMHCKOTO |
(apMalCBTHUECKOTO KOHTPOIS
MunueTepeTsa 31paBoOXpaHEHHS

Pecnybnukn Kazaxcran
{D.IL.O., noasHoCTB)
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