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NpoBeJieHHs  (apMaleBTHUEeCKUX MHCHekuuil, yreepknenusiMy Pemenvem Cosera Eppasuiickoi
HKOHOMMYECKON KoMuccuy o1 3 nos0ps 2016 r. Ne 83.

N

Komurer MelMimnckoro ¥ GapMaleBTHUECKOro KOHTPOoIs
MunucTtepeTsa 3apasooxpadenus Pecnybnuku Kazaxcran

HOATBEPAIAET CIEIYIOIIEE:
npoBesieHa (hapMaleBTHIeCKass MHCTTEKITHS |

Medical Union Pharmaceuticals (MUP) I
Abu sultan —Fayed —Ismailia, Egypt (Cephalosporin Plant)

PR B HBRIHS

Ha OCHOBaHHH: |

- 3asgeaeHus ot 30.10.2024 roja Ha IPOBEAEHUE MHCIIEKIIMY HA COOTBETCTBHE TpeQoBaHUAM Hajiexkaliei
[IPOM3BOACTBEHHON NpakTHKHY EBPa3UiCKOro 3KOHOMUUECKOI'0 COK03a (MHOE OCHOBAHUE).

Ha oCHOBaHUM CBejleHUH, NMOJNYYEHHBIX [IPY NpOoBejieHH: GapMaresTuyeckolfl HHCMeKINY, MoCcneHss n3
KOTOphIX Gputa mpoeemena ¢ 18 mo 21 derpans 2025 roma, yCTAHOBNEHO, 4TO flAHHOE (hapMaleBTHHecKoe
HPOU3ROJICTRO COOTBETCTRYST TpeboranuaM [Iparun Hajnexameil nIpon3BoACTREHHON NIpakTUKH EBpasuiickoro
3KOHOMUYECKOro c0I03a, 3kBUBaNeHTHLIX [lpunnunam u PykoBoacTtey Erponeiickoro corwsa 1o Hayiexamei
IIPOV3BOJICTBEHHON NMPAaKTUKe IeKaPCTREHHBIX CPeiCTB ANS MEAUIMHCKOTO M BETEPHHAPHOIO NPHUMEHEHUS U
npusimnaM Cucremsl coTpyHuuecTsa Gapmarertrueckux uucnekiii (PIC/S).

Hacrosmuif cepTu(ukar oTpaxkaeT cTaTyc IPOM3BOJACTBEHHONW TIIONIAAKH HA Jary [poBeldeHHs
(hapmMaLesTHICCKOH HHCIEKLHK 1 10 ncTedeHny Gosee 3 JIeT OT Aarhl IPOBCACHHA NOGICAHEI0 AHA NOCASAHErO
MHCIEKTUPOBAHMS HE MOMKET CYUTATHCS JOKYMEHTOM, CBHICTEIBCTBYIOIIMM O cTaTyce cooTBerTcTBHA. Cpok
JeiicTBiA cepTH(UKATA MOKET OBITh COKpAIIeH NPK UCMOIb30BAHUM COOTBETCTRYIOLIMX IIPMHIMIIOB YIpaBlIeHus
pUCKAMU MpPM HANM4YHH COOTBETCTBYIOIUEH 3anucu B Hojle «OrpaHdyeHus WM NOSCHUTENbHBIE 3aMEeTKH,
Kacaroiuecs 006JacTi MPUMEHEHHS HACTOSIIEro cepTrduraray.

Ceprugukar ssnsercs JeiiCTBUTCILHBIM B ClIyuae IPeICTABICHUA BCEX €r0 JIMCTOB (KaK OCHOBHLIX JIHCTOR,
TaK Y IONONHUTENBHBIX THCTOB).

AYTeHTHIHOCTh (MOJTHHHOCTE) HACTOANIEro ceprrdiiarta MOKHO NpoBepHThL B Dase AaHHbIX KomwuTera
METMIMHCKOTO W (hapMalieBTHIecKoro KOHTpons MuHWCTepeTRa 3parooxpanenus Pecmybnuky Kasaxcran.

Ecnu CBPTHq)HKaT He HPCHCTEIBHGH B yKaBaHHOﬁ 6338 ranHLIX? CHEDAYCT OGPaTMTL'CH B }’HOJ]I—IOM(‘)‘—]&H!—IBII‘:]

oprag, ero BB]JI&BIIII/Iﬁ.
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X

HeKapCTBBHHBle CpeacTBa Ayt MEAUIMHCKOr O IIPHUMCHCHUA

JlekapcTReHHbIE TIpEnapaTh IS KIMHHYECKHX HCCIICI0BAHMWH (MCIIBITAHKI)

Kon

Haumenopaunue

1. MPOU3BOACTBEHHBIE ONIEPALINM - NEKAPCTBEHHAS NPOIY KIS

1.1

CrepunbHas npoayKIus

X

1.1.1 [Tpou3sBOaMMAas acenTHYeCKUM myTem (onepaun 06paboTky AT Clie IyIOIIHX TEKaPCTBEHHBIX (opm):

1.1.1.1. AKupkue nekapcTsenble (hopmel Gobuiore o6rema

1.1.1.2. Kunxwe nekapcTeeHHbic JOPMBI MATOT0 0GBEMA

[.1.1.3. JTuodgmnuzars

1.1.1.4. Trepjsic ekaperBeHHbIe (GOpPMEL M EMILTAHTATE]

1.1.1.5. MArkue eKapcTBeHHbIE hopmel

1.1.1.6. ITpouas mpozyKuus, npoHsBoaANMAas B ACCIITHYCCKIX YCIIOBHA: NOPOLUKH IH NPUTOTORIEHHS
pacTBopa 41 MHBEKIIHIA

1.1.2. Monsepraemast punumzolM CTEPHIM3ALIAK (OnCpaLii 06paboTku JUis CIeNyIoNyX JIEKAPCTBEHHBIX hopm):

1.1.2.1. nakue nekapcTBeHmble PopMbI 60IBILOT0 06bEMa

1.1.2.2. Xukue rekapcTBeruble Gopmbl Maoro 0bbema

1.1.2.3. Trepible JIekapeTBeHHbIE (DOPMBE M HMILIAHTATHI

1.1.2.4. Markue nexapcraenHsie hopMsi

1.1.2.5. [Tpouas npomyxuus, nozBepraeMas GUIHIIHON CTEpUIH3AIIN

1.1.3. Bpinyckaroumii kontpons kauecrsa (BBITICK cepum)

HecrepuipHas npoaykuus

1.2.1. HecrepHibHas pojlyKIus (TeXHOMOTHYCCKIE OnCpatny U HONYIEHHA CHE/IYIOUIMX NEKAPCTBEHBIX dopM):

1.2.1.1. Kancyinsl B TRepnoii o6onouke

1.2.1.2. Kancynui B Markoii o6omouke

1.2.1.3. JepaTensble IeKapCTBEHHEIC HOpMBI

1.2.1.4. MMNperHupoBatHbIe TCKapCTBEHHbIE hopmel

1.2.1.5. Xunkue nekapcTBesusle GOpMBI s HAPY;KHOIO MPUMEHEHHS

1.2.1.6. XKnjikHe JiekapCcTBeHHbIe (OPMEI JUTS BHYTPEHHETO NPUMEHEHH

1.2.1.7. MeAULHHCKHE a3b]

1.2.1.8. Tpouue teeprie nexapersenimie dopmbl

1.2.1.9. penapatsl, HaXonsImHecs 0o HaBIeHueM

1.2.1.10. Paguonyknunssie TEeHEPATOPhI

1.2.1.11. Msrkue nekapctBenHsle popMbl

1.2.1.12. Ceeuu (cymmosutopu)

1.2.1.13. Tabnerku

1.2.1.14. TpancnepMabHble MIacThipn

1.2.1.15. ITpoyast HecTepubHas NPOILYKIHS:

1.2.2. Brimyckaronmii koHTposIs kauecTsa (ceprudukauus cepun)

1.3

buonornueckas JICKApCTBECHHAA NpoayKIMs

1.3.1. Buonormyeckas iekapcTeeHHas NPOILYKLHS:

1.3.1.1. Ipogykrsl KpoBH

[.3.1.2. MMMyHONOrudeckas IpoIyK s

1.3.1.3. ITpo/lyK1is Ha OCHOBE COMATHYECKNX KIETOK (NPOIYKUMS JUTS TEPAIIMY COMATHYECKUMHE KITETKaM H)

1.3.1.4. lenoTepanesTiueckas npoyKius

1.3.1.5. BuoTexHonornyeckas TPOAYKIHA

1.3.1.6. lpomykiuwis, BeLIETEHHAS 13 JKHROTHEIX HCTOUHUKOR WK OpraHoB (TKaHeil) yenoBeka

1.3.1.7. Tkanenmkenepyas NPONYKUE (IPOIYKLMS TKAHEBOM HHMKEHEPHH)
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1.3.1.8. [Ipouas 6uonormdeckas TIEKAPCTBECHHAS NPOAYKLUA

1.3.2. Bolnyckatoumii KoHTposs kagecTsa (cepruthuxaims cepun) (mepeyeHs BHAOR MPOAYKLIAMK):

1.3.2.1. IpoaykThi Kposu

1.3.2.2. IMmyHONOrHmueckas HPORYKLAsS

1.3.2.3, TIpotyKTh! HA OCHOBE COMATHUCCKIX KJIETOK (IIPOTKLWS LSt TEPATIMM COMATHUCCKIX KJIETOK)

1.3.2.4. TenoTepanesTuyeckas MPONYKIHS

1.3.2.5. BHOTexHONOTHYecKas POAYKIWA

1.3.2.6. IlponyKuns, BbIeNeHHAs 13 KHEOTHLIX HCTOYHUKOB MITH OpPraHos (TKaueil) uenoseka

1.3.2.7. Tkaneumxenepuas TPOJTYKUMA (HPOAYKIMA TKAHCBOM HMHKCHEPHH)

1.3.2.8. Ilpoyas 6uonoruyeckas JIEKAPCTREHHAS TIPOAYKIUSA

1.4

Hpoqaﬁ JICKapCTBEHHAA TNPOOYKIMA WITH NMPOU3BOJCTBEHHAS NEATCILHOCTE

1.4.1. ITpousBoncTso:

1.4.1.1. Pactrensnas npoaykims

1.4.1.2. Tomeonarnueckoii NPOAYKIMH

1.4.1.3. TIpouas npojykuus

1.4.2. Crepunuzauns hapManeBTHICCKIX CYOCTAHIHN, BCIOMOTaTe/bHbIX BCLUCCTB, rOTOBOH NPOAYKIMHE:

1421 Punsrpauus

1.4.2.2. Cyxoxaposas crepuimzaims

1.4.2.3. Crepunmanus 11apom

1.4.2.4. Xumuyeckan CTCPUIIM3ALTHS

1.4.2.5. Crepummanus raMMa-H3Ny4eHHEM

1.4.2.6. Crepunusarus IMECKTPOHHBIM U3JIYYEHHEM

1.4.3. ITpouee

Viakoska

1.5.1. Hepsrynas ynakoska:

1.5.1.1. Kancyusi B tepnoit o6onouke

1.5.1.2. Karicysiel B MATKo# 06051049ke

1.5.1.3. XKeparembunie JIEKAPCTBEHHBIE hOPMBI

1.5.1.4, Hmnopernupopanusie JIEKAPCTBEHHBIE (hopMEI

1.5.1.5. JKnpkue nekapcTBenHsle GOPMBI 11 Hapyskioro HpUMenensn

1.5.1.6. Junkue nexapcTBeHHbIC (opMBI 111t BHYTPEHHETO NPHMEHEHHs

1.5.1.7. Menunuackre rasp

1.5.1.8. [Tpouue Treppic JIEKAPCTBEHHbBIE (JOPMEI

1.5.1.9. Ilpenapatel, Haxongmuecs 101 T1aBJICHHEM

1.5.1.10. Pajmonykmmnnnie TCHEPaTOPhl

1.5.1.11. Markue JIEKAPCTBEHHBIC (YOPMEI

1.5.1.12. Cpeun (cynnosuropun)

1.5.1.13. Tabnetku

1.5.1.14. Tpancnepmanesuere TUTACTEIPH

1.5.1.15. Tlpouas HECTEPMIILHAS IeKAPCTBENHAs PO LY KLHA:

>

1.5.2. Bropuunas (noTpeGutennckan) YIAKOBKa

—
[=

Kontponn kagecrea

1.6.1. MuxpoGuonoruyeckue ucmbitanns: CTEPUITLHOCTE

1.6.2. MukpoGuonornieckoe TCCTUPOBAHUE: MUKDPODIONOTHYECKAS YHCTOTA

1.6.3. Xumuueckue (¢pusuueckne) nenmrtanus

X > e

1.6.4. Buonornueckue HCIBITAHNA

B OTHOIIEHHH JIIOOBIX OTPpaHHYCHUH WK noacneﬁ, OTHOCAILMXCH K JIaHHbIM NPOM3BOJICTBCHHEIM onepanusam (33. HCKITIOYEH K]
CIIYYacB, KOra NOACHeHMe SRIACTCS OBImM KOMMEHTAPICM K MPOLECCaM Ha [POM3BOJICTBCHHOM 00BEKTE), e Okl K MpHMen G
OTH OTPANHYCHUA MK TIOSCHCHUS, HEOGXOMMMO BETIONATE OTCRIIKY K COOTBETCTRYIOMIEMY HOMEDY NYHKTA cepruurara GMP,
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2. UMIIOPT JIEKAPCTBEHHO nPOAYKOUHA

2:1

Konrpons kagecrsa umMnoprupyemoi JCKAPCTBCHHOI IPOAYKLIAM

2.1.1. MukpoGuONornyeckue ueTbITanms: CTCPHIIBIIOCTh

2.1.2. MukpoGuosnorugeckoe TCCTUPOBAHHE: MHUKPOOHOIOTHYECKAS YUCTOTA

2.1.3. Xumndeckue (pusuueckue) McrbITanms

2.1.4. BHOIOTHICCKME HCIBITAHUS

2.2

Ceprudmkarms cepun MMIIOPTHPYEMOJi JIeKapCTBEHHOI NPOAYKIHE

2.2.1. CrepuibHasi npogykims:

2.2.1.1. IIpOoW3BOAMMAs B acenTHYCCKIX YCILOBUAX

2.2.1.2. Tlonsepraemas dhuHMIHON CTEPHIIN3AIIHY

2.2.2, HeCTepuIbHAS NPONyK s

2.2.3 Buoyorinyeckas JIEKAPCTBEHHAS TIPONYKIHA:

2.2.3.1. Ilpoaykrsl kposu

2.2.3.2. HIMMyHonormieckas NPOAYKIIHS

2.2.3.3. TIpOAYKUMS HA OCHOBE COMATHIECKIX KIETOK (IpOyKIMS s TCPANHH COMATHYECKHMU KITCTKAMHE)

2.2.3 4. I'enorepanesrinyeckue NPOAYKTRI

2.2.3.5. BuoTexHoNmOrMuCCKas OPOAYKIMS

2.23.6. Hpoaykums, BeIeIeHHas 13 AKUBOTHBIX HCTOYHMKOB UJIH OPraHOB (TkaHeil) yenoseka

2.2.3.7. TkaneutokeHepHas NPOAYKIMS (POIYKITHA TKAHEBOH HHKCHEPHH)

2.2.3.8. I[Ipouas Guosnoruyeckas JCKAPCTBEIHAS IPONYKIIA

2.3

IIpoyas nesrensHOCTS o UMTIOPTY (BBO3Y)

2.3.1. Inomaska pusmyeckoro MMIopTa (BRO3A)

2.3.2. Ummopr TPOMEKYTOUHOH NPOJIYKIMH, [OABEPTAIOICHCA JlaJibHelIe i 0dpadoTke

2.3.3. llpouee

3. IPOM3BOICTBEHHBIE OIIEPALIMH —- PAPMALEBTUYECKUE CYBCTAHLHH

PapmanesTHeckas cyGeTanms (cyberanimn):;

3.1

[IpousBosicTBO rapmanesTHyccKix cybcranimii MeTooM XuMHUecKoTo CHiTesa

3.1.1. TlpoussoacTso HPOMCIKYTOUHBIX IPOAYKTOR (hapMaleBTHYeCKOH cybcranumm

-1.2. ITpoussocTB0 HEOYMIIEHHOI bapmanertuueckoii cyberanmmm

3.1.3 Coneofpasopanne (ouncTKa):

3.1.4.1Ipouee

IpoussonctBo dhapmanesTuyeckmx CYOCTAHIMIA METOIAMH BLIICIEHNA 13 NPMPOJHBIX HCTOUHHKOB

3.2.1. Boigenenne dapmanesTueckux CYOCTaHIMi U3 HCTOYHUKOR PACTHTENLHOTO IPOHCXOMKACHUA

3.2.2. Buliencnue papManesTHIecKkix CYOCTARLMIT 13 UCTOYHMKOB KHBOTHOIO NPOUCXOKIICHHS

3.2.3. Beistenenye dapmaiesTuueckmnx cybcranmii us opranos (Tkaneil) yenoneka

3.2.4. BeuieneHte (hapmarieBTHIecKm CyOCTaHIMI 13 HCTOYHUKOR MMHEPANLHOTO NPOHCXOMK I HHS

3.2.5 Momudukanus BIIe e HHOIN bapmanesTHuCCcKOI cybcTanumu (ykassipaercs u3 nynxTos 3.2.1-3.2.4)

3.2.6. OuncTka BEIICTCHHOI $apmanestnucckoi cybeTanim (YKa3BIBAETCS MCTOMHMK H3 YHKTOR 32.1-32.4)

3.2.7. llpouee

33

lpousBoscTeo papmanesruyeckux cyberanumii ¢ HCTOIIL30BAHHEM GHONIOIHYECKIX TPOLIeCCOR

3.3.1. Oepmenrarms

3.3.2. Tlpou3BomcTso ¢ Hcmonb3OBaHUEM KICTOYHBIX  KYJNbTYp (ykasats  TH
HCTIONL3YEMBIX KIETOK) (II0/ yKa3saHHeM THIIA KICTOK OHUMACTCS HX TUTIOBAs CeUHBUIHOCTE, THHHS, [ITaMM
npoyce)

3.3.3. Beuzenenue (ouncrka)

3.3.4. Mogudimkais

3.3.5. TIpouee

34

[Tpoussoacreo CTEPHIILHBIX (hApMALERTUICCKIX cyBerannmii (paznese 3.1, 3.2, 3.3 A0JKHEL ObITD 3AN0JHCHBI, T
TPUMEHUMO)
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3.4.1. ®apmancpTHUCcCKHE CYOCTaHIMH, TPOUIROIIMBIC B ACETITHYCCKIX YCJIOBHAX

3.4.2, PapmauesTHYCCKIC CyOCTaLIY, NOJBEpraeMble (MHHIIIION CTCPUIIN3ALINA

3.5 3aBeparonye craguu NPOU3BOACTBA (DAPMAIEBTHUICCKIX cybcTaniuii

3.5.1. Cramuu dusnycckoii o0paboTku:

3.5.2. TlepBHunas ynakoska

3.5.3. Bropuuuas ynakoska

3.5.4. Ilpouce (yxasats A5 onepalmii, He OIUCAHHBIX BLITIE

3.6 | Kourpons xavecrsa

3.6.1. Ousnyeckue (XMMUYECKHE) MCTIbITAHMS

3.6.2. MUKpPOOHONOrHYeCKHE HCTIBITAHMS (BKII0YAs MCIIBITAHUS HA CTEPHIILHOCTS)

3.6.3. MuKpoGHONOrHIeCKHE HOIIBITANNA (MCKINOYAs UCHBITAHNS Ha CTEPHIILHOCTS)

3.6.4. bHONOTHYeCKHe HCbITAHMS

4. TIPOYME ONEPALIUM - PAPMAIEBTUYECKUE CYBCTAHIIMA

OI’pﬂHH‘ICHHH HIIH MOACHHUTENIbHEIC 3aMETKHM, Kacarolunecd obliacTy TIPUMCHEHMWA CepTl/I(i)HKaTﬁ.‘

Baiiry6aes E.H.

M. o. Bamecturens Ipencenarcns
Kom#urera mepuumnckoro u
(papmanesTHYeckoro KOHTPOJIs
Munucreperra 31PABOOXPAHECHUS
Pecnybnnku Kazaxcran

M.IL.

1
(©.1.0., nomkuocts) (arnace)

10 0€. 2005

(marTa nommrcanmn, ap, Mec.ITT)
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