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EBPA3UINCKUIA SKOHOMMWYECKUIA COKO3
MWHWUCTEPCTBO 3[0PABOOXPAHEHWUA PECMYBJINKU BENTAPYCb

COOTBETCTBUsI MPOU3BOACTBA JIEKAPCTBEHHbIX CP
TPEBOBAHUAM MPABWUJT HALNEXXALLEN NPOU3BOACTBEHH
EBPA3MIACKOIO 3KOHOMWYECKOTIO COIO

Ne GMP/EAEU/BY/00505-2026

Cpoxk peiictus ¢ 12 vtons 2026 r. no 11 urons 20

Bbigan no uroram mnpoBeaeHHs GapMaleBTHUECKONH WHCMNEKLMH
npoBeAeHUs (apMaleBTHUECKUX WHCMEKLUMH, YTBEpKACHHBIMH
9KOHOMHUECKOH KOMUCCHH OT 3 HOs16pst 2016 r. Ne 83.

MuHHKCTEpPCTBO 3paBooxpaHeHus Pecrybauku benapych
(HOHHOC U COKpalUCHHOC HAUMCHOBAHWS YTIOJIH

NOATBEPIKAACT CIEAYIOLLEE:
nposeneHa d)apmaueBanecmﬂ HUHCIICKLUHA
Bioton S.A

Ha OCHOBaHMHU:
npvkaza MuHHCTEpCTBA 3ApaBooxpaHeHus P ku_benapych ot 3 anpens 2026 r. Ne 374 «O6
OpraHu3alH HHCTIEKTUPOBAHHUSAY.
Ha ocHoBaHHM CBeEHHIi, MOSYYEHHBIX I enﬁpm WHCTIEKTUPOBAHHS, MOC/IEHEE U3 KOTOPbIX
Ob110 npoBeAeHo ¢ 8 utoHs 2026 r. o 12 &202\@ I., YCTaHOBJIEHO, YTO JaHHOe dhapMalieBTUYECKOe
TIPOU3BOJCTBO COOTBETCTBYET Tpebo BWJI - HaJJiekallel MPOWU3BOACTBEHHON MpPAaKTUKH
EBpa3zuiickoro 3K0HOMHUYECKOIro CO M,B\gsneHTHblx IMpunuunam u Pykosoactey Esporneiickoro
COK03a MO HajIeXauleld MPOU3BOAC AKTHKE JICKAPCTBEHHbIX CPEACTB U1 MEAMLIMHCKOTO H
BETEPUHAPHOTO  MPUMEHEHHUS Hgl’ﬂ am CucreMbl CcOTpyaHHuecTBa (hapMalleBTHUECKUX
uncnekuuii (PIC/S). &
Hacrosiumii ceprudukar orpakaeT CFATYC NPOM3BOACTBEHHOH MJIOIIANKH HA MOMEHT NPOBEACHHs
(apmalieBTHUECKOH HHCTE ngiictedenuu Gosiee 3 JIET OT AaThl MOCIEAHErO HS MOCISAHEro
MHCTIEKTHPOBaHUS He MOﬁCT TaThCs IOKYMEHTOM, CBHAETEIILCTBYIOLIHMM O CTAaTyCe COOTBETCTBHS.
Cpok neWcTBus cept MOxeT ObITh COKpalleH TP MCIOJIb30BAHUM COOTBETCTBYIOLIMX
NPUHLIMIIOB  yTpaBielus pMCKAMH TPH HAJM4WM COOTBETCTBYIOLIEH 3amucu o0 3ToM B noJje
«OrpaHuueHus u HUTCbHBIE 3aMeTKM, Kacatolyecs o00/]acTH NPUMEHEHHs HACTOSLIEro
cepTudUKaTay. 9 :
Ceprudukar ﬂ}% CTBUTENILHBIM B Cjlyuae NpeacTaBieHHsl BCeX ero JIMCTOB (KaK OCHOBHBIX
‘ H

JIUCTOB, Tak TEbHBIX JIUCTOB).

, b (I HHOCTb) HACTOSAIIErO cepTHhUKATA MOXHO TNpPOBEPUTH B 0ase JaHHbIX
MuHucTepetBa @asooxpaﬂeﬁm Pecny6nukn  benapych,  pacrosniokeHHOH no  azapecy:
https:/minzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zdgavookhraneniva/index.php (Peectp SpTI/I(bI/IKaTOB GMP EADC).

Ecau cepTurgs;lDKaT He TpEACTaBleH B YKa3aHHOH  6a3e JaHHbIX, CleayeT o0paTuThes B
yl'lOIIHOMOX/@-lHLIP’I OpraH, ero BbIJABIUMH. | e
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No GMP/EAEU/BY/00505-2026

!

[/ JlexapcTBeHHbIE CPEACTBA TSI MEAULIMHCKOrO MPUMEHEHHS
[ JlexapcTBeHHbIe npenapathbl A58 KIMHUUECKUX UCCAEA0BaHUH (MCTbITAHUI)

Kon I HanmeHoBaHue

1. TPOU3BOJICTBEHHBIE OITEPALIMH — JIEKAPCTBEHHAS IPO Y KLIMSI

1.1 |CrepunbHas npogyKuus

1.1.1 TIpousBoaumasi B acenTHUECKUX YCnoBUsAX (onepaluy 00paboTKu 1l CeaY WX
nexapcTBEHHBIX POpM):

1.1.1.2. XXupnkue nexapcteerHbie Gopmbl Manoro oobema

1.1.3. Brimyckarouyii KOHTPOJIb kayecTsa (BbIMYCK CEpUH)

buosoruyeckas JICKApCTBCHHAaA NMpoaAy KLU

1.3.1. buonoruueckas nekapcTBeHHas NPOLYKLMS:

1.3.1.5. BuoTtexHosioruueckas npoayKuus

: g O
1.3.2. Beimyckarowuii koHTpoJib (cepTudrkanms cepun) (nepeveHb BUAOBTPOAYKLIMN):

i
1.3.2.5. buorexHosoruueckas npoayKuus : S

YnakoBka

1.5.2. BropuuHas ynakoBka

KoHTponb kauecTpa

1.6.1. MukpoOuoaoruueckie UCTIbITaHUS: CTEPHIILHOCTD s

1.6.3. Xumuueckue (puznyeckrie) UCTIbITAHUS

1.6.4. buonoruyeckye UCTbITAHUS

3. TIPOM3BOJICTBEHHBIE OITEPALIMH — @ARMAHE,%WHECKHE CYBCTAHLIMH
dapmaueBTHyeckas cybcTaHums (Cy6eTanimum): pekOMOMHAHTHBIN YenoBeeCKNii HHCYIHH

3.3 [llponseoncteo dapmaueBTHHEeCKHX CYOCTaHLMA C HEHONB30BAHMEM GHONOTHUECKHX
MPOLIECCOB " A

Q.

3.3.2. [1pou3BOACTBO C HCMOJIB30BAaHUEM Kﬁeroqﬂgg?x KYJIbTYP PEKOMOHMHAHTHOTO

YCJIOBEYECKOIo HHCYJ/IHHA A Q
N 104

3.3.3. Boizenenue (ouncrka) ,7§

O

,d)» N

3aBepuUIalOUINe CTaJuH NMPOU3BOACTB LIEBTHUECKHX CyOCTaHLMH

neTBa fapma
B; (@)

3.5.1. Craguu dusnyeckoit o6p§6§ﬁcu: BaKyyMHas Cyuika

3.5.2. [lepBuyHas ynakoBka |

3.5.3. BropuuHas ynakoBka

KoHntponb kauecta [ \&é

3.6.1. Ouznueckue (XHMHq’éCKL@ UCTIBITAHUS

&
3.6.3. Mnxpo6uonomqecxne§cnbeaHml (MCKJIIOUAst UCTIBITAHKE Ha CTEPUIILHOCTD)

4
3.6.4. Buonoruueckye HcngrraHys

Kacaroifinecs 061acTi NpUMeHeHHs cepTU(HKaTa: HeT.
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