EBpasuiickuii SKOHOMMYECKUIi Coto3

PT'Y «Komurer MCMIUMHCKOTO U hapManesTHyeckoro KOHTpOJIst
Munucreperea 3hpasooxpanchus Peciy6nuku Kaszaxceramns

CEPTHOUKAT
COOTBETCTBHS HIPOU3BOJICTBA JEKAPCTBEHHBIX CPEJICTB TPEBEOBAHMSIM IIPABUJI

HAJDIEXCALIEH IPOW3BOCTBENHOM [TPAK THKL
EBPASHHCKOI'O 9KOHOMHMYECKOIO COIO3A

No GMP/EAEU/KZ/168-01-2025
Cpoxk neiicteus ¢ 9 oKTdps 2024 1. 110 § OKTs0pst 2026 r,
Boan no wroram NpoBenenus (hapmalesTHueckoi HMHCTICKLIMK B COOTBETCTBHU ¢ Ipasunamu
IpoBeneHus  (papMalieBTHYCCKIX MHCIICKIIMHA,  yTBepsKACINIbIMK Pemennem  Cogera Espazuiickoit

IKOHOMHMUECKOH KOMUCCHU oT 3 HOs0ps 2016 1. No 83.

KOMHTCT MEJIHITHHCKOTO M (ha MAUCBTHYCCKOIO KOIT QJIS

Mmmcrepcma 3/PABOOXPAHCITHs Pecuybimkn Kazaxcrai

TOATEEPM/IAET Clte/ytonee:
posenena hapmalesTuycckay MHICIICK LIS

YAO «/lexxum-Xapwiogy,
Vipauna, Xaperoscras ooracme, . Xapsios, ya. Cesepuna Homoyxozo, dom 36,

Ha OCHOBAHWU:

HPOM3BOJACTBEHHON NpakTHke JICKAPCTBEHHBIX CPCACTE /LIS MeMIMHCKOro A BCTCPUHAPHOIO NPUMEHCHMS W
UpHHLATIaM CHCTEeMBT COTpYiHuICeTRA bapmatiesTiyiccknx uricteximi (PIC/S).

Hacrosumii ceprudukar  orpaskaer CTaTyC IDOU3BOJCTBCHHON muomaiku g HaTy  1poBejieHuMs
bapmanesTuyeckoii HHCHCKIMY M 110 ucredcnnn Gosee 2 Jier o JITLI IPOBEJICHUS OCIISHRrO 1S nocie iero
HHCIICKTHPOBAHUS HE MOMXKET CUMTATLCS HOKYMCHTOM, CBUIAETCILCTRYIOUUM 0 craryce coorsercraus. Cpok
ACHCTBHS cepTHdUKATA MOXKET GliTy, COKpalCH IPK MCIIONb30BAHIK COOTBETCTBYIONUX IPUHLMIIOB YIIPaBICHHs
PUCKaAMM 1IpH HalHuMy COOTBETCTRYIOMEH 3aiic B [1o)e «OrpaHuvens WM MOsSCHUTENbHbIC 3aMETKH,
Kacarouecs obacTy npumeHcemus HACTOAILETO cepTidukaTay,

Ceprudukar ssngercs ACHCTRITENLIBIM B Ciyyac VIPC/ICTABIICHUA BCEX €O JIHCTOB (KAK OCHOBHLIX JIUCTOB,
TaK M IONONHUTENBUBIX JINCTOR).

Ayrentuanocrts, (oJumiocTR) HACTOsLICrO ceprrdmraTa MOwKHO HPOBCPHTEL B Oase manubix Komurera
MC/MIHHCKOTO H (hapMaleBTHYCCKOID KomTposst Munucrepersa SApasooxpanchus PecriyGnuxu Kasaxcran.

Ecin ceprudurar ne lIpejieraBien B ykasanuoil 6ase JAHIBIX, CIIC/lyeT 00paTtuThes B YIOTTHOMOYCHHbIH
Oprau, ero BeIJIARIINAIL,
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EBpasuiickuii 3KOHOMUYECKUI cotos

No GMP/EAEU/KZ/168-01-2025

X | JlekapcTrenunic ¢ CACTBA JUIS MEJIMIMICKOTO TIPHMCHCHHS
. Jlekapersennbie niperraparyy A KIIMHAYCCKMX MCCIICIOBAI Wi (ucnbrranui)

Kox Haumenonanue
] 1. IPOM3BOACTBEHHBIFE OIEPATIAHN - JEKAPCTBEHHASI IPOAYKI W5
Crepunbuas npozykims
1.1.1 Mpoussonumas ACCIITUICCKUM 11yTem (onepanun obpaGorin MU CHENYIONIHX TeKAPCTREHIIBIX dopm):
- L 111, 3Kunxue JCKAPCTBEHIbIC GOPMBI 50MBILOIO 00BEeMa
L1.1.2. Xuaxne JICKAPCTBCHHBIC POPMBI MaJIOro 06beMa
- 1.1.1.3. JInodmimsars
- 1.1.1.4. Trepunic nekapersenine hopmbI M uMIIaNTATEI
- 1.1.1.5. Msrkue JICKAPCTBEHHBIC (hopMLI
- 1.1.1.6. poyasx 1y QUYKILS, IPOH3BOANMES B 4CCHTHICCKIX CIIOBHSIX

X 1.1.2. Tloasepracmas MHMIIHON crepuimanuns (onepaimu 00paboTKK ans Crreyionmx JICKAPCTBEHHBIX hopm):
1.1.2.1. Xupkue neka CTBCHHLIC (bOPMEL BONbINOro 06bema
X 1.1.2.2. Wunkue nekapersenimie hopmbL Manoro obnema

[.1.2.3. Tsepupic JACKAPCTBEHULIC (JOPMEI M UMINIATATL]
1.1.2.4. Markue siexapersenipie (hopmnl
1.1.2.5. Mpovas OYKIWA, H0/BepraeMas duimimoii CTepHIIM3AIT

X 1.1.3. Buinyexaronuii KOITposb KayccTha (cepruduxanms u BLIILYCK CepH)

1.2 Hecrepuinnas HPOJIYKIIMS |

X 1.2.1. Heerepunnias MPONYKIUHS (TEXHOIOTHIECKHE OlICpatH Jums HONYYCHHS CIEAYIOMIX JICKAPCTREHHbIX dopm): ||
1.2.1.1. Kancyns B Tae JI0H 0Bonouke

1.2,1.2. Kancysn B msrkoii obonouke

1.2.1.3. Kesarensimic neka CTBCHHBIC BOPMEL
1.2.1.4. Umniperunposanimic JICKAPCTBEIHBIE (DOPMBI

[.2.1.5. Hunxue JICKAPCTBCHILIC (GOPMBI LISt HAPYKIOTO LIpUMencims

1.2.1.8. Ipoune TBEPIBIC JICKAPCTECHHBIE (hOpMBI-
1.2.1.9. ]'Ipena ATLL, HaXONAUHMECH 1101 JIARNICIHIHEM
1.2.1.10. Pazmonyimunsie rernepaTops

- 1.2.1.6. JKunkne JICKAPCTBEIHBIC hOPMBI JuIs BIYTPCIIICTo upuMencrs
- 1.2.1.7. Menuunnckue rasp

LI1.11. Msrkpe JICKAPCTBCHHBIC JOPME
X 1.2.1.12. Ceeun (cynmosuro Hu)
1.2.1.13. Tafnerxu
1.2.1.14. Tpanciepmanbinie 1DIACTBIpH

1.2.1.15. [pouas HCCTCPUIILIIAS 11PO Y KILHs!
X 1.2.2. Beitryckaronmit KOHTPOIhL KayecTRa (CCE'I‘I/IEEHK&IIH}I ¥ BBITYCK Cepuu)
1.3 | Buonoruyeckas JICKaPCTRCHHAS! IPOJLYKIIHS

1.3.1. Bnonornyeckas JCKAPCTBEHHAS IPOLYKII:
1.3.1.1. Ilponykrnl kposy

1.3.1.2. Umm HOJIOIHYCCKAS NPOILYKITHS

1.3.1.3. TIpox KIS HA OCHOBE COMATHYCCKHX KIICTOK (OpoJryknus s TCPAIVH COMATHYECKUMH KJICTKAMK) |
1.3.1.4. Tenorepancrrimeekas 1 OUYKIHs

S el o )
1.3.1.5. Brorexnonoruucckas 11 OJLYKITHY

1.3.1.6. Ilpon KIS, BLUICJCHHAS M3 YKUBOTIHLIX HUCTOYHUKOB WIH OPTaloR TKAlCH) YeloBeka
1.3.1.7. Tkanentoxencpuas UPOLYKIHA (IPONYKIMS TKAHCEOMH HIDKeIC HH)

[

L Lo
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EBpasuiickuii akoHomuueckuii cols

No GMP/EAEU/KZ/168-01-2025

1.3.1.8. llpoyas Guonornucckay JCKAPCTREHIIAS 1HPOJYKIMs
1.3.2. Bouiyckaromnit KOHTpoJib (ceprudmxaryny cepii) (1iepeycus B0y UPOAYKIHH):

1.3.2.1. 11 OJIYKTBI KPOBH

1.3.2.2. Ummynonornucckas HPONYKIMS

1.3.2.3. Tlposykte! ua OCHOBC COMATHICCKUX KIIETOK (IpoxyRUmMs Juist Tepanun COMATHUCCKUMH KJIETKaMH)

1.3.2.4, I'erore PALICBTHYCCKAs [IPOJIYKITIS

1:3:2.5, Luorexionoruaccras HPOJLY KIS

13.2.6. Upouykiust, suijesncinas us AKUBOTHBIX HCTOYHHKOR MY Opralios (TKaHeil) yenonexa

1.3.2.7. Tranenmieie PHAS UPONYKIA (LIPOIYKIINS TKALICEOR HHKCHCPUM)

1.3.2.8. lpouas 6uosormicekas JICKAPCTBCHTAN 1101y KILis )

llpoyas ekapereennas UPONYKUHSA WK 1IPOHIBO/CTBEIHAS JEATCIILHOCTS
1.4.1. IIpomseoncteo:

L.4.1.1. Pacturensuas NpOAYKIUS
1.4.1.2. Tomeonaruucckoii HPOAYKIIAN

1.4.1.3. Ilpoyag n ponyxuus: Lintocrarnkn o -

1.4.2.2. Cyxoxaposas cre PHIIA3A1Ms

1.4.2 3. Crepunmsanus LapoM

1.4.2 4. Xumnueckas CTEepHIH3ALI

1.42.5. Crepummsarms raMMa-u3JyIcueT

1.4.2.6. Creprnmsanus UICKTPOUIIBIM H3IYYEHICM
1.4.3. Ilpouee
1.5 | Yuakoeka

1.4.2. Crepunuzamus hapmanesTHyCe Kix cyberatuii, BCHOMOTATCILHLIX BCUICCTE, 1'0TOBOI TPOJIYKITMH:
1.4.2.1. Ounsrpaus

X L.5.1. lepsuunas ynakoska:

LB lals Karmeyns s TBCPJIOH 000I104Ke
1.5.1.2. Kaueynnl B msirxoi oboJiouke
1.5.1.3. XKesatenuimic JCKAPCTBCHIBIC hOPMBI

1.5.1.4. Mmnipernuporanisre JCKAPCTBEIIBIC JOPMBbI
1.5.1.5. Kunnxue JCKAPCTECHIbIC POPMBI LIS HAPYIKHOID HpUMEHeHus
- L.5.1.6. Mumkue JICKAPCTBCHIBIC (DOPMBL JUIsS BUYTPCHIETO HpUMENCHMs
- L.5.1.7. Meanumnckne rassi
- 1.5.1.8. Ipone teepmic JeKaperBeiime hopmpl
- 1.5.1.9. Tpeuaparm, naxossmuces 1O JIABICHICM
- 151,10, Pajnonyinsie I'cHCpaTopLl
- L5.1.11. Msrkue nekaperaensio hopmsI
X 1.5.1.12, Cgeuy (cynnosuropun)
X

1.5.1.13. TaBnerkn
1.5.1.14. Tpauciepmanphbic IIACTLIPH

1.5.1.15. Tlpoyas necrepmimsias JCKAPCTBEHUAS TIIPOIYKIMS

X 1.5.2. Bropnunas YUAKOBKa
. P -

1.6 | Kourpons kauecrsa

1.6.1. Mukpobuonormucckie HCULITAHUA: CTCPHIILHOCTY,
1.6.2. MukpoGuosornicceroe MCLLITAHNA MUKPOOHOMOrHYCekas TucToTa

1.6.3. Xumuuecxue (ususcekne) ucnbitanus
[.6.4. Buonornueckue HCHBITAHMS
B OTHOLICHUR Jo0LIX OTPaHHUYCHHE MK ITOSACHEH, OTHOCALIINXCS K AaHHLIM HPOH3BOACTBEHHLIM onepanuam (3ﬂ HCKITIOYerue

Cliy4yacs, koriga NOSICHENHE ABIISCTCS 0buImM ICGMMCH"[‘G{JHEM K 1poteccam Ha HPOU3IBOJICTBCHIIOM 06’bCKTC), rae Obl Hit HPHAMCHATHQ

OTH OFpalHuCHHs UK HOACHCHHS, 1E0GX0IMMO BIVIIOYATE OTChULKY K COOTBCTCTB}’IO[MEM)" HOMEPY 1IVIIKTA ceprudurara GMP,
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2.2.3.4. T'enorepanestuucckue LPOILYKTHI
2.23.5. Buorexnonoruicckag P OLYKIMS
2236.11 ONYKUHSA, BEINCICHHAA U3 HKHUBOTHLIX MCTOUHMKOR MIIH OPraHos (TKanci) qeIoBeKa

EBpasuiickuii IKOHOMUYECKUIA colo3

Ne GMP/EAEU/KZ/168-01-2025
2. UMIIOPT JIEKAPCTBEHHOI] MPOAYKUUHM

Kourpons kauccrsa UMUOPTHPYEMOH NCKAPCTREHIION LIPOYKIMH

2.1.1. Muxpobuosiornieckuc UCULITANUS: CTePMIBHOCTE
2.1.2. Mukpo6uonoruucckoe MCLILITAHA - MUKPOOHOIOIHUCeKas YncToTa
2.1.3. Xumugeckue (pusmucckue) uciprranus
2.1.4. Buonoruucckue ucnnrranms
Ceprudmrarms CCPUH MMUOPTHPYCMOI JICKAPCTECHITON HPOJLYKITIH
2.2.1. Crepunpuas UPOJLYKIIHS

22.1.1. Iponszpommast s ACCITHYCCKHMX YCIIOBUSY

2.2.1.2. lonsepracmas thutmmol crepwimsann
222k lecrepunsnas HPOJLYKIUMS
2.2.3 buonoruyeckas JNCKAPCTBCIIHAs POy

2.2.3.1. Mporykret KpOBH

2.2.3.2. UMMyHonornaceras HPOJLYKIHS

2.2.3.3. llponykuus 1a ochonc COMATHYCCKUX KICTOK (LIpOjtyKuus juis TCpAaLK COMATHYCCKI

23T Txaneumxkerepnas PO KINA (POJIYKIHS TKAHCEOH HinkeHe nn)
2.2.3.8. llpowuas OHonornyeckas JICKAPCTBCHIAS TIPO/IYKITHS

]
[¥S]

DapmauesTyeckas cyOcTans (cyBerannum);

(95} L
to i

Ipoyas mesrenniocrs no HMIIOPTY (BBO3Y)
2.3.1. lliomanxa dbu3uueckoro UMIOpTa (BBO33)

2.3.2. Mmuopr HPOMEKY TOUION IpostyKIy, HOABCPIaIOmCiics jannucHiie obpaboTke
2.33. llpoyee

3, IIPOI/BB(iﬂ,C'—I‘BEHH_BiEO_IIEPA_IIMM“—EAPMAL[[:ZB’I‘MHECKI/I_ECYTSCTAi-iLlPI_H- T

[IpoussojcTeo PAPMALCBTHYECKUX CYGCTAHIT METO10M XHMHUYCCKOTO CHITE3a

-1.1. Mpoussoacmo UPOMEIKYTOUIIBIX LIPOJIYKTOR (hapmauenTuycckoi cyberannun

1.2, TIponsgosieTro neounmiemon Ppapmanenriicekoi cyGeTanmy

1.3 Concobpazosanue (ouncrra):

1.4 llpowee —
Ipounssonereo apmanenrinicekny cyberanmmii MeTojavn Bhijelc s 13 IIPHUPOJIHBIX HCTOY

L L Lo uy

(O] (F%]
=~ LI

. g_mig_ﬁ___lw—iﬁﬁ___ﬁ___,___
3.3.1. Oepmentaims X == |
3.3.2. lponsroserso ¢ MCLIONB30BANNCM KJICTOUTIL X KYJIBTYD

-3.3. Brizeneumne (ouncrra)

3
3.3.4. Mopudukarus
3.3.5. Ilpouee: dunanrnoe o MHPOBAHHC coCTaBA GMONOIHICCKON AKTHBION dapmanesTHyeckoii ¢ Ocranimm

Hponzsoncreo CTCPHILIBIX (hapMarieTHyCceKmy cybcranumit (pasyens 3.1, .3.2, 3.3 jomknsi 6brTh 3aIT0IHCHB,
LJIC IPHMEHIMO)
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EBpaswuiickuii 3KOHOMMYECKUIA coto3

Ne GMP/EAEU/KZ/168-01-2025
_ 3.4.1. ®apmanesruucckme cyberanimm, nponseouMbie 1 ACCUTHYCCKUX YCIOBUIX
- 3.4.2. GapmariesTucckie cybcranmy, HOJIBCPpracMele hununimno CTCPUIM3AlIMH
3.5 | 3asepmaonme crajmn UPOH3BONETEA papManerTHIcCKuX CyBCTalLmi
3.5.1. Crajuu dusnucckoii obpaborku:
3.5.2. Hepsuanas YIaKoBka
3.5.3. Bropuunas yiakoska
3.5.4. llpoyee _ (ykasarb Juis ouepauuii, ne OTTHACAINHBIX BBIIIIC
3.6 | Kourrposs kavectna '
3.6.1. Duspveckne {(xumucckue) HenbTanms
- 3.6.2. Mukpobuosiornuccrie ACIILITANNS (BKI0YAs HCIBITANMS 1a CTCPHIILIIOCTR)
3.6.3. MukpoGuosoruucckie MCUBITAINS (UCKIIIOUAS HCULITANMS [[a C1C PHILHOCTE)

.6.4. Buonoruueckue HCULITAH IS
4. I[TIPOYHME OlEPALIUMA - DPAPMALEBTHYECKHE CYBCTAHUMU

EOSELSE
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Orpannyeins iy noscHmren L e JAMCTRH, KACAIOUIHCES 001aCTH HpHMeneH s ceprudukara;
Ha octosanmu onenxy pucka o1 29.12.2024 1, CpoK ficticTus ceprudikara orpatnyei 1o 2 Jier.
—thdld OrpatinyeH )y

Kemxexanosa A. K.
H.o. lpeicenarens Komurera
MEJMLIMHCKOrO U hapMalicBTHICCKOIO
Konrpons Munucrepersa

3npaBooxpanenus Pecny6imku Kazaxcran
(D10, nossknoers)
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