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K@H@ MWYECKUIA COl03
AHEHWUA PECITYBJIKU BEJIAPYCb

-

CTBUisI NMPOV3BOACTBA JIEKAPCTBEHHbBIX CPEOCTB
i MIPABUST HALNEXKALLLEA NMPOM3BOACTBEHHOM MPAKTUKIA
EBPA3UIACKOIrO 3KOHOMMWYECKOIO COIO3A

Ne GMP/EAEU/BY/00423-2025

Cpok neiictus ¢ 6 Mapta 2025 r. no 5 mapra 2028 r.

Bbigan nmo uToraM MpoBeAeHMs (apMaLleBTMYECKOW MHCMEKLMH B COO
npoBeieHus (hapMalEeBTHUSCKMX WHCNEKLMH, YTBEp)KIACHHbIMU PenieHngm s*:as fickoii
9KOHOMHYECKON KoMHccHH oT 3 HOsiOps 2016 r. Ne 83. &
MunurcTepCTBO 3paBooxpaHeHus Pecrybnuku benapych

(MOMHOE M COKPALIEHHOE HAUMEHOBAHUS YIIONIHOMOYEHH: f%ﬂa)
NOATBEPIKAAET ClEAYIOLIEE: é \
nposezieHa GapMalleBTHYECKAs HHCTIEKLIMS &
Thepenier Pharma & COS%

(nom;oe HauMEHOBAHHUE MPO

A,Q
) 'O
£ 400, France

Ha OCHOBaHMHU:

npukaza MuUHUCTepCTBa 34paBooXpaHeHus Pe KH E«i.c‘g\sycr, or 15 suBaps 2025 r. Ne 25 «O6
OpraHu3alii HHCTIEKTHPOBAHHUS.

Ha ocHoBaHuMU cBeneHUH, NMOyUEHHBIX ik%ﬂcnekmposaﬂm MOC/Ie/IHEE U3 KOTOPBIX
ObuT0 MpoBeAeHo ¢ 4 mapta 2025 . 1o 6/ M2 2025, ycTaHOBJIEHO, YTO AaHHOe (papMalleBTHUYECKOEe
NPOU3BOJICTBO COOTBETCTBYET Tped > W HaJyexailei MPOU3BOACTBEHHOH IPAKTUKH
EBpasuiickoro sxoHOMH4ecKoro : HTHBIX [IpuHumnam u Pykosoactsy EBponelickoro
COI03a M0 HajJIexalleld Npou: K WPaKTHKE JIEKAPCTBEHHBIX CPEJCTB AN MEOULUHMHCKOro U
BETEPUHAPHOTO TPHUMEHEHU np nam Cucrembl coTpynHudecTBa ¢hapMalleBTHUECKHX
urcnexkuuit (PIC/S).

Hacrosmuii ceptud axa fbeTaTyc MPOU3BOJCTBEHHOM TUIOIAJKH HA MOMEHT MPOBEIEHUs
(bapmaLeBTHIECKQI ‘1 0 ucreueHud Gojiee 3 JIET OT JaThl MOCIEIHEro AHs MOCJEeIHEro
MHCNEKTUPOBAaHHSA, H MO)KC'I%] UTaThCS JOKYMEHTOM, CBUIETENBCTBYIOIIUM O CTATYCE COOTBETCTBUS.
Cpox nef/'lcm epTH MOXeT ObITh COKpallleH MPHU HCIOJB30BAHUU COOTBETCTBYIOLIMX
NPUHLKIO BJICH@ PHMCKaMH MPH HaJMUMM COOTBETCTBYIOLIEH 3amucu 00 3TOM B 1noOne
«Orp e um%nwmenbﬂble 3aMeTKM, Kacarolyecs O0OJIacCTH MPUMEHEHHS HACTOALIETO
cepTH Tay.

CepTudukar é’leTCﬂ JIeHCTBUTEBHBIM B Cllyuyae MPEACTABJICHHUS BCEX €ro JIMCTOB (KaK OCHOBHBIX
JIUCTOB, T ;&fononﬂmenbﬂmx JINCTOB).

AyTe CTh (MOUIMHHOCTB) HACTOSIEr0 cepThdUKaTa MOXHO TNPOBEPUTH B 0ase MaHHBIX
Mu H\t pcTBa  3apaBooxpaHeHus Pecry6nuku  benapyce, pacnono;erHoﬁ no  anpecy:
hisgs minzdrav.g gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-

tiebovaniyam-gmp.php (Peectp cep'm(bmcaTOB GMP EA3SC).

Ecin  ceprudukar He TpencrabieH B ylasaHHo -~ 0a3e gOaHHBIX, cheqyeT oOpaTuTbcs B
YTOJIHOMOYEHHBIH OpraH, ero BblAaBLIMH - '

Crpanuua 1 u3 2

VI «bvmaxHas haboukax fo3nHaka. 3ak. 14540-2025.
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1.5.1.6. XKunkue nexapcTeHHbie GOPMBI

1.5.2. BropuuHas ynaKkoBKa -

6 |KouTposnb kayecTsa
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PCTBEHHBIE CPECTBA 1151 MEAMUMHCKOTO TPUMEHEHHUS

JlexapcTBEHHbIE MPENapaThl I8 KIMHUYECKUX HCCNIe0BaHUH (UCTIb

‘Ne GMP/EAEU/BY/00423-2025
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1.2.1. HectepunbHas npoayKuus (TEXHONOTMUECKHE ONEPALMK I TIOJYUYEHHs CIIEAYFOLINX

JIekapcTBEHHBIX opm)
XpaHeHue MarepuaioB u nponykuuu —Zone D Activite Les Gaillons Bellevue, Zon

Bellevue, St Hilaire Le Chatel, 61400, France

1.2.1.6. XXupkue nexapcTBeHHble GOPMBI 1l BHYTPEHHErO IPUMEHEHHS
5 |YnakoBka

4 Hpoqaﬂ JICKaPpCTBCHHAaA NMpOAYKLHA UKW NMPOU3IBOACTBCHHAA ACATCIILHOCTD

1.5.1. TlepBuyHas ynakoBka
1.6.3. Xumuueckue (pH3HUeCKHE) UCTIBITAHUS

1.6.2. MukpoGHoNnornieckue

1.4.3. Ilpouee

MuHHCTpa 31paBOOXpaHeHUs

Pecny6auku benapych
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