NG

NIACKW SKOHOMWYECKUIA COIO3
1P OXPAHEHWS PECNYBJIKWY BEJIAPYCb

Ne GMP/EAEU/BY/00427-2025

= Cpoxk neiictus ¢ 17 utons 2025 r. no 16 utons 2028 r.

Bbljan no wuroram npoBefeHHs (HapMaleBTHYECKOH MHCIEKUMM B COOBBETCT
nposeJieHUs: (GapMaLIeBTUUECKUX WHCHEKLMH, yTBep)KISHHbIMU PelueHHEM
IKOHOMHUECKOH KOMHUCcHH OT 3 Hos0ps 2016 r. Ne 83,

MunucTepcTBO 3apaBooxpaHeHus: Pecnyonviku benapych %
Ha)
N

(HOHHOC M COKpalICHHOC HANMCHOBAHUSA YITOJTHOMOYCH

MOATBCPXKIAACT Cnej:[y}Omee: N
nposeeHa hapMalieBTHYECKast HHCTIEKLIMS & Q\
Novartis Farma S.p. ,\,Q
(noJIHOE HAMMEHOBAHKE NPO 1) \ O~

Via Provinciale Schito 131, 80058 T. wnzjatd-(NA), Italy
(ampec nMpou3BOACTBEHHOH majg;&ujb\

Ha OCHOBaHWM: )

npukasa MuHHMCTepCTBa 31paBooxpaHeHus Pe KU Biﬁgﬁ’y% ot 13 urons 2025 r. Ne 700 «O6
OpraHU3alH UHCTIEKTUPOBaHHS. \L_‘Z}

Ha ocHOBaHMU cBeAeHUI, TONyUYEHHbIX g@@a HMHCTIEKTUPOBAHUS, MOCTIEIHEE U3 KOTOPBIX

e
ObL10 MpoBeseHo ¢ 15 mons 2025 r. o 120 , YCTAHOBJIEHO, YTO JaHHOE (hapMalleBTHIECKOE
NPOU3BOJCTBO COOTBETCTBYET TpeQ @ UM ST HaJJIeXKalled TMPOU3BOACTBEHHOMN TNpaKTHKH
H

.

EBpasuiickoro 3KOHOMHUYECKOrO -, 9KB HTHbix [TpuHumnam U PykoeoactBy EBponeiickoro
COr03a MO HajJieKallel mpou i WpakTHKe JIEKAPCTBEHHbBIX CPECTB /ISl MEAUIIMHCKOTO U
BETEPHHAPHOTO npumeﬂeﬂuﬂ np namMm CucCTeMbl COTpyIHHUECTBA (hapMalEBTHUYECKHX
uHcnekuuii (PIC/S). e

Hacroswwuit ceptud ama%beTaTyc MPOU3BOJCTBEHHOM MJIOIAAKH HA MOMEHT MPOBEICHHs
(bapmalLeBTHYECKO 0 ucTeveHuu Gojiee 3 JIeT OT JaThl MOCIEAHEro JHs TOC/eIHEero
WHCIIEKTUPOBAH @Moxcerﬂ WTaThCs JOKYMEHTOM, CBUAETENbCTBYIOUIUM O CTATYCE COOTBETCTBHSI.
Cpok peiicTB epmq&\l‘@r MOXeT OBbITh COKpallleH MPH HCMOJb30BAHUH COOTBETCTBYHOLIMX

npnﬁ BneE@ pUCKaMM TMpU HAJIMYMM COOTBETCTBYIOLIEH 3amucd 00 3TOM B moje

«Or. € I/IJ'I&‘ SACHUTCJIBHBIC 3aMCTKH, KacCaroluecs obnactu MPUMEHEHHS HaCTOALUECTO

cepTH Tayn. Q-

Ceprud Kaﬁemn NEMCTBUTENBHBIM B Clyyae MpPeACTaBAeHHs BCEX €ro JIMCTOB (KaK OCHOBHBIX |
JIMCTOB, Ta: OTIOJIHUTENbHBIX JINCTOB).

AyTeH@CTb (NOJJTMHHOCTB) HACTOSALIEr0 CepTUQUKATA MOXHO MNPOBEPUTh B 0a3ze MAHHBIX |
MunucrepcTea  3apaBooxpaHeHus  Pecny6nuku  Bemapych, pacnonokeHHOH —mo  ajpecy:

It s minzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstyie-
trebovaniyam-gmp.php (Peectp ceprudukaros GMP EADC). '

Ecian  ceprudukar He npeicTaBneH B ‘YKasaHHOM . 6ase JAHHBIX, CleayeT OOpaTHThCH B
YTNONHOMOYEHHEIH OpraH, ero BoIJaBIIMN. |
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3aK. 13818-2022.

YN «bymaxHas habpuka» foznaka,
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