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EBpa3suniickuii SKOHOMMUUYECKUIA COI03

PT'Y «KoMUTeT MeANIHHCKOrO M (apMareBTHYECKOTO KOHTPOJIA
Munucrepersa 3pasooxpancius Pecrybinku Kasaxcrai

CEPTHOHUKAT
COOTBETCTBUA IMTPOUZBOJCTBA JIEKAPCTBEHHBIX CPEJICTB TPELOBAHWAM [TPABHJI
HAJUIEAKAIEW ITPOU3BOJICTBEHHOU IPAKTHKH
EBPAZHMUCKOI'O SKOHOMMHWYECKOI'O COIO3A

Ne GMP/EAEU/KZ/217-07-2025
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Cpox aeiicreus ¢ 13 mions 2025 r. 1o 12 mons 2028 1.

Brytai no wroram 1iposejictiust  (hapManeBTHUCCKOM MUCHCKIMKM B coorercTun ¢ llpasniamu
lipoBesiennst  (papMACBTUYCCKUX — MHCHCKUMH,  yrsepaicnubive - Peuennem  Copera  Eppasnickoit
DKOHOMHUCCKOM KomuecHu o1 3 nosOps 2016 r. Ne 83,

Komurer MeaHIHICKOr0 H hapMallcBTHUCCKOT0 KOUTPOIs
Munucrepersa sjpasooxpancius Pecnybimku Kazaxcrai

TMOATBCPIKIACT CHCHYIOUICC:
Iporencua (hapMalleBTH"lCCKaH HHCIICKIIHS

«lresenius Kabi Austria GmbIly
Hafnerstrasse 36, 8055 Graz
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HA OCHOBAHMHN:

- saxpienud ot 19.11.2024 rojia Ha 1poBeACHUe MHCICKIIN Ha COOTBETCTBHE TpeboBaMiM HayiesKatieH
IIPOM3BOJCTBEHHOI npakTHky EBpazuiickoro sKonoMHUCCKOro co1o3a (MHOC 0CHOBAlNE).

Ha ocuopaniy cBeACHUM, NOXyYSHHBIX IIPY 11POBCACHNN (DapMallCBTUUCCKON MIICHCKUMHN, [IOCHCITss 13
kotophix Obuia nposejena ¢ 10 mo 13 mons 2025 roja, ycraHosjicHo, 4TO Jlanioce (apmanesrHuccKoe
IPOM3BOJACTRO cooTBETCTBYCT TpeGoBarmam [pari najyuiexalici 1pousBoACTBCINON npakTuku EBpasuiickoro
IKOHOMUYCCKOIG COM03d, skeuBanenTibix Ilpununam n Pyxosojersy LEponeiickoro corosza 1o majuicialici
ITPOM3BOJICTBEHHON TPAKTHKE JIEKAPCTSCHIBIX CPEICTB JUIs MCJIMIMHCKOIO M BETCPUHAPHOIO NIPUMCHCHHS U
ipuiinnam Crctemsl coTpyanunyccTsa Gpapmanesrudcckix umnctieximit (PIC/S).

Hacrosumii  cepTudurar OTpaKACT CTATYC NPOHU3BOJCTBCHHOM [UIOINAJKH HaA JlaTy MpOBE/ICHNUs
(papmaiieBTHUCCKON HHCTICKLUK U [0 UCTCUCHUK Dosiee 3 JICT OT JIaThl POBEACIMS HOCIC/HCIO Jitst 110CIC/IHET0
MICHICKTHPOBAHMS HE MOMKCT CUHTATLCH JOKYMCHTOM, CBHJICTC/IBCTBYIOUIMM O CTATYCC COOTBETCTBIA. CpOK
JiciicTsis cepruduicara Mosker OblTh COKpaIeH MpH MCIIONB3OBAHNN COOTBCTCTBYIOIMX NPUHIMIIOB YIIPABIICHHUA
pUCKAaMH TpU HAIMYMK COOTBETCTRYIONICH 3amucu B mose «OrpaHuyerus WM IMOSCHUTEIbHbIC 3aMCTKH,
Kacaromuecs 06JacTH MPUMEHEHHS HACTOAIETO cepTH(HKaTa.

Cepruukar sABsCTes ACHCTBUTEIBILIM B CIYUac NPEICTABICHHA BCCX €0 JINCTOR (KakK OCHOBHLIX JIHCTOR,
TAK ¥ ZONONHHTENLHLIX TUCTOB).

Ayrentuunocts (10JUIMHIOCTB) HACTOSIIEI0 cepThuKkaTa MouHO 1posepuTh B 6ase jaHnbix Komurera

Ecnu ceprudukar ne npejicrasiien B yKasannoii 6ase Jl@auubIx, cieiycr odparuThes B YHOIHOMOUCHHBIIT
oprai, ero BbI/IaBLIHi.

MEHIMICKOro 1 GapMaleBTHICCKOro KOHTpoIls Minereperisa 3jipasooxpaticnud Peciybinku Kasaxcran. |
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EBpasuniicknii 3KOHOMUUYECKUIA COLO3
Ne GMP/EALU/KZ/217-07-2025

X | JlekapcTBenussie cpeicTsa JUIS MEIMIIMHCKOrO NpUMCHEHHS
JlekapcTBeHHble NpenapaThl JUIs KIMHUYCCKHX UCCIC/I0BAINI (MCTbITalNi) '
Ko [laumcuonanne ;
1. MPOU3BOJCTBEHHBIE OINEPALNH - JEKAPCTBEHHASI IIPOJLYKIIHA
1.1 | Crepunpnas MpoayKius
1.1.1 TTpon3Bo/iMMas AcCHTHUCCKUM I1yTeM (onicpaitni oGpaboTKu JUis CIIC/IYIONINX JICKAPCTBEHIBIX (OpM): \
1.1.1.1. XKupnkue Jsiekaperseiinie Gopmbl 6016010 06beMa
1.1.1.2. JKuaxue jsekapersertbie HOpMbl MAJIoro 00heMa &
1.1.1.3. JInodmimzatsl <
1.1.1.4. Tepbic JileKapcTBCHHBIC (JOPMbI X HMIUIAITATEE |
1.1.1.5. Msarkue iexapcTBCHHBIC (OPMBDI I
1.1.1.6. [Tpouast poiyKiKsl, MPOU3IBOIMMAS B ACCIITUUCCKUX YCIIOBUS \
X 1.1.2. MMoysepracmas GUHMLINOI cTepruM3aiy (onepaini 06paboTKH JUIS CIC/TYIONMX JICKAPCTBEHHBIX (opm)
1.1.2.1. Kunkue nexapersetbie opmbl 6osibiioro obhema
X 1.1.2.2. nnkue nekapcrsennsie GopMpl Malloro obbeMa \
1.1.2.3. Tsepabie JeKapcTBCHIBIC (POPMBI M HMIITAHTATL
1.1.2.4. Msirkue JIekapeTBeHHbIE (POpMBI
1.1.2.5. [Tpouas npojiyKiys, nojsepraeMas (MMHHUIIOH CTCPUIH3AAN \
1.1.3. Buinyckalonuii KOHTPOIIL KauecTa (BhIITYCK CCpHIT)
1.2 | Hecrepmibnas NpoayKuus
1.2.1. Hecrepuisias NpoyKiisl (TEXHOJIOTHHCCKHE OICPAIIAN JUIS TTONYUCHIS CIC/YIONIMX JICKAPCTBEHIBIX (hopM): \
1.2.1.1. Kancyisl 8 tBep/oit o0osiouke
1.2.1.2. Kancyisl 8 Markoii obonouxe
1.2.1.3. Xeparenblibie JIGKAPCTBEHHbIE (OPMAI \
1.2.1.4. MIMIperuypoBatHbIC NCKApCTBCHILIC (POPMBI
1.2.1.5. Kujikpe JiekapeTBeHHbIC POPMBI LIS HAaPyKHOIO HPUMEHCIIHS |
1.2.1.6. XKujkne jiexapersenibie GopMbL Ui BIYTPCHICTO IPHMCIICHHSI \
1.2.1.7. MeJMIMHCKHE ra3bl
1.2.1.8. Ilpouc TBEP/IbIC JICKAPCTBCHIILIC (hOpMbI
1.2.1.9. lIpenapatsl, HAXQUALIMECH 110 JIABJICHHCM \
1.2.1.10. PajoHyKIHHBIE TCHEPATOPSE
1.2.1.11. Msrkue jekapcTBeibie Gpopmpl
1.2.1.12. Cseuu (cynuosnropuu) \
1.2.1.13. Tabnerkn
1.2.1.14. TpanciepMalbHbIC IJIACThIPH
1.2.1.15. TIpouas nectepuibias IpoIyKIns
1.2.2. Beliyckaionuii KOHTPOJIb KauecTsa (cepTH(uKaiins cepym)
1.3 | buosoruyeckas JCKapCTBEHAL HPOJYKIIMA
1.3.1. BuoJsiornycckas JicKapcTBCHIAL IPOAYKILHs:
1.3.1.1. TTpojyKThl KpOBH
1.3.1.2. UIMMYHOIOrMYCCKAs POy KIHs -~

1.3.1.3. TTpoayKilist Ha OCHOBE COMATHMCCKNX KICTOK (1POJIY KIS JUIs TCPAIIHH COMATHYCCKHMH KICTKAMH)

1.3.1.4. I'enoreparncsTuycckad IpoyKIs

1.3.1.5. BuoTexnosoruyeckas npoayKius

1.3.1.6. [lpojyKitus, BhJIc/CHIas U3 XKUBOTILIX HCTOUHHKOR WK OpraHos (‘rxaineii) ucioBeka

1.3.1.7. Traneminkenepnas MpoayKius (pOJIYKILs TKAHCBOH HIDKCHEPUH)
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EBpa3uniickuii SKOHOMUYECKUIA COLO3
Ne GMP/EAEU/KZ/217-07-2025

1.3.1.8. ITpouas Groa0rnyecKas JCKapcTBCHHAs TPOIYKIMA

1.3.2. Bpimyckaiouwii KolTpob kKauecTsa (ceprudukaliis cepuu) (epeyeith BUOB HPOYKUHH):

1.3.2.1. TlpoayKThl KpOBH

1.3.2.2. UMMynojoruueckas npojiyKims |
1.3.2.3. TTpojtyKThl 11a OCHOBE COMATHUYCCKHX KICTOK (IIPOIYKLIHSA JUIS TEParnuy COMATUUCCKUX KICTOK) |
1.3.2.4. I'enoTcpancpruycckas IpoLyKiLus <
1.3.2.5. Buorexnonoruyeckas 1pojyKims |

1.3.2.6. IlpoayKins, BEIIEICHHAS U3 XKHBOTHBIX MCTOYHIKOB WM OPranos (TKAICH) [CIoBCKa

1.3.2.7. Tkanemipkenepuas 1po/yKins (UPOILYKIMs TKAHCBOM HIDKCHCPYN)

1.3.2.8. Ilpoyas GHOJIOrMYCCKas JICKAPCTBCHHAN IPOJYKIIHA

Hp{)‘{aﬂ JICKAPCTBEHHAA NPOJIYKIMA WM ITPOU3BOICTBCIHAA JCATC/ILHOCTD

1.4.1. [1pou3BoacTBO:

b

1.4.1.1. PacTurenbHast HPOLYKIIHS

1.4.1.2. 'oMeornaTHUCCKON IPOIYKIHH

1.4.1.3. Ipouas 1pOyKIIHs

1.4.2. Creprmnzaiust (JapMaieBTHUCCKUX cyOcTaniumil, BCIIOMOTaTC/ILHBIX BEUICCTB, FOTOBOI NPOJYKIIMH!

1.4.2.1. Ouprpanus

1.4.2.2. CyxoxapoBpas CTCPHIIN3ALIHA

1.4.2.3. Crepuiinsanus mapom

1.4.2.4. XuMuyceckas crepriin3alus

1.4.2.5. CTepunu3anys raMmMa-H3ayqeHnem

1.4.2.6. CTepuiu3alips JICKTPOHHBIM M3J1YUCHHCM

1.4.3. [Ipouce

]ud

Viakoska

1.5.1. [lepHunas ynaxonpka:

1.5.1.1. Kancyns! B tBepaoit obonouke

1.5.1.2. Kancyinbl B MaArkoii odonoukc

1.5.1.3, Meparennbic JIcKapeTBeiiibie (PopMbl

1.5.1.4, UMnpernpoBatible JCKAnCTRCHIBIC (JOpMb

1.5.1.5. JKujkue sickapereHubie QOpMBL JUISL HAPYAGIONO HPAMCHCH N

1.5.1.6. Xunkuc JekapcTReHHBIC (JOPMBI JUIst BIyTPCHHCIO HPHMCEHCHHS

1.5.1.7. Meauimickue raznl

1.5.1.8. Ilpoune TBCp/BIC JICKAPCTREHILIC (HOPMBL

1.5.1.9. Ilpenaparsl, HaX0JAUIACCS N0/ JIaBJICHICM

1.5.1.10. PajionyxImaiLbe reueparopbl

1.5.1.11. Markue neckapcrBeHHbIE (POPMBbI

1.5.1.12. Ceeuit (Cyniosuropum)

1.5.1.13. Tabnerku

1.5.1.14. Tpancuepmaiibiblc IIACTHIPH

1.5.1.15. Ilpoyast HecTepribHAs JICKAPCTBCIAA IIPOJLY KITHS

1.5.2. Bropuunas (110TpeOHTEIbCKAs) YIAKOBKA

KOHT]JOJII: Kavyccrna

1.6.1. MukpoOHOJIOrHMECKUE HCIILITALMA: CTCPHIILIIOCTD

1.6.2. MitkpoBHOIOTMYCCKOC TCCTHPOBAHNE: MUKPOOIIOJIOIHICCKas IHCTOT

1.6.3. Xummurcckue ((PU3UICCKUC) MCIIbITAHUA

X
X
X

1.6.4. BHONOrHYCCKUE UCITBLITAHUS

I3 ornomenun nolLix Ol‘pauuqcnﬂﬁ WM [OACHEH, OTHOCAIIMXCH K JAIIBIM POU3BOJICTBCHILIM  OLICPALIHAM ('JEJ. HCKMOYCHKG
CAYHacE, Korid [TOSICHEHHUC ABJSCTCA OGUH’IM KOMMECHTApPHCM K IIPOIICCCaM Ha IPOM3BOJACTBCHHOM OG'E)CKTC), e Obt 1K [IPUMCEHSTH

YI'H OrPAHHYCHIS HIIM MOSICHEIHS, HCOOXOIUMO BRIKOUATE OTCHUTKY K COOTBCTCTBYIONICMY HOMEpY 1yHKTa ceprudukara GMP.
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EBpasniickuii 3KOHOMMUUYECKUIA COIO3
Ne GMP/EAEU/KZ/217-07-2025

2. UMITOPT JIEKAPCTBEHHOM ITPOIYKIIMA

2.1 | Kowrpoltb kauecTsa MMIOPTHPYEMOR SCKAPCTBEHHON HPOLYKILN
2.1.1. MuKkpoOHOIOrHYCCKHUE HCNLITANMS: CTEPHILIIOCTh
2.1.2. Mukpo6HOJIOriHiecKoe TeCTpoBaline: MHKpOOHOJIOrHUCCKAs YUCTOTd
2.1.3. Xumuueckuc (Ppu3nyeckue) NCIbITAHUS
2.1.4. Buouiorinyeckue UClbITaHus
2.2 | Cepruduxanus cepui HMIIOPTHPYCEMOI JIEKapCeTBCHION NPOAYKIMN ]
2.2.1, CrepuiibHas NPOIYKIHA:
2.2.1.1. IlpouspoumMas B acCNTHUCCKHUX YCIOBHAX
2.2.1.2. Ilopsepracmas GUHMILHON CTCPUITH3ALNY
2.2.2. HecrepuiabHas NpOJLYKIUs
2.2.3 Buonoruuceckas JiekapcTBeHHas NpoayKLus:
2.2.3.1. I1poykrhl KpOBH
2.2.3.2. VIMMyHOJIOTHYCCKAs HPOJLYKIMSI | =
2.2.3.3. TlpoayKuns Ha OCHOBC COMATHYCCKIX KICTOK ([POILYKILIS JUIS TCPAlIN COMaTHUCCKHMI KICTKaMH )| £
2.2.3.4. I'eHOTCPAIICRTUYCCKHC HIPOLYKThI |
2.2.3.5. buoTtexnosoruyeckas mpoJjiyKims | A
2.2.3.6. [Ipojiyk1yts, BeLICJICHHAS U3 HKMBOTHLIX HCTOUHMKOB MIIK Opraios (TKancii) yelloseka 5
2.2.3.7. TkancuipkeHepHas poJIyKiust (11poJIyKILs TKAHCBOH HinKkeHepn) |
2.2.3.8. [1pouas buosiormuccKas JICKAPCTBCHNAN IPOIYKIIHA |
2.3 | Ilpouas JesTesbiocTh 10 MMIOPTY (BBO3Y) 5
2.3.1. Ilrowaka pU3MICCKOro MMiIopTa (BBO3A) |
2.3.2. MMuiopT GpoMexyTOYHOH NPOoYKIIH, NojBepralolieiics jlansueinicii odpadboTke |
2.3.3. Ilpoyee \
3. MPOU3BOJACTBEHHBIE OHFPAL[I/IM QAPMALUEBTHYECKHUE CYBCTAHIHUH
Dapmatesruieckas cyberannus (cybcraHim):
3.1 | llpousBojcrio apMaleBTHUCCKMX cyOeTanmii MCTOJOM XUMHUCCKOI'O CHIITC3a
3.1.1. TIpou3BOICTBO [IPOMEKYTOUHBIX LIPOUYKIOB (papMaleBTHUecKkol cybeTaiinu |
3.1.2. IlpousBoucTso HCOUMIEHoit papMancrTHHeCKOH cyberanmm |
3.1.3 Concobpazosaiuc (OUUCTKA):
3.1.4. Ipouce |
3.2 | IpouszsojictBo gapMalesTHIeckuX cyOcTaniyii MCToJaMK BLUICICIHS W3 HPUPOILIX UCTOUIHKOB I
3.2.1. Bryresienue apMaleRTHUECKUX cyOCTauIlnii M2 MCTOUNMKOR PACTUTCILIONO TIPOUCXOMKIICHMS
3.2.2. BriesicHue (hapMaleBTHHECKHX cyOcTalimii U3 MCTOUHNKOB KUBOTIOIO HPOHCXOMJICHINS |
3.2.3. Beigcnenue dapmanesTnucekux cyberanimii us oprauos (rkaneit) yeioneka |
3.2 BBL[KGJICHHC (bﬁpM&llCBTH‘{CCKHX CYGCTEUIELHﬁ H3 HCTOYHHKOB MUHCPAJILIOrO HPOUCXOXKACHHS
3.2.5 Moauuxatmst Boyiesicinoii gpapmanesruycckoii cyberaimu (yxasbipacres u3 nyuxros 3.2.1-3.2.4)
3.2.6. Ouncrka suyteicnnoli gpapmanesTHiIcckoi cyGerammm (YkasblaeTes HCTouHMK W3 nyukros 3.2.1-3.2.4)
3.2.7. llpouce -
3.3 | [poussoacTso apMaLieBTHICCKIK CYOCTAIIII ¢ NCIONL3OBAIIEM BIIOI0IHUCCKHX npoucccou
3.3.1. @epmenTaiis
3.3.2. [lpouM3BojicTBO ¢ HCIOJIL30BAHMEM  KICTOMHBIX  KYJILTYP o (ykazath TH
UCITOJIB3YSMBIX KICTOK) (M0JL YKazanueM THHA KICTCR HOIHMMaeTes 1X THIOBAs CHCIQGUUHOCTS, JIMHUS, HITaMM z,
npouce) !
3.3.3. Brienennc (0MHMCTKR)
3.3.4. Mojudukals
3.3.5. Ilpouce
3.4 | TpoussoicTso CTepuiblibx dapManesTHyeckux cyderamii (pasjenst 3.1, 3.2, 3.3 JL0JBKIIbI OBITD 3a110/iHCHb, I

HPUMEHUMO)
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EBpasuiicKMii SKOHOMUYECKUIA COI03
Ne GMP/EALU/KZ/217-07-2025

3.4.1. dapmanesTHYCCKHUE CyOCTAHLIAN, IPOMSBOJNMLIC B aCCHTHYCCKHX YCIIOBHAX

3.4.2. dapMalieBTHYCCKUE CyOCTaHINMI, IIOIBCPracMbIC (PHHHMIIHOM CTCPUIN3AIIUIL

3.5 | 3apepmalonie cTajuy NpoM3BOACTBA hapManeBTHICCKIX cyOcTanImii

3.5.1. Crauuu pusnucckoii obpaboTKIL;

3.5.2. lleppuyHas ynakoBka

3.5.3. Bropuunas ylakopKa

3.5.4. Ilpouce (ykazarh JUisl OLICPALLMH, 11C OLIMCANIIBIX BhIILG

3.6 | Kourponb KauyecTsa

i

3.6.1. ®uspucckue (XUMHHMCCKHE) HCITBITAIIMS]

3.6.2. MukpoGHONIOrHUCCKHIE UCTILITAN IS (BKIOUAS UCTLITAINS HA CTCPHUABHOCT)

3.6.3. MUKpOGHOJIOrHIeCKUE MCITBI Tl (MCKIOYAA MCIBITAINA Ha CTCPHIILIOCT])

3.6.4. B1IOJOrMYCCKUE UCTILITAHKS

4, ITPOYUE OMNEPALMH - DAPMANEBTUYECKUE CYBCTAHIIUN

Orpamwcnuﬂ HJIM TIOSICHHTECIIBIIBIC 3aMCTKH, Kacarolnecs obyactin HPHUMCHCHMA Cé})TH(IlHKﬂTH:

Eaiirydacs E.H.

H. o. Bamectutesn Hpeyccaarens
Komurera MEAHIIHHCKOIO ¢
hapMaleBTHYECKOI'O KOHTPOILS
MunKCTCpeTBa 3/1PABOOXPaliCiimsl

Peciybnnkn Kazaxcrau a4
(D.H,0., onKnocTs) MLIL _r‘j * oanmen)

A5.0f 4948

(fir1a nOANCALEIS, AT, MeC.IrT)
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