EBPA3UNCKWI DKOHOMMWYECKUI COI03
MHUHUCTEPCTBO 3JIPABOOXPAHEHUS PECITYBJIUKHU BEJIAPYCH

CEPTU®UKAT
COOTBETCTBUA TPEBOBAHUSIM TTPABUJT HAJJIEXKAIIEN I[TPOU3BOJICTBEHHOM
TTPAKTUKU EBPA3UCKOI'O SKOHOMUYECKOT'O COIO3A

Ne GMP/EAEU/BY/0185-2022
Cpoxk peiictus ¢ 08.07.2022 no 07.07.2025

BI)I)IaH II0 UTOraM IIPOBCIACHUS Q)apMaueBaneCKoﬁ WHCIICKIIMM B COQOTBETCTBHUU C
HpaBI/IJIaMI/I ITPOBCACHUA (I)apMaHeBTI/I‘IeCKI/IX AHCIIEKIUH.

Munncteperso 3apaBooxpaneHns PecriyGiuku Benapych moaTsepkaaet caduydiee:

npoBejieHa hapMalleBTHYCCKas MHCIIEKIUSL
Quest Vitamins Middle East FZE
(HOHHOG HauMCHOBaHHUE l'[pOI/I3BOZ[I/ITeJ'IH)
Plot Ne S20708A, Jebel Ali Free Zone P.O. Box Nel17836. Dubdi}t/nited Arab Emirates
(anmpec MpOU3BOACTBEHHOM MIOLIA KT
Ha OCHOBaHMM TNpuKasa MuHucTepcTBa 3/1paBoOxPadenus “Pecrnybnvku  Bemapych
ot | mronst 2022 r. Ne 736 «O npoBeieHMy HHCTIEKTHPEBAHMS.

Ha ocHoBannn cBeneHnmit, momyueHnsix ¢ fiphy npoBéfieHnn  (apManeBTHYECKON
MHCIICKINY, MOCIEHAS U3 KOTOPEIX Oblia mpopéacka B nepron ¢ 06 mo 08 mrons 2022 r.,
CUATAETCA, YTO NAHHBEIN (apMaleBTHYECKHAJIPOM3BOATEND COOTBETCTBYET TPEGOBAHHUIM
IIpaBui HajeKallelt IPOU3BOCTBEHHOM I{PAKPUKI EBPasHifckoro 3KOHOMHYECKOTO COKO3a.

Hacrosimuit ceptuduxar orpaxkagnNcTaTycNHPOU3BOICTBEHHON IUIOMAAKA Ha JaTy
IpoBeIeHNs PapMaleBTHIECKOH MHGAGKIMY U 110 NICTEYEHNH 3 JIET C JaThl IPOBEACHHS STOM
(apmaneBTHYCCKONM MHCIIEKIUY, (He TO/HKSH INPUHUMATECS B KAyeCcTBE JOKYMEHTa,
CBUICTCIBCTBYIOIEIO O CTATyC® COOTBENCTBHS. CpoK NeHCTBUsS cepTU(UKAaTa MOXET OBITH
COKpallleH W PaCIIMPEH TPY WETIONR3DBAHMU COOTBETCTBYIOIMX MMPUHIIMIIOB YIIPABICHHS
PUCKaMy MpW HATUMYMK _COOTBCTCTBYHOIICH 3amucu o0 5ToM B moje «OrpaHudeHds WIN
TIOACHUTEIIbHBIC 3aMETRY, Kacaroliecs 00/1aCTH IPUMEHEHHUS HACTOSIIIEr0 CepTU(HUKATAY.

Ceprudurar_saBhgeTes A€HCTBUTENBHEIM B CTyuae MPEICTABICHUSI BCEX €ro CTpaHUIl
(KaK OCHOBHBIX JIHCTQB, TAK ! ONOJHUTETHBIX JILCTOB).

AYTeHTH9HOLTS (TIOMTHHHOCTS) HACTOSIIETO CEPTH(UKATA MOXKHO IIPOBEPUTH B Oaze
MaHHbIX~)[yHicTepCcEBA 3MpaBoOXpaHeHus Pecny6iuku Bemapych, pacloIOKEHHOH 110
anpecy: http://minzdrav.gov.by/dlya-spetsialistov/lekarstvennaya—poIitika/index.php (Peectp
ceprudukator GMP EADC).

Ecmn eeprudukar He IPEIICTaBICH B yKa3aHHON 0a3e JaHHBIX, CIENyeT 0OpaTUTLCS B
YIOJITHOMQYEHHBIN OpraH, €ro BBIAABIINIA.
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[ JlexapcTBEHHBIE CPENCTBA IIsl MEAULIMHCKOrO IPUMEHEHHS
U BeTepuHapHbIe JIEKapCTBEHHBIE CPEACTBA
0 DkcnepuMeHTaBHBIE CPENCTBA

[Tpou3BOACTBO M KOHTPONE KauecTBa
I. TIPOU3BO/JCTBEHHBLIE OITEPALINU - TEKAPCTBEHHAS ITPOIYKLIMA
1. Cmepunvras npooyxyus

LI1. [TpomyKuus, MPUrOTOBIICHHAs aCeNTHYECKUM ITyTeM (ONepaiiu o6paGoTKM LIS ClIeIyFOLINX TeKapCTBEHHBIX
bopm):

[ sxuakue gexapcTBeHHbIe GOPMBI GONBIIOr0 00beMa

U »xuakue nexapcTBeHHbIE GOPMBI MATOro 06bemMa

O mucriepcun

Olmodunmzars
LIteepmble nexapcTBEHHbIE HOPMBI U UMILTAHTATHI @
[J msArKue JeKkapcTBeHHbIE GOPMBI %Q

0] npouast mpoayxuus <
0 2. Mpoayxkiys, moxBeprarowmasics: GUHALIHOMN cTepuIu3aLuy (ONepalu 06paGoTKy L ci@%mnx
JIEKapCTBEHHBIX (popM):

[ »xunkue JiekapcTBeHHbIE GOPMBI GOIBIIOr0 00beMa

0 skuaxue JiekapcTBeHHbIe GOPMBI MATOro 06seMa &
[ TBepable NeKapCTBEHHbIE (POPMbI ¥ HMILTAHTATHI (b

[J MArkue nekapcTBeHHble GOPMBI

Clnpoyas npoayKuusi, JIeKapCTBEHHbIE GOPMbI é\(b‘
[J3. BelmycKarom#ii KOHTPONIL KaYecTBa 4
2. Hecm x}
I 1. HecrepibHas NpoayKius (Onepaiuu oop. n@o X JIEKApCTBEHHBIX QOPM):
@

O xancynsl B TBepaO# 06010uKe

0 xancysisl B MATKO} 060710uKe & QQ

0 sxeBaTe bHbIE JTEKAPCTBEHHbIC \,\%

[] iMnpernupoBaHHbIe JeKapCTBEHHBIE (hop Bl

U sxuakue eKapCTBEHHbBIE (b M I ISt H HOTO [PHMEHEHHS
O sxuzkue lekapcTBEHHBIE GOPMBI M%Qly’rpeﬂﬂero NPUMEHEHHS
0 menuumHcKmre ra3

0 mpoune TBeleBI ﬂ (OpMBI: TIOPOLIKH

U] npenapaTsl, gaxo, ;mmec naBneHneM

[ renepar HOHy
MATK CTBeH@ opMm
nosn 0 H)
& LITLIC 000J10UKOI
Od Tpchne Lx-me TIACThIPH

O yerp ﬁ&’sa IUTA MTHTpapyMHUHAIbHOTO (BHYTPUPYOILI0BOr0) BBEAEHUS

;1 POy KIS
M 2. ép}wcxa}omnu KOHTPOJIb KauecTBa
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3. Buonozuyeckas nexapcmeennas npodykyus

L1 1. Bruonornueckas nekapcTBeHHas MPOAYKLMS:

O npoxyxTs kpoBH

L] uMmyHOMOrYecKas NpomyKLms

L) nposykTsl Ha OCHOBE COMATHYECKUX KIIETOK

L] renoTepanesTHYECKHE TIPOLYKTHI

Ll nponyKThI TKaHEBOH HHKEHEPHH

L] 6rorexHonOrHYECKas MPOAYKIHS

U mponyKThi, 3KCTparnpoBaHHbIe U3 KHBOTHBIX HCTOYHUKOB HIIH OpraHoB (TKaHeil) yenoBeka

U mpouas npoxyKums
012. Beimyckaromuii KOHTPONb KauecTBa (Mepe4eHb TUMOB NPOLYKLIHH):
U npoayxTsl kpoBu
L] iMMyHoOMOrMYecKkas MPOLYKLHs
L] MpomyKThl Ha OCHOBE COMATHYECKHUX KIETOK
L] reHOTepaneBTHYECKHE POTYKTHI
L] mposykTsI TKaHeBOH HHXEHEpHH
[0 6uorexnonoruueckast MPOIYKLUS

U npoyas npomyKims
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O nponykrer, SKCTparupOBaHHbIC U3 KUBOTHBIX UCTOYHUKOB WIH aHC%QOBeKa

QO
4. Ilpouas npodykyus unu npoussodcmeéH, eﬂme%b&cmzp

0 1. IpowusBoacTeo: ‘bﬁ
(I pacTuTenbHOM IPORyKLUK N
o

L] romeonariyeckoi mpoayKiuu &
U npouas npomykuus &B ,c;&
01 2. Crepunusanys akTHBHBIX BEIIECTB, BCIOMO f{t , TOTOBO¥ NPOLYKIIMU:
O ¢unerpaums \\,QJ
(1 cyxoxapoBast cTepuIH3aLys & Q
O crepunusauus mapom . %\Q
[ xumuyeckas crepunmsanus @ . ‘b\"\
O crepunuzauus raMMa-I/BJIy'ml \%\
[ cTepuansaums 3nexTpoHHsI yqe@.

[J 3. TIpoyee %ﬂ ‘b’%
4. ITepBuunas (BHy S5t :
Aoy

O xancynsr B TREpI0H 060710

O xancyJist l@ 060,184k
0 »xeBarébHBIC Neka; @%HHMC (bopmbl
0

er BaHHBLSSICKAPCTBEHHbIE JOPMBI
[ sxuigne nexapotBeHnbie (GopMBI JUIA HapyKHOTO MPUMEHEHHUS
0 xunkue CTBEHHBIE (DOPMBI [Tl BHY TPEHHETO NPUMEHEHHUS
a Mean@ KH€ rasbl
O np&\}e TBEPAbIC JIEKAPCTBEHHBIE QOPMBI: TIOPOILIKH
%@énapanﬂ, HaXOASAIIUECS MO AABIEHUEM
o FE€HEPATOPBI PATUOHYKIIUIOB
LI MArkue nekapcTBEHHBIE GOPMBI
O ceun (cymmosuropun)
[ TaGneTKH, MOKPBIThIE 0GONIOUKOI
L] TpancepManbHbie MiacThpu
L] ycTpoiicTBa Ui MHTpapyMUHAIBHOTO (BHYTPHPYGLIOBOTO) BBEAECHHUS
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L] mpoyas npoayKiws, iekapcTBeHHbIE hOPMBI
I 5. BropuuHas (moTpeGuTenbeKas) YITaKOBKa
I 6. Belmyckarommii KOHTPOJb Ka4ecTsa
[ 7. MEKpOGHONOrMY€ECKOE TECTHPOBAHHE: CTEpPUIIBHOCTD
I 8. MukpoGronorieckoe TECTHPOBAHHUE: HECTEPUILHOCTE
M 9. Xumudeckoe (bpusmueckoe) TECTUPOBAHUE
L 10. Buonornyeckoe TeCTHPOBaHHE

II. KOHTPOJIb KAYECTBA ITPU UMITOPTE JIEKAPCTBEHHOM MMPOAYKLINN
[ 1. Konrposs kauecTBa HUMIOPTUPYEMOH JIEKAPCTBEHHOM MPOLYKLIUM:
L] MUKPOGHOIIOTMYECKOE TeCTHPOBAHHE: CTEPUIBHOCTH
L) MMKPOGHOIOrHYECKOE TECTHPOBAHHE: HECTEPWILHOCTD
[ xumuueckoe (husnueckoe) TecTUpoBakye

[ Guonoruyeckoe TeCTUPOBaHME. _ X\Q,
(] 2. Beinyckarouuii KOHTPOIIb (cepTudukarus cepuii) IMIOPTUPYEMOI POAYKLL A.\,Q
U CrepuibHast poayKIus: &z’
U] npomykuust, NPUroTOBEHHAA aCENTHYECKAM myTeM \'\f\\
U nponykis, moaseprajowmasics GUHHIIHON CTEPHIM3ALUHI % .\L,(b‘
[ HecrepuibHas poxyKius Q '\i\\
U Buonoruueckast nekapcTBEHHas IPOLYKLIS: & Q

[J nmpoayKThl KpoBu
[ uMMyHONOrMY€eCKas TIPOLYKLIHS %« ]
L] npoayKThl Ha OCHOBE COMATHYECKHX KIIETOK $ 'Q\
L] reHoTepaneBTHECKHE IPOTYKTHI @
U] nponyxTsl TKaHeBOM HHXKEHEPHH
L] GroTexHOIOrHYECKas IPOLYKLIHS \T—y‘b
] npomyKTbl, 5KCTparMpoBaHHbIE U3 )KI/I croq B WK OpraHoB (TKaHel) YenoBeka
0 npouas npomyxuus
U 3. TIpoyas AeSTENBHOCTD IO UMIIO ) \\CJ
0] mowmanka GpusM4eckoro UM @
O ummopt np0Me>1<yTquoro OJyKTa, n praromeroc;{ JanbHele 06paGoTke
O] npouee c:.
OrpaHndeHust wny mosic bHbIE 321&@@1 Kacaromuecs o0nacT NpUMeHEHIsFeepTH(UKATA: -
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