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EBPA3UIACKII SKOHOMUWYECKWIA COIO3
MWHWUCTEPCTBO 3, PABOOXPAHEHUS PECNYB/IVIKW BENAPYCb

] OCTBA JIEKAPC ‘
IAJITEXKALLLEA NMPOM3BOACTBENTON T{&&PAKTM KU

KOO 3SKOHOMMWYECKOIO C@toaa

Ne GMP/EAEU/BY/00457-2025

S
Cpox peiicteus ¢ 16 oxtabps 2025 r. no 15 oxta6ps 20@;&" r.

Bbigan mo wutoram nposeaeHus (apMaLeBTHUECKOH MHCHEKLHH B co\é’rBeTCTBun ¢ [IpaBunamu
nposeaeHus (apMaLeBTHYECKUX HMHCNEKLUMMN, YTBEPIKACHHBIMHY Peu;g@hem Cosera Eppasuiickoii
9KOHOMHYECKOH KOMUCCUH OT 3 HOstOpst 2016 1. No 83, © + S

MunucTepcTBo 3/1paBooxpaHeHus Pecniybnuku Benapych ,\,@
(MOJIHOE M COKpAILEHHOE HAUMEHOBAHHS ynonHOMoqeo®oro opraHa)

MOATBEPIKAALT ClIeaYIOLIEE: _ Q\:?

nposeaeHa dapMalieBTHYECKas MHCIIEKLIUS R
Max Zeller Séhne AG, Swi;&rland

(nonHOE HalMEHOBAHUETIPOUZBONUTEIS )
Max Zeller Shne AG, Seeblickstrasse 4, 8590 Romanshorn, Switzerland
(ampec np0u3BO)JCTBcHHQE§nnomanKn)
Ha OCHOBAHHMU: NS
npukasza MuHucTepcTBa 3upa300xpaHeHuﬂ'Pecny68%KH benapych ot 6 mas 2025 r. Ne 542 «0O6
OpraHM3aLMy HHCTIEKTUPOBAHUAY. &Qr
Ha ocHoBaHuM cBeneHuUH, NoMyueHHbIX TIpH np@neﬂuu MHCIIEKTUPOBAHHUS, MOCIEAHEE U3 KOTOPBIX
Obio mposeseHo ¢ 14 oktabps 2025 r. g& 16 okrsabps 2025 r., yCTaHOBJIEHO, YTO JAaHHOE
(dapmMaLeBTHUECKOE  MPOU3BOACTEO co@eTCTByeT TpeboBaHusM  [lpaBun  Hagnexaueit
MPOU3BOACTBEHHOH NpakTHkY EBpaskiickore 5KOHOMUUYECKOro CO03a, SKBUBAEHTHBbIX [TpHHLHNAM 1
Pyxososctsy EBponeiickoro colosaino Haanexaiueil npou3BOACTBEHHON MPAKTHKE JIEKAPCTBEHHBIX
CPEJICTB /1Sl MEJMLIMHCKOrO W BETEPUHAPHOrO NPUMEHEHUs U NpuHLMIaM CHCTEMbI COTPYAHHYECTBA
(bapmaLeBTHYECKMX HHCTIEKITH (PIC@.
Hacroswmuii ceprudukar 0Tpa>1<ae;§é1‘a1"yc NPOU3BOACTBEHHON MJIOLIAAKH Ha MOMEHT TNpPOBeACHMs
(apmaLeBTHUECKON UHETIEKLMH @’ﬁo ucTeueHUH Gonee 3 neT OT AaThl MOCAEAHErO AHS MOCIEIHErO
MHCTIEKTHPOBAHHNS HEMOXKCT CUHTATHCS 1OKYMEHTOM, CBHAETENLCTBYIOIUM O CTAaTyCe COOTBETCTBHS.
Cpok neiicTus cepmdmlca\w\% MOXET OBITb COKpAlleH IMPH MCMOJb30BAHHU COOTBETCTBYHOLINX
MPUHLMIIOB  yTIpaBjieHus %’ECKaMM NPy HaJM4YUU COOTBETCTBYIOLLEH 3amucu o0 3TOM B rofe
«OrpaHuueHus _u/in no;{lgﬂmenbnble 3aMETKH, Kacaroluecs o0JacTH NPUMEHEHHMsT HACTOSLIErO
cepTudukaray, o
CepTuduiar sBIFCTCA 1eHCTBUTENbHBIM B CIlydae MPEACTABIEHHUs BCEX €r0 JIMCTOB (KaK OCHOBHBIX
JINCTOB, TaKM AOMOAHUTENBHBIX JINCTOB).
AYTEHTUUHOCTH \éﬁounmmocn,) HaCTOSILEro CcepTUdHKaTa MOXKHO INPOBEpUTh B 0aze JaHHBIX
MunncrepeTsa -\ 31paBooxpanenns  Pecny6iauku  Benapyeb, pacnonoxkeHHodt no  ampecy:
https://minzdea® gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministcrst‘\fzuf?a?\"iravookhmneniva/index.php (Peectp cepruduxaros GMP EADC).
Ecnn  cepriidukar ne npescraBnen B ykasamHOW Gase naHHbIX, CilefyeT obpaTHThCA B
ynonﬁo@qeﬂﬂblﬁ Oprai, ero BblJaBLUMH, ‘ A
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1.2.1. HectepwibHas npoayKLus (TEXHOJIOrHYECKHE ONEpaLvK J1sl MOy

JIEKapCTBEHHbIX GopM)

1.2.1.13. Tabnerku
1.2.2. Boinyckarouuii KOHTpoJib KauecTsa (cepTudHKalus cepin)

1.4.1.1. PactutenbHas MPOAYKLIMS
1.5.1. [epBuunas ynakoska

1.5.1.13. Tabnerku
1.5.2. BropuyHas ynakoska

1.4.1. IpousBoacTeo
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1.6.3. Xumuueckune (Gu3anuecKue) UCTIbITAHUS
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1.4 |Tlpouas iekapcTBEHHAs! TPOAYKLIMS UK NIPOM3BOICTBEHHAS ASSITEINb

1.2 |HectepunbHas npoaykims
1.5 |YnakoBka
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L1 JlekapcTBeHHbIe NpenapaThi A1sl KITMHUYECKUX UCCIEI0BaHHIT (MCTIbITAHNI)

M .He](apCTBeHHbIC CpeAcTBa 1j11 MEJULIUHCKOTO NPUMEHEHUS

1.6 |KoHTposs kauecTsa
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OrpaHHYeHHUs WK NOSCH
Kacarouuecs 06JacTH NpUMeHe
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(P.H.0., 101KHOCTD)

3 nexabps 2025 r.
(4aTa noanucaHus, J1.MEC.ITTT)

HTOB

MunucTpa 31paBooXpaHeHHs

Pecny6anku Benapych

CrapoBo
3aMeCTUTElTb

Crpanuua 2 u3 2




