EBpasuniickunii akoHOMUYECKUI CO03

PI'Y «Komurer mesmnunckoro u papmanestuucexoro KOHTpOJIs
Mutmcrepersa 3jipasooxpariciing Pecirybimxn Kazaxcrany

CEPTUDUKAT
COOTBETCTBHMA 1IPOU3BOJICTBA JIEKAPCTBEHIBIX CPEJICTB TPEEOBAHMAM 1TPABIII
HAJUIEXKAIIEHR 1HPOU3BOJ(CTBEHTION 1IPAKTUKH
EBPABUHMCKOI'O SKOHOMHYECKOI'O COIO3A
Ne GMP/EAEU/KZ./179-02-2025
Cpox jieiicrsus ¢ 12 nosGps 2024 1. 110 11 nostGps 2026 1.

BLI,LIHH HO HTOl'amM LIPOBCICLIMA (l)ﬂpMﬁl[CB'!'H‘-ICCKOﬁ HHCHCKIMHM B COOTBCTCIBUM C ”paHHJIaMH
HpoBe/elns  (hapMalCBTUICCKUX  MHCIICKIMIA, yisepxjicnnbivy - Pemenuem  Cosera  Eppasuiickoit

OKOHOMHHYCCKOH KOMUCCHH 0T 3 HosOps 2016 1. N 83

Komurer mejpimickoro u (apMalCBTHYCCKOIO KOIITPOJLS
Mutinerepersa 3pasooxpatcHus PecnyGimkn Kazaxerarn

HOATBCPH)acT CHIEJIYIOIICC:
LpoBC/IeHa cbapmaucwmt{ccxaﬂ HUHCIHICKIHA

QOO « PAPMEKC I'PYIIy
Yipauna, Kuescras onacme, . bopucnons, yu. Hleguenra, don 100

Ha OCHOBANMN:

- saspiieuns o1 17.07.2024 rojia na HpoBe/icHue ICHCKIMKY 1A COOTBCTCTRIE TPeOOBAHUAM HAJUICHKAIICH
HPOMBROACTBCINON HPAKTHKA EBPasniickorIo 9K0HOMIHNCCKOI0 COI03a (uroc ocHoBaNMC).

Ha ocrosammm caeyenmii, 1oy IeninIx pH 11pOBCICHHN (hapManerTHuecKON HHCICKIMY, HOCIC/Iss U3
KOTOpBIX Oblia nposesicna ¢ 4 nosGps 110 12 nosiGps 2024 roja. YETAHOBJICHO, UTO Jlaiioe GapMaleBTHIECKOe
HPOM3BONCTBO COOTBCTCTRYCT TpeGoBaluam [pasi nayyickaiiceit IpousBo)CTECHIION lpakTHkH LEppasuiickoro
PKOHOMMHCCKOIO CO103a, dKBUBANCHTHBIX [Ipuinmitam w Pykosojctsy Esponeiickoro coiosa 1o Ha)uiexKanedt
IPOM3BOJICTBCITHON HPAKTUKE JICKAPCTBCHHBIX CPEJICTB JUISl MC)IMIMHCKOTO 1 BCTCPHHAPHOTO HPUMCHCINA K
npuniniam Cueremsl coTpyuaceTsa GapmMalCBTHICCKUX MICIHICKIUT (PIC/S).

Hacrosuumit - ceprudmiar  orpaskact craryc HPOM3BOJICTBCHION  1UIOMA)(KH  HA ATy  1IPOBCICHUSA
(hapmarierTHYCCKOM MHCHCKIMU | 110 HeTeYeHuM Dojiee 2 JieT o JETBL HPOBCJICHUS OCIIEHHCIO JIHS HIOCHCIHEro
WHCLCKTHPOBAHMS 11C MOMKCT CUMTATLCH JIOKYMEITOM, CBHJICTCILCTRYIONIMM O craryce cooreercrius. Cpok
JieiicTeus ceprudrkaTa MOKeT ObITh COKPAITCH 1IpH MCHOJB30BAIUHM COOTRCTCTBYIONIMX NPHHLHIIOR YIIPARICHHS
PHCKaMHI 1Ipn HAIMMMK COOTBCTCTBYIONICH 3allMcy B 1ose «OrpanuucHus Wil HOSCHHTCHBILIC 32METKH,
kacaionmees obIIacTi IPUMEHCHHSA HACTOSIIETO CepTH(UKATAY.

Ceprudunkar sisieres JIcHCTBUTCILIBIM B CliyHae LpejICcTaBlICHIs BCCX CI0 JIMCTOB (KaK OCHOBHBIX JIMCTOR,
Tak H JIOUHOJIHHTCILHBIX JIACTOB).

AYTCHTHUHOCTE (1HOJUIMHHOCTE) HACTOSIICIO ceprndukara MOXIO 1posepUTL B Baze jannnix Komurera
MEJIILHICKOTO 1 (hapMalCBTHYCCKOIO KOHTPois Muiicepetsa 3Jipasooxpanchmst PeciyOimkn Kazaxerai.

Licou ceprudmiar ne npejicrasicn B ykasaimioi 6ase jannnx. CICIYCT OOPATHTECS B YIONTTOMOYSIIILIH
oprau, cro BLiJIaBIIHA.
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EBpasuiickunit sKoHOMUUECKMii co03

Ne GMP/EAEU/KZ./179-02-2025

E

J]CKapC'['BCIIl.ILIC CpeJicTna Jyuist MCJIMITMHCKOI'O IPUMCHEHUSA

Kojt

Jlexapcrrennnie HIPCIAPATEI JUIS KIIMHMYCCKHX, . HCCe/loBalMH _(_HCH_I)I’LHHI{?!)

. Igl}g@(:]i()lsan_}_lc

1. HPOU3BO/ICTBENHBIE OIEPAIMH - JEKAPCTBEHIASL HIPOJLY KIS

C'I‘CQHJI!)?I&H HPOJIYKI[H3

1.1.1 IlpousBojinmas acerrnucekum lryrem (olepainn 00padoTku YA CIC/LYIONHK JieKapeTBCHIIBIX (opm):

L1.1.1. JKujkue Jiekaperseiinbie GopMbl Gobiioro obbema

1.1.1.2. XKupxne JICKApCTRCHHBIC (POPMBI Moo 06bema

[.1.1.3. JInomutmzarsr ) o

1.1.1.4. Tsepimie JICKAPCTREHHLIC JOPMBI i MMILIAFTATL]

1.1.1.5. Msrkue JleKaperBeHibIe GopMel

I.1.16. Hpouas 11po)Lykitis, IPOH3BOIMMAS B ACCIITHUCCKIX YCIOBUA PACTROPBL, CYCUCHZHN U IMYIILCHY B
O/HO/I030BOM KOITCHHEPE ¢ TEXHONOIHCH BhULYBalIs/3au0ITCHHs/YIuoTHe s BIS,

1.1.2. Tlonmepraemas dunmnmoit CTCPHIIN3AIINN (OUCPAIIAM OOPABOTKH JUIsl CIC/LYIONIMX JICKAPCTBCHHBIX dhopm):

1.1.2.1. dKujikue siekapernentsie Gopmpl 60ILIIOT0 0bbeMa

1.1.2.2. XKunkue jiekaperscinsie GopMbl Maioro obsema

1.1.2.3. Tsepiibic jiekapeTBeribie GopMbl 1 MMILIAITATH

1.1.2.4. Markne sickaperseinic Gopupl

1.1.2.5. lpouast npojykiums, HO/Cpracmas (pHIuIIHON crepuimsaln

| L.1.3. Bemyckaionuii konrpolin kaveera (BRIYCK ceprn)

Heerepuimnast upojykius

1.2 1. Heerepuimshas upojtykims (TCXHOJIOTHYICCKIE OLCPAIIHN JUTS HOIY CHHS CHCILYIONINX JISKAPCTBCHHBIX GopMm):

N

1.2.1.1. Kaneys! 8 toepioit o6osouke

1.2.1.2. Kaucynsr 8 Msirkoii o6oouke -

1.2.1.3. Xenarenbunie JeKapersenibe Gopmol

1.2.1.4. MMLUpCIIMPOBANIIBIC JICKAPCTRCHIBIE POPMEI

1.2.1.5. Xwkne sickapersennie Gopmsr jus HAPYKHOLO 1pUMEIICIHS

= o [

| 1.2.1.6. Huikue sickapersenisic Gopmbl Juis BIHYTPCHIICIO UpUMECHCIHHSI

1 é 1.7. MCJULIMIICKHE ra3Ll

1.2.1.8. llpoune 'mcpiu,l_c_ncx;péEl;zh;é dopmi -

1.2.1.9. llpenapatn, HAXOJAUIHCCH 1I0JL JIABICHTHEM

| 1.2.1.10. Pamonykimnibic reneparops

1.2.1.11. Msirkue Jickapersennnic Gpopmbl

1.2.1.12. Ceun (cyiosnropun)

1.2.1.13. Tabuerku

1.2.1.14. Tpancicpmanbupic wacrepy -

[.2.1.15. llpouast nectepmiibHas UPOJKITHs: 110POIIKH JuLs HPUTOTOBIICHNS PACTROPOB JUIS HIPHCMA BHYTPL,

KAlCYyJIbl Jutst Hirajsamii -

[.2.2. lel]IyCKa]OIuHI‘/JIEQlVI’I'pUJ_II) KauecTra (ceprupuranns cepin)

buonornueckas JICKHPC’I‘FS_CLIH&_H HPOJLYKLLHS o

1.3.1. bronoruyeckas jiekaperierias HPOJLYKIHS:

3.1 Hpoiykrnr kposu

I
1.3.1.2. Ummynosoruucckas npojykips
1.3

1.3 1pojtykims 112 0CHOBE COMATHUCCKHX KICTOK (MpOJLYKIWs! JUIA TCPAIINM COMATUYCCKUMU KIICTKAMH)

1.4, Penorepanenriycckas UpOJyKIHSL -

. BI«iOiIﬂ'E)ﬂlOJIOI‘I/I‘ICCKaﬂl_@:V_gKLII{!}I_“ -

1

1.3.1 - )

1.3.1.6. poyykiws, ehincicnnas M3 KUBOTHLIX HCTOUHHMKOB ML OPI'alioB (TKalci) uclioBexa
1.3.1

3. L7, Tranenmenepuas ipojgy ki (MPOJYKIPIsL TRALCBOH HIHKCIICPHHN)
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EBpasuiickunii sKoHomuuecKuii cotos

Ne GMP/EAEU/KZ/179-02-2025

3.1.8. llpouas Guonorivcckas JICKAPCTRCIIA 11POJLY KILMA

1.3. 2 Bmuyucdlonum KOTTPOJIL KaueeTsa (CepruduKarims ccpnﬁ) (ucpwun, BHJLOB HPOJLYKIHN):

3.2.1. lHpojyxrsl kposn

1 .3.2.2 VIMMYHOJIOTHYCCKAS 1IPOJLY KIS

1.3.2.3. TIpoJlyKThl Ha OCHOBE COMATHUCCKUX KIICTOK (IPOJLYKIIHA JUIst TCPAIIHI COMATHYCCKUX KJICT 0K)

1.3.2.4. TeHorepatieBTHICCKAS IPOJIYKITHS

1.3.2.5. brorexnonornyeckas npoaykims

J &

1.3.2.6. TpotyKiiusi, BLIICHCHHAS 13 KUBOTHBLIX HCTOUHHKOB MK Opra’os (rkamncit) yejoscka

1.32.7. Traucuipkencpias HPOILYKIMS (HPOJIYKIIUS TKAHCBO MIDKCHCPHH)

1.3.2.8. llpouas Guostormicckas Ul JICKAPCTBCHIAS 1TPOJLY KIS

1.4 | lipoyas JICKAPCTRCHEAS HPOJIYKITHA WM HPOW3BOICTRCIITAN JCHTCIBHOCTS

1.4.1. llpoussoicrso:

1.4.1.1. PacTirennnas 1pojiykius

1.4.1.2. 'oMconaTHicckoii npoyKkium

1.4.1.3. llpouas HPOJIYKILIS o

1.4.2, Crepunmsanus apmanerTuyecKx Lvﬁ(:ldmmu B(_IIOMOIB.]CJII:]H;IX chccna IOTOBOH 1IPOJLYKIMH:

1.4.2.1. Guibrpanms o

1.4.2.2. Cy‘(omdpcmdﬂ utpluniammﬂ

1.4.2.3. Crepuinsatus 1iapom

[.4.2.4. XuMudcekas crepriinsalis

1.4.2.5. Crepruimsaiis raMma-usiydcimenm

1.4.2.6. Crepunmsanis HJICKTpOIIBLIM W3JIVICHICM

1.4.3. llpoyce

1.5 | Viakoska

X | 1.5.1. llepsrynas yilakoska:

1.5.1.1. Kaucyunl B 3 TBCPJIOH 0BoJ0uKe

1.5.1.2. Kancy:nl B MArkoit o6oJiouxe

1.5.1.3. JKepatennusic JjickapetseHinice hopmi

1.5. 1.4, MMuperumpoBsamipic JICKApCTRCHIILIE (hopMel

1.5.1.5. XKujikne siekapersennnie popmb juis HAPYIKIOIO HPUMEHCH S

1.5.1.6. JKujiknc siekapereinmnic opmbl jus BIHYTPCHICIO 1PUMCHCITNS

1.5.1.7. MejiiiiMHeKe 1rasnl

1.5.1.8. llpoune TBCPJILIC JICKAPCTRCHIBIC HopMbI

EAY [[pclldpd[hl HAXOJANIACCH 1O)L laBICHed

1.5.1.10. Pd}[l’l()ilyhllli}lil})!tJLIIdelOpla[

1.5.1.T1. Msrkue jickapereubic (biopfw,l

1.5.1.12. Cyeun (cymiosuropuu)

X L0 8 e Tadierkn

1.5.1.14. lpaucucpwmmuhlc [[JI;[C-[I)IpH

LIPHCMA BHYTPL, KalCcyiibl JUIA MHT d.II}[IIHlA

1.5.1.15. llpouas nccrepuikuas JICKAPCTBEHNAA HPOJIYKIMA: HIOPOIIKH JUIH HPUTOTOBICHHS PACTBOPOB JUIS

X 1.5.2. Bropuunas (JIOI[T)_C6E1LJ1LCE1£) YIAKOBKA

1.6 | Kourpons xauecrsa B - B

X 1.6.1. Muxpofiuouomllecmic LiL-[l_H[aiIHﬁ cxcpmn,nocu,

X | 1.6.2. MukpoGuonoruucckoe TECTHPOBANIC: MUKPOGHOIOIMICCKAS HHCTOTd
~ X | 163, Xumnueckue ((pu3nucckie) uennrrans e

X 1.6.4. broliornueckue ueniratims

ITH OFPAITHHICIESA MM IOSCHEHHS. 1COOXOAMMO BRIOYATE OTCLUIKY K COOTBETCTRYIONIEMY HoMepy nynxra ceprufurara GMP.

B oTnomenun MODBIX OrPpaHHYCHUT WK TTosCIICH. OTHOCHUIHXCH K }Id!{lib]'\r] ﬂ!]Oi‘lfiBG)I(.lBLrIll{blM QLCpanmnaM (34 WCKIIOYCHHE
CHYHaes, KOIAQ HOACHCHHG ABIACTCH 00ILIM KOMMCHTADUECM K [poneceam ia IIPOl[’!BOﬂC’I BCHIIOM 06’1;(..1(’?\,)1 rjc Ou1 1 IPAMCIAIHG

1=
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EBpasuiickuii skoHoMMUuYeCcKuii cotos

N GMP/EAEU/KZ/179-02-2025

B _ 2. MMIIOPT JIEKAPCTBENHOR IIPOLYKIIHN

2.1 | Kowrpons RAUCCTBa NMIIOPTHPYCMOI JICKAPCTRCHITO HPOJLYKILHHN

2.1.1. Mukpobrosoruacckiie MCUBITANMSA CTCPUILHOCT

2.1.2. MHKPOOHOIOIHYCCKOC TCCTUPOBAHNC: MUKPODHOIOIHUCCKAS YHCTO 4
2.1.3. Xumuueckue ((pusuueckuce) uelmrranis

2.1.4. BUHOJIOI'HICCKHE HCIBITAMS

2.2 | Ceprudukauns cepun HMIIOPTHPYEMOT JICKAPCTBCIHON 1IPOJYKIIMK
2.2.1. C'[‘CpHJ_II:llaﬁkllﬁ()glyi!_ll-iﬁi e
L 2.2.1.1. lpomssojumas B ACCHTHYCCKIX YCIIOBMSIX

2.2.1.2. [lojmepraemas hunauInol creprnaan

2.2.2. Hecrepublias npojryKius

2.2.3 buostornieckas Jickaperpemas llpO)LyuI{I[MHZ
2.23.1. Uposyxrel KpPOBH
2.2.3.2. UMmmynonornucckas LIPOJLY KILHSI
2.2.3.3. 1lpoayKuus Ha 0CHOBE COMATHYCCKHX KICTOK (1IPOJLYKILMSL JUISL TCPAIIMN COMATHYCCKUM KJICTKAMM)
2234, l‘c:f[0'|‘cpa1103’1';11;6:(:1(11_@ HPOJIYKTRL
2.2.3i}§ngqcxuono1}mc?@;; HPOJLYKIINS

2.2.3.6. lposyxims, Bicicitias W3 JKHBOTHRIN ACTOMHNKOB M Opranos (Tkanci) yenoseka

2.2.3.7. T KaICHBKCUCPIaA HPOLYKINt (1IPOAYKIUA TKANCROR wiDKeIepyi)

2.2.3.8. lpouas Guosornuccias JICKAPCTBCHHAN LUPOJIYKIs

£
(P58 ]

lIpouas jesrenbnocts 1o UMIOPTY (BBO3Y)

2.3.1. Thiomajika pusnucckoro uMuopra (Bsosa)

2.3.2. Umnopr npomesyrounoi HPOAYKIH, LO/IBCPraonicies Jainnciimeli 00paborke
2.3.3. llpouce B

3. IPOUBBO/ICTBEHHBIE OIEPALIMM — PAPMAIEBTUYECKUE CYBCTAHIN
DapmalicTHHCCKas! cyberanus (cyberamumn): o
3.1 _| llpousBojicTBo dhapMarcsruucckux cyOcTaniuit MCTOJIOM XUMHUCCKOI'O CHITE3a

3.1.1. HponssojieTs0 1pOMERY TOUHBIX 1IPOJIYKTOR  (papmanerTieckoi cyGeraniun

3.1.2. HponsBoAc1BO HCO IGO0 thapManerTudeeKoli cvocTanimu

3.1.3 Concobpazosanue (ouncrka): -

3.1.4. llpouce - S - e
3.2 | llpousBoictBo (hapMancRTHICCKIX CyOCTaImmii MCTOJIAMM BLIJICIICYINA U3 IPHPOJUIBIX HCTOYHUKOB

3.2.1. Bouteicuue dhapmancrriuieckux cyoeranmii [ 13 HCTOUITHKOB PACTHTCHLHOIO IPOUCXOKILCH Hsl

3.2.2. Bhuielicue (hapmManesTHIecKux cyoeTaniii ms HCTOUIMKOB KUBOTHOIO HPOHCXOK/ICHNS

3.2.3. Boyiencnne (hapMalesruucekmux cycTanmii u3 opranos (rkauci) uesoneka

3.2.4. Bouteneine dapmancstiueckux cyoeanmii s HCTOYUHKOB MUHCPAILHOID HPOHCXOMKICHUS

3.2.5 Moumdukaiis BBUICJICINON (hapmalcriucekoli cyGeran wn (ykasbisacres n3 uyukros 3.2.1-3.2.4)

3.2.6. Ouucrka BLUCICHNOI (papmaILc};':wlccKoﬁﬁyﬁgﬁ{!lz@(y@u@g{gﬂ;____umx 13 uynkros 3.2.1-3.2.4)

3.2.7 llpowee _f,, o - o _
3.3 | TlpoussojcTso (apmanesruticekix CyOeranuii ¢ MCHNMB30BAINCM GHONIOIHYCCKHX HPOICCCOR

3.1, depmerrranis -

ay

3
3.3.2. lIpoM3sBOCTBO ¢ HCHONL3OBANHCM  KJICTOMIILIX KYJIBTYp a B (yxazats H
MCHONL3YCMbBIX KICTOK) (110/1 YKA3AHMCM THIIA KIICTOK LIOHNMACTCS UX THIOBAS CHCHMPUIHOCTD, JIMHMA, IITAMM #
pouee)

| 3.3.3. Bruyesere (o4nerxa)

3.3.4. Mojuiurarns

3.3.5. llpouce

CJ
=

3.4 | lIpou3BoJICTBO CIepiiLimnix dapmanerruyccknx cySeranuii (pasnennt 3.1, 3.2, 3.3 ok Guite 3AHOUHEIBI, ']
LPUMCIHMO)

Crpanmia 4 u3 5

T e o]




EBpasuiickuii skoHomuYeckuii cotos

Ne GMP/EAEU/KZ/179-02-2025

[ 3.4.1. Gapmanesruycckuc CYOCTAHIUHN, IPOU3BOIMMBIC B ACCITTHYCCKIY YCIOBHAX

3.4.2. Mdapmanesruyeckue cyOcranuy, HoBepracmne (praunnoii crepumzanumn

3.5 | Basepmaiomue crajun UPOH3BOICTBA (hapMAlCBTHICCKUX CYBC At

3.5.1. Craauu dusnucckoii oOpaborku:
3.5.2. Heprrunas yirakoska

L2

-5.3. Bropuuiras yiakoska

(SR R OS]

S4. 1powee

(YKa3arh JULs OlCpalinil, e O1MCanbIX BLIIIC)

(o8]
oN

Kourposs kauecrsa

3.6.1. Duzurcckue (Xummueckuc) nensrranus

3.6.2. MUKPOGHOJIOTHICCKIC HCHRITAITHS (BRIIOYES HCHLITATTHA 114 CTCPWILIOCTD)
3.6.3. MukpoGuonornicckne HeuLrrals (CKINOUAs HCLLITANMA 1A CTCPHIILIIOCT L)
3.6.4. BHOJIOTHYCCKMEe HeTbITaTing

4. IIPOYUE ()lll*}l’/iiﬁl-/[ - PAPMAIIEBTUYECKHWE CYBCTAHIIMU

| Orpaniucims mim HOACHITEILILIC JAMCTKN, KACAIONICes 06act HUPpHUMCHCHUS Cceprudikara;
Ha ocnosaru onguku puckon or 17.02.2025 I, CPOK JICHCTBUA cepruduiara orpane jio 2 Jiet.

Kemkexanonsa A. 7K.

H.o. lpencenarens Komurera
MCIIHIHICKOIO B (hapMaliCBTUUCCKO10
KoHTpOoIs Munmereperisa

3pasooxpatetins PecuyOimkn Kazaxcran
(WILO., nomuocTs)

XS

(AT NOAICATIS, A1 Mee.rTT) M]I (noamick)
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