EBpa3smitickuii SKOHOMMUUECKUIA COH3

PI'Y «Komurer MeJIMITMHCKOTO 1 (hapMalieBTHYCCKOI0 KOHTPOJIs
Munucrepersa 3jpasooxparicins PecriyGuunku Kasaxcran»

CEPTHOHUKAT
COOTBETCTBMA HPO[/IBBOJICTBA: JIEKAPCTBEIHBIX CPE‘:)IC'I‘B TPELOBATIMSIM 1TIPABHII
HAJJIEXXAIIEM TIPOU3BOJICTBEHIOW TTPAKTHKNA
EBPABUUCKOI'O DKOHOMUUYECKOTO COIO3A
Ne GMP/EAEU/KZ/ 63-10-2023
Cpox jiciicreus ¢ 07 mona 2023 r. o 06 uions 2026 1.
Beigan nmo wroram rnposejienins  (papMancBTHUCCKOR HMICHCKIMH B COOTBCTCTBHH C Ipasunamu

nposeficns  GapMaLCBTHUCCKHUX  HIICTICKIIMI, yrsepaieniniM - Pemcumem  Cosera  LiBpasulickoit
DKOHOMUHYCCKOH KoMHuCecHH oT 3 HOsOpst 2016 1. Ne 83.

KoMMTET MEAWIIMHCKOrD W (hapMalie BTHUCCKOTO KOWTPOLs
Munucrepersa 3jipasooxpatcius Pecnydimkn Kasaxceran

LHIOITBCPpAIACT Clie/lyroniee:
[poBCjIcHa :d)apMElII,CBTH‘ICCKElH HUHCTICKIIHS

HELP S A.
Pedini Ioanninon, loarmina, 45300, Greece

Ha OCHOBAHHH;

- sasgietust o7 16.11.2022 rojia na 1poBe/icne HICHCKIUN Ha COOTBCTCTRUC TPCOOBAHMAM HajlIexKalleit
[POM3BOJICTBEHIION IpakTHkN EBpasuifckoro SKOHOMUYECKEI0 COI03a (HI1I0C OCIHOBAITIE),

Ha ocHosavuu CBCJICHNH, NOJIyYEHHLIX 1IPH 1IPOBEJICHAN (PAPMAIICBTHYCCKON MICICKIMY, TTOCHEHS 13
KOTOPBIX Obljia hpoacn_cna ¢ 03 mo 07 wonst 2023 rojia, ycTanoBieHo, uTo JiaHHoe (PapMAlCBTHIECKOES
TIPOU3BOJICTBO COOTBETCTRYST Tpebopanuam Llpasuin najuiekaincii npoussoacTsentodl npakruku Espasuiickoro
OKOHOMMYCCKOTO ¢0103a, akBuBaienTHbix lpuniunam u Pykosonerey Erporeiickoro corosa 1no najuiexanieii
IIPOH3BOJICTBEIHHON TIPAKTUKE JNEKAPCTBCHULIX CPCHCTB JUIS MC/HIMHCKOTO M BETCPUHAPHOIO [PUMEHEHUsS 1
nputinam CHCTEMBI COTPY/IHHYCCTRA hapMarieRTH eckiX nicnekiuil (PIC/S).

Hacrosimuit - ceprudukar  orpaskkeer CTaTyC UPOM3BOJCTBCHION IUIONA/IKKM  HA  JIATY  LPOBC/ICHMUS
(hapmaleBTIUCCKON HHCIEKIMI 1 110 HeTeueHny Goliee 3 JIeT OT JIaThl POBE/ICHMS HIOCHIC/HEI0 JiHs HOCHeHEro
IHCTICKTUPOBANHNA HE MOMCT CHHTATLCS JIOKYMCITOM, CBMJIETCILCTBYIOUMM O craryce coorBercrsus. Cpok
JeHCTBIS ceprrdikaTa MOKeT OLITL COKPATICH HPH UCTIONL30BAHNN COOTBCTCTRYIONIIN HPUITTUIIOR YIPARJICHNIS
pucKamil NpH HAMMYHH COOTBCTCTBYIONICH 3auuc B none «OUrpalnyeHus HIH IOSCHUTCIILHBIC 3aMCTKH,
Kacalomuecs 001acTi NpUMCIICHHS HACTOAILEIO CepTHuraTay.

Ceprudmrar sapisercs JeHCTBUTCILHLIM B CILYHAC 1IPE/ICTABICHHS BCCX CIO JIMCTOB (KAK OCHOBUBIX JIHCTOB.
TaK U JIOTNOJIHATENLHLIX JICTOB).

AyTenTH4HoCTb (NOJUIMHHOCTD) HACTOANICIO cCprudukara MOKHO 11POBCpUTL B Base janubix Komurera
MEJIIMHCKOrO U PapMareBTHICCKOro KOHTpouist Muitierepersa sjipapooxpatcivs Pecuydanku Kazaxeran.

Eenn CCpTH'C]}KKaT HC 1Ipg)icrasjicH B )’KﬂBa]]]IQﬁ 6&30 JIANHBIX, ClICNyCcr OGpﬂTHThCﬂ B ynonnomoue:mmﬁ
OpraH, ero BLUIARIIHN.
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EBpasuiicKmMii SKOHOMUYECKUIA COolo3

Ne GMP/EAEU/KZ/ 63-10-2023
JlekapeTBeHHbIC CPE/ICTRA ISl MEJIMITMHCKOIO HIPUMCHEHUS!
JlexapCTBCHHbIC IPEHAPATHI JUIst KIIMHWYCCKHX HCCIIC/ 10BN (MCITLITalinii)
Kon Haumehnosanue
1. NPOU3BOJCTBEHHBIE ONEPAIAM - IEKAPCTBEHHAS [IPOLY KLU
L.l | Crepunbias HpoLyKius
1.1.1 Ilpoussojinmas aceuTHICCKAM IryreM (oriepanun 00paboTKM JUIs CIICHYIONHX JICKAPCTRCHEBIX GopM):
L.1.1.1. JKujkne nekapersenibie GopMbl Beinniioro odbeMa
1.1.1.2. Xuakne nekapersennnie hopMbl Moo o0beMa
1.1.1.3. Jlucuepeun
1.1.1.4. Jlnohrinzars
1.1.1.5. Tsepiwic nekaperneimbie GOPMBI H HMILIAITATH
Ll
1

.

1.6, MArkue Jiekaperseiinie Gopmpl

1.1.7. Tpoyast IpoJlyKUns, IPOMBO/AMAS B 4CCUTHUCCKUK yenoBmaAx

1.1.2. lNosepraemasn Guiinmoi crepiiusaii (onepaidn 06paboTKu JUls CHEIYIONIX JICKAPCTRCHILIX hopm):

1.1.2.1. Xikue sickapersennbie opMbl Gonbiioro o6bema

1.1.2.2. Auakue nexaperseHibe opMbl Maloro odnema

1.1.2.3. TBEp/IbIC JICKAPCTBCHHBIC (OPMbI W IMILIAIITATDI

1.1.2.4. Msirkue JIeKapcTBCHHEIC (OpMbI

1.1.2.5. lpouas npojyKIius, mojsepracmas Guilkiiioii Crepuin3aum
1.1.3, Benryckaionuii Korrrpodih Kauecrsa (BBUIyCK Cephi)
Hecrepribnas npojryxips

1.2.1. Hecrepribnasg uposyKis (TeXHOJIOIMUCCKHS ONEPAIIHE JUBH 1Oy YCHNS CHCIYIOUMX JICKAPCTBCHIIBIX dopm):
1.2.1.1. Kaucyint B TREpROI 00050UKE
1.2.1.2. Kancynst B Msirkoii oGonovke o
1.2.1.3. JKeparensublc JIEKapeTRCHIBIC (OPMBI
1.2.1.4. IMIIpCIiMpoBaiible JICKAPCTECHILIC (JopMbI
1.2.1.5. XKujikue Jickapersenibie GopMur JUIsl HAPYKHOIO HPUMEHCIINS
1.2.1.6. Juskue JickapeTBeHnbe GopMal JUIS BIYTPCHIIETO TIPUMENeH s
1.2.1.7. MCANUMIICKNC ra3hi
1.2.1.8. [Tpoune TEp/-ic JICKapeIseiibe hopmul B
1.2.1.9. Ipeniaparsl, aXo I 1HECs 110)1 JIABICIIHEM
1.2.1.10. PajnonyKImUILIC FCHCPATOpDI
L1.1.11. Msirkue jiekaperseringice Gpopmil
1.2.1.12. Cpeun (cymiosnropun)
1.2.1.13. Taduerkn
[.2.1.14. TpanciepMaiibiible IIACTHPH
1.2.1.15. Yerpoiictsa juist MHTPapyMHIAILEHOIO (BIYTPUPYOIOBOTO) BBE/ICHHA
1.2.1.16. 1lpouas niecrepriibias npojtyKIns:

1.2.2. Beilyckalonuinii Konpois kadectsa (coprudmxatuis cepun)

LuoorgecKas JICKapeTBeIias IPoJLy Kl

1.3.1. Buonoriyeckas JiekapeTBeinas poJyKis:
1.3.1.1. llpoayxrnl kposu '
1.3.1.2. MMmynosorudeckas npojiykims

1.3.1.3. TlpojtyKius 12 OCHOBE COMATHUCCKUX IICTOK (LPOJIYKILHS JUiS TCPAIINI COMATHYCCKUMU KICTKAMH)
1.3.1.4. | criorepalieBTuHecKas npojiyKius
1.3.1.5. buorexnoiornuccras npojyKims

1.3.1.6. [[pojiyKisst, BLUICHCIITAs W3 AIBOTIILIX HCTOUHIKOR 1IN Opranos (Tkancl) ucioseka o

1.3.1.7. Txanenmxencprias npojtykins (UpoILyKIus TKAICBOH HIKCTICPHL)
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EBpa3niicKuii SKOHOMMUYECKNIA COIO3
Ne GMP/EALU/KZ/ 63-10-2023

1.3.1.8. [Ipouas OHOIOIHYCCKAS JICKAPCTRCIHAN 1IPOJLYKITHS -

1.3.2. Brimyckatouuii koirpoas (ceprudukanus cepiu) (nepeyciib BUJIOB POJLYKIL):

1.3.2.1. lTpoiyk Tl kposu

1.3.2.2. MMMynostornucekas npojiyKims

1.3.2.3. Tlpojtyxrhl 1a 0cnoBe COMAaTHICCKIX KICTOK (IPOJLYKIMS JUIst TCPAIIMH COMATHYCCKUX KJIETOK)

1.3.2.4, TenorepalicBITHICCKAs TIPOJLYKIASI

1.3.2.5. Buorexnonoruyeckas HPOJYKILHS

1.3.2.6. llpoaykuns, BLIACICHHAS #3 KUBOTILIX HCTOYHNKOB HilH Oplanon (Tkaneil) uelioseka

1.3.2.7. Txaneuipkcnepuas poiyKius (IpoJyKIIs TKANCBON MIDKEeHCpU)

1.3.2.8. 1pouas Guosiorneckast JICKapeTBCUIAS IPOJYKIE

H]JO‘[HH JICKAPCTBCHHES ITPOJIYKIIHSA HITH HPOH3BONCTBCHHAL JICHTCILHOCTE

1.4.1. [lpomsroycrso:

1.4.1.1. Pacturesnbnas 1poyKis

1.4.1.2. T'oMCOIATHYCCKON POJTYKITHH

1.4.1.3. lpouas npoayxiiis -

1.4.2. Crepuinsaiis dapmaiesTHdeckixX cyOcTaillyii, BCHOMOraTebHLIX BCIIECTB, IOTOBOM IIPOJLYKIMH:

1.4.2.]. Qunbrpaiust

1.4.2.2, Cyxomkaposas Crepiisaiis

1.4.2.5. CrepuiiHzalips napom

1.4.2.4. Xumuycckas crepiiinzanis

1.4.2.5. CTepuiiM3alms raMMa-n3iydcHueM

1.4.2.6. Crepunusaiyis JJICKTPOHILIM H3JIY4CiieM

1.4.3. 1lpouce

Viakoska

1.5.1. Ilcpsnunas yiaxoska:

1.5.1.1. Kancyisl B reepoii obomnouke

1.5.1.2. Kaucylisl 8 Msrkoii o6osnouxe

1.5.1.3. Jepateibibic Jiekapersenibie Gopmu

1.5.1.4. MMOperiupoBaniLe JIcKapeTseiibie (popmbl

1.5.1.5. JKujkuc JICKAPCTBCHHLIC (DOPMBI Ul HAPYIKIIOTO IDHUMCHCHHS

1.5.1.6. JKupxue siekaperneniibic (OpMBI JUls BUYTPCHIETO PUMEHCITs

1.5.1.7. MeinIHHCKIE ra3nl

1.5.1.8. llpoune teepibie nexapericinie (opMnl

1.5.1.9. Tlpenaparsi, HaXOUAUIICCS G JABICHICM

1.5.1.10. Pajuronykimuisic reneparophl

1.5.1.11. Msrkue Jickaperseibie hopmsl

1.5.1.12. Cseunt (cyiosirroputr)

1.5.1.13. TaGuerkn

1.5.1.14. "TpanciepMalinibie 1HECTHPH

1.5.1.15. Tlpouas 1iecrepiuiniias JICKAPCTREIIAs LPOILY KIS

1.5.2. Bropuunag (norpefureinekas) yiakosga

Kourpois kavecrsa

1.6.1. MUKpOGHOIOIHYCCKHE HCLIBITAIIISE CTCPIUIBIOCTS

X

1.6.2. MUKpOBHOJIOIHUCCKOC TCCTUPOBANNE: MUKPOSHONOIHUCCKAN THCTOTA

X

1.6.3. Xumprueckue (pusnucckie) Neubtains

1.6.4. Buojornucckie ucisiras

B otuomenwu mof

LIX o.rpalmum-m_ﬁ W noseneit, OTHOCHINIXCH K JalHLINM NPOHIBOJICTBCHIIBIM  OLICPALIHAM (321 HCKJIOYCHHCM
Clly4aeB, KOIJA HOSCHCHME ABIAACTCS OOHIUM KOMMELITADHEM K HpoLeceaM Ha IPONIROJICTRCHIION 061,e[c'rc:), rae 6n1 i IPUMETISIINCE

ITH OTPARKMCILHA W HOSCHCIHL. HEODXOJIHMMO BRIOYATH OTCLUIKY KK COOTBCTCTBYIONEMY HOMEDY HyHKTa cepTrduxata GMP.
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EBpa3smMicKuii SKOHOMUYECKUIA CO03

No GMP/EAEU/KZ/ 63-10-2023
2. UMIIOPT JIEKAPCTBEHHOM NPOJIYKLIMHN
Korrrpous kauecTsa uMIopTHPYEMOi JICKapCTREIICH POy KIMM
2.1.1. MrkpoBHOIOTHICCKHC HCHLITAIHS: CTCPIUILHOCTS
2.1.2. MBKpoBHONOrINCCKOE TCCTHPOBANIME: MUKPOGHONOIHUCCKAS UHCTOTA
2.1.3. XuMHUYCCKUC ((DU3NTCCKHC) UCIILITAHMS
2.1.4. BHONOTHYCCKUE HCILITAIIMS
Cepruduranus cepun UMIOPTHPYEMOITT TPO/TYKILHI
2.2.1. Crepmibuas HpoJyKILst:
2.2.1.1. Ilpon3ro/iuMast B aCCIITHUCCKUX YCIOBIX
2.2.1.2. loascpracMast (PUITHINION CICPmInsai
2.2.2. Hectepunnbuas UpoJLyKIms -
2.2.3 buosoruyeckas JicKkapersenas uponymumf
2.2.3.1. lpoiyKkThl KposH
2.2.3.2. Ummynonoritcekas 1mpojiyKims -
2.2.3.3. llpojyKiiis Ha OCHOBE COMATHHCCKITK KICTOK (IPOJLYKIMS JUIS TCPAITMI COMATHUCCKIM KJICTKAM)
2.2.3.4. |'enoTcpaleBTHYCCKUE IIPOLYITE]
2.2.3.5. BHOTCXNOJIOTHYCCKAA 1IPOLYKILSI
2.2.3.6. TpojtyKumst, BLIICIICHEAS 13 JKUBOTIBIX HCTOUIMKOR MM opraiios (Tkaieil) ueioneka
2.2.3.7. TralcHIKEHCpIas NpojtyKIst (UPOLYKIUS TKAICBOI HIDKeHePHH)
2.23 8. Ilpouas GHOJIOTHICCKAS JICKAPCTREHINASN IPO/LYKIMSI
[pouas jeaTelLlocTs 1o umioptry (Bo3y)
2.3.1. Inonajika Gpusnicckoro umiopra (Bro3a)
2.3.2. UMIopT npoMesky oo poJLyKITi, HOABCPIaIONCHes Janbieiineti o0padorke
233 Ilpowee L - e
3. APOU3BONCTBEHHBIE ONIEPAIIMH — ®APMANEBTUYECKUE CYBCTAHLIMA
Dapmanesrudccekas cyGeranmus (cyOocranimm):
3.1 | lpoussojgtno (hapmanes iicckux cyGeTaimii MeroloM XHMUYCCKOIO CHIITC3A
3.1.1. Tlponsso/IcTBO IPOMEIKY TOUHBIX HPOLYKTOB (hapMalieBTHIecKoi cyOeTanim
3.1.2. 1pou3BoACTRO HEOUHIICHHON DapMalleRTHICCKoi cyOcTainym
3.1.3 Couicpfipazonanue (0MHCTKA): KPHCTALIIZAITNA
3.1.4. Ilpotice NN - o -
LIpousBo/eTBO HaPMALCETHUCCKIX CYGCTANIIIT MCTO/AMI BLUCHICIIHS 13 LUPUPOHBIX HETOHIHKOB
3.2.1. Bryicacune dapmauestuueckux eyOeTaiiil 13 HCTOUINKOB PACTHTCHLHOTO IPOHCXOAKICHIA
3.2.2. Brygiense (gapmatesTitiecknx cyOeranimii iz HCTOUHUKOB MKHBOTIONO HPOHCKONIICHMS
3.2.3. Beuiesienue gapmaiesrugeckux cybcrantii 13 opranos (Txaneii) ycioscka
3.2.4. Bouieienie GapManerTHuccKix cyOcTamiil 13 HCTOYIIHKOB MHHCPAILIOIO HPOHCXOMKICHHIA
3.2.5 Mojuidukaus soiiesennoit hapmaieBruucckoi cyGeraimpu (YKasbiBactes u3 nytkros 3.2.1-3.2.4)
3.2.6. Ouugrra uiesnennoll papmaienririeckoil cyGeranium (yKashiBacTCH HCTOUHUK W3 uynkros 3.2.1-3.2.4)
3.2.7. lpouce B - ) B
Hpoussoydreo Gpapmatesrigeckuy cySeramii ¢ HeHoIb30BAIMeM OHOIOITIMCCKHX LIpoleccon
3.3.1. Gepmenranms
3.3.2. llpoussojacro ¢ HCHONBL3OBALMCM  KICTOUNBIX  KYIBTYp - (yKazars Tl
HCHOML3YCMBIX KICTOK) (110l YKA3AHICM THIE KICTOK HOHIMACTCH X THIOBAT CHCIUDAYIOCTD, JIINA, ITAMM 1
lipoyec)
3.3.3. Bouieneie (ouucrka)
3.3.4. Moamdukanms
3.3.5. llpowee N
lponsrondto crepuins
[JIC LIPUMCHIIMO)

HLIX (PAPMAICRTHUCCKIY cy6cz‘zn;;11.';ﬁ_ (pa';;;,cnm B s .3'.17373 QIR QRITI '3?\“03[19]1[:1.
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EBpasuiickunii 3KOHOMUUECKUIA colo2
Ne GMP/EAEU/KZ/ 63-10-2023

3.4.1. Dapmaucsruieckue cydcranim, HPOU3BOJMMBIC B ACCHTHYCCKIX YCIOBUEX
3.4.2. DapManepTHUCCKUE CYOCTANINM, 1OJBEPracMblc QUIHINION CTEPHINAILIIT
3aBCPIIAIOLING CTA/IMN POU3BOJICTRA dapmanierTiieckix cyberanmii
3.5.1, Crajutn ¢usnucckoit obpaborkir npoceusaiie
3.5.2. lleppiunas yuakoska
3.5.3. Bropuunas yiakoska

3.5.4. llpouce o _ (yxasary juis oncpaunii, 1 ONUCAINBIX BLINIC)]
Kourpois kauecrea

3.0.1. Duzmueckie (XUMHUCCKHC) CTIBITANTIS
3.6.2. MukpoOUOJIOIHYCCKIC HCIIBITAHMS (BKILOUAs HCILITAHMS 1A CTePHIIBHOCTD)

3.6.3. MuKkpoOHOIIONITIeCKUE HEIBITaHNA (HCKINOHAs HCITLITANNS 11a CTCPHILIOCT])
3.6.4. BHONOIIHMCCKIC HCHBITAHNS

4. 1IPOYUE GHEPALUHA - DAPMAUEBTUUECKUE CYBCTAIIMNA

Ol"pElH[i‘!EIlHS‘I HIIH NOSCHITCILILIC 3aMCTKI, Kacaroniuecs odiiacTu HPHMCHCHHS CC})‘I'L‘I(})IIKH’[‘HZ

Kamspmvbaena JL P.

Samecrurens npejeeiareis Komurera
MC/IMITMHCKOIO M (apMaliCBTHUCCKOIO
KomrTposst Munucrepersa
3jipasooxpartciust Pecnybimkn Kazaxcran

(noanics)

(IO, qosaocTs)

oD P, At 3

(A MO ITIICATIIS, L MeC.TTT)
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