EBpasuiiCKMiA 3KOHOMMUYECKUIA COHO3

PI'V «Komurer MeAMIMICKOro 1 (papMalleBTHYCCKOr0 KOHTPOIIS
Mununcrepersa supasooxpanenus Pecirybimxun Kazaxcran»

CEPTHDPUKAT
COOTBETCTBHA ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPLEJICTB TPELOBAHMSIM TIPABUII
HAJUIEKAIIEA TTPOU3BOJICTBEHHOM HPAKTHKH
EBPASHHCKOI'O DKOIIOMHYECKOT'O COIO3A -
Ne GMP/EAEU/KZ/178-02-2025

Cpok seiicreus ¢ 15 nosdps 2024 r. no 14 nosidps 2027 r.

Beytan no wuroram npopeicHus (GapManeBTHUCCKOM MHCICKIMM B COOTBETCTBHU ¢ llpaBuiiamu
npoeejcHust  (apMalleBTHUCCKUX — HHCINCKIME,  yreepagienneiMiu Pemnennem  Coeera  Eppasuiickoit
SKOHOMHYECKOH KoMuccku or 3 Hosbps 2016 r. Ne 83,

KoMHTET MEIHIIMIICKOIO 1 (b&lDMa.IlCBT]/I‘-IGCKOFO KOHTPOJIA
Murmerepersa 3apasooxpanchusg Pecnybimmku Kasaxcran

HoreepxajiacT CJIC/YIOHICe,
IpoBcicHa (})apmaues'rw{ecmn HIICIICKIIMS

Pharma Wernigerode GmbIly
Dornbergsweg 35, 38855 Wernigerode, Germany

Ha OCHOBAINM:

- sagpiienus or 31.07.2024 rojia na npoRc/ICHHC MHCICKIIMY 114 COOTBETCTBAC TPEDOBAHUAM HayICKallen
TIPOM3BOJICTECHIION 1pakTuky EBpasuiickoro sKOIMOMHIECKOro ¢o103a (Hiioe ocloBaiue).

Ha ocropammu csejienuil, 10JIyUCHILIX HPH [IPOBCJCIHE (apMallCBTHICCKOH MHCICKIIMY, MOCHIE/IHAS U3
KOTOpLIX Oblia rnposeieHa ¢ 12 no 15 wosOps 2024 roja, ycranoslieno, 4To janHoe (apMaleBTHYecKoe
ITPOU3BO/ICTEC COOTBETCTBYCT TpebonanusM [Ipapun Hajuiexaiieit npou3BolICTREHHON NpakTiku Eppasuiickoro
SKOHOMMHECKOTO €0i03a, dKeuBanentibix llpunnunam u Pykosozpcty LiBporielickoro corosa 1o Hauieskalel|
HPOU3BOJICTBCHHON 1IPAKTUKC JICKAPCTBCHHDBIX CPEACTB JUil MCAMLUUICKOIO W BETCPHHAPHOTO NPHMEHEHHS H
npuntiuiram Cucremesl corpyiinuectsa papmanesTiacckux uictexkiuit (PIC/S).

Hacrosmuit  ceprudukar orpaxacrt craryc HPOM3BOJICTBCHIION 1UJI0NIAJKM Ha JlaTy 11poBeleHus
(dapmaleBTHHECKON HHCICKIMI W 110 ucTeveHny BoJice 3 JIeT OT JaThl IIPOBE/ICHHU [IOCIIENHEr0 it HOCIEHErO
HUHCIICKTHPOBAHHA HC MOKCT CHUHMTATLCH JIOKYMCHTOM, CBWICTCIBLCTBYIOHIMM O CTATYCC COQTBETCTBUIL. CpOK
Jiefiersus cepTuukara MOXKET OBITH COKpAIeH MPH UCHONL30BANNN COOTBETCTRYIOUINX [IPULIMIIOR YIIpABICHU
PUCKAMM 1IpM HAMYMK COOTBETCTBYIONICH 3anmcu B nojic «Orpanydcuns WM HOSCHMUTCILIBIC 3aMCETKH,
Kacaiouecs 001acTu IPUMEHCIUS HACTOSIICIO CcepTH(UKaTay.

Ceprudumkar siprsicTes ICHCTBUTECILIIBIM B CIIyUac 1PC/ICTABICHNS BCCX CIO JIMCTOB (KaK OCHOBIHBIX JINCTOB,
TaK M JIOIOIHUTEIILIBIX JIMCTOR).

AYTCHTHYHOCTL (1IOJUIMIIIOCTS) HACTOSIICIO cepTHuKara MOMXKHO nposeputs B Oase Jlannbix Komurerd
MEIMIMHCKOTO M (hapMalCBTHUCCKOro KonTpolist MunucTepeTsa 3/ipasooxpanenius Pecirydnuku Kazaxcrai.

Eciu ceprudmkar He npejicrasiicH B yxazannoi 0ase JanHbIX, cliejyeT oOpaTUTbes B YIOJHOMOYEHHbIH
Opram, clo BhIABIIN,
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EBpasniticknii SKOHOMUUYECKUTE COI03

Ne GMP/EAEU/KZ/178-02-2025

J]exapcmeum,[e CpelicTra JUis MCJIMIIMHCKOrO HPUMCHCHHSA

Jlekaperennpie 1peiaparhl JUis KIMIHYCCKUX MCCIIC/I0BAHUN (MCibITan i)

Koy

Haumenosanue

1. NPOU3BOJACTBEHHBIE OIIEPALMHA - IEKAPCTBEHHAS ITPOJYKIIUS

1.1

CTCPI/UILHaH TPOYKIMS

1.1.1 Ilpon3Boaumas acenTuuecKuM 1y tem (onepasm 00paboTKH I CJICLYIONIMX JICKAPCTREHIILIX (hopMm):

1.1.1.1. Xuuxue JiekapcrBeHHbIC (opmbl 00JbII0r0 0ObeMa

1.1.1.2. JKujixue JickapeTBCHHBIC (JOPMBI MAJIOT0 00bEMa

1.1.1.3. JInodrnmzars:

B2

L1 14, Trepible JNeKkapeTBCHILIC (POPMbL 1 UMILIAHTATHI

1.1.1.5. Msirkuc JickapcTBeHHbIC GopMbL

1.1.1.6. Ilpovas 1po,yKius, LIPOU3BOJIMMAA B ACCUTHYCCKMX YCIIOBHIX

1.1.2. llonsepracvas dunumHOR crepuinzaiiud (onepaiuan 06padoTiy Juls CHEIYIOUINX JeKapeTEeHHEX (hopM):

1.1.2.1. Xmkue lrekapersenibic GopMel D0IBLIIOT0 00beMa

1.1.2.2. Wunkue nekapersesnbic GOpMbl MAJIOI0 00heMa

1.1.2.3. Teepasle iekapcTienble (pOPMLL M HMILIALUTATDI

: &liG £

1.1.2.4. Msrkue JiekaperBeiiibie Qopmhl

1.1.2.5. llpouas upojryknusi, nojsepracmas (MIHIIHoH crepuinzaudy

1.1.3. Bomyckalonuii Komrrpolis kauecrsa (ceprudMKalus 1 BLILYCK CCPHH)

HCCTepl’UIbHaH LPOJLYKILHA

1.2.1. Hecrepunstiast IPOyKIMs (TEXHOJNOMMYSCKUE OUCPAIIMH JUIH HOIYYCHNS CIC)YIOUINX JIEKAPCTBEHIIRIX
dopm):

1.2.1.1. Kaucynsl B TBep0ii 060m04Ke

1.2.1.2. Kancynnl B Markoil oboliouke

b

1.2.1.3. JKesaTebHBIC JICKAPCTBCHHBIC (OPMBI

1.2, 1.4. Mmuperiuporauynic Jickapersenybic (popmMbl

o |

1.2.1.5. 2Kujikue nekapersentbie (GOpMBI LIS HAPYIKIIOLO HPUMETICIIHS

L~

1.2.1.6. Xuinkue jiexkaperseHisie GOpMEL JUIS BIYTPCHIIETO TPHMEHCHHS

S OTI6 O

1.2.1.7. MeauimicKue ra3hl

o

1.2.1.8. Ilpouuc TeepJIbIC JICKAPCTRCIHEIC QOPMEIL

1.2.1.9. llpenaparsl, HaXOAMIIHCCs 101 JABISHUCM

1.2.1.10. Panronykjimiibic ICHCPaTophl

oK

1.1.1.11. Markue jickaperselinbic hopMbl

1.2.1.12. Cieun (cy1miozuropun)

1.2.1.13. Tabnerkn

1.2.1.14. TpancjiepMalibibIc IIACTLIPH

1.2.1.15. llpoyas HecrepuiibHas HPoJLyKIMs

1.2.2. Boinyckalolid KoUTpouh kadecrsa (cepTHOHKAINS H BLITYCK CCpHU)

buonoruueckas JICKapcTBeHHan 1poayKILHA

3.1 BHOHOI‘MHCCK&H JICKAPCTBEHHAS HPOLYKLU:

. IpoiykThl Kposu

MMM}/HOJIOI'H‘{CCKB.S{ HPOJLY KLU

. Ilponykum{ HA OCHOBC COMATHYCCKHX KIICTOK (IlpOIlyl(ILlflﬂ JUIs Tepalliy COMaTUYCCKUMU I{JICT‘K&MH)

. TenorepanerTudeckas 1mpojyKius

__H
n| Lo

. buorexionornucckas HPOAYKIIMA

1.6, TpojyKitis, BRUICIICHIIA W3 XKUBOTHEIX HCTOUIIMKOR MIIM OPralion (TKauci) uciioBeka

1.7, TraneumxeHepuast HpoJyKims (UPOJYKIMS TKAHCBOH UIHKCIICPUK)
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EBpa3suiCcKUiA SIKOHOMUYECKUIA COIO3

Ne GMP/EAEU/KZ./178-02-2025

1.3.1.8. 1lpoyas GHoJOIHICCKAs JICKAPCTBEHHAN LPOJYKIIMA
1.3.2. Beuyekatommii kourpolis (ceprudukallng cepuu) (1iepeycih BHIOB upouy}(urm)
1.3.2.1. lIpoayKrbl KpoBU
1.3.2.2. MMMYHOJIOIMUCCKAs TPONYKITUA
1.3.2.3. LIpoityx il Ha OCHOBE COMATHYCCKHN KICTOK (1IPOJLYKIINSL JUIs TCpalyi COMATHYECKUME KIICTKAMM)
1.3.2.4. I'enoTepalicBTHYCCKAs 1IPOJIY KLU
1.3.2.5. BHOTeXIOJOrMYCCKas IPOJLYKILHs
1.3.2.6. HpoyKiius, BLIICHCHEAS 13 JKHUBOTILIX HCTOYIINKOB WM opranos (Tkancii) denopexa
1.3.2.7. Trancuipkenepras npoyKiust (LpoJLyKist TKaeroil mkencpun)

1.3.2.8. 1lpouas OnojiornuccKas JICKapCTBEINas IPOLY KIS
1.4 | llpoyas jexaperseuuas HPOULYKIMA MM HIPOU3BOICTBCHIIRA JICATCIBHOCTD
1.4.1. lIpousBojcTBO:

1.4.1.1. PactireibHas 11poIyKIHs
1.4.1.2. 'oMeonatuueckoi HpoAyKLIHA
1.4.1.3. Ilpovast npojyKims: -

1.4.2. Crepuimsanust papmancit HUCCKUX LyGC[dH[[]AH BCLIOMOI'ATCIIBHBIX Bcnu,cm roToOBOH NpPOJYKIHA:
1.4.2.1. Guinrpauus

1.4.2.2. Cyxoxaposas CTCPHIM3AINA

1.4.2.3, Crepuiinzalius 11apoM
1.4.2.4, XuMuuccKas crepuiinsalims
1.4.2.5. Crepmwiyzaliis raMMa-H3ydcHmueM

1.4.2.6. Crepinzaling 2JICKTPOHILIM M3JIYYCHHMEM

1.43. 1lpouce
1.5 | Yiakoska
X 1.5.1. llepuunas yvIIaKoBKa:

1.5.1.1. Kaucyisl B TBep1o# 000J104Ke
1.5.1.2. Kaneyiint 8 Msirkoit 0dos0uke

1.5.1.3. Xeparc/slbie JICKAPCTBEHIBIC HOpMbI

1.3.1.4. FIMIPCIHAPOBANTHLIC JICKADCTBCHHBIC (JOPMbI

1.5.1.5. JKujikue JiekapcTeeHbIe (GopMel JUIS HAPYXKIIOT0 IIPUMEHCHMS
X 1.5.1.6. Xujkne Jiekapereeinnie GOpMb! JUIE BIVTPCHHETO IPUMCHEHHS
1.5.1.7. MCIMUMHCKIUC 1'a3bl

1.5.1.8. Tlpoute TBCp/IbIC JICKAPCTBCHHLIC (DOPMBI

1.5.1.9. llpenaparsl, HAXO/USIIMCCS 110 JIABICHHCM

1.5.1.10. PajimonyKJIHJHBIC I'CHEpaATOPbI

1.5.1.11. Msrkue JiekapeTeelinle GopMbl
1.5.1.12. Ceeyu (CyHII03MTOPUM)

1.5.1.13. Tabnerkn

1.5.1.14. TpancaepMalbUbIC IUIACTHIPH
1.5.1.15. llpoyast necrepulibHas JCKapeIBelnas MpojLy Kiust

X 1.5.2. Bropuunas yliakoska

1.6 | KonrpoJs kauccTsa
1.6.1. MuxpoOHOIOIrnueCKHe HCILITAalAs: CTCPHILHOCTD

1.6.2. Mukpo0HOJIOTHHCCKOE UCHILITANMS: MAKPOOHOIOTMYCCKAs UNCTOTA

X 1.6.3. Xumuucckue (QHU3MHCCKUC) UCIILITAHNA
1.6.4. BHONOIHHCCKUE MCIILITAHM

B OTHOMICHHH .FIIOG[)IX DFPHIIH‘-IEHHH MJIH HOSICHEIHI, OTHOCAUIUNCA K JaiiihiM HpOH3BO,ﬂ.CTBCH]lbIM onepanusam (3El HCKITHOYCHHE]
ClIy4dcn, Korjla lnogciuende apisiercs o0IIMM KOMMEHTAPUEM K TIPOIIECCAM 1A LTPOU3BOJCTBCITHOM ofbexte), T OBl U HPAMCHBSUIHCD 3
OIPpAlMYICHHA WK MOACHCHHA, HCOGXO,EIHMO BKJHOYATHL OTCHIIKY K COOTBCTCTRYIOIIEMY HOMEPY NYHKTA CCpTH(l)HK?lTEl GMP.
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Espa3nitCKuii SKOHOMUUYECKU COK03

Ne GMP/EAEU/KZ/178-02-2025

2. UMIIOPT JIEKAPCTBEHHOM ITPO/JLY KLIUNA

2

1

KonTpoiih Ka4ecTBa MMIIOPTHPYEMO# JICKAPCTBCIIHON PO KIWH

2.1.1. MugpoOHOI0rHYeCKUE UCILITAHMS: CTEPUIILHOCTH

2.1.2. MuxpoBHOIOrHYECKOE HCIIBITAHNS: MUKPOOHO/IOIHYECKas YUCToTa

2.1.3. Xumuueckue (Gr3nueckuc) HClLITaHus

2.1.4. Bruonoru4eckue UellblTanus

2.2

CepridMKaIms Cepun UMIIOPTHPYCMON JICKAPCTBCHION HPOJLYKIHH

2.2.1. Crepuibiast HPONYKIIS:

2.2.1.1. llpou3BojiMas B acClTHHCCKUX YEIIOBUAX

2.2.1.2. oxsepracmast QUIKAILINONE cTCPHIIM3ALINAN

2.2.2. Hecrepuiblias IPOJYKITHs

2.2.3 buonoruueckas JICKapCeTBCHHAS LIPOJLY KIS

2.2.3.1. lpoJyKTEl KpOBH

2.2.3.2. UIMMyHOJ0THYCCKas! LPOIYKIMs

2.2.3.3. lLIpoJIyKIMs 12 OCHOBE COMATHMCCKEX KICTOK (IPOJLyKILHs JUL TCPAIMi COMATHICCKUMU KICTKaMK

2.2.3.4. I'cnorepalicBTHICCKUC HIPOILYKTDI

2.2.3.5. buorexnojiornucckas HPOJyKIHs

2.2.3.6. [IpojtyKinasi, BbLLCHEHHAA M3 JKUBOTHLIX HCTOUUMKOB HIIH Opraion (TKancit) Yenonexd

2.2.3.7. TkancuipkenepHas HpoLyKius (1IpojlyKilus TKAHCBOH HIDKEHCpHN)

2.2.3.8. [povas 6uoI0rMYCCKas JICKAPCTBCHIAS LPOLYKIHS _

o

)

IIpouas JIesTCILHOCTD 110 HMIIOPTY (BBO3Y)

2.3.1. TInowaixa Gu3n4ccKoro MMIopTa (BBO3a)

2.3.2. IMIOPT HPOMCIKYTOYHOM 1POJLYKIMM, 110BEPTaIONICHTs Jaipneiimei odpaborke

2.33.llpouce

3. IPOM3BOJICTBEHUBIE OINEPALIMU — ®APMALEBTUUECKUE CYBCTAHUMN

dapmanesTHiccKas cyOcTanums (cyberanyu):

3,

HpOLﬂBO]LC'i‘BO d]apmancn'rlmccrmx CYGCTB.I}[U/IFI MCTOJOM XUMHYCCKOIO CHHTEC3d

3.1.1. 1 Ipou3BOCTBO 1IPOMCHKY TOUIBIX IPOJLYKTOB (apMalCBTHICCKOH cyberaninin

.1.2. 1lpon3ro/IcTBO HCOWHLICHION (apMalleBTHICCKOI cyOCcTanimu

.1.3 Concobpasosanue (ouncria):

1.4, llpouce - B

L

—lualua |

[pon3BOECTRO (APMALICBTHUCCKMX CyOCTAlLMH METO/[AMHU BLUICICHHS 3 LIPUPOIIHKIX HCTOUHHKOB

1. Boyieneine (GapMalcBTHICCKUX cyOeratiiunil 43 MCTOUIMKOB PACTUTENLHOTO HPOUCXOMICHHMSA

3. Bryiesenue hapMalcrTiicckux cyGcTanmmii ws opranos (rkanci) 1ciiosexa

=

3

3.2.2. Buijieliciue papManesTHICCKuX cyOCTali 13 HCTOUHNKOB JKUBOTHOTO IIPOUCXOK/ICHHS
3.2

3

2.4. Boujiencie GapMaleBTHIcckux cyOcaiimii 43 UCrouHNKOB MHHCPAIILHOTO IPOHCXOMK/ICIIHA

3.2.5 Mojmuxaiins BLUICICHION (papMalierTuucckoi cyberanimny (YKasplBacTes 13 IylKTon 3.2.1-32.4)

3.2.6. OuncTKa BeIGICHHOR GapManeBTHaccKol cyOcTanimny (YKa3bIBacTes MCTOTHHK U3 IIYHKTOB 32.1-3.2.4)
3.2.7. llpouee - -

(8]

s

[ponssoacTBO (rapMaleBTUIECKHX CyOCTaAHINH ¢ HCLOJIB30BANKHEM OUOJIOIHHECKMX 1IPOIIECCOB

3.3.1. depmenTanys

3.3.2. IIpoM3RO/ICTRBO € HCIIOJIBL30BAHMCM KICTOWILIX KYJILT
p

3.3.3. Briuenenne (0uucTKa)

ol

3.3.4. Mojuadurarus

3.3.5. LIpouee: puHaibHOE (HOPMUPOBAHKIE COCTABA DHOJIOIHUCCKON akTUBHOR apMalieBruucckoi cyberanin

(F5]

1 [pOUM3BOICTRO CTCPHILHLIX (JAPMAIICBTHYCCKUX CYOCTAtImNT (pas/iclibl 3.1..3.2, 3.3 joinKibl ObITh 3AI10JIHCHDL, 1)
HPUMEHUMO)

Crpannia 4 u3 5




EBpa3sniicKuii SKOHOMUYECKUi CoI03

Ne GMP/EAEU/KZ/178-02-2025

3.4.1. GapmancyTHecKe cyOCTalIMK, IPOU3BO/MBIC B ACCHTHUCCKHX YCTOBMIX

3.4.2. dapmanesTHyeckue cyOCTAHIMI, 110)IBEPracMblC (HHULIHON CTEPUIIM3AIIMM

3.5 | 3aBepludioniye cTa iUl IPOW3ROJICTBA (apMalleBTHICCKUX CyOcTaImnii

3.5.1. Crajun przuucckoii o0paborku:

3.5.2. lleprudnas ylakoBka

3.5.3. Bropuunas yiiakoska

3.5.4. llpouee

~ (YKasaTh JUTH OICPAINE, 1IC OIUCAHHBIX BBIILE

(8}
[=)]

KOH'[‘p{)JIb KayecTna

3.6.1. Duznucekue (XMMUUCCKUC) HCITBITAHNS

=

3.6.2. MukpoOUOIIOrHYCCKHC HElbITaM (BKIIOUAS HCLUBITAHHS 114 CTCPHILHOCTE)

-

3.6.3. MuKpoOMOIOTrMYECKNE HCTILITAH I (HCKIIOUast MCIIBITAHMS 1Ha CTCPUIILHOCTE)

3.6.4. BUOJIOTHUCCKHAE UCTILITAHMS

4. [IPOYUE OHEPALIUUA - PAPMAIEBTUYECKHE CYBCTAHIUA

OrpanuycHms WIK TOACHHTCIBLIBIC 3MCTKH, Kacaiolees ofuactn pUMCHCHns cepruukara: -

Kenskexanosa A. K.

H.o. lpenceparens Komurera
MCHITHIICKOTO ¥ hapMAICBTHHCCKOIO
Konrpoiia Mulmerepersa

BﬂpaBOOXPaHCIIHﬂ PCC][y6JIHKIfI Kazaxcran
(®.11.0., possknocTs)

Lt O 20

,}*"EFEM}IW;
SN OMATET pe Oq
W

‘f)
-
P V.lly‘S?k 4;\

(IATA TOATHCANLISE UL MEC.TT) MLIL
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