EBpasniickunii SKOHOMUYECKUiA Colo3

PI'V «Komurer MeMIMICKOTO U (PapMAICBTHUCCKOIO KOHTPOJIS
Munucrepcrsa 3jipasooxpaneins Peciybinkn Kasaxcrany

CEPTHOUKAT
COOTBETCTBHMA HIPOU3BOJICTBA JIEKAPCTBEHIBIX CPEJICTB TPEBOBAHMAM ITPABHJI
HAJUIEKAIIEX HPOU3BOJICTBEHITOM 1TPAKTUKH
EBPABUHACKOI'O DKOHOMUYECKOI'O COIO3A
Ne GMP/EAEU/KZ/176-02-2025
Cpox peiicrpus ¢ 17 oxrsbps 2024 r. o 16 oxrsibps 2027 r.
Boutan 1o wroram uposejicnivg  (papMareBTHUCCKON MHCHCKIIMM B COOTBETCTBUM ¢ [lpaBmiamu

HPOBCICHUA  (hApMAICBTHYCCKUX  MUCHCKIMH,  yrsepagictnnimu - Pemienimem  Cosera  Eppasuiickoi
IKOHOMMUCCKOHN Komueenn o1 3 nosbpst 2016 1. Ne 83,

Komurer MCJIUIHUHCKOIO M (l)apMaILCB'I‘H‘-[CCKOI'O KOHTPOJI

Munucrepersa spasooxpaiicnus Pecnybiuku Kazaxcran

HOJATBCPACIACT CIICYIONICE:
IPOBCJICHA (bapmauen'mqecxaﬂ HHCIICKITH A

Aenova Romania S. R. I..
Carol I Street, nr. 20, Comuna Cornu, Judet Prahova, 107 180, Pymetnus

Ha OCHOBAHUU:

- 3aspiictnd or 23.03.2024 rojia na 11poBeACHUE HHCHEKIMN HA COOTBCTCTBIS TpefoBaHuaM najyiesKaniei
HPoU3BOJICTRCHNON NpakTuky Erpazniickoro JKOHOMHYIECKOI'0 coto3a (MIOe 0CHoBAHKE).

Ha ocrosanuu cse/(CHMiA, HOJIYUCHIILIX 1IPH TPOBCICHIN (PAPMAIICBTHYCCKON MHCTICKIM, TOCHC/Hs U3
KoTophix Obuta 1posejcna ¢ 14 no 17 oxrsabps 2024 rojd, yeramoBlicHO, 4TO J@nioe (apMaleBTHuccKoe
IPOU3BOJCTBO COOTBETCTRYET TpeboBanusm Ilparui najuiexkaleil 1poU3BOICTBCHHON NpakTuky EBpasuiickoro
DKOHOMHUCCKOIro colo3a, okBuBancuTibix [punmnam u Pykosojicrsy EBpolicitckoro coto3a 1o nayiexanei
NPOU3BOJACTBCHHON LIPAKTUKE JICKAPCTBEHHBIX CPEJCTE JUIS MEJIMIMIICKOIO M BETEPUHAPHOIO TPUMEHEHUS 1
nprHIpEaM CHCTeMbl cOTpY,IiuIecTBa (GapmatiesTHHacckux mictickiuii (P1C/S).

Hacrosimmit - ceprudmkar  orpaxacr craryc NPOW3BOJCTBCINON IUIOI@JIKA Ha JlaTy [POBCICHUs
(hapmalleBTHYECKONH HHCHEKIMY 1 110 UeTeUCHUN Goliee 3 JICT OT JIAThl IIPOBCACHUS 110CHISIIEro AHs [OCIEHEero
MICIICKTHPOBANMS HE MOKCT CUHTATLCS JIOKYMCHTOM, CBHJICICILCIBYIONMM O craryce coorserersus. Cpok
Acitcreus ceprudukara MosKeT ObITl COKPALICH LPH HCIIONL30BAHUM COOTBCTCTBYIONMX HPHHI[HIIOB YIPABIICHUS
PUCKAMH 1IPH HAIMYMK COOTRBETCTRYIONICH 3aimeu B nosie «Orpaliuucius Wik I10SCHUTCNLHBIC 3aMETKH,
kacatouecs o0u1acTu 1IPUMEHCHIS HACTOMIICIO cepriuduraran.,

Cepruduxar ssiscres JICHCTBUTCIBILIM B CllyHae HPC/ICTABICHMS BCCX CrO JIMCTOB (KAaK OCHOBHBIX JTMCTOB,
TAK M JIOTOJIHUTCIBHLIX JIMCTOR).

AyTenTHyHOoCTb (IOUIMHHOCTE) HACTOAIIEro ceprudukara MomHO Hposeputs B Gase Jauubix Komurera
MCJIMIIMHCKOTO M (hapmalieBTHueckoro kourpois Munncrepersa 3jipasooxpancins Pecnybimkn Kasaxcrar.

Ecaun ceprudukar He npejcrapien B ykasanioi 6ase Jlanibix, ciaeyer oOpartuThes B yIOAHOMOYCHHBIH
OpraH, ero BblaBuimi.
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EBpasuiicKuii SKOHOMUUYECKUM COI03

Ne GMP/EAEU/KZ/176-02-2025

X

chapcmcnumc cpeacrsa U MCIHIHICKOr'O HPUMCHCH M

JlekaperBerbie npenapaTsl JUis KIMHAYCCKHX UCCIe/I0BalIMHA (MenbITalnii

Kopn I lanmernoparume

1. MTPOU3BOACTBEHHBIE ONNEPALUMHA - JEKAPCTBEHHAS IPOJY KW

i

C'I‘CpHJILIIﬂH HPOJNYKITHST

1.1.1 Hpousgo/iMMas acClTHYCCKUM [YTCM (Onepaltni 00padoTkn JUis CHCILYIONIHX JICKAPCTBEIbIX PopMm):

1.1, JKupukue nekaperseninie hopmsl Goibioro obnema

2. JKupkue sekapeTsenibic GopMEL Malloro obbema

4. TBCp}lHC JICKApPCTBCHHBIC q)Oprl H AMILIaHTaThbI

)

Il

1.1.3. JInogminzars
1.1

1.

1.5. Msirkue Jiekapcrseninle hopmnl

1,
L
I
i
l.
1.

1.1.6. lIpouas upoJtyKis,, IPOM3BOIMMAs B 2CCITHYCCKMX YCIIOBMAX

1.1.2. Tlojsepracmast uinninnoi crepuipsanian (oncpanmy 00padoTKy juUlst CIC/LYIOHIMX JICKapeTBCHILIX GopmM);

L1201 Wwkne nekaperserinie hopmit bonbiaore obmema

1.1.2.2, JKujixue Jickaperseiibie GopMul Malioro odbsema

1.1.2.3. T'sepjibic JickapeTBEHiibIe (pOPMbl H HMILIAHTATHI

1.1.2.4. Markue nexkapersenubie Gopmbl

1.1.2.5. llpoyast pOyKIMs, [IojiBepracmas (QUIMIIHON CTCpHIM3AIIUHN

1.1.3. Beuryckaonuii KoHTpoiis Kauecrsa (BbIIYCK CepHn)

He CTepuiibuas POy KIS

1.2. 1. Hecrepmisiias 1Po Ly KISt (TEXHONOIMUCCKHE OHCPAIIK JUIS HONYHCHMS CHC/TYIONIMX JICKAPCTBEHHBIX (hopm):

1.2.1.1. Kancyinl B 1sepjtoi 0dolouke

1.2.1.2. Kancyinl B Msirkoii 000J10uKe

1.2.1.3. JKesareibible JICKaPCTECHIIBLIC (POPMDI

1.2.1.4. UmuperuupoBaniible JICKAPCTBCIHBIC (GOPMBI

1.2.1.5. JKnjicie siekapeTreHibic OpMBI JUTH HAPYIKHOIO HPUMCHCIIHA

1.2.1.6. XKujtcue nexkapersetinie Gopmbl JUst BIYTPCHHCIO HPUMCHCHUS

1.2.1.7. MCJIMIMHCKKC 1'da3bI

1.2.1.8. Ilpouue TrEp)bic JICKapPCTRCIIILIC (POPMDI

1.2.1.9. Ilperaparsl, Hax0JHIIMCCs 101 JABICHHCM

1.2.1.10. Papuonykimjuisic renepaTopnl

L1111, Msirkue JICKapeTBeninie Gpopmbl

1.2.1.12, Ceeun (cYIIIO3UTOPUH)

1.2.1.13. Tabuerku

1.2.1.14. TpancuepmalibHLIC 1IACThIPH

1.2.1.15. Ilpouas necrepriibias NpoJLyKims -

1.2.2. Boiyckaroumii KonrpoJis kauecrsa (cepTuyukanius cepim)

bHonorneckas JeKapeTBenHas IPOJYKIUs

1.3.1. Brosoruycckas JICKAPCTRCHHAS HPOJYKIHA:

1.3.1.1. Ilpojtykrhl Kpory

.1.6. llpOJI}’KImm BuLICHCHTIAN M3 JKUBOTHLIX HCTOUMIIHKOB MIIH o'pl‘aum; (T]{alleffi) qCIlI0BCKa

1.3.1.2. MMMyHOJOUMYCCKAs HPOLYKIMS i
1.3.1.5. llpojryKiutst 11a oCioBe COMaTHICCKIX KIICTOK (1POILYKITHA JULH TCPallnKY COMATHUCCKUMU KICTKAMM)
1.3.1.4. I'cnorepaucyruucckas HpoJyKIHs

1.3.1.5. BroTeXHolornyeckas HpoJLyKiws 5
1.3

1.3
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EBpasniickuii 3KoHOMUYECKUIA Coto3

Ne GMP/EAEU/KZ./176-02-2025

1.3.1.8. llpouas Guoslorutcckas JICKapCTBCHHAS MPOJLYKIS

1.3.2. Belnyckaiouimit xomrpois (cepruduxanms cepyn) (iepeniciib BUIOR IPOJYKILAN):

1.3.2.1. 1lpoiyK1s! KposH

1.3.2.2. MMmylonoruucekas HpojLyKis

1.3.2.3. [IpouyKrhl 112 OCHOBE COMATHUCCKUX KICTOK (LIPOJLYKIIS JUIsl TCPAIIMI COMATHUCCKUMHU KIICTKAMH)

1.53.2.4. T'enorepaneBTHYCCKAs TIPOAYKIIHS

1.3.2.5. bruorex1oyiorudeckast pojtyKijus

1.3.2.6. lIpojiyKiins, BEUICICHHAS U3 JKUBOTHLIX HCTOUHMKOR MM Opranos (TKalch) uenosexka

1.3.2.7. TkancuipKenepras mpoyKius (poJLyKIMs TKANCBOH HIBKCHCPUH)

1.3.2.8. llpouas Guolioruicckas JICKapeTBEIas POy K1iust

Hp{)‘-laﬂ JCKAPCTBCHHAN HPOJIYKIHA HWIIH LPOU3BOJICTBCHEAN JICATCILHOCTEL

1.4.1. Llpounssoicrno:

1.4.1.1. Pacrirennias HPOJLY KIS

1.4.1.2. T'omeonarnicckoil npo)yxumm

1.4.1.3. llpouas upojiykitas o

1.4.2. Creprnsariis (hapMalicBTHYCCKUX cyDCTal i, BCIIOMOTATCIBIBIX BCIICCTE, FOTOROM PO KIHM;

1.4.2.1. Ddunsrpars

1.4.2.2. Cyxoxaposas Crepuilusalims

1.4.2.4, Xumuucckas ¢repiimsaiis

1.4.2.5. Crepunnsaliys raMMa-H3J1ydeiueMm

1.4.2.6. Crepmin3aiiig dJICKTPOHIILIM H3JIYHCHTHCM

1.4.3. Ilpouce

I

VilakoBnka

1.5.1. llepeuunast ynakonka:

ICY

1.5.1.1. Kancysiel B 1Bepioi 06oiotke

1.5.1.2. KancyJjusl B Msirkoii obostouxe

1.5.1.3. JKesarenbiibie JickaperBeHisic hopMbl

1.5.1.4, UmupersupoBannbIc JICKAPCTRCHIILIC (JOpMII

1.5.1.5. AKnjtkue siexaperBeninie (JopMbl JUIsE HAPYHKIOIO 1PUMEHCHES

1.5.1.6. XKujucue sickaperseunnie GopMbl JUst BHYTPCHICTO HPUMCHCH M

1.5.1.7. MeimnmncKme rasnl

1.5.1.8. lIpouue reepiwie Jiekaperseninie Gopmol

1.5.1.9. llpenaparnl, HAXOSIICEs 110)1 JIABJICHHCM

1.5.1.10. Pajmonyimjiinic rcucpatopsl

1.5.1.11. Markue sexapereennbie popMbl

1.5.1.12. Cieun (Cynosnropum)

1.5.1.13. Tabucrkn

1.5.1.14. TpaucacpMalibHLIC 1UIACTLIPH

1.5.1.15. llpouas niccrepmiibiias JICKApCTBCHTASL HPOJLY KM

1.5.2. BropuuHas ylakoska

1.6

KOllTpOJlb Kauccrna

1.6. 1. MukpoOHOIOIHHCCKIE HCHBITANHSL: CTCPUILIIOCTD

1.6.2. MukpoOHOIOrHICCKOE HCILITANNS; MUKPOGHONOI M CCKas HHCTOTa

1.6.3. Xumuucckue (Pu3niucckue) Heibliraims

1.6.4. BHONOIHYCCKUE HCIILITAIMS

B orHowmcunn modnix Ol‘pﬂHlf!‘lCHHﬁ WM TOACHEH. OTHOCSIIIMXCH K JaiiibIM POUIBOACTBCHHUBLIM  QLICpAIIMAM (32 MCKINOYCHHC]
CIIYUACB. KODJIA NOACHCHHC gaBlisiecTes oburmm KOMMCHTAPHEM K& HHPOUECCaM 1a HPOU3BOJACTBCHHOM UG’hCKTC). rjae Obl UK [pumernsimd
ITH OTPAHHYICHUST HIIH [MOACTICTTH A, [IQOG_}{O_).[LE_MQ BRIIOHATE OTCLUIKY K COOTBCTCTRYIONICMY HOMCPY MIYHKTA CEpTH(])IAR‘aTEi GMP.

Crpanmia 3 u3 5




EBpasuiickuii SKOHOMUYECKUIA Colo3

Ne GMP/EAEU/KZ/176-02-2025

2, UMIIOPT thl{'Al’ClBl*_llll()lfl 1POJYKIIMW

2.1 | Kompouh Kauecrsa nMIOpTHPYCMOlt JICKAPCTRCIION POy KN
2.1.1. MUKpOOHOJIOr HICCKUE HCHILITAHWSA: CTEPHIILIIOCTT
2.1.2. MukpoGHOIOIHYCCKOE HCIILITANMA: MUKPOOHOJIOIHYCCKAs YUCTO T
2.1.3. Xumnucckue ((pu3MacCcKne) HCULITAINS
2.1.4. Buoyornieckue uenbiranms A
2.2 | Ceprudukanius CCpHM UMIIOPTHPYCMOIH JICKApCTBCHTOH 11POJIYKILHK 0
2.2.1. CrepuiibHasi HPOJMLYKILASLE
2.2.1.1. lponsBojuiMas B acClTHICCKUX YCIOBMIX i
22.12. Llojmepracmas QUHUILION CTCPUIIU3ALIHN
2.2.2 Tlectepminbiias UpojLlyKIus ¢
2.2.3 buoJiornueckas JICKapcTRCIHAS LIPOJLYKILAS:
2.2.3.1. llposyKrsl KpOBM
2.2.3.2. Ummynonorudeckas npoJiyKims
2.2.3.3. 1IpojiyKIiusl 11a OCHOBE COMATHUCCKUX KIICTOK (NPOJIYKIMS JUISl TEPAIMH COMATHUCCKUMM KIICTKAMH)
2.2.3.4. I'eHOTCPAlICBTHUCCKUC HPOLYKThI
2.2.3.5. buoTexnoornuceKkas HpojyKims
2.2.3.6. lpojtykimast, BLUICICHIAS 13 KUBOTHLIX HCTOMINKOB WM OPraiion (TKaici) uclioscka
2.2.3.7. Tkaneuuxcicpuas upojLyKims (HpoJLYKImMs TKAlCBOH MIDKCHTPUM)
2.23.8. “p()'-ldﬂ OHOJIOIHHCCKASN JICKAPCTBCHIIAS LIPOJLYKIsI S -
2.3 | llpouas JIcATCIBHOCTS 110 HMIIOPTY (BBO3Y)

2.3

. Hnomajxa dgusuiccekoro umuopra (Bsosza)

2.3.2. MmuiopT 1IPOMEKY TOUHOI HPOILYKIMH, HOJABCpralolieics jlaibicinicii o0padoTke

2.3.3. lpouce

3. IMPOU3BOJIC’ TBEHHDBIE OIIE l’A[lHM (DAI’MAIII* BTUYECKHUE CYBCTAHIIUU
Dapmanesruacekas cyocTans (cyOcranmuu):

3.1

][pOHBBO}[C'[‘BO (|)':1pmarlcn'1w{ccmx cyﬁc‘rammi& MCTOJIOM XMMHWYICCKOT'O CHHITC3a

Bk

L. LIpousBocTiO POMEXKY TOYHELIX HIPOAYKTOB (GapMaLCBTHICCKOI cydcTammm

3.1.2. IlpownsBojicTBO HCOUNIICHNOH (papMalCBTHICCKON cyOcTanimm

351

3 Colcobpaszosarne (ouucTKa):

3.4

4. l1lpouec

(5]
[ 8]

11[30“31%0210:130 (apmaucsTHICCKNX Lyﬁucuumw MCTOAMH BLLICHCITHS 3 H}'JHpO}[HbIX MCTOMHHKOB

3.2.1. Brytesnenne apmanesruucckny cyOcTaiimii i3 HCTOYINKOB PACTHTCILIIOI0 IPOUCXOKJICH M

3.2.2. Brijienenue GapMarncrTHYCCKHX CyOCTaLMH U3 MCTOYINKOB KHBOTHOTO IPOUCXOKIICITNA

3.2:3

. Buuesenme (IJdpMdIICBlH‘ILCKHX c:yf'mamurm 13 Opraion (l](dHleI) YCJIOBCKA

3.2.4. Brigencnne dapManesTHieckux cydcratimii U3 MCTOYHUKOR MMIICPAIBHOIO LIPOUCKOMKICH U

3.2.5 Moamduranus Beyiclicinoit dapmanesruicekoii cyberammm (ykassisaerest 13 nmynxros 3.2.1-3.2.4)

3.2.6. Ouncrka Bhiicicinoi dapmaiesryucekoii cyderaniuy (YKashLmacTest HCTouHuK 13 nyuktos 3.2.1-3.2.4)

3.2

7. llpouce

3.3

”pOlBBO}lL] BO ('])dpMdIlLB]H‘[(.CK]I‘{ (,y((.ldlilllIH C IILI[()JH:BOBAIIHLM (VIOJIO] H‘[CCKIIX lEpOllL(.(.UB

3.3

1. depmenTtanms

33.2

[[pOMSBOCTBO € HUCHOMBLIOBANMCM  KICTOMHBIX  KYJIBTYD

1pouee)

HCIHONL3YCMBIX KJ]C'I'OK) (]I()}l YKA34HUCM TULI KICTOK HHOHMMACTC WX THITOBAs CI[C[IM(I)PI‘!IIOC’I‘]:, JIHHM, HITaMM H

(ykasarn T

(3.3.3. Beuresieime (ounersa)

3.3.4. Mojudukaius

3.5. lIpouce

34

leomnoncmo ;u_.pmn,m,lx cpclpmduunwmmx c,yf'omnmm (pdiuuu,l 3.1, .3.2, 3

LI LIPUMEHIUMO)

3 JLO.J[}K!I])[ (]J[!h 3410 HCHDLL,
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EBpasmiickuii SKOHOMUUECKUIA COlo3

Ne GMP/EAEU/KZ./176-02-2025

3.4.1. dapmancsTHICCKUC CyOCTaHIMNI, IPOH3BO/IMMBIC B ACCHITHYCCKUX YCIIOBUAX

3.4.2. Mapmanesruacckue cyOcTaniu, HoABepracMble (PUUMIIIION CTCPHIIN3AlNM

3.5 | 3aBcprialoimye cTajiuK Npou3BojcTea Gapmarnesruucckux cybcTanimii

3.5.1. Crajuuu gusnycckoii 00padoTKM:

3.5.2. llepuunas ynakoska

3.5.3. Bropuunas yrakoska

3.54. llpouce  {yKasarb JU OlLCpalMid, HC OLMCAHIBIX BLILIC

3.6 | Kourpois kadecTsa

3.6.1. DusnyccKue (XMMHUCCKNC) UCIILITAlIHS

3.6.2. MUKPOOHOIOTHHCCKIC HCIBITANIS (BIIIOUAH MCLLITANMS 1A CTCPHILIOCT)

3.6.3. MI’IKPOﬁHUJ]O]‘!’!‘-[CCKMC HUCHLITAH WA (MCKJ[]O‘!&H HCIILITAHWA Ha C'I'CPHJII:HOC'I'I:)

3.0.4. BUOJOIHYCCKUC HCIIBITAHMS

4. [TPOYHUE OIIEPALIMHA - DAPMAIEBTUHYECKHE CYBCTAHLIMA

Ol'p'dflld‘lCI]If‘l}[ I HOACHITCILIBLIC 3aMCTKH, Kacaiommecs obiactu HPUMCHCHMA CCp‘l'lfI[l)[fIKEl’l‘a:

Kemxexamosa A. K.

WM.o. lpencenares Komurera
MCJIMIIMHCKOIO W (PapMaleBrHIceKoro
KOHTpOJist Munucrepersa

zipasooxpanetns Peciybimrn Kazaxcran
(D.ILO, nomRnoeTs)

pihatl] i
/r"f:"\nii‘wn b
AV WTET PR,

s Gl
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