EBpasuiickuii 3KOHOMMYeCKumii coros

PT'Y «Komurer MCAHUMHCKOTO 1 hapmaneeTHyeckoro KOHTpOJIst
Munncrepersa 3pasooxpancuuns PecnyGangky Kazaxcran»

CEPTHOUKAT

COOTBETCTBHS HPOI/I3BO}ICT‘BA§J JIEKAPCTBEHHBIX CPEJICTB TPEBOBAHUSIM IIPABUII
HAI[J]E}KAEHEH ITPOM3BOJICTBEHHO IIPAKTHKH
EBPABUHUCKOro SKOHOMUYECKOrO COI03A
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Cpoxk neticTens ¢ 20 Cenradps 2024 r, 110 19 CeHTHOpst 2027 .
Beuian 1o uroram nposejeny bapmanentuveckolt uicnekimy B coorsereteun ¢ IlpaBunamu

IpOBe/ICHUs  (hapmalieBTHYCCKMX MHCIICKIIME,  yTBEpkKICHHBIMY Pemenuem Cogera Espasuiickoii
IKOHOMHYECKOH KOMUCCHM OT 3 HOA0ps 2016 r. Ne §3.

KOMI/]TGT MENUIIMHCKOro U ha MalCBTHYECKOro KOHTPOJIs

MHHHCTEQCTB& 31paBOOXpaHEHIY Pecuy6inuku Kaszaxcran

HOATBEpIKNALT cemyionee:
MpOBEACHA c})apMaueBTuHGCKaﬂ HHCICKIING

FAREVA PAU

Fareva Pau 2, 5( Chemin De Mazerolles, Idron, 04320, France
Ha OCHOBaNuy:

Kacawouuecs obnactu npuMenens HacTosmero cepruduiaray,
Ceprudukar ssnsercs ACHCTBUTEILHBIM B CJIYHAC NIPE/CTABIICHUS BCEX €0 THeToR (KaK ocHOBIKIX MHCTOR,

Crpannnal m3 5

A O



EBpasuiickuii SKOHOMMYECKMIA cotoz

Ne GMP/EAEU/KZ/ 145-10-2024
CKapCTBEHHLIE CpeneTa s MENHIMHCKOTO MNPpUMEHeHUs
CKAPCTECHHbIE TIperapaThl s KNHHHYCCKHX HCCHC0BAH I UCHBITATIHIT)
Hanmvenoganue
1. ITPOU3BOJACTBEHHBIE OIEPALIMM - JIEKAPCTBEHHASI MMPONYKLIM S
’ Crepunsnas npox KIHst
L.1.1 Npoussomumas ACCIITHYCCKHM 11yTeM (omepalmy o6 PAbOTKHM JUisl Clieayiommx JCKApCTBENHEIX hopm):
L1.1.1. Xunkue JICKapeTBenHble GopMbI GoNbINONO 00Bema
1.1.2. Kunkne JICKAPCTBEHHbIC HOPMbI MaIIOr0 0GBeMa
1.3, Tuodmmuzars:
1.4, Teepapie JCKAPCTBEHHBIC HOPMBI M HMILIAH TATL]
1.5, Msirkue JeKApCTREHHbIE hOpMBI
-1.1.6. TTpouas npox RUMSA, NPOU3BOAMMAS B ACEIITHECKIX YCIOBHAX

]
=

1
1.1
1.1
1.1
1

1.1.2.1, Xunkue JICKapeTBenHbIec hopMbI Golbmioro 00beMa
1.1.2.2. Junkue JICKAPCTBEHHBIC (OPMBI MalOro 00beMa
1.1.2.3. Trepapic JICKAPCTBEHHEIE hOPMBI H UMITAITATL]
1.1.2.4, Markue JICKAPCTBEHHBIE hopML]

1.1.2.5. TIpoyay POLYKIMA, ITOJIBEpraemay MHUUIHOM cTeprmmanun

I'IIIIIIIHIIHEIE
=

1.1.2. Monsepraemag PUHHIIHON cTepriinzanuy (onepanun o6padorin AR CHCNYIOULAX JICKAPCTBEHHBIX popm): | |

1.1.3. Beinyckaioutmit kot POJIb KavecTpa (Bblilyck CCpHm)
Hecrepunnnas npoj KILIMS
1.2.1. Hecreprmsnas PO KIS (TEXHONOTHYECKHE OTICpaly A4 TIONYICHHS CITe/LYIOMHX JICKAPCTREH X hopm):
1.2.1.1. Kancyusi g TBEPIIOif 000JI0YKe
1.2.1.2. Kancynsi g MATK0# 000I0uKe
1.2.1.3. XKenarennuie JICKAPCTBEHHBIE (OPMEL
1.2.1.4. Wmnpernuposanimic JICKAPCTBEHHBIC (hOpME]
1.2.1.5. Xunkne JICKAPCTBENHbIC GOPMBLI LIS HapyKiHOro HPHMEHEHUS

[.2.1.6. Kupnkue JICKAPCTBEHHLIE hOPMEI 115 B TPCHHETO NIpUMeHeH1s
1.2.1.7. Memnumbckue razpl

1.2.1.8. Tlpouue Teeppre JEKAPCTBCHHDBIC (lopMbLE

1.2.1.9. [penapar, HAXONAMMCCA 1104 NaBICHUEM

1.2.1.10. Panuon KIMIHBIE FEHEPATOPL]

L1111, Markue JICKAPCTBEHHEIC (hopMbl

1.2.1.12. Cieun (c MII03HTOpHH)

1.2.1.13. Ta6nerku

1.2.1.14. Tpancne PMaJIbHLIC ITACTRIDH

1.2.1.15. IMpoyag HECTEPHIIbHASA IPOTYKLIs

-2.2. Beintyckarouuii kon POJIL KadecTra (ceprudukans cepun)
HOJIOPHIECKAS JIe KAPCTREHHAN NPOAYKLHS
.3.1. Buonormaeckay JICKAPCTBCHNAA PO YKL
1.3.1.1. lponykTh KPOBU
1.3.1.2. Mmm HOIOTHYCCKAS IPOIYKITHs
1.3.1.3. Tlpox KLHs Ha OCHOBE COMAaTHYECKHX KAETOK (UPOAYKUHS st TePaium COMATHYCCKUMH KICTKaMQ
1.3.14, lenorepanertuuccrag NPOAYKLUS
1.3.1.5. Buorexuonornyeckag IPOIYKLMS

o v p ff E

1.3.1.6. ITpon LM, BRINCICHHAS H3 IKHBOTHRIX HUCTOYHUKOR WIIH OPraHoB (Tkanci YCJIOBCKA
1.3.1.7. Tkanenmxenepnag UPOAYKUMS (IPOAYKIMS TKAHEBOM HHKCHEPHHN)
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EBpasuiickuii SKOHOMMYECKUii coloz

Ne GMP/EAEU/KZ/ 145-10-2024

1.3.1.8. IMpouax Guonornyeckas JICKAPCTBENNAs IPOYKIHs

1.3.2. Beinyckaromuii KOHTPOIIL (ceprudukarus cepru) (riepevens runon MPOAYKILHK):
1.3.2.1. Ilponykrr kposn

]

]

]

- 1.3.2.2. Umm HOJIOTHYeCcKas IpoayKIs
]

—

1.3.2.3. lponyxTs! Ha OCHOBE COMATHYECKHX KITeTOK IPOAYKIMSA ISl TEPATINN COMATHYCCRIM KIETKaMHu)
1.3.2.4. lenorepanestueckay NMPOJYKLMs
1.3.2.5, Buorexnonoruvyeckag UPOLYKIHS
1.3.2.6. TIponykums, Briaesennas H3 JKUBOTHLIX HCTOYHHKOR MIIH Opranon (TkaHcit) ucnoseka
1.3.2.7. Txaneumxenepuay UPOIyKIthst (TIpOTYKIHs Tkanesok HHKEHepHn)
1.3.2.8. Tlpouas OHonormseckas JCKAPCTBCHIAS POAYKITMS
Upouas sekapcrsennas NPONYKUHS WM IPOM3BOACTREH as JIESTCNBHOCTE
4.1. TIpomssoncTro:
1.4.1.1. Pacturensnas mp OJlYKIHA
14.12.T OMEONaTHYeCKOH IpojTyKIMK
1.4.1.3. IMpouas HPOMYKIMS: rOPMOHLI
1.4.2. Crepwimzarg PAPMALCBTHYECKHX ¢ GCTaHum‘fI, BEIOMOTATEILHBIX BEIUICCTS, FOTOROM HPOJYKIUH;
1.4.2.1. Gunprpanus
1.4.2.2. Cyxoxaposas CTepunIn3anus
1.4.2.3. Crepunuzarus napom
1.4.2.4. Xumnucckay CTepuiiu3aliys
1.4.2.5, Crepunmsanus raMMa-H3nyyeHmpem
1.4.2.6. Crepuwmusanuy SJEKTPOHHBIM H3IIYYCHHEM
1.4.3. Tpouce

]
L

]

]

]

L I
m Viakoska

L

L]

L

L

]

L]

—

L.5.1. INepsuynag MAKOBKA:

1.5.1.1. Kancyet 8 taepron obonotke |
1.5.1.2. Kaucynpl B Markoii obosiouke £
1.5.1.3. XKesarenpupie JICKAPCTBEHHBIC (hopMEI |
1.5.1.4. Mmnperny POBAHHDIC JICKAPCTBEHHBIE BopMD] |
1.5.1.5. XKunkue JCKAPCTBCHHEBIC (BOPMBI JuIs HapykHoro HIpHMEHeHUs |

- 1.5.1.6. ¥uakuc JICKAPCTBEHHBIC QOPMLT jUlst BRI TPCHHErO [IPUMEHEH s

- 1.5.1.7. Meanumuckue rasm

- 1.5.1.8. Ilpousne Tne PABIE JICKAPCTBEHHBIE (hopMb]

- 1.5.1.9, [Ipenaparei, HaXo/lIeCs Mo aBicHuem

- L.5.1.10. Papnonyximmnie TEHEPaTOphI

- 1.5.1.11. Markue JICKAPCTBEHIBIE (hOpMEI

- 1.5.1.12, Cueyn (¢ MHO3HTOPHM)

- 1.5.1.13. Ta6nerkn i

- [.5.1.14. Tparrcrepmamsunie TTACTBIpK

- 1.5.1.15. Hpovas HECTCPpUIIbHAA JICKapcTBe HHAs p Oy KIIMsi

- 1.5.2. Bropuunas ynakopka

m Konrpons kauecrsa

- 1.6.1. Mu pOOHONOrHYecKHe HCHUBITAHWS: CTEPHIBLHOCTE

_ 1.6.2. MukpoGuonorudeckoc HMCHBITAHUA: MUKPOBHOIOrMYCcKay YHUCTOTA

- 1.6.3. Xumudeckiie (. (PM3MYCCKHE) HeTBITANMS

- 1.6.4. Bronornueckue HCTIBITAHKA

B ornomennun nmodpx Orpannyenuii umm noscrci, OTHOCAUIMXCH K JaHHbIM NPOUIBOACTBEITHLIM  OIICpaLMam (32 uckmouenuen

Ciiyyaes, korna NOACHEHHE sABAsCTCS obIIuM KOMMGH‘I‘apMeM K pouececam na NPOH3BOACTBCHHOM 06’1:&1('1‘6), rae Owl nu NMPUMEHSIIUC

OTH OTPAlHYCHHA WY TI0SICHeH U3, HeobxoAMMO BKmIOYATE OTCLUIRY K COOTBETCTBYIONIEMY HOMED Y OYHKTA ceprrdnkara GMP,
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3.4

APMAUCBTHYCCKAS CYOCTAHIS (cyberannmn);

Espasuiickumii SKOHOMMYECKMii cotos

Ne GMP/EAEU/KZ/ 145-10-2024
2. UMITIOPT JEKAPCTBEHHOM MPOAYKLMNU

Kownrpom, xauecrsa MMIOPTHPYEMOI IekapeTaentioi HPOAYKIHM
1.1. Muxpo6uonoruyeckue MEUBITAHUA: CTCPHIBHOCTD .
1.2, Mukp obHOJIOrMYeCcKoe HCHbITAIINA: MUKPOGHOTOryecKkay YHCTOTA
I e

2
2
2.1.3. Xnmuueckue (PU3MYCCKHE) MCIILITARMS
2.1.4. Buonornycckue UCTIBbITaHNnA
Ceprudmranus cepun mmmo PTHPYEMO JiekapeTrenHoili HPOIYKLIMK [P
2.2.1. Crepunsnas UPOAYKIIHS: '
2.2.1.1. Ilpomssoaumas s ACCNTHYCCKHX YCIIOBUAX
2.2.1.2. Nonsepracman QUHHIIHON cTepHAM3AIMY
2.2.2. Hecrepmibhas TPOYKIMS
2.2.3 Bronoruieckas nexap CTBCHHAA IPONYKIMS:
2.2.3.1. lpoaysTr kxposn
2.2.3.2. UmmyRonorayeckas NPOAYKIIHS /€
2.2.3.3. Hpoaykuus na OCHOBE COMATHYECKUX KIICTOK (mponykiyas juis Teparyt COMaTHYecKuMH KJICTKAMH)
2234.T CHOTEPANICBTUYCCKIE NPOIYKTH
2-2.3.5, Buorexuonornucckas i DOLY KLIM st
2.2.36. 11 PO/LYKUHA, BbIICIICHHAS U3 JKHBOTHLIX HCTOYHUKOR WK OpraHnos TKaHei) yenoseka
2.2.3.7. Tranenmkenepyas NPOAYKUMA (MPOJIYKIMA TKAHCBOL HMIDKCHEP UK
2.23.8. I1povas Ouosiornycckas ACKAPCTBENHAS NPONYKITUsT
IMpouas pesteinaocts no umMnopry (8Bozy
2.3.1. Inomanka d HM3UUCCKOr0 HMITIOpTa (BBO32)
2.3.2. Umnopr TTPOMEKY TOIHOM HpOTyKLMM, NOABEpraioueies aanbue e obpaborke
2.3.3. Tlpouee
3. [TPOU3BOJICTBEHHBIE OIIEPALIMM — DPAPMALEBTUYECKHUE CYBCTAHUUN

HpOM3BOH,C.’I‘BO PAPMALICBTHYCCKINX CYGCTaHHMﬁ MECTOJIOM XUMHYCCKOrO CHHTE3a

3.1.1. TIpousBoacTEO MpoMe TOUHBIX NPO/LYKTOR (apMaleBTHICCKO cyberannmu

3.1.2. Ilpouzsoncteo HCOUHMINCHHOH QapMatiesTHYCCKol ¢ Beranuuu

3.1.3 Coneobpazoratne OYHCTKA):

3.1.4. Ilpouce

ITponssoncTeo PAPMALCBTUYIECKUX CYOCTanumil MeTo amu BBUICTICHUS U3 IPUPOIIBIX HCTOYHHKOR

2.1. Brimenenue bapmanesTiucckmx cyOcranuuii u3 uerounukos PACTUTENILHOTO MPOHCXOXKIICHIS

2.2, Buiieneune PAPMALEBTHYCCKHX cyBCeTaumuii 3 MCTOUNHKOB K MBOTHOTO NPOHCKOMK/IC IS
2.3. Boijienenue (PAPMALICBTHYCCKUX cYOeTatII 3 Opratos (TkaHcii) yemopeka
] i ~

2.7 Tlpouee

POUSBOACTBO (apMALEBTHYECKUX CYBCTAHIIH ¢ HCLIONIL3OBAHHEM GHOJNIOTHYECKHX 1IPOLeccon
3.1. Ddepmenranms |
3.2, Mpoussoucteo ¢ HCIIONL30BAHMEM  KIICTOYHBIX KYILTYp (ykazaTe  Tun

e ‘
HCHOJB3YEMLIX K1eToK) (110 YKA3aHHEM THIA KICTOK NOHUMACTCS HX THIOBAA crienuduaHoCTL, JIHNMA, mTamMm T[
1poyec)

3.3.3. Bulnencnue (ouncrka) |
3.34. Momudmkanus
3.3.5. Ilpouee

Ilpousponcreo CTEPHILHBIX (hapMaLCBTHYCCKIX cyberanuuii (pasjcib 3.1, 3.2, 3.3 NOMmKILI Gbrre 34II0ITHEHHI, | |
TJIe IIPHMEHUMO)
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EBpasuiickuii 3KOHOMMWYECKUIF coloz
Ne GMP/EAEU/KZ) 145-10-2024

3.4.1. PapManeBTHYeCK e C Ocranimy, POH3BOIIMbIE B ACCHTHYCCKIX YCJIOBHSAX
3.42. DapmatierTuyeck e cybcranimy, HOABCPpraemeIc hunmnmnoi CTCPHIM3AIIHH

3'E!BCHIHIOH.KHC CTaIUH 1 POH3BOJICTBA PapManerTHYeCKIX C)’GCT&HL[HPI

]

]

- 3.5.1. Craguu dusmucckon 00padorku:
| 3321k PBHYHAS yIiakopka

- 3.5.3. Bropuunas yrnakoska

- 3.5.4. lMpoyee (ykasats s OlCPALRI, HE ONKUCAHHBIX BRIIE
Konrpons xauecrga

.

]
]

364 Luonormeckpe HCHIBITAHUS
4. MIPOYUE OHEPAL[HH - ®APMAL(EBTH‘—IECR‘ME CYBCTAHI.[PH/I

OF}’JHHI/IHCIH/I}] HIIA NOSICHUTENLHBIE 3dMETKH, Kacaromuecs obiacTu HNPpUMEHEHHs cep'rmbmca'ra:

Kemxexanora A. JK.

H.o. MNpencejarens Komwurera
MCIMLIMHCKOTO M apMaleBTHYCeKOoro
Konrponst Munucrepersa

31paBooxpancius PeciyGiuky Kasaxcran
(DO, NOIGRIT0CTS)

_TE 0 LOR

(xara noanrncanng, 1. MeC.rrT) ('nu;:mu:b)
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