EBpa3unifiCKMii IKOHOMUYECKUIA COO3

PI'V «KoMureT MEIHIHHICKOro ¥ (hapManeBTHHECKOro KOHTpoJis
Munucrepersa 3pasooxpaticius Pecriybnukn Kasaxcrany

CEPTHOUKAT
COOTBETCTBUA [TPOU3BOJICTBA JIEKAPCTBEHHbBIX CPEICTB TPELOBAHHMSAM [TPABUIT
HAJUIEKATIEH TIPOU3BOICTBEHHON ITPAKTHKH
EBPA3ZUHMCKOI'O DKOHOMMWYECKOI'O COIO3A
Ne GMP/EAEU/KZ/172-02-2025

Cpox aeiicrsus ¢ 24 oxrsaOps 2024 1. 110 23 oxrsbps 2027 1.
Buytan 110 WToram nposeieius  (papMancBTHUYCCKOW MICHeKIMH B coorercreuu ¢ Ilpasuiamu
nposejictus  (hapMalCBTUHCCKUX — MUCHCKIMM,  yreepskactibiva - Pewenuem  Cosera  EBpasniickoi

IKOHOMHUYECKOH KoMUccHH 0T 3 nosops 2016 1. Ne 83,

Komurer MCIHITUHCKOI'O H (bapmauen'rw{ecxor‘o KOHTPOJIA
Munmcreperea 3/ipaooxpancius Peciydimikn Kasaxcran

IMOJATBEPAAACT CIICHYIOUICC,
[pope/cHa cl)apmaues'chcxaﬂ HHCIICKI[H 1

«Vem Hag San ve Tic. Anonim Sirketiy
Cerkezkoy Organize Sanayi Bolgesi Karaagag Mahallesi I'atih Bulvar: No.: 38
Kapaki/Tekirdag/Tiirkiye.

Ha OCHOBAHNK:

- sasBlicuus o1 26.08.2024 roja 1a 1poBCJICIIME MICHICKIIMK a COOTBETCTBUC TpeboBalInAM HaJIeKalleH
11POM3BOACTBEIHON NpakTHki EBpazuickoro 5KOHOMUUCCKOIO €0103a (MHOC OCHOBAHMNC).

[la ocHOBANMM CBCJACHMH, OJYHCHHBLIX IIPH POBCICHUN (QapMalleBTHICCKOH MHCIICKIMY, NOCIC/HAS U3
koTopuix Opuia nposeiena ¢ 21 no 24 oxradpsa 2024 rojia, ycranosicHo, 4To JanHoc QapmalesTHieckoe
[POM3BOJICTBO COOTBETCTBYCT TpebonaiusM 1IpaBuil najuiesKkallleli 1POU3BOJICTBCHION npakTiku EBpasuiickoro
HKOHOMMUECKOIO 01034, sksuBaiichTubx [Ipunimnam u Pykosojcrsy Epponeiickoro corosa 1o Hajiexaniei
ITPOM3BO/ICTBCHION [PAKTHKE JIGKAPCTBEHIIBIX CPCACTB JUIs MCJMIMICKOIO U BETCPUHAPHOIO LIPUMEHCHHMS M
npunignam Cucremsl cotpysindectsa GapManenTuieckux uncekiuii (PIC/S).

Hacrosuit  cepruukar OTpaKaeT CTaryc 1IPOM3BOJICTBEHHONW IUIOIIAAKM Ha 4Ty [pPOBCACHU
(hapMarieBTHYCCKON HIICTICKIIMK | 110 HeTeUYeHUM BoJiee 3 JieT OT JIaThl [IPOBE/ICHMS [TOCICAHEro JHs TIOCIe/IHero
MHCICKTHPOBAHUS HE MOXKCT CHMTATLCS JIOKYMCIITOM, CBWJICTCILCTBYIOMIMM O cTaryce cooTBercrBus. Cpok
AeiicTBus cepTr(PUKaTa MOXKCT ObITL COKPAIICH 1PH MCII0JIL30BAHMN COOTBCTCTBYIOIMX IPUHIIMIIOB YIIPABJICHU
pUCKaMil 1IpH HAIMMWH COOTBCTCTBYIONIEH 3aimcu B nosie «Orpaimuciust Wil HOSCHUTCILHBIC 3aMCTKH,
Kacaronmecst 06J1acTH 1IPUMCIICIINS HACTOSIICIO cepTuduKaTay.

CepTuduKar sBjseTes JICHCTBUTCHLHBLIM B CIIYHAC HPCJICTABICHHA BCCX CI'O JIMCTOR (KAK OCHOBIBIX JIMCTOB,
TAK ¥ JOHOIHUTENLHLIX JINCTOB).

AyTeHTiuunocTh (HO/UIMHIOCTE) HACTOAIErD ceprudukara MOXKIO 1IposepuTh B Oase gannsix Komurera
MEJIMIIMIICKOTO U (hapMalCBTHICCKOIO KOHTpois Munncrepersa 3jipasooxparenus Pecuybnukyn Kasaxcran.

Ecnu ceprudukar HC LPE/ICTABICH B YKa3anHo# 6asze JaHHbIX, CJIC/yeT 0OparuThes B yIONHOMOYCHHBLH
opraii, €ro BLLIABIINMMA,
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X | JIekapcTBCHHBIC CPE/ICTBA JUIS MC)IMIHICKOIO HPAMCIICHHS]

JlekapeTBeHHBIC HPEHAPATH JUIs KIMHHYCCKMX HCCIIC)[OBAHMMA (HCIIBITAHMNA)

N C)

Koj

| lanmenosarme

1. MPOUZBOJACTBEHHBIE ONNEPALIMUA - JEKAPCTBEHHAS ITPO Y KL S

1l

CrepuirbHas IpoyKIus

X

1.1.1 Ipon3gojiMmas aceiTHUCeKkuM tiyrem (oreparin 06padoTikn Juisl CJIC/LYIONIMX JICKAPCTBEHILIX (OpM):

1.1 1. XKneue nekaperseuisic Ggopmst Bossitoro obbema

1.2. Kujikue Jiekaperseiibie Gopmpl Malioro odneMa

1.4. Teepabic nekapeTBEHIbIC (POPMBI M UMITIAUTATHL

L,
1.1.3. JInogpmimsare
1.
L.

1.5. Markue Jickaperienible Gopmbl

1
1.
1.
1
1
1,

1.1.6. llpouast upojLyKums, HPOH3BOJIMMAs B ACCIITHYCCKUX YCJIOBHAX

4 €

1.1.2. [oasepracmas GuuMILHOA crepuiinzaiui (onepatmy 06paborky st CICYIOIMX JIeKapeTBeHIIBIX GopM):

1.1.2. 1. 2Knpkne siekapersennnie hopmel 60iiL110r0 odbema

1.1.2.2, XKujgene jiekapersenibic Gopmbl MAJIoro 06beMa

1.1.2.3. Trepbic JiekapeTrBeiinie GOpMLL M UMILIAITATDI

1.1.2.4. Msirkue jekape Beninie Gopmel

1.1.2.5. Ipoyasi npojryKIms, 1101BepraeMast (pMHMINEON cTepri3aiyun

1.1.3. Boliyckaionuii Kourposih KauecTna (CepTuuKalms ¥ BLIYCK CCpUm)

1.2

Hecrepuibias upojiyKiius

1.2.1. Hecrepuibnas 1POJUYKIMS (TCXHONOUMYECKHE OLCPAILH JUISL LIOIYICHHS CIECIYIONIMX JIeKapeTseibix Gopm):

1.2.1.1. Kancynnt 8 TBep)1oii obosouxe

1.2.1.2. Kaucyinl B Msirkoit o6osouke

1.2.1.3. XKearciibible JICKApCTRCHIBIC GOpMbI

1.2.1.4, UMIpErumpoBanibc JCKapeTBCHbIC hopMbl

1.2.1.5. XKuikue sexkaperBeHble (OpMbI Uisl HAPYIKHOTO HPUMEHCIINS

[.2.1.6. Wujikue JiekapeTBCHHBIC (OPMBI JUIsE BHYTPCHICTO TIPUMCHCIIHSI

1.2.1.7. MeaulmuHCKRE rash

1.2.1.8. IIpotuuc tBep/ILIC JCKAPCTBCIILIC (OPMBbL:

1.2.1.9. Hpeiaparsl, HaXo,isinecst 10,1 JIanicliieM

1.2.1.10. Painonyklinjiibic ICHEpaTopLL

1.1.1.11. Msirkue JiekapcTaeiibie popmil

1.2.1.12. Cieuu (cy11103HTOpHH)

1.2.1.13. Tabuerkn

1.2.1.14. TpanciepMalibliblC ILIACTBIPY

1.2.1.15. llpouas necreprisbias IPoJLyKIHs

1.2.2. Boiryckalonyii Konrpoih KauceTsa (cepriu@UKaiis W BhIIYCK CCpUn)

buonornueckas JckapeTReHIas HPOILYKIUS

1.3.1. buosioruycckas JekapeTBCHHAs HPOJIYKILNS:

1.3.1.1. lpojiykrsl KpoBu

1.3.1.2. UIMMYHOJIOTHYCCKAsE HPOJLYKIIHS

1.3.1.3. IlpojtyKuust Ha OCIOBE COMATHUECKUX KJICTOK (IIPOJLYKIDASL IJIsL TCPALIAN COMATHUCCKUMU KIICTKAMI)

1.3.1.4. 'enorepanestuueckas HPOAYKITS

1.3.1.5. buoTtexHoornuecKas HpojyKigms

1.3.1.6. llpoayKuust, BuligIcIas 13 KHBOTILIX HCTOUIIHKOB HITM Opraios (TKaHci) 4e/loBeKa

1.3.1.7. TkaneuipkeHepas HpoJIyKIng (IPOJYKIHS TKAHCBOR MIDKCHCPUR)
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[.3.1.8. llpouas brosoruycekas JICKapeTBCHHAs IPOLYKITH

1.3.2. Briryckaionuii konrpedn (cepriudukais cepun) (1ICpeuctib BUIIOB HPOJLYKIIHH):

1.3.2.1. 11potyKTh! KpOBH

1.3.2.2. UmMmynosoruteckas Hpo/LyKIs

1.3.2.3. [lpoyKTbl 11a 0CHOBE COMATHUCCKUX KICTOK (HPOJIYKILHS JUIs TCPALIME COMATHYCCKUMU KJICTKAMM)

1.3.2.4. T'cuorepaieBruyccKas HpoyKims

1.3.2.5. BroreXitoioruucckas HpojyKims

1.3.2.6. lpojykiius, BeUIEICHIAS U3 3KHBOTHLIX HCTOUIIKOB HIIH OPralion (TKAaHeH) ye/ioBeka

1.3.2.7. Txancuipkencpras 11pOJLYKIMs (1IPOJLYKLMS TKAHCBOH HIDKCICPHM)

1.3.2.8. lpouast fioiorngeckas JICKapeTBeHHas IPOJLY KISl

1.4 HPD‘IB.H JICKAPCTBCHHAA HPOJLY KLHST HJIH JIPOU3BOJICTBCHHAN JICATCILHOCTL

1.4.1. IIpouszojcro:

1.4.1.1. Pacrureibias 1poyKius

1.4.1.2. 'omeonaruicckoil HpoIyKIHy

1.4.1.3. Ilpouas ipojykuust: Llnrocraruku

1.4.2. Crepwimzais hapMalcBTHYCCKHX CyOCTaRIlA, BCIOMOIaTC/IbIBIX BEILCCTE, FTOTOBOH TPOLYKILAM:

1.4.2.1. ®minrpanms

1.4.2.2. Cyxoxaposas crepiiinzaims

X 1.4.2.3. Crepunmsaliis Lapom

1.4.2.4. Xumuucckas CTepriiM3alius

1.4.2.5. Crepunusaling raMmma-usliydeHueM

1.4.2.6. Crepriinsal s JICKTPOHHBLIM H3JIYUCIIICM

1.4.3. llpouce

1.5 | Vinakoska

1.5.1. Ilepsuunas ynaxkoska,

1.5.1.1. Kancylisl B TBCpj10#1 060510uKe

1.5.1.2. Kaneynnl B8 Markoit ogoouke

1.5.1.3. XKesarclibibic JeKapeTBeHHbIC opmb

1.5.1.4. Umiipernuporannsic JickapeTsenbie popmbl

1.5.1.5. Awjikue nexaperaenibie (JOpMbL 18 HAPYIKIOI0 LPHMEHCHNS

1.5.1.6. JKujikne JiekapeTBCHbIC GOPMbI JUIS BUYTPCHHETO LPUMCTICH S

1.5.1.7. MCJIMIMIICKUC Ta3bl

1.5.1.8. llpouunc repibie ekapersenisie Gopmbl

1.5.1.9. Ilpenaparsl, HAXOUSIIHCCS 1101 JIaBICHUCM

1.5.1.10, PaynonyKk/jinjiHeic reHepaTophl
parop

1.5.1.11. Msirkue Jiekaperseninic popMel

1.5.1.12. Ceeuu (cymnosuropun)

1.5.1.13. Tabucrkn

1.5.1.14. 'l‘palicnepmaﬂ‘r;iln,zc TUIACTBIPU

1.5.1.15. llpouas HecTepmiLIas JICKApCTBeHIas NPOJLYKIHI

X 1.5.2. Bropuunas yllaKOBKa

1.6 | Konrpouis kauccrsa

X | 1.6.1. MuxpoBGHOIOIMUCCKUE HCHBITAINE CTCPHILIOCTE

1.6.2. MUKpoBHOJIOIHIECKOS HCUBITAINA MUKPOGHOIOIHICCKAs YHETOTA

X 1.6.3. Xumuuccrne (PU3MUCCKUC) UCTIBITATINS

X 1.6.4, BHOJIOIHUCCKUE HCLILITAlIN

B oTnomenun modnIx Ol"p'dllﬁ‘-lcllliijf WM HoscHel, OTHOCSHIMXCS KK JallibIv HPOWU3ROJICTBCHIILIM - ONIEPalMsIM (3& HCKITIOHMCHHC
CAYHACR., KOrjd HOACHCHUE ABISCTCH obumumM KOMMCHTAPHEM K NpOLecCaM Ha [IPOM3BOJICTBCHHOM 061)CKTC), e Obl 1K NMPHMCHSITHQ

ITH Orpatn ciifg WK NOACHCIIMA, HEOOXOIMMO BRIIOUATD OTCBLUIKY K COOTBCTCTBYIOUICMY HOMCPY ITYHKTA cep'mmmma GMP.

=
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2. AUMIIOPT JIEKAPCTBEHHOM IPOAY KLIMKA

2.

Kontpoins KaueeTsa HMIIOPTHPYCMOIT JICKAPCTRENTIOH POy KIHH

2.1.1. MukpoOHOJIOTHYCCKHAC HCUBITAIIHS: CTCPUILIOCTD

2.1.2. MukpoOHOJIOrnyeCKOC HCIIBITAIIMA: MUKPODHOJIOIHICCKAs YHCTOTE

2.1.3. Xumnueckue ((husnuecrue) uetblratius

2.1.4. BBojJoruueckue ucnnrranmns

2.2

Ceprudukaliys cepui HMIIOPTHPYEMOE JICKAPCTBENNOH IPOJYKITHY

2.2.1. Crepuiibnasi HPOAYKIIUS:

2.2.1.1. Ilpou3BojMas B acCUTHUCCKHX YCIORHSIX

2.2.1.2. loypepraemast (UEMINHON CTCPHIM3ALLIN

2.2.2. Hecrepmisuas UpoLyKILis

2.2.3 brosornyeckas JICKapCTBeIas 1POJLYKITHsL:

2.2.3.1. llpoityxrsl Kposu

2.2.3.2. Mvmynonornteckas LpojryKIms

2.2.3.3. pojyKiiis 1 0CHOBE COMATHYCCKUX KUCTOK (LIPOJLYKILMS JUIst TCPAIIMK COMATHUCCKUMH KIETKAMM)

2.2.3.4. I'criorepalicBTHYCCKHIC 1IPO/LYKThI

2.2.3.5. brorexnojoruicckas Ipo/iyKIms

2.2.3.6. Llpojrykimusi, BLUICHCHHAN M3 MMBOTHBIX HCTOUHUKOB WK OPranos (Tkanei) yejiopexka

2.2.3.7. Tkanenpre nepuas HpoLyKuus (HPOAYKIMS TKAICBOH HIKCICDUHN)

2.2.3.8. llpoyas 61001 HUCCKAs JICKAPCTBCIAN HPOJLYKILMS

2:3

llpouas JIesTCIBLHOCTD 110 UMIIOPTY (BBO3Y)

2.3.1. 1romayika usnucekoro umiopra (BBosa)

2.3.2. Umuiopr trpoMexcy toutoil HpolyKUMu, Hojsepraloiieiics jainiciineii odpadborke

2.3.3. Tlpoyee

3. IPOM3BOACTBEHHBIE OIEPALIUY — ®APMALIEBTUYECKUE CYBCTAHLIUN

Dapmanesryycckas cydcraniys (cyocranimm):;

3.1 | lpoussojucto (apMALCBTHUCCKHX cyDCTalllini METOJ0M XHMIHCCKOI'O CHIITC3d
3.1, 1. TponssojucTBO LHPOMEAYTOUIBLIX HPOJLYKTOB (GapMallcBTHYCCKOM eydcTamm
3.1.2. Tlpoussoucso Heounnennoil GpapMalesriicckol cydcranim
3.1.3 CoJicobpazopatine (ouncrga):
3.1.4. llpouce ) ) - -
3.2 | lpouspo/icTBO (JApMALCBTHHCCKUX CYOCTANIMIT MCTOIAMH BLUICICHISA U3 IPHPOJUHLIX HCTOUIHKOB
3.2.1. Britesierie hapmatieBTHUCCKnX cyOCTaHIN N3 MCTOMIMKOB PACTHTCILIIONO IIPOUCXOINCUCHHS
3.2.2. Bopiencnue QapmMaleTiyeckux cy0cTallui U3 HCTOUNHKOR JKHBOTHONO IPOUCXOKICHHS
3.2.3. BeuiescHue apmMales THUCCKHX cyOCTatlnil n3 opratos (IKakeit) 4eioneka
3.2.4. Beuicsicnue GpapMalesTuucckix cyocratimii i3 MCTOYHHKOR MUHCPAJILHOI'O HPOUCXOMIIE1IUS
3.2.5 Mojiuialins BLUICHCHION (papMaiesTiacckoil cyOcanimu (yKkaspisacres u3 1yikros 3.2.1-3.2.4)
3.2.6. Ouncrka sulelennoii gapmanenrnucekoii cyGeranimy (YKasbiBacTes HCTOUHIK M3 1ynkros 3.2.1-3.2.4)
3.2.79 llpouge -
3.3 | IlpouspojicTro (papMaleBTHUECKUX CyOCTALINI ¢ HCIIOIL30BAITCM OUOIOTHYCCKUX IPOIIECCOB
3.3.1. Gepmenrrauus
3.3.2. IlpoM3BOJICTBO € MCIIOJIL30BAIMCM KJICTOUHBIX KYJILTYD
3.3.3. Bouiencuue (ouncrka)
3.3.4. Monudukaiins
3.3.5. Ilpouce: dunainiioe hopmuposanue cocrasa GHONOIHUCCKOI aKTHBHON hapmancsTHiceKkol cydcranimu
3.4 | lpoussojactso crepiltbibiX (papmancsrindaeckux cyderammit (pasjiein 3.1, 3.2, 3.3 Jioinkiinl GLITh 3al10JeHI,

r)ic leHMCJII'IMO)

3|
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3.4.1. dapMalcsTHIecKne cyOcTaiMm, HIPOH3BOUMBIC B ACCITHICCKUX YCIOBHAX

3.4.2. Gapmanentuicckne cyderamimy, Hojmepracmuie GUInMol crepuiiuzalinm

(5]
h

3a|;t“,pma[0[1m{: CTa/iK HPOU3BO)ICTBA d)?}pi\’lél[[(lﬂ'l‘lf‘]‘[cCKI’IX Gy(’icrammﬁ

3.5.1. Crayiun ¢mznucckoii 0dpaborku:

3.5.2. llepsuuiias ylakoska

3.5.3. Bropuunas ylnaxoska

3.54. Ilpouee e  (ykasarb JuUid OlICpPaLMii, HC 01TMCALIHBIX BILIC

[¥8)
[=31

Kowurpous kauecrsa

3.6.1. DusHHCCKUe (XUMHYCCKHC) HCHILITATIMS

3.6.2. MEKpOGHOIOPHUCCKUC MCHLITAIIHS (BIJIIOUAS HCHBLITANHS Hd CTCPHIIBLIOCTS)

3.6.3. MEKpOGHONOTHICCKUE MCHLITANMS (MCKIIOUAs HCHBITAHMS 1A CTCPHILLIOCTE)

3.6.4. LUONOIMUCCKHE UCHIBITAHNS

4. IIPOYUE OLLEPALUUN - DAPMALHEBTUYECKHUE CYBCTAHIIMU

()]‘pﬂi[H‘[C[lH}l WM HOACHITCIIBIIBIC 3AMCTKH, Kacaloimecs obiactn HPHMCHCITN CCp'l‘H(IJHKEl'I‘EIZ

Kemkexanosa A, 7K.

H.o. lpencenarcens Komurera
MCHMIIMHCKOIO U (PapMAlICBTHYECKOIO
KOHTpoJIst Mutinerepersa
sjpasooxpanctns Peciydimku Kazaxceran

(11O, noiBERBCTS)

I OX O

(e noanuea s, i1, Mec.rer) M.IIL.
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