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: ' EBPA3MWCKWIA 5KOHOMWYECKIIA COIO3
MWHWCTEPCTBO 3[JPABOOXPAHEHUNSA PECMYBJINKWU BENIAPYCb

COOTBETCTBUA HPOI/!3BOJJ,CTBAHHEKAPCTBEHHbiX CPELOCTB
TPEEOBAHWUSIM MPABI HALNEXALLEA NPOVU3BOACTBEHHOWU MPAKTUKIA
EBPA3CKOIO 9KOHOMUWYECKOIO COLO3A

Ne GMP/EAEU/BY/00421-2025

Cpoxk neiictaus ¢ 16 mast 2025 r. o 15 mas 2028 r.

BbimaH no uroram mnposefeHust (apMaleBTUUECKOW WHCMEKUMH B COOTBETCTBUM C BUJIAM
npoBeneHUs (HapMaLeBTHUECKMX WHCIEKLHH, yTBEpXACHHbIMU Peliennem Cosera 1/11"6@
SKOHOMHUECKOM KOMHMCCHM OT 3 HOs10pst 2016 r. Ne 83.

N

MuHKCTEPCTBO 3apaBooxpaHeHus Pecnybnuku Benapychb
. (HOHHOC U COKpALLCHHOC HauUMCHOBAHHs yﬂOHHOMO‘ICHHOFO opra

NIOATBEPIKIAET CIIEAYIOLIEe:
npose/eHa (hapMaleBTHYECKas MHCTIEKLIMA
= Saneca Pharmaceuticals a.s. , *
(HOHHOC HauMEHOBAHUE IIPOU3BOANT

'Nrftrianska 100, 920 27 Hlohovec, Sl

(ampec NPOU3BOACTBEHHOM IIT K

HA OCHOBAaHMM: ‘
npukasza MUHHCTEPCTBA 31paBooXpaHeHus Pecryon pyc@' 13 mapra 2025 r. Ne 265 «O6

OpraH13al{y MHCTIEKTUPOBAHUS. 20X
u P@%‘(THpOBaHHH, nocjieaHee U3 KOTOpbIX
cév

Ha 0CHOBaHMM CBELCHMIA, TIOTYUYEeHHbIX TIPH POBEIEH
6110 nposeaeHo ¢ 13 mas 2025 r. no 16 mad 2025 ., y BJIGHO, UTO AaHHOe (dapMaLeBTHUECKOE

TIPOM3BOJICTBO COOTBETCTBYET TpeboBa pamx&@unemameﬁ NPOU3BOACTBEHHOH MPaKTHKH
EBpa3uiickoro 3KOHOMHU4€ECKOro CO e @x Tpunuunam 1 PykosoacTsy Esponekckoro
COI03a 10 HajJiexkalleld Npous3BoJC o# N u& JIeKApCTBEHHbIX CPECTB ISl MEAULMHCKOrO 1
BETEPUHAPHOTO TpUMEHEHUs W I unuuna@ CucTeMbl COTpY/AHHYECTBAa (papMaleBTHHECKHX
uncnekuui (PIC/S). :
Hacroamumii cepTudukar o aeT CT%l’lfQleOHBBOLlCTBeHHOﬁ MUIOLLAJKM Ha MOMEHT MPOBEACHUS
(bapmanieBTHUECKOH MHCHEK ¥ 110 iCTeuenuu Gonee 3 JieT OT JaThl MOCJICQHEro JHA MOC/ISIHEro
UHCNEKTUPOBAHUS HE-MO! @c JIOKYMEHTOM, CBUJETENLCTBYIOLMM O CTaTyCe COOTBETCTBHA.
Cpox peiictBus ceprudukara MokeT ObITh COKpAlLeH MNP HCMOJIb30BAHMM COOTBETCTBYIOMIMX
MPUHLIMIIOB 1 p & ¥ NpY HaIMYMM COOTBETCTBYIOLEH 3amucu 00 3TOM B TOJC
«Orpanuue noa@ﬁrenbﬂme 3aMeTKH, Kacaroluecs 00JacTW MPMMEHEHHs HACTOsLIero
cepTH Q
Cep aT ABIseTeT e HCTBUTENLHBIM B Cllyuae MpPEICTAaBICHHs BCEX €ro JIMCTOB (KaK OCHOBHBIX
JICTOB, HUTENBHbIX JIUCTOB). :
MOAJIMHHOCT) HACTOSILEro cepTudukara MOXKHO NPOBEPUTH B 0ase JaHHBIX
3mpaBooxpaHenust  Pecnybiukn  benapyce, PacMoNIOKEHHOH 1O ajpecy:
Y rav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspe ktirovanie-na-sootvetstvie-
ggi&% n-gmp.php (Peectp cepruduxatos GMP EADC).
E eprudukaT He NpPeACTaBlICH a . Gase JOaHHBIX, CjeayeT oOpaTuTbCs B
yNOMHOMOUEHHBIH OpraH, ero BblIaBIIUMA.
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1. TPOU3BOJICTBEHHGIE OIEPALIMU — JIEKAPCTBEHHA S TTIPOJTY KLU

1.2 [HecrepunbHas npoayKiius
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Ne GMP/EAEU/BY/00421-2025
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1.2.1. HectepuibHas npoayKLus (TEXHOJIOTHUYECKHUE ONepaLiiy 1151 MOTyUeHUs CeayOLIMX

lIEKapCTBEHHBIX GOpM):
1.2.1.5. )Kupakue nexapctBeHHble HOPMbI 17151 HAPYIKHOTO TPUMEHEHHSI

1.2.1.13. Tabnerku
1.2.2. Boinyckatouuii KOHTPOJIb KauecTsa (cepTH(UKALIUA CEPUM)

1.5.1.5. XKunkue nexapcreerHbie GOpMBbI Ui HAPYHKHOTO NP

1.5.1.13. Tabnerku
1.6.3. Xumuueckue (pusuueckure) UCIBITAHH

1.2.1.2. Kancysbl B Msirkoii 06oouke
1.4.1.1. PacturenbHas npoayKuus
1.6.2. MUKPOOHOIOrMYECKHE MCIBITAHUS

1.5.1. IlepBuyHas yrnakoBka
1.5.1.2. Kancynbl B Mrko
1.5.2. BropuuHas ynakoBka

1.4.1. TIpoussoncTeo
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1.4.1.1. B otHomenuu 1.2.1.5
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