EBPA3UNCKNI DKOHOMUYECKHI COIO3
MHUHUCTEPCTBO 3JIPABOOXPAHEHU S PECITYBJIUKU BEJIAPYChH

CEPTU®UKAT _
COOTBETCTBUA TPEBOBAHUSM ITPABWJT HAJUTEXKALLEN IIPOU3BOJICTBEHHOM
TMPAKTUKH EBPA3UKCKOI'O SKOHOMUYECKOT'O COIO3A

Ne GMP/EAEU/BY/0186-2022
Cpox getictus ¢ 30.06.2022 no 29.06.2025

Bbinan nmo wuroraM InpoBeseHUs (apMarieBTHUECKOW HHCIEKINHA B CQOTBETCTBHU C
IIpaBunamu npoBeneHus hapManeBTUUSCKUX WHCIIEKIMIA.

MunucrepcetBo 31paBooxpanenus Pecry6muku Benapycs MOATBEPRAAET CIIEeAYIONIEE :

TIPOBEJICHA (apMalleBTUIECKas HHCIICKITHUS
ob1ecTBa ¢ orpaHUYeHHO oTBeTcTBeHHOCTHIO «CTC-Bapvy»
(MonHOE HaMMEHOBaHKE NMPOU3BOAMTENS)
225251, bpecrckas oGmacts, VBanesuuckuii paiios, IoxcrapuHckuit ¢/6, 2, PecmyOnnka
benapycs; bpectckas obmacts, MBarieBuuckuii paioH, 2,2.KM\I0ro-3affanHee 1. XOJIONb,
PecniyGnuka benapyce; Bpecrckas o6nacts, MBaneBuuckuii paiton,~Jx. Xonomnes, yi. ['yka,
A. 50 n-3, Pecny6unka Benapycs; 220094, r. MuHCK, yi: I'epoBnas24, Pecriybnuka Benapyces
(ampec nponsBoACTBEHHOM MifolanKkH)

Ha OCHOBaHMM mpuKasa MuHHCTepCTBa 3apaseoxpaHeHns @ PecyOmuku bBemapych ot
1 mrons 2022 1. Ne 736 «O npoBeneHUU MHCIIEKTHPOBAHIIH:

Ha ocHoBanum cBemeHnmit, nOMy4yeHHMIX NpH' HpoBENEHHH (BapMALEBTHYECKOM
MHCHCKIMY, TOCICIHAS U3 KOTOPhIX Obuia WpOpeneHa B mepron ¢ 27 mo 30 moHsa 2022 r.,
CUMTACTCSA, YTO NAHHBIN (HapManeBTHUSEKHN NPOM3BOIUTENL COOTBETCTBYET TPEOOBAHUIM
IIpaBu Hauiexaleit IPOU3BOACTBEHAQH IIPaKTUKU EBPasuiickoro 3KOHOMHYECKOTO COI03a.

Hacrosimuuit cepTudukar 0mpakaer.efaTyc NMpoM3BOICTBEHHON IUIOMAIKY HA naty
NpoBeNeHUs GapManeBTHICCKOR MHCIEKINK 1 110 ¥ICTEYEHWH 3 JIET C IaThl POBEICHHUS ITOM
(hapMalleBTHYECKOM MHCIOKIM HEN TOIKEH MPHHAMAThCS B KAuecTBE JNOKyMEHTa,
CBHICTC/IBCTBYIOIICTO @g™eraTyce ¢OOTBETCTBUA. CpoK neifcTBus ceprudukara MOXKeT OBITh
COKpallCH U paCIdpPCR TIPY, HCTIONb30BAHUN COOTBETCTBYIOIIMX NPHHIMIIOB YIIPABICHUS
PUCKaMu IIpy H3IIUN COQTBETCTBYIOMLIEH 3anmucu 00 3ToM B moie «OrpaHuyeHHs WM
TOACHUTCITbHBEBAMETKH; KACAIOLIHECS 00]1aCTH NIPUMEHEHHUS HACTOAIIEr0 CEPTU(DHKATAY.

Ceprudmrat sABIseTCs NEHCTBUTENBHEIM B CIydYae IPEACTABIEHUS BCEX €ro CTpaHuIL
(Kak 0@HOBHBIX TMCTOB; TAK M TOTIOJTHUTENBHBIX THCTOB).

AYTeHTHYHOCTE (HOMTHHHOCTS) HACTOSAIIETO CEPTHUKATA MOYKHO IIPOBEPUTH B 0aze
AaHHBIX MunAcTepeTBa 31paBoOXpaHeHns Pecmy6muku Benapych, pacloNoKeHHOH MO
azapecy: http://minzdrav.gov.by/dlya-spetsialistov/lekarstvennaya-politika/index.php (Peectp
ceprudukaTroB GMP EADC).

Eoiin ceprudukar He npexncrasien B ykazaHHOHN Gase NaHHBIX, clenyeT oOpaTUThCS B
YIIOJITHOMOYCHHBIN OpraH, €ro BBIAABIINIA.
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[ JlekapcTBeHHbIE CPEACTBA LTSI MEAULIMHCKOTO NIPUMEHEHHS
M BerepuHapHbie JIeKapCTBEHHbIE CPEACTBA
[J DkcrepuMeHTaIbHBIE CPeICTBA

[TpOU3BOACTBO U KOHTPOJIb Ka4eCTBa
1. TIPOU3BOJJCTBEHHLIE OTEPAIMU - IEKAPCTBEHHA S [TPOJYKIHA
1. CmepunvHnas npooykyus

O 1. TTpomyKuysi, MPUrOTOBJIEHHAS ACENTHYECKUM MyTeM (onepany 00paboTKHU AN CIEAYIOMMX JIEKAPCTBEHHBIX
dbopm):

O} xunkue nexapcrBeHHble GopMbl GONTBLIOTO 06beMa

0 sxuaxue nekapcTBEHHbIE (HOPMbI MAJIOro 06bema

U nucnepcuu

O nuodunusarel

L] tBepable nekapcTBeHHbIE HOPMBI U UMILIAHTATHI \Q
0] msirkue nexapcTBeHHble GOPMBI Q
0 npouas nponyxius ad

Q
O 2. Mponykiws, moasepratowasics GUHUIIHON cTepuu3aLuu (onepaury o0paGoTKH JUTA cneu@ux
JIEKapCTBEHHBIX (HOpM):

\L‘Z}

O sxunkue nexapcTBeHHbIe GOPMBI GONBIIOTO 06beMa Q
[ xunkue nexkapcrBeHHbie GOPMBI MAJIOTO 0ObeMa &

0 TBepable nekapcTBeHHBIE GOPMBI U HMILTAHTATI

L1 msrkue nexapcTBeHHbIE HOPMBI £ E ‘bﬁ

Onpouas npoxykuus, nekapcTBeHHbIE HOPMbI
0 3. BbImyckaroLuii KOHTPOJIb KauecTBa

2. Hecme, npor)
M 1. HecrepunbHas nponykuus (onepawuu o6p umx JIeKapcTBEHHBIX (popm):
O kamcysnsl B TBepAO#M 06010UKe \\QJ
O kancynsl B MArKoii 060104Ke QQ
[ xeBaTesbHbIe JIEKAPCTBEHHBIE %\
[0 umnpersupoBaHHbIe JIeKapCTB Mb \

\
M xunxue nekapcTBEHHbIE (b MBl, 1St Ha Oro NPUMEHEHUs
M xunkue nexkapcTBEHH 1 ;Um eHHero NpUMEHEHUS
[J meauImHCKUE raso!

O npouwe TBepan a C prI
O npenapartsl, H xo necsl naBne}meM
O reneparo 0Hy}<Jﬁ>®o

O msirku TBEHHb] q)oprl

no3n&)8@1

U Tparcnep mﬂble IIacThIpH

O yCTpom;%a U1 MTHTpapyMUHAIBbHOTO (BHYTPHPYOLOBOr0) BBEACHUS

'\ﬂ NPOLYKLHUS
™ 2 IXycxaloun/n/l KOHTPOJIb KauecTBa

K\
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3. Buonozuueckas nexapcmeeHnas npOOYKYus.

U1 1. Buonornyeckas JiekapcTBEHHas MPOIYKLIMS: '

O npoayxTsl kpoBu

U] uMMyHoOJIOrH4ecKas NPOLY KIS

U npoxyKTbl Ha OCHOBE COMATHUECKHX KJIETOK

[ reHOTepaneBTUYECKHME NPOLYKThI

[ mpoayKTbl TKaHEBOI MHKeHEPUH

] GuoTexHonOrMY€ecKas MPOLYKIMS

0[] npomyKTel, 3KCTParMpoBaHHbIE U3 KMBOTHBIX HCTOUHMKOB WK OPTaHOB (TKaHeH) yenoBexa

U npouas npoaykuus
L12. Beimyckarommuii KOHTPOIb Ka4ecTsa (epedeHb THIIOB MPOLYKLHH):

O npoxykThl KpoBH

[J umMyHonoriyeckas npomyKuus \Q
L] npomyKThbl Ha OCHOBE COMAaTUYECKHX KIETOK Q
[ reHoTepaneBTUYECKHE MPOLYKThI bg:\*

U] npoayKThl TKaHEBOH HHXKEHEPHH

[ 6uorexHoNIOrMYECKas NPOLYKLUS ?
L] mposyKThI, 3KCTParupoOBaHHbIE U3 KMBOTHBIX HCTOUHHKOB MJIH Opra T ax—xeu)@ﬂossxa

U npouas npomykuus

4. Ilpouas npodykyus unu npou3eodcm eﬂmeﬂ&cmb

0 1. MpoussoacTso: ¢ é %

0 pacturensHO# npoxykuuu (b'

[ romeomnaTiyeckoi npoayKuum 4CZ)'Q

Onpoyast mpoiykuus
[ 2. Crepunu3saiiis akTHBHBIX BEIIECTB, BCIOMO Be@ra TOTOBO# NMPOLYKLMH:

O ¢unbTpanus \Q)

[ cyxoxapoBasi cTepunusaims \

[ crepunuzaums napom

L] xuMuyeckas crepunmsais \,\%
O crepunuzaums ramma-uzn %\‘b
[ crepunuzanus 31eKTPOHHB nyqe

[ 3. ITpouee

I 4. INepBuuHas (BHY: & &
0 xancysisl B TEEPAQIH 06010

O Kal'lch'ILI 1/1 060‘5@{ e
nexa@%em—xble ¢dopMbI
posa&ub JieKapCcTBEHHbIE POPMBI

M ximgue n BeHHble (OpPMBI 1711 HAPYIKHOTO NPUMEHEHHA
] xcmume pCTBeHHble (hOopMBbI 1 BHY TPEHHETO MPUMEHEHUS
O Mez[m@; CKHe€ rasbl
O HR\Q}I/IC TBEPbIE JIEKAPCTBEHHbIE (HOPMBI
€TIapaTel, HAXOIALIMUECS MO AABICHUEM
\'\fx_‘l TE€HEpaTOpPhl PAIHOHYKIHUAO0B
L] mMsArkue nekapcTBeHHble GOPMbI
[ cBeun (cynnosutopun)
OJ rabnerku
U TpaHcaepManbHbIe MIacThipu

[ yerpoticTsa 11t MHTpapyMuHaILHOTO (BHYTPUPYGLOBOr0) BBEAEHUS
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U1 mpouast npoayKuusl, JekapcTBEHHbIe GOPMBI
[0 5. BropuyHas (noTpebuTesnbekas) ynakoBka
M 6. Boimyckarowmuii KOHTPOJIb KauecTsa
01 7. MEKpOGUOIOrHYecKOe TECTUPOBAHKE: CTEPHIILHOCTD
O 8. MukpoGHONOriyecKoe TECTUPOBAHKE: HECTEPUILHOCTD
M 9. Xumnueckoe (GU3NIECKOE) TECTUPOBAHKE
[ 10. Brosioruyeckoe TECTHPOBAHHE

I1. KOHTPOJIb KAYECTBA ITPU UMITOPTE JIEKAPCTBEHHOM IMPOJIYKLIUH
[ 1. KoHTponb kavyecTBa MMIOPTUPYEMOI JIEKAPCTBEHHOM TPOLYKLIMK:
[J MUKPOGHOIOrHYeCKOe TECTUPOBAHHUE: CTEPUILHOCTD
L] MHKpOBHOIOTHYECKOe TECTUPOBAHUE: HECTEPUILHOCTh
O xuMuveckoe (GpU3NIECKOE) TECTUPOBAHUE

O 61onoruyeckoe TECTUPOBAHHE. &\Q
] 2. Beimyckarouuit KOHTPOJIb (CepTUdUKALUS CEpUit) IMIIOPTUPYEMO#i MPOIYKIL Q
O CrepuibHast npoayKUys: b’é\v
U npoayKuus, NPUroTOBJICHHAS aCENTUYECKUM MyTeM \<\\
[J npomykuwst, nogBepraomascs GUHALIHON CTEpUIN3aLIHU @ .\L.(b'
U HecrepuibHas npoayKuus Q '\i\.\
[ Buonoruyeckas JeKapCTBEHHAA IPOAYKLIMS: & Q
OJ mpoaykThl KpoBH ;Q

(b' o
O uMMyHostoruuecKas NpoayKLys ‘bﬁ

[J mpoayKThl Ha OCHOBE COMATHYECKUX KJIETOK
0 reHoTeparneBTHYECKUE POLYKTHI
U npoxyKThl TKAHEBOH HHXKEHEPUH
[J 6uoTexHoIOrHYECKast POAYKIMS
[J mpoyKThl, 3KCTParupoBaHHbIE U3 mn{;@ ncmq}%&&}z WY OPTaHoB (TKaHeH) yenoBeka
O npouas npoaykuus
[0 3. TTpoyas gesATenLHOCTb MO I/IMI‘IO \’ BBO3Y): \\C}
O nyomanxa GUsHUecKoro nTa BB03a) ‘b/

0 mMnopT npoMexxyTOUHOro\IpoNyKTa, %@epra}omeroca JanbHelel o6paboTke

O opouee
OrpaHn4eHus WU 1o Q}%me 3aMETKH, KaCaloLIecs 061aCTH IPUMEHEHIs CepTHHUKaTa:
122, 1.4.6 u 1.4.9 MKaTa pacrnpoCTPaHAETCs Ha MPOM3BOACTBO BETEPHHAPHBIX NPENaparoB B

4aCTH KOHTPO @Ba no Ad§ecy 225251, Pecny6nuka Benapyce, Bpec»-rean 6JacThb, MBaLieBUUCKUH palioH,
Honcmpnacxn@ 22(2& ecny6nuka benapycs, r. MuHCK, yi1.

1\@ I/ICTpa 30paBOOXPAHEHUS
Pecn 15695 apych

@% 2022
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