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EBpasuiickuii skoHomuueckuii coios

PI'Y «Komwurer Meppimmckoro u (hapMarieBTIYECKOrO KOHTPOIIA
Mmunucrepersa 3apasooxpaenus Pecny6miku Kazaxcrany

CEPTUDHUKAT
COOTBETCTBHSI ITPOU3BOJICTBA JIEKAPCT BEHHEIX CPEJICTB TPEBOBAHMAM T1PABUJI
HAJUIEXXALEM ITPOU3BOJICTBEHHOM IMPAKTHEKH
EBPA3MHCKOIO 9KOHOMHUYECKOTO COIO3A
Ne GMP/EAEU/KZ/206-06-2025

Cpox neticrsus ¢ 17 depans 2025 r. rio 16 (erpass 2028 r.
Beitan no wuroram NpOBCICHNS (dapMaLeBTHUCCKON WHCIEKIUU B COOTBeTCTBHH ¢ [IpaBunamu
NposeleHns  hapMaLeBTHYCCKHUX MHCIICKLMH,  yTRepicaeHnbiMu  Pemermem  Cobera Espaswmiickoit

SKOHOMUYECKOH KOMHCCHH 0T 3 HOs6ps 2016 r. No 83.

Komurer Menunmmexoro u hapMaLCBTHYECKOTO KOHTPOJIS
MunncTepeTBa 3apaBooOXpAHCIIHS Pecnybnuxu Kazaxcran

TOATBEPIKIAET CrieayIoNee:
popeseHa (papMaleBTHYCCKast MHCTTEK IS

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

Hda OCHOBaHHH:

- 3aaBsieHus o1 30.10.2024 rona na TPOBENEHUE UHCIICKLIMH HA COOTBETCTRIE TpeGoBaHUsIM HazIexKare
MPOU3BOACTECHION NpakTHKK EBPasuiickoro s3K0HOMUUECKOTO COl03a (unoe ocuoBamnue),

Ha ocnosanun caepenuii, TOJIyYEHHBIX TIPH [poBeey papMaleBTHIECKOI] WHCIIEKLIMH, TIOCHIEIHSS W3
KOoTOphix Oblia nposeaena ¢ 12 mo 17 Gerpans 2025 roga, ycraHOBNEHO, YTO AAHHOE (hapmanieTHUECKOR
HPOM3BOJCTBO COOTBETCTBYET TPEOOBAHMSM IMpasun naanexaueii TIPOM3BOJICTBEHHON npakTuky Enpasuiickoro
IROHOMMYECKOTO COKO3a, SKBUBANEHTHBIX [Ipunimnam u Pykosoactsy Erponeiickoro cowsa 1o HaJ[exarei
NIPOM3BO/ICTBERHOM TPAKTHKE JICKAPCTBEHHBIX CPEACTB NI MEJUIMHCKOTO M BETEPHHAPHOTO MPHUMEHEHHs W
npuHinam CHeTeMbl COTPYIHHYECTRA (hapmareBTHYeCKUX HICTICKIMI (PIC/S).

Hacrosiumii - cepruguiar OTP&XACT CTaTyC IPOM3BOACTBEHHONW IJIOWANKM Ha JIaTy  IPOBETCHUS
(hapmanerTHYECKOH MHCIEKIIN 1 1O ucredennu 6osee 3 et oT ATk NPOBEJICHHA IIOCIEAHErO AN MOCICIHErO
MHCICKTUPOBAHUSA HE MOXKET CUMTATHCH JIOKYMEHTOM, CBHJICTENLCTBYIOIIMM O CTATYCe COOTBETCTBUs. Cpok
AeHCTBUA cepTU(uKaTa MOMKET ObITh COKPAILCH TP UCIIONIL30BAHMHE COOTBETCTBYIOIMX IPUHIHITOR YIpaBiIeHUsA
PHCKaMM TIDH HaJIMYHM COOTBETCTBYIONICH 3alMCH B 1oje «OrpanudeHds MIH MOSACHUTENbHbIC 3aMeTKH,
Kacaionuecs 061acT IPHMEHEHHIS HACTOSIIIErO cepruduraTay.

Ceprudmkar senseTes nelicTBUTC/ILHLIM 1 Cllydae NpeCTaBACHUs BCEX CI0 TNCTOB (Kak OCHOBHBIX JUCTOR,
TaK U IOTIOTHUTC/IBHBIX JIHCTOB).

AyTeHTHYHOCTD (HOUTMHHOCTE) HACTOSIEro ceprudukara MO¥KHO TIPOBEPUTH B Daze naHupix KoMurteTa
MEIUIMHCKOTO U hapManeBTHICCKOro KOHTpPOJA MuUHnCTepeTRA 34paBooxpanenus Pecnydnuku Kasaxcray,

Ecim ceprudmkar ne npencrasnen » ykasanmoii 6aze AAHHBIX, C1eAyeT oOpaTUTLCA B YIIOJHOMOYUEH HbIiA
OpraH, ero BuIABIINAH.
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Espasuiickuii akoHoMuueckmii coros
Ne GMP/EAEU/KZ/206-06-2025

X | Jlekapcrrennbre CPEACTBA VI MEAHLIMHCKOTQ NPUMCHEHUS

JlexapcTeennbie ipenapars! i KAWHUYECKUX HCCIIC/IOBAHMI (MCIIBITANMIA)

Kon

Haumenoranne

1. IPOU3BOJACTBEHHBIE ONEPALUMH - TEKAPCTBEHHAS POIY KLIM ST

I.1 | Crepunbnas IpoaYKLMA

X 1.1.1 Tpoussonumas acentnucckum nyTem (onepanun 00paboTkH jia cieyonmx JIEKAPCTBEHHBIX hopm):

L.1.1.1. Xunxue JICKAPCTBEHHDIE (DOPMEL DOKIIOro 06beMa

1.1.1.2. Knnkue JICKapCTBeHHbIE QOPMEI Maoro oonema

1.1.1.3. Tuodunusars

1.1.1.4. Trepasie nekapeTeenibie bopMEI 1 uMIUTAHTATE!

1.1.1.5. Msirkue nexapersennsic thopmbl

PAacTBOPA 118 HHLEKLHi

L.1.1.6. TIpouas UPOAYKUHMSA, MPON3BOAUMAS B ACEIITHUECKIX YCIIOBUA: HOPOLUKH JUIA IPUrOTORIEHMS

1.1.2. Mosisepraemas unmmnoi crepuanzanm (oneparuu 06padoTku s CIICAYROLIMX JICKAPCTBE HHBIX hopm):

1.1.2.1. JKnnkue nexapersennnie ¢opmer Gosbmioro o6nema

1.1.2.2. ujikue nexapersenmble (hopMBI MasIOro 06Lema

1.1.2.3. Trepasle nekapcrBenibic thopmsl 1 uMIIAHTATHI

1.1.2.4. Msrkue nexapcrsennsic thopmel

1.1.2.5. Tlpouas NPOIYKLKS, TIOABEpraeMas (PUHULIHOH CTEepUIH3aIMK

X 1.1.3. Beinyckaronmii KOHTPONIL Ka4ecTBA (BBITYCK CCpHM)

1.2 | Hecrepunbnag OPOAYKIHA

X 1.2.1. Hecrepumphas TIPOAYKUMS (TEXHONOTMYECKHC ONCPAIMM 114 IIOITYYEHHS CHENYIONIUX JIEKAPCTREHHBIX hopm):

1.2.1.1. Kancyne B TBEpOH 06osoTke

1.2.1.2. Kancynsl B Msrkoii o6oouke

1.2.1.3. Xepareanrnic JICKAPCTBCHHBIE DOPMBI

1.2.14. MMnperuuposannsie JICKAPCTBEHHBIC (hopMbI

1.2.1.5. XKunxue JICKAPCTBEHHBIC YOPMbI 11T HAPYHHOTO TIPUMEHEHHs

1.2.1.6. XKunkue nekapcraeHmble opme! ju1s BHyTPEHHErO OpPUMEHCHUA

1.2.1.7. MEIMIIMHCKHME Iazn]

1.2.1.8. TTpoune Teepasic JeKapcTBEHHbIC OpMEL

1.2.1.9. [Ipenaparsi, HaXOMALUIHECS 0] TABNEHUCM

1.2.1.10. Paguonykmuuisic TeHEPATOPSI

1.2.1.11. Msrkue nekapcrsenubie popmpl

1.2.1.12. Ceeuu (cynmozuropum)

1.2.1.13. Tabnerku

1.2.1.14. Tpaucaepmansubie IUIACTHIPA

1.2.1.15. [Tpouas HECTEPUILHAS IPOJIYKLIHA:

X 1.2.2. Beinyckarormit KOHTpONIL kKauecTsa (ceprudukanus cepuu)

1.3 | Buonoruyeckas JACKapCTBEHHAL IPOYKIINS

1.3.1. Buonoruyeckas JICKAPCTBEHHAS IPOIYKIHSA;

1.3.1.1. TIpoaykTe KPOBH

1.3.1.2. IMMyHoorHueckas TIPONYKIHA

1.3.1.3. Ilposykums Ha 0CHOEE COMATHIGCKIX KIETOX (IIPOTYKLWSA JUIsl TEPaIIiM COMATHYCCKUMY KJIeTKaMH)

1.3.1.4. T'eHoTepanesTHuCcCKas HUPOTYKLIHS

1.3.1.5. BuoTexnonornueckas NPOAYKILHES

1.3.1.6. TTpoaykuus, Bblienennas U3 KUBOTHBIX HCTOUUHKOB MIIH OpraHoB (TKancit) yenorexa

1.3.1.7. Tranenmxkenepuas NPOAYKIES (NPORYKITHS TKAHCBOI HHKEHEPHH)
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EBpasumiickuii akoHoMUueckuii COIo3
Ne GMP/EAEU/KZ/206-06-2025

1.3.1.8. Mpouas 6uonoruveckas JICKAPCTBCHHAS 1IPOLYKITHA

1.3.2. Boinyckarowuuit KOHTPOJIb KayecTra (cepruduxaims cepuu) (IepeycHs BHIOB  IIPOJIYKIIMM):
13241, [ponykrsr kpoBu

1.3.2.2. MMmynonornueckas HPOLYKITHA

1.3.2.3. IlposyKTs Ha ocHORe COMATHUECKUX KICTOK (TIPOAYKLMS IS TEPAINH COMATHYECKUX KIIETOK)
1.3.2.4. T'enorepanestnycckas TIPOJYKIIHS
1.3.2.5. BuoTexHonornyeckas NPOOYKITHs
1.3.2.6. Ilpojykiuus, BeIic/eHay 13 JKHBOTHLIX HCTOYHUKOB WM OPTaHOB (Txaneif) wenoreka
1:82.7, Txanenmkenepnas HPOY KIS (IPOJIYK LIS TKAHCBO HHAKEHEPHH)

1.3.2.8. Ilpoyas Guonoruueckas JICKAPCTREHHAS [POIYKIUHS

1.4 [Ipouas JICKAPCTBEHHAA POAYKIHA HITH TTPOM3BOJCTBCHHAS NEATCALHOCTE

1.4.1. Ilpoussoscrao:
1.4.1.1, Pacturenpuas HIPOJIYKIsS

1.4.1.2. Tomeonatiueckoli OILYKLIHH
——— = - OMEONATHICCKON TPOAYKLINAKH
1.4.1.3. Tlpoyas npo IYKLUASt

1.4.2. Crepunuzaryis (papmanesTiyeckux cybcranumii, BenoMoraTenp X BEIIECTB, POTOBOH MponyKILiH:
1.4.2 1. Qunvrpanms

1.4.2.2. Cyxomaponas cTc WM3ams

1.4.2.3. Crepunmsanus 11apoM

1.4.2.4. Xumunuccras CTEpUIM3ALINSA

1.4.2.5. Crepunmsanus raMMa-u3ayqeHHeM

1.42.6. Crepuwmsauns SNEKTPOHHBIM U3JIyYCHHCM
1.4.3. IIpouee

1.5 | Voakopxa
L.5.1. TepButinas yrakopka:
1.5.1.1. Kancyist B TBEp/oH obomoyke

i

H

i

]

i

1.5.1.2. Kancyiist B Markoi oGojiouke

1.5.1.3. Kesarenpusie JIEKAPCTBCHHBIC GOPMBI

1.5.1.4. Umopernuposanubie JIEKAPCTBEHHEIC (hOpMET

1.5.1.5. Xunkue JICKAPCTBEHHbIC hopMbI jutst mapysciroro IPUMCHCHHA
1.5.1.6. Wunkme JICKAPCTBEHHLIC (hOPMBI s BHYTPEHHCI0 NIPUMEHEHHS
1.5.1.7. Memuumnckue rasn

1.5.1.8. Tlpoune Toepwic JICKAPCTBCHHDIE (hopMEI

1.5.1.9. llpenapars!, Haxoasmmumecs N0 MABJIEHUCM
1.5.1.10. Papnonyxnunmbre IeHEePaTOpPLI
1.5.1.11. Msrkue JICKAPCTBEHHDLIE (QOPMEI

1.5.1.12. Cieun (cymmuosuTopun)
1.5.1.13. Tabnerku

1.5.1.14. Tpancnepmasusie IUIACTBIPH
1.5.1.15. TIpouan HCCTCPUIbHAS CKAPCTREHHAS IPOLYKLIA:

X | 1.5.2. Bropuunas (oTpeGuTelibekas) yiakopka

1.6 | Konrpons kauectna
X_| 1.6.1. MukpobHonoruueckue mensiranms: CTEPHIBHOCTS
X 1.6.2. Mukpobuonorneckoe TECTHPOBAHHC: MHKPOBUOJIOTHYCCKAS YHCTOTA
X | 1.6.3. Xumuueckue (pusmveckme) ucnmrranms

X | 1.6.4. Buonornueckue HCIIbITAHKUSA
B OTHOUIEHHH MOOBIX OTPAHHYCHHHE MK HOKCHCI?I, OTHOCHNINXCH K AAHIBIM NPOU3BOJICTBEHHELIM onepauam (361 UCKIIIOYEHUE)
CIIyHacs, KOT/d MOACHEHUE SBISETCS OGLIMM KOMMEHTAPHEM K LPOLCCCaM Ha HPOH3BOACTBCHIIOM Oﬁ'beKTE), The Ol mn MPUMCHSIIHG
JT¥ OUPAHHYCHUS HITH DOSCHEHHA, HEOOXOIMMO BKIHOYATE OTCLUIKY K COOTBCTCTBYIOMEMY HOMEDY MYHKTA cepruiukara GMP,
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EBpasuiickuii skoHomuueckuij COI03

Ne GMP/EAEU/KZ/206-06-2025

2. UMIIOPT JIEKAPCTBEHHOIT NPOIYKLIUM
Konrpois kagectsa ummoptun eMO¥ eKapeTEeHnOol HPOAYKIHHI
2.1.1. Mukpo6uonorugeckue HCHBITAHMS: CTEPUITLHOCTE
2.1.2. Muxpobuonornueckoe TECTUPOBALHE: MUKPOGHOIOTHYCCKAs YHCTOTA
2.1.3. Xumuueckne (Ppusmaeckue) nenwrranms
2.1.4. Buonornveckuc HCIIBITAHUSA
Ceprudukanus cepun ummo PTHPYEMOI JeKapeTBennol npoxykun
2.2.1. Crepunsnas HPOAYKIIAS:

2.2.1.1. Tlpouseonumas B ACCHTUYECKUX YCITORMAX

2.2.1.2. llomsepracmas QUHWINHON cTepunuzamn
2.2.2. Hectepunbhas nponyk s
2.2.3 Buonoruueckas JICKAPCTBEHHAS [IPOAYKIIUS:
2.2.3.1. Tlpoayxrs! kpoBn
2.2.3.2. Ummynonornueckas TPOAYKIHST y ts
2.2.3.3. Tponykuus Ha ocHope COMATUHECKHUX KICTOK (TIPOJLYKLIHS ISt Teparun COMATHYECKMMU KITeTKamu) E
2.2.3.4. TeHoTepanesTHIcckue IPOAYKTEI ;Q
2.2.3.5. Buotexnonoruueckas nponyxius ' !'

2.2.3.6. TpogyKuus, BLIzCICHAAS 13 KUBOTHBIX HCTOYHHKOB HIIH OPraHOB TKanei) yenoneka

2.23.9.T KAHCHIDKEHEPHA IPONYKIs (mponykums Tkanesoii HHIKCHEPHHN) ,"\’
2.2.3.8. llpouas Guonoruyeckas JCKAPCTREHNAS TPOAYKITHs I 5’3

[Tpoyas nesTensuoCTs 110 UMD pTY (BRO3Y) E
2.3.1. TInomanka pusuicckoro uMIopTa (BBosa) — ¢ ‘2

¢
2.3.2. Umnopt [POMEKYTOUHOH NpojIyKIny, HOABCPraloueiics nanbpueineii odpaboTke Ez's
2.3.3. llpouee E
3. NIPOU3BOJICTRBEHHLIE OIMEPALLAM — DAPMALUEBTUYECKUE CYBCTAHUHUKN FQ
PapmanesTHUCCKas cyberanuus (cyberanumm); J’ /

3.1 | Mpoussosctio ( 4PMAUCBTHICCKUX cyBeTanumii MeTonom XUMHWYECKOrO cHHTe3a ﬁd
3.1.1. IMpou3roaeTEO NpoMen TOTHBIX IPOYKTOR (hapMalleBTHYECKOM cybcTanmun ‘Q
3.1.2. Ipou3BO/ICTRO HeOUMMIEeHTON $apmanesruucckoii ¢ Ocranmmu
3.1.3 Concobpazoranme (ogncrka):
3.1.4. Ilpouee

ITpo
3.2,

mynkros 3.2.1-3.2.4)
"AHIMH (YKA3BIBAGTCH UCTOYHHK U3 nyukron 3.2.1-3.2 4)

/.
3.2.7. Ilpouee ﬁ
3.3 | Opowssoncrso dapmauenTiHuecKkux cyBeTanumit ¢ uenons3oBaHey Guosornueckux npoueccos !
3.3.1. DepmenTans F‘
3.3.2. Tpomssoacteo ¢ HCIIONIL30BAHHEM  KICTOYHEBIX KYIBTYp (ykazath T a '
HCTIONL3YCMBIX KICTOK) (MOJL YKA3aHHEM THIta KICTOK NOTIMMACTCS MX TUITOBAS CHCLH(DUUHOCTE, IMHHA, INTaMM FQ
npoyce) J‘
3.3.3. Beienenue (ouncTKa) hd
3.3.4. Mommdukarus EQ
3.3.5. [Ipouee hi‘

3.4 Iponseoactao CTEPHILHBIX (hapMaLICBTHUCCKHX cyberanumit (pasuens: 3. 1, 3.2, 3.3 nomxHb ObITH 3aroHensl, 1
NIPUMCHUMO)
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Espasuiickuii SKOHOMUYECKUIA coto3
No GMP/EAEU/KZ/206-06-2 025

3.4.1. ®a MaleBTUYCCKUE CyOCTaHIiH, HPOM3BO/IUMBIC B 4CENTHYECKHX YCIIOBHAX

3.4.2. GapmauesTHICCKUE cyberaHumum, noasepracmuie UHHUIHOR CTepuiMzauy
3.5 | 3asepmaroiue CTa N NIPOU3ROICTRA (ha MALCBTHICCKHMX CYOCTaHIMIL

3.5.1. Cragun H3UYCCKOH 06paboTkn:

3.5.2. llepeuunas YHAaKOBKa

3.5.3. Bropuunas ynakoska

3.5.4. Ilpouee (yKaszatn juis OUEpaIiH, He ONHCAHHBIX BRI
3.6 | Kourposns xauecrsa

3.6.1. ®usnyeckue (XMMHYCCKHE) HeTBITam s
3.6.2. MuxpoSuonoruyeckue MCTIBITAHHS (BKJUOYAs HCTILITAHMS Ha cTe MITEHOCTR)
3.6.3, Mukpobuonoruieckie MCTIBITAHHA (MCKTIOYAs UCTIBITAINA Ha cTe HILHOCTL)
3.6.4. Buoaoruueckue HCHIBITAHHSA
4. IPOYHE OIIEPALINM - DAPMAUEBTHYECKUE CYBCTAHIIUH

OI"DEIHHLIBHP[H NI NOSICHUTE NbHLIC 3AMETKH, Kacarolecs obnactu NpuMeHnenns CGpTHllJPIKaTaJ

baiity6aer E.H,
H. o. Bamecurens [pencenarens
Komurera meaununckoro u

(apmanerriieckoro korrrpons mﬁg@% .
Munmcrepcrea 3UPABOOXpaHCHHS -(’:f;}g;wn«, e
Peenybnuku Kazaxcray ALY I

(P.H.0., zomxiocrs) (moannce)

10.96. Jo25”

(aara noanucanns, . mec.rrr)
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