EBpaswuiickuii akoHoMMueckuii cotos

PI'Y «Komurer mepmmnckoro u (PApPMalICBTHYECKOTO KOHTPOJIA
MunucTepeTsa 3/lpagooxpatienus Pecuyfnuku Kazaxcramy

CEPTHDOUKAT

COOTBETCTBHSI HPOI/BBO,HC'I‘BAv JEKAPCTBEIIHBIX CPEJICTB TPEEOBAHHSM ITPABUIT
l-IA,Z{JIE}KALI LEW TTPOU3BOJICTBEHHOM TIPAKTUKH
EBPASHHUCKOI'O DKOHOMUYECKOI'O COIO3A .

Ne GMP/EAEU/KZ./167-01-2024
Cpoxk neitcreus ¢ 28 nosbps 2024 r. 110 27 1osiGpst 2027 .

Boinan 1no wroram nposeenus (bapMAneRTHUCCKOH HMICTICKIMM B COOTBETCTBUM ¢ IllpaBuiamn
NPOBECHUSA  (aApPMAlCRTHYCCKIX MHCIICKIMEA,  yTBep#UICHIBIMM  Pemienmem  Copera Eppazuiickoi

IKOHOMUUECKOH KOMUCCHM OT 3 HosGpst 2016 . No 83.

Komurer Mepuimnckoro u (apmarerTyeckoro kowrpons
Munncrepersa 3ipasooxparerius Peceny6ivkn Kasaxcran

TOATBCPIKIACT CIC/YIONICE:
1poBejicHa (PapMalCBTHYCCKAS UIICHICKI s

«Hermes Pharma GmbHy
Hans-Urmiller-Ring 52, 82515 Wolfratshausen, Germany

H& OCHORATIMU:

- sassycuns ot 8.04.2024 roja na HPOBCACHUC MIICHICKIIMH HA COOTBCTCTBUE TpeDoRaHMAM HajICHKALIEH
IIPOU3BOLCTBCHION pakTikn Erpasuiickoro IKOHOMHMICCKOIO COI03a (M110C OCHOBANNIE).

Ha ocuosannu crejenuii, [OJIYHCIINBIX IPH [POBCACHUK (DapMalCBTHUECKO HHCHEKIHH, TTOCICUHAS W3
KOTOpLIX Oblna mposexena ¢ 25 no 28 noadpst 2024 ropna, YCTaHOBJCHO, YTO JanHoe (apMalesTHYecKoe
IPOU3BO/ICTRO COOTBETCTBYET TPeOOBANIAM [Tpasun nagnexanmeis [IPOM3BONCTREHHON NpakTHkK EBpasuiickoro
9KOHOMUYECKOTO COI3a, SKBUBAICHTHBIX [punnunam u PykonojictBy Eponeiickoro coioza 1o HajexKaniei
TIPOM3BOJICTBEHHOM [IPAKTHKE JICKAPCTBCIIHEIX CPCACTB JUIS MCIMIIMHCKOTO U RCTEPHHAPHOTO HpUMEHEHHs W
npuniunaM CHCTEMBL COTPYIHHYCCTEA (apmanesTuuecknx unciekumii ( PIC/S).

Hacrosimmii - ceprudmxar OTPAXACT  CTATYC 1POM3BOJICTBCHION IUIOMIAAKH  Ha Jlary  11poBejIeHUs!
(apmariesTiyecKoil nHCHeKIIN 1 110 HCTCHCHUN DOJICC 3 JIeT OT JIatThl HPOBE/ICHMUS 110CICIICTO JILS HOCIIC/HETO
HHCIIEKTUPOBAHUS HE MONKET CUHTATLCH JIOKYMCHITOM, CBUJICTCULCTBYIOUIHM O CTATYCE COOTBETCTBUS, Cpox
AefCTBUA cepTUhMKaTa MOKET BLITL COKpAlICH IIPH UCTIONL30BAITNH COOTBETCTRYIONIHX LPUHIMIIOR YIIPABIEHUS
PUCKaMH TPH HAJIMYMK COOTBETCTBYIONICH 3alicH B ToJie «OrpaHdyeHns MM OSCHUTEbHbIE 3AMETKH,
Kacaromuees 00.1aCTH HpUMenieITms HaCTOSAICIO cepTHhmxaTar.

Ceprudmkar sBisercst qelcTBUTeIbHBIM B ClIYHae HPSJICTABICHNS BCCX €10 JIUCTOR (KaK OCHOBHBIX JHCTOR,
TaK 1 JIONOIHUTEILHBIX JTHCTOR).

AYTEHTUHOCTE (HOJUTHITNOCTE) HACTOSIICIO cepriukaTta MOXHO 1IPOBEPUTL B Gase Jannsix. Kovmrera
MEIMUHMHCKOTO H (FapMAlCBTHYCCKOI0 KOHTPOJ Munierepersa 3)pasooxpanciust PecuyGuuku Kazaxeran.

Ecnu ceprudukar ne HPCACTAaBIICH B yKa3aHOH Dase jlannbIX. cienyer obpaturses » YIOJIHOMOYCHH I
OpraH, ero BLIJIABLIKIL,
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X | Jlekapcreennpie CPCACTRA JULSt MEJIMIIMIICKOTO IPHMCHCHHUS

Jlekaperrenusle Hperraparel JUis KIMHHYCCKUX MCCIIC/10BAHMIA (Menprranmii)

Kon

Haumenosauune

1. TIPOU3BOJICTBEHHBIE OIEPALMU - TEKAPCTBEHHAS MPOJTY KLIW 51

!

CrepuiibHas 11poyKius

1. 1.1 lponssoumas acerTnycckum 1yTem (ouepaiun 06paboriu st CHCILYIOUIMX JICKAPCTRELHBIX (opm):

1.1.1. XKugkne nekapersenmsic (opmer Gossmoro ofsema

1.2, Hujxue nekapersernsic (opmeI Masioro o6bema

1.3. Jluohummsars

1.
15
1.1.4. Trepisic jiekapeTBenbIc (bopMLI 1 uMILIAHTATHI
1.1.5. Msirkue JickapeTBenipie (hopmur

1
1
1
|
L,
]

1.1.6. llpodas 1pojiyKiims, IPOM3BO/IMMAS B ACCLITHYCORIX YCIHOBHAX

1.1.2. lHonpepracmas Gpuunmnoii Crepuimsanuy (otepaiin obpaborin Juis CJIC/LYIOUINX JICKAPCTBEHHLIX hopm):

1.1.2.1. XKujkne nekapereeiniinie (popmbl donbinoro ofnema

1.1.2.2. XKujkue jiexapereedmnic (opmil Masioro obsema

1.1.2.3. Teepisle JckaperBeHubIc (POPMBI M UMITIAIITATLI

1.1.2.4. Msrkue Jiekapersemibie (hopmpl

[.1.2.5. Tlpouas npojyxims, HojBCpracMas puinuinoii crepuwinsanun

1.1.3. Beinyckaromuii Kourpoiih kauccersa (ceprudmranug u Boiryck cepuu)

Hecrepmibuasn upomykius

1.2.1. Hecrepunnuas HPOMYKIHS (TCXHOJIOPHYECKHE OIIEpaIlHH JU HOJIYHCHIS! CIIE/YIOMHX JICKAPCTREHIBIX (hopm):

A

1.2.1.1. Kancyubl B tepioit 06oiiouke

1.2.1.2. Karicyiisl B MSITKo#t 060110tKe

1.2.1.3. XKenarenbubie JICKAPCTRCHIIbIC (hopmer

1.2.1.4. UIMuperaumposanmsic JickaperseHnnie Gpopmbl

[.2.1.5. Kujikue JiekaperBeripic (hopmb juIs HAPYIKIOIO HpHMeHeHUs

1.2.1.6. XKutxue sickaperserimic (OpMBI jUls BHYTPEHTIEIO IPHMCHEIHS

1.2.1.7. Menuumiickue rasnl

1.2.1.8. llpouwce rBep/bIc JICKAPCTBCIIbIC (I]OpMI:l.' Ipanylis

1.2.1.9. llpenaparsl, Haxomsiumecs 101 JiaBiicimen

1.2.1.10. Paymonykunmie ICHCPATOPhI

I.1.1.11. Msirkie Jiekapersennic thopmui

1.2.1.12. Creun (cynnosuropu)

1.2.1.13. TabneTku

1.2.1.14. Tpaucicpmansusie wiactsi pu

1.2.1.15. I1pouas necrepuiniasn UPOJYKIMS

1.2.2. Bomyckaonuii KOHTPOJIL KA4CCTBA (CCPTUPHKAIIMS U BBIIYCK ccpun)

&

Buosoruueckas siekapersennas LPOJIYKIIHA

1.3.1. buosnioruueckas sekaperseiimas HPOJLYKIHSI

1.3.1.1. lpouykrsl kposn

1.3.1.2. UIMmyHosornueckas HPOAYKIHS

1.3.1.3. I1pojtyKIust Ha OCHOBE COMATHICCKHX KICTOK (LPOJLYKIMA JUISl TEPATIHM COMATHYCCKUMU KIICTKAMH)

1.3.1.4. I'enorepanesruyeckas LPOJLYKIHs

1.3.1.5. BHOTexHOo0IrHYcckas HPOJLYKIHS -

1.3.1.6. 1IpoiyKimus, BLUICHCHIIAS U3 IKHBOTHLIX HCTOYHHKOB MM OPranos (TKalCcH) yelloBeka

1.3.1.7. Txaneuiokenepas 11poj1yKims (LpOYKIWHS TKANCBOH MIDKCHEPUH)
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1.3.1.8. Ilpouas Guosorudeckas JICKAPCTBENTIAS UPOJYKINS -

1.3.2. Bruryckarommit Komrposs (cepruduxaiims cepun) (1epeucnn BuoB LPOJIYKILHH):

1.3.2.1. lpouykrel kposy

1.3.2.2. Ummynonoruycckas HIPOJLYKILHSI

1.3.2.3. IpojtyKThl 11a OCHOBC COMATHYECKIX KICTOR (LIPOUYKIIMS JIIst TEPALNE COMATHYCCK MU KIIETKAMM)

1.3.2.4. 'enorepariesruyeckas LIPOJLY KIIHsI

1.3.2.5. Buorexuoliornyeckas HPOLYKIINY

1.3.2.6. IpoayKims, BEUICICHHAS U3 KABOTHELX MCTOMIMKOB MIIM OPraHoB (TKakel) yenoseka

1.3.2.7. Txasncniokencpast HPOJLYKIHS (1IPOJIYKINA TKAHCROM HHKCHCPUH )

1.3.2.8. llpouas Guosiornuccras JCKAPCTBCHIIAS 1IPOJIY KIS

1.4

Hpoqax JICKapCTBCHIIAN HPOJYKUMS WU HPOU3BOJICTBCIHAS JICSTCIHBLHOCT L

1.4.1. Tlpoussojctso:

1.4.1.1. Pacrurresisias upojiykims

1.4.1.2. 'omeonaruucckoi TIPOJLYKIIMH

1.4.1.3. llpouas npojykuus: [urocratnxu

1.4.2. Crepuimmsanus GapMalesTnycekux CYOCTAULIMIL BCIIOMOPATCIILHELIX BCUIECTE, FOTOBOH 1IPOYKUMY:

1.42.1. Gunprpanus

1.4.2.2. Cyxoxaposas crepuimnzals

1.4.2.3. Crepumsanus napom

1.4.2.4, Xumuueckas CTCPUIIM3AIIMS

1.4.2.5. Crepunmanus IAMMA-H3JIYHCTIMCM

1.4.2.6. Crepuimsanus HICKTPOHHLIM H3JIYYCHHCM

1.4.3. llpouce

Vrakoska

L.5.1. IepBrutias yiiakoska:

1.5.1.1. Kaneyas! B teepuoit o6osiouke

[.5.1.2. Kaneyiint B Msirkoii 0605104 ke

1.5.1.3. XKeparennusice Jiekaperseiiibic hopmbl

1.5.1.4. Mmitpernuposanibic JICKapeTBCHBIC OPMBbI

1.5.1.5. XKukue JieKkapcTBeHHLIC (OPMLL VISl HAPYHKIIOTO HPUMEHCH S

1.5.1.6. Auukuc jiekapeTBenibIe (GopMBI JuIst BiyTpEHHCTO HPHUMCHCHMA

1.5.1.7. Menuunnckye razs

1.5.1.8. LIpouue TBepjibie JIckapeTBeHImLIC hopmb

1.5.1.9. IMpenapar, naxojsmmecs 1101 JIaBJICHHACM

1.5.1.10. Pajmonycimsic TCHCPATOPSI

1.5.1.11. Msrxue siekaperseniibic hopmal

1.5.1.12, Cueun (cymosuropuir)

1.5.1.13. Tabnerku

[.5.1.14. TpancicpManninic 1JIACTBIPH

1.5.1.15. Ilpouast necrepmibHast JICKAPCTBCHHAN POIYKIHs

1.5.2. BropuuHas ynakoska

KonTpoJis kauecTsa

1.6.1. MUKpOGHO/I0rMYECKIE UCTIbITAITHS: CTEPMILHOCTE

X

1.6.2. MMKpOGHOIOI MUECKOE HCLILITANHS: MHUKPOOHONOIrMYCCKas YHCTOTA

X

1.6.3. Xumuucckue (du3nyceckue) ucnnrranms

1.6 4. BHOIOrMYCCKUC HE1IBITATINSI

B oruowenun modnx OFPaHUYCHHE Wi OSACHEH, OTHOCHUIUXCH K
ClIyqacs, KOrjd nosicHeHue ABJSIETCH 0OMM KOMMCHTAp

JEHIBIM  NPOM3BOJICTBEHHLIM OllepaiyUsM (32 HCKIIOYCHHENM
MEM K¢ IPOLCCCaM Ha TPOU3ROACTRCHHOM 00nhexTe), rue Gn Hu HpUMEHAIuC
ITH OrPAHKICHIA WIH HOACHCHUS, HEOOXOIUMO RRIIOUATE OTCRIIKRY K COOTRETCTBYIOIEMY HOMEPY IYHKTA ceprrurara GMP.

£
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2. UMIIOPT JEKAPCTBEHHOM NrPOAYKIMH

2.1

Koirrpons xauecrsa UMIOPTHPYCMOM JICKAPCTBEUIION 1IP0Iy KUK

2.1.1. MUKPOBHONIOI HYCCKUC MCIILITAH A CICPHILHOCT

2.1.2. MUKPOBHONOrHYCCKOE HCIILITAINS: MHKpOOMOIIOrHYeCKas YHCToTa

2.1.3. Xumuucckue (busmucckue) uenbrrams

2.1.4. Buonoraueckue UCILITAHNS

22

Ceprudnkanus cepun HMIIOPTUPYCMOH JICKAPCTRCIION LPOLYKIHM

2.2.1. Crepuibias upoyKis:

2.2.1.1. 1lpou3BojiMas B aceirmaecKix YCHOBHSIX

2.2.1.2. [lojmepracmas dumunoii CTCPHIM3AIHN

2.2.2. HecrepuisHas HPOJLYKIMs

2.2.3 buonoruucckas JICKAPCTBCHIAA TIPOJIYKILHS:

2.2.3.1. ITpoltyKTl KpoBm

2.2.3.2. UMmyHonoruieckas TPO LY KIS

2.2.3.3. 11pojIyKIMsi HA OCHORE COMATHYCCKIX KICTOK (ITPOJLYKINS JUISL TCPAITHH COMATHYECKIMHI KJICTKaMH)

2.2.3.4. I'ctioTepanesrisicckue HPOJYKTLI

2235, BMO'I'CXI101101‘}1400Ka51_np0;1y1<;mx

2.2.3.6. lpojykums, BbiCHcHIas us KHBOTHLIX HCTOYHUKOB WINA Opraos (Tkaneii) ucioseka

2.2.3.7. Tkaveumkencpuas UPOJIYKIMA (IPOJLY KIS TKAHCBOH HIKCHCPHH)

2.2.3.8. Ilpouas Guosornucckas JICKAPCTBCHNAS HPOILY KIS

[lpouast jiesaTensHOCTS 110 UMIOpTY (BBO3Y)

2.3.1. Ilnomajika Gusnaeckoro uMIopra (Beo3a)

2.3.2. IMIOPT HPOMEKYTOUHOT NPOJLyKium, Hoisepratoneiics Jaibliciiuicit o6padoTke

2.3.3. [lpouce o

3, nP()MjiioIICTﬁ_Ef{iim}iﬁmﬂ{lmK?D;G)MAuEBTi}mifkﬁ[{ CYBCTAHIN

Papmanesruicckas cyGeranims (cyderanmm):

3.1 | Tpoussojictso hapmanerriuccny CyOcTanmit METOJI0M XHMHUCCKOIO CHETE3A
3.1.1. Ilponssonctso LPOMEKYTOUHBIX HPOLYKTOB (hapMalierruicckoli cyGeTanimu
3.1.2. TlpousBoiCcTRO HEOUHIICHIION (apmancsTricckoii cybeTanium
3.1.3 Concobpaszosatine {oumcTka):
3.1.4. Ilpouce e - -
| 3.2 | llpousBojicTeo (hapMaicsTHICCKIX CYOCTANIMEA MCTOIAMN BRUICICHAS W3 HPHPOJHIBIX HCTOYHHUKOR i
3.2.1. Beyieaenue dapmaicsruieciin CcyOBCTanmi U3 HeToUnuKoR PACTHTEILHOIO HPOMCXOMIKICHMS
3.2.2. Buutenclne dapManesruacceKkmx cyOCTanmil B3 HCTOUHHKOR KHBOTHOTO HPOUCXOMCHHA 1!
3.2.3. Beyienenue hapManicsTuacckix cybcrannuil uz opranon (TKancii) yciioncka
3.2.4. Bouyieneuue (hapmarenTuacckmx CcyOCTanimi U3 HCTOUHNKOB MUICPAILHOTO TPOHCXOMKIE TS
3.2.5 Monudukaius BouICIICHHOMN (apmarieBTHyeckoi cybcTanmmg (ykaspiBactcs w3 nynkros 3.2. 1-3.2.4)
3.2.6. O4ucrxa seIzCICHION dapmanerruucckoil cyGeranimm (YKa3BIBACTCH HCTOUNMK M3 [TYHKTOR 3.2.1-3.2.4)
3.2.7. lIpouee i
3.3 | IlpousBosicTso dapmalieBTHICCKIX CYOCTANIINIA C MCTIOIL3ORAHMEM BHOJIOTTCCKIX LIPOLIECCOR
3.3.1, Gepmentaims )
3.3.2. TIpOH3BOJICTBO ¢ MCIOIB3OBAIHCM KICTOUHBIX KYILTYD
3.3.3. Brinenenue (ouncrka)
3.3.4. Momuadmxanus
3.3.5. Ilpouce: gunainioce (hopmuposanue cocrasa GHOIOIMICCKOH AKTUBION hapmatesTHUCCKOM cyBeTann
3.4 | llpou3BojCcTRO CTCPUILHBIX thapmanesTuucckrx cyGeTanmmii (pasjiensr 3.1, 3.2, 3.3 1010KHB GBITH 3aM0JIICIHE

3

LI UPHMEHHMO)
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3.4.1. DapmaierTnycckie CyOCTAlMM, LIPOUZBOIMMBIC B ACCIITHICCKIX YCIOBHAX

3.4.2. DapmaterTruccKue cyOCTanumm, NoJBepracMbe GHEAIHOMN CTCPUWIH3AlLAM

335

3aBeplIaioNIie CTa MK IPOUIBOJICTEA (apmaresTraccknx cyGeranmmii

3.5.1. Craymn usuucckoii o6paborku:

3.5.2. llepeuutias ynakoska

3.5.3. Bropuuuas yiiakogka

3.5.4. Ilpouce

wa
(&}

__(yKa3aTh JUist OlIepauuil, He OIUCAHHLIX BLINC
Komrrpous kauecTna :

3.6.1. Dusmyeckme (XUMITICCKIE) HCIBITATIUY

3.6.2. MHKpOOHOIOIMYCCKIC UCIIBITAINS (BrInoYAs MenLITANM 11a CTCPUIIBHOCTD)

3.6.3. MUKPOOMOIIOIHYCCKHE WCIILITAHTIS (MCKIIOUAs MICTIBITAINS HA CTCPUIILHOCTD)

3.6.4. BHONIOIMYCCKUE HCIILITALMS

4. IPOYUE OIIEPALIHMHU - PAPMAILLEBTUYECKUE CYBCTAHUMUH

Kemxexanosa A. K.

H.o. llpencenaresnst Komurera
MCIHIMHCKOTO M (hapMaLeBTHUCCKOrO
KouTpoJii Munncreperra
sapasooxpatenus Pecirybrmkn Kasaxeran

(PO, 10sK19CTn)

OF pf 2025

VLI

(maTa mogmireanms, an. mee.rrr) 1LHCh)
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