EBpasunitickmuini SKOHOMUUYECKUI COI03

PI'Y «Komurer MeaulMHCKOro 1 (hapmMaleBTHYECKOro KOHTPOIIA
Munuctepersa sapasooxpanenus Pecriydnuku Kazaxcran»

CEPTHOUKAT
COOTBETCTBHMA [IPOU3BOZICTBA JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHWSAM [IPABUJI
HAJUIEXALLEN [TPOU3BOJCTBEHHOU ITPAKTUKH
EBPA3MHCKOIO DKOHOMHUUYECKOI O COKO3A

Ne GMP/EAEU/KZ/82-01-2024

Cpok neicteus ¢ 27 okradps 2023 r. no 26 oxkrabps 2026 r.

Briman mo wroram npoeeiienus (apMalieRTHUCCKONH HHCMEKUMM B coOTBeTeTBMH ¢ [lpaBrmamu
npoeeieHusa  (papMaUeBTUHECKMX WHCHeKLUH, yreepskacHHeiMM Pewrennem Cosera Eppasuiickoit
OKOHOMUYECKOH KoMucenu oT 3 HoaGpa 2016 r. No 83,

KoMuTeT MeqMUHHCKOTO W (DapMaLeBTHHECKOIO KOHTPOJIS
Munucteperea 3apaeooxpanenns Pecnybnnkn Kaszaxcran

HNOATBEPAACT ClCAYIOIiee:
NpoBCIAcHa (bapmaueﬂ'mqecxaﬂ HHCIIEKIIHA

Patheon ltalia S.p.A.
Viale Gian Battista Stucchi 110, Monza, 20900, Italy

HAa OCHOBAHMMK:

- 3agnedns or 14.04.2023 roga ua npoBejeHue MiICIEKLUM HA COOTBETCTRBHE TPeGOBAHWAM HaJJIexkalei
NPOH3BOACTBCHHON npakTikH EBpazniickoro SKOHOMHYECKOT0 cot03a (HHOTC OCHOBAHKE).

Ha ocHosaniy csedeniii, NOMyYeHHBIX NPH NporejseHni (apMaleBTHYeCKOH MHCOEKLUM, NOCISNHs U3
KOTOpSIX Obina Tiposesena ¢ 23 no 27 oktsadpa 2023 rona. ycrasoBICHO, 4TO JaHHOE (DapMALEBTHYECKOE
HPOM3BOACTBO CooTBETCTBYeT TpebGosanuam [lpaBui uaanexaiiell Npou3BOACTEEHHON npakTuka Espasuiickoro
IKOHOMHYECKOI0 €O103a, 3KBMBANleHTHLIX [lpnnuunam u Pykoeozactesy Eppornefickoro corsa no Hajexaie
NPOU3BOLCTBEHHOHN MPAKTUKE NIEKAPCTBEHHLIX CPEACTB [N MEAHLMHCKOrO M BETEPHHAPHOTO TIPHUMEHEHUS W
npuniinay CHCTeMbl COTPYAHHYECTRA (papMaleBTiaecknx nHerexkuuii (PIC/S).

Hacrosuuit  ceptudmkar oTpaskaeT cTaryc Mpoi3BOACTBEHHON IUIOMAAKH HA ATy NpPOBEACHMS
(:apMalleBTHYECKOT WHCTIEKUHH 1 T10 HCTeYeH!H Bonee 3 JieT OT JaThl MPOREASHMS MOCISAHErO JHS I0CAEIHEr0
HHCTICKTUPOBAHNA HE MOMKET CUMTATHCH JOKYMEHTOM, CBHAETENLCTRYIOLIMM O craryce coorBercTsus. Cpok
AcHcTBis CepTHHUKATA MOKET ObITh COKPALUEH [PU NCIONL30BAHH I COOTBETCTRYIOLIMX OPUHLMIIOB VIIPABIEHHS
PHCKAMM TIPH HAHYWMK COOTBETCTBYOWER 3anucH B none «OrpaHndeHus WM DOSCHUTEILHbLIE 3AMETKU,
Kacaroumecs 0IacTn NPUMEHSHHS HACTOALIEIO cepTHduKaTay.

Ceprudurar asiserca AeHCTBUTENBHBIM B CJ1YYae NPEACTABICHHS BCEX Ero TUCTOR (KAK OCHOBHBIX JIMCTOR,
TaK ¥ AOIOJIHUTENbHBIX THCTOR).

AYTEHTHYHOCTDL (TMOANMHHOCTS) HACTOSILIETO CEPTH(IKATA MOKHO [POBEPHTHL B Oase NanHbX Komurtera
MEULMHCKOrO W (papMaueBTHHeCKOro KOHTPOIs MunuctepeTsa 3apapooxpanendus Pecnydauku Kasaxcran.

Ecnu ceprudiukar ne MPEACTABNIEH B YKa3aHHON Daze NaHHLIX, crenyer 06paTI/ITLCH B YIOJHOMOYEHHBIH
OpraH. ero BbIJARLWIMH.
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EBpasuiickuii SKOHOMUYECKUIA COHo3

Ne GMP/EAEU/KZ/82-01-2024

JlekapCcTBEHHBIE CPEICTBA JUIA MEINIMHCKOrO MIPUMCHEHUS
JiekapcTBeHHBIC Mpenapathbl A1 KITMHUYCCKUX, HCCACI0BAHMI (MCTbITAHMEH )
Kon Hanmenopanue

1. IPOU3IBOJACTBEHHBIE ONEPALWU - TEKAPCTBEHHAS MPOAYKIIMS
CTepHnbHAS IPOIYKIMS
1.1.1 TIpoussoaMman acenTHYeckuM myTeM (onepatn o6paboTku Mg ceayIoUKX TEKapCTREHHBIX GopM):
1.1.1.1. naxie nexapersentsie hopmbl 00bmoro ofbema
1.1.1.2. JKujxue nexapcTeeHHbie OPMBI MATOTo 00bema
1.1.1.3. Hucnepcuu
1.1.1.4. Jiuodunuzarer
L1
[;

L.5. Tepuble nekapcTBeHHbIC HOPMBI U HMILIALTATDI
1.1.6. Msirkue nekapctpeHHble QOpMbI
1.1.1.7. TTpouas npoayKiua, NPOU3IBO/IHMAS B ACENTHUECKHX YCNOBUAX
1.1.2. Ioapepracvast GUHHILIHON CTEPHAN3ANUN (Onepalui o0pabOTKH /U1 CeTYIOLIHX JeKapCTBEHHBLIX opm):
1.1.2.1. Auakue nexkapersensle Gopmbl Gonsuioro o0bema
1.1.2.2. *Knakue nexapeTeeHHble GOPMEI MAnoro o0nema
[.1.2.3. Teepasie NexapcTBEHHBIE (JODMBI U MMILIAH TATDI
1.1.2.4. Msrkue nekapcTeeHHble QOpMbI
1.1.2.5. [lpouas npoaykuus noasepraeMas (GHHMIIHON CTCPHANZALMY
i 1.1.3. BrinycKkarluui KOHTPOJIb KauecTBa (BhUIVCK ceplin)
Hecrepunsnas nponykums

1.2.1. HecTepu:tbuas npoaykums (TEXHOIOTHUECKUE ONICPALIMY 115 NOAYUEHU CIeTYIONMHX NIEKAPCTBEHHBIX (hopm):
1.2.1.1. Kancynsl B TBepAOi 060n01KE

1.2.1.2. Kancyisl B MATKO# 06onouke

1.2.1.3. KepaTensHble NeKapcTBEHHLIE (OPMEI

1.2.1.4. Umnperunpopatnble JeKAPCTBEHHbBIC (OPMbI

1.2.1.5. Hunkue nexapersennbie GopMbl 1T HAPYIKIOTO TPUMEHEN U

1.2.1.6. Kunkue nexaperaetbie GOpMBI AN BHYTPEHHETO NPUMEHEHUS
1.2.1.7. MeIMUMHCKHE Ta3LI

1.2.1.8. [lpoune Teepasie ACKAPCTBEHHBIC OPMBbE
1.2.1.9. T1penaparsl, HAXOAsALIMECS [0 AABIEHIEM
1.2.1.10. PansonyKnuHble reHepaTophl
L L1LTL Markue siekapereenHble lopmbl
1.2.1.12. Ceun (cynnoszuropun)
1.2.1.13. Tadnetku
1.2.1.14. TpaHcaepMaibHbIC IIACTbIPH
1.2.1.15. Yerpoiictsa /u1s MHTPapyMIHAILHOTO {BHYTPHUPVOLIOBOI0) BBEACHHS
1.2.1.16. Ilpoyas HecTepi/bHas IPOYKLNA
1.2.2. Beinyckalommii KOHTPpolib kauecTsa (cepTH(UKALH CepHm)
buonornyeckas neKapcTBCHHas NPOAYKLHA
1.3.1. buonornyeckas iekapcTBeHHas PO Ay KL
1.3.1.1. [lponyxTe! kposu
1.3.1.2. MiMmyHOnorHyeckas npoaykuus
1.3.1.3. [IpojtyKumnst Ha OCHOBE COMATHUECKHX KACTOK (NPOAYKIUMS LI TEPATHE COMATHIECKAMH KIETKAMM)
1.3.1.4. l'eroTepanesTHyeckas NpoLyKILia
1.3.1.5. buoTexxHonoruueckas npoyyums
1.3.1.6. TIponykiu4, BLIAENeHHAS W3 KUBOTHLIX HCTOUHUKOB WIH opraHoB {TkaHeH) denosexa
1.3.1.7. TkaneuHxkeHepHas npoayKuMs (MPOLYKUHs TKAHCBOH HIDKeHepHH)

~ o] &
CTrpara—=—19>




EBpasuiickuii SKOHOMUYECKWUI COKO3

Ne GMP/EAEU/KZ/82-01-2024
1.3.1.8. [lpouas DuoorHuecKkas NCKapCTBCHHAS POy KIS
1.3.2. Beinyckaouii koutposis (ceptuduranna cepun) (nepeucHs BUIOE NPOAYKLIH):
2.1. IlpoayKThl KpOBH
2.2, UMMyHOI0rHYECKAs TIPOY KIS
2.3, IIpoayKTsl Ha OCHOBE COMATHUECKUX KN@TOK (MPOAYKLIHUS A5 TePanHy COMATHIECKUX KIIETOK)
.2.4. I'eHoTepanesTuiecKas npoayKuus
.2.5. BHOTEXHOJIOrHUeCKas NPO/LY KISl
2.6, [Ipoaykuns, BelicaCHHAS 13 JKHBOTHLIX HCTOHHHKOB HITH OPTaHoB (Tkaxeil) denoBexa
3.2.7. Txanenn:xeHepHas NPOAYKLMSA (IPOIYKINIA TKAHEBOH HHKEHEPUH)
.2.8. [pouas OMONOrUYECKAS JIEKAPCTBSHHAS IPOAYKIINSA
ﬂpouaﬂ J'[E!I\’a'pCTBCHHaH ﬂpO,J_IyKI_LHFI WJITH TIPOH3BOACTBCHHAA ACATCIILHOCTSL
1.4.1. Ilpon3zBoscTro:
1.4.1.1. PacTutensHas aponykums
1.4.1.2. T'omeonaTuyecKoil npoayKum
1.4.1.3. [lpoyas npoaykis
1.4.2. Crepunnzauus dapmanesTuyeckux cyOeTanumil, BCIOMOraTebHbIX BEWECTR, FOTOBOM PO AYKLMY:
1.42.1. ®iibrpauns
1.4.2.2. Cyxokaposas CTCpUnM3anms
1.4.2.3. Crepunusauus napom
1.4.2.4, XuMuueckas crepuinsauis
1.4.2.5. Crepunusalius raMMa-H3IyaeHinem
1.4.2.6. CTepunusanus »MeKTPOHHLIM H3AYHEHHEM
1.4.3. Tlpouee
Ynakoeka
1.5.1. Ilepsu4nas ynakoska:
1.5.1.1. Kancynwl B TRepaoi obonouke
1.5.1.2. Kamcynbi B MsArkoii obonotke
1.5.1.3. Xeparensuele nekapersetiibie Gopmbi
1.5.1.4. Mmnperanposanible ACKapCTBERIbIE (OPMbI
1.5.1.5. JKunkue nekapcTBeHHble POPMbI JUISL HAPY/KHOIO IIPUMEHEHHS
1.5.1.6. uakue nexapcTBeHHbie GOPMbI AN BHYTPEHHETO NPUMEHEHN
1.5.1.7. Meanumnekie rasel
1.5.1.8. Ilpoune Teep/ibie JekapcTREHHBIE (POPMBI
1.5.1.9. Tlpenapatel, HaxonsuMecs NoA AaBIACHUEM
1.5.1.10. PanuoHyKkiuiHble reHepaTophbl
1.5.1.11. Markue nexapcTeenble GopMbl
1.5.1.12. Ceeun (cynnosuTopun)
1.5.1.13. Tabnerkm
1.5.1.14. TpanciaepMajibHLIC MIACTEIPH
1.5.1.15. Tlpoyas HecrepuiibHas JIEKAPCTREHHAS IPOAYKLHS
1.5.2. Bropnunas (norpeGurensckas) ynakorka
KonTpons kauecrsa
1.6.1. MUKPOOHOAOTUYECKIE UCTIBITAHHS . CTEPHIIEHOCTD
1.6.2. Mukpob1oIorHieckoe TecTHpoBaHNE: MUKPODHOIOIHIECKas YHCTOTA
X 1.6.3. Xumueckie (dusuieckue) ncnpitams
X 1.6.4. buonordueckre HCMbITAHKA
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B ornomennu nodpIx orpasmueHnii wiM noscHel. oTHOCHILINGS K JEHIRN HPOHIROACTREN HILM ouepanmaM (32 HCKIIOueHk..,
CityHach, KOIAA HOACHCHHC SBIHCTCE OOIWHM KOMMCUTAPHCM K 1TPOLICCCAM 11d HPOM3BOICI BeHIOM o0LeKTe), THe Ol 114 IPHMEHSIHC]
ITH OTPAITHUCIHA MK NOACHEHHS, HCOOXOMMO BRAIOYATE OTCLUIKY K COOTRCTCTRYIONIEMY llomepy nynkTa cepTidkara GMP.
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EBpasuiickuii 3SKOHOMUUYECKUIA COI03

Ne GMP/EAEU/KZ/82-01-2024

2. UMIIOPT JIEKAPCTBEHHOM POAYKIIMA

KoHTposb KayecTBa MMNOPTHPYEMON NeKapCTREHHOI NPONYKILH

1.1. MUKpOOHONOrn4eCcKHE UCTILITAHMA: CTEPHIBHOCTD

2
2.1.2. MuKpoOMONOrMYecKOe TeCTHPOBAHME: MHKPOOHOIIOrHYECKAS YHCTOTA
2.1.3. Xumnueckue (huznieckue) UCHbITaHus

2.1.4. Buonornueckue HCnLITAHUs

Ceprudukauns cepum UMIOPTHPYEMOH NPOAYKIHH

2.2.1. Crepu/ibHAA IPOAYKLM:

2.2.1.1. [lpou3BoaMMas B aceNTHYSCKIX YCIOBHAN

2.2.1.2. longepraemas GprHHIIHOIN CTEpUIH3AUNN

2.2.2. HecTepuabHas npoayKiuus

2.2.3 buonornueckas nekapcTBEHHAN NPOJLY KNS

2.2.3.1. TIpoayKTsl KPOBH

2.2.3.2. immyHOIOrnyecKkas npoayKums

2.2.3.5. [poiyKUMs Ha OCHOBE COMATHYECKUX KISTOK (MPOIYKLISA NS TEPAHH COMAaTHYECKIMH KITETKAMH)

2.2.3.4. ['enoreparneBTHYECKUE NPOAYKTbI
I

2.2.3.5. BUOTeXHOIOrHYECKAS HPOAY KIS

2.2.3.6. [Iponykigs, BeIICIEHHAS 13 JKHBOTHBIX HCTOYHUKOB MIIH OpraHos (TkaHeil) yenosexa

2.2.3.7. TxaneurxeHepHas NpoayKins (IPOAYKLMS TKAHCBOI HHKCHEPHH)

2.2.3.8. Ilpouas OMOMIOTMUECKAs JIEKAPCTREHHAS TIPOAYKLLUS

Tpoyas JesTeNbHOCTS 110 UMIIOPTY (BBO3Y)

2.3.1. Huowaaka duzuueckoro umnopra (Beo3a)

2.3.2. IMIOPT NpoMekyTOMHON MPOAYKILKW, IOABEPratoileiics nansHeiiei o0paboTke

MapmaueBTHUECKas cyOcTanns (cybeTanumun):

1233 Tiposee

3. MIPOU3IBOACTBEHHBIE ONEPAUNY - DAPMAUEBTHUYECKME CYBCTAHUMUH

~

2

TTpou3soacTBO (hapMaleBTHYeCKHX Cy(CTAHLMI METOIOM XMMHUECKOro CHHTE3]

3.1.1. [Tpou3BOACTEO MPOMEKYTOUHLIX POAYKTOB (apManesTHUecKol cyGeTanumu

3.1.2. IlpoH3BOACTBO HEOUMIIEHHOH (PAPMALCRTHUCCKON cyBeTaninm

=

3.1.3 Coneodpazosanue (04MCTKA). KPHCTALIH3ALNA

| 3.1.4. lpouse

Hpon3oAcTe0 (rapmatesTHHeckiny cyfeTaniyill MCTOIaMit BBIASACHMS U3 MPUPOAHLIX HCTOYHUKOR

3.2.1. Beienenue (hapmaueBTHYeCKUX CYOCTAHLMI W3 HCTOYHHKOB PACTUTENBLHOTO NPONCXOKASHUS

3.2.2. Buinenense dapMalieBTHYECKUX CyOCTARIME N3 HCTOUHMKOB KHBOTHOIO NPOHCXOKICHUA

3.2.3. Beutenenue gapmauertuiecknx cy0cTaHumii n3 opranos (Tkadei) yenopeka

-2.4. Bouaesienue (hapMaueBTUICCKUX cyDCTaHUmil 13 HE1OYHHKOB MUHEPANIHOIO [IPOMCX0KISHUS

3.2.5 Momuduxauus BulaeNeHHON hapMalesTHueckoii cyGeTaniun (yKasplBaeTcst 3 MyHKTOB 3.2.1-3.2.4)

3.2.6. OuuneTka Bbuaenennoii GpapmauesTuteckoll cyBetaniin (YKa3biRaeTes HCTOURMK W3 NYHKTOB 3.2.1-3.2.4)

3.2.7. Tlpouze

I1pou3BOACTBO hapMaleBTHUECKUX CYOCTAHLMIT C HCI0I630BaHIEM GHONOTHUECKUX IIPOLECCOB

3.3.1. depmenTaims

3.3.2. IllpousBoactBo ¢ HCHONB30BAHMCM  KIETOUHLIX  KYJLTYD (ykazarh TIAH

HCIOJIL3YEMbIX KISTOK) (MOJ1 YKa3aHMeM THIA KJICTCK [IOHMMacTes WX THIOBas CHIeUH(PMYHOCTD, TUHUI, WITAMM
npouee)

3.3.3. Brinenenue (ouncrra)

3.3.4. Momadmkauys

3.3.5. llpovee

IIpou3e0oACTBO CTEpHIbHLIX (apMaueBTHHeckux cyberanumil (pasgenst 3.1, 3.2, 3.3 qomkHbl ObITh 3aMONHEHE

e IPHMEHHMO)

.
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EBpasniickuii 3HOHOMMUYECKUIA CO103

. Noe GMP/EAEU/KZ/82-01-2024

[ w1 MdapMauesTHUecKie cyOCTaHLMH, IIPOK3BOIIMBIC B ACENITUYECKHUX YCIOBUAX
3.4.2. @apvauestHueckne cyOcTaHLMK, OABEpraenbie (PHUHIIHOH CTCPHAHALKY
3aBepUialoline cTaliul NPOoU3BOACTBA hapMalleRTHUSCKIX cyOCTaHIMH

3.5.1. Crapuu gusnueckoii 06paboTki: npocensanie

3.5.2. lepruunas ynakoeka

3.5.3. Bropuunas ynakoeka

3.5.4. lpouee

KonTpons Kauecrsa

9
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(vikazars A/13 OnepaLuii, He OrnucabIX BLILIE)

. dusmveckie (xumMuveckue) HelbiTalug

6.

6.2. MukpoGuosornueckie ucnbiTanng (BKIH04AA HCOLITAHLSA HA CTEPHALHOCTE )
6.3. MukpoOHoioruteckie HCMbITalis (MCKIIIOUAS HCNBITAHNS HA CTEPUIBLHOCTE)
6.4. bnolornyeckne HCNBLITAHKS

4. TPOYUE ONEPAUMMH - PAPMAUEBTHYECKUE CYGCTAHIIKHA

Crpasusetns uin NOACHHTENbHBIE 3aMETKH, Kacaiwilmecs 001acTH IpHMeHeH s cepTuHKaTa;

Kemnexauoa A. 7K,

3amecturens lpencenaress Komurera
MELHUHHCKOID 1 (JapMalieBTHHECKOro
RKOHTPOJIs Munucreperea

‘i,'lp?lBOOX})aHEHHﬂ Pecnyﬁﬂmcu Ka3ﬂXCTa!-l
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