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EBPA3UINCKIU DKOHOMWUYECKIIA COKO3
MWHWUCTEPCTBO 30PABOOXPAHEHUA PECMYBNINKW BEJTIAPYCb

’ S
COOTBETCTBUA ﬂPOMBB@ﬂCTBAﬁﬂEKAPCTBEH X CPEGRTB
TPEBEOBAHUAM MPABWJT HAJONEXKALLEEU NMPOU3BO/ HH NMPAKTUKN

EBPA3UINCKOIO 9KOHOMMWYECKOT 135\,b

A(b'
Ne GMP/EAEU/BY/00442-2 S
xS

: Cpox neHcTBus ¢ 3 centsiOps 2025 r. no2 c€H 6@}%2028 r.
BbigaH 10 MTOram npoBefeHUs (apMaLeBTUUECKOW WHCIEK n\'§ cootBerctBuu ¢ [lpaBunamu
nposefieHus (GapMaLEBTHUECKHX WHCTIEKLMHA, YTBEPKL 7 Q@EmeHneM Cosera Espasuiickoii
3KOHOMMUECKOM Komuccuu oT 3 Hos6ps 2016 r. Ne 83. Q\:@'

MunucrepcTso 3apaBooxpaterus Pecnybnuku benap K
(NOJIHOE U COKpALLEHHOE HaHMeHOB& JHOMOUEHHOrO Oprana)

X

NOATBEPIKAACT ClIeAYIOLIEE: S
nposezeHa papMaLeBTHIECKas HHCTIEKLIMS CQA &

AbbVie NL B.V.
(nonHoe HaumeH HERPOU3BOMTENS)
Manorhamil , Sligo, Ireland

(an 3CHHOM M/101A/1KH)

Ha OCHOBaHHHU: S
nprkaza MUHHCTEPCTRA 31paBOOXpa y6nuku Benapych ot 14 aBrycra 2025 r. Ne 912 «O6
OpraHu3auMK MHCTIEKTUPOBAHUSAY. ,S\‘
Ha ocHOBaHWM CBECHHH, MOTYYEHHbI n@ MPOBEIEHUH WHCIIEKTHPOBAHHS, MOC/IEHEE U3 KOTOPbIX
6bu10 mnpoBeneHo ¢ 1 ceHTHO ~2r. no 3 centsabps 2025 r., yCTaHOBJICHO, YTO JAAHHOE
¢dapmalieBTHYECKOE ~ MPOM3 o@ cooTBeTcTByeT  TpeboBanusm  IlpaBun  Haaexaluen
MPOMU3BOACTBEHHON MpPaKTH CKOTO 3KOHOMHYECKOrO COH03a, SKBUBAJIEHTHBIX [IprHLMIIaM H
PykosozctBy EBponeiick 0 Ha/UIexkalel NPOU3BOACTBEHHON MPAaKTHKE JIeKapCTBEHHbIX
CPEICTB Uit METULIMHCKOLO M BETEPUHAPHOrO NPUMEHEHHs U npuHuinam CUCTeMBI COTPYAHNHECTBA
(hapMaLeBTHYECKHX MHCIIEK PIC/S).
aeT CTaTyc MPOM3BOACTBEHHOH IJIOLIAZIKM HA MOMEHT MpPOBEAEHMS
(hapmalieBTHYECK SLEKIMM ¥ N0 UCTeueHUH Oojiee 3 JIeT OT JaThl MOCJIEAHEro JHs MOCIEAHEro
WHCMEKTHPOBaH )KET CUMTATHCA JOKYMEHTOM, CBUAETENLCTBYIOIMM O CTaTyCe COOTBETCTBHS.
Cpox neiicTeusg cepridrkata MoxeT ObITb COKpalleH MpPY HCMOJb30BAHWH COOTBETCTBYOLIMX
BJ@M pUCKAMHM TIpY HAIMYWM COOTBETCTBYIOLIEH 3amucn 06 3TOM B TiOje
u&z NOSCHUTENbHbIE 3aMETKH, Kacaroluecs 00JacTH NPUMEHEHHs HACTOALIErO
5
Kar qg;iﬂeTCﬂ JEHCTBUTEIIBHBIM B ClTydae MpPe/CTaBleHHs BCEX €ro JIMCTOB (Kak OCHOBHBIX
JIUCTOB, ®OHOHHHTCHBHBIX JICTOB).
AyTeHTqué'CTb (MOIMHHOCT) HACTOSIEro cepTM(HKAaTA MOXHO MpPOBEPUTh B 0ase JaHHBIX
MuHucTépeTBa  31paBooxpaHenust Pecry6iuku  bemapych,  pacmonioXeHHOM 1o - ajpecy:
hitps:/ifmnzdray . gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
minig@rstva-zdravookhraneniya/index.php (Peectp-ceprudukaros GMP EADC).
0K cepTUdHUKAT He MNPEACTaBIeH g}'fygagahﬁaﬁl Gaze [JaHHBIX, cieayer oOpaTWTbCs B
HOJTHOMOUYEHHBIH OpraH, ero BblIaBLUHHA, -
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1. nPomBonCTBEHHBIE ONEPALIUA

1.2 |HectepunbHas NpoayKLHs
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1.2.1. HecTepunbHas npoAyKLUus (TEXHOIOTMUECKHE ONEPALMHN JUTSl TI0TyUeHH

neKapcTBEHHBIX POPM)
1.2.1.13. Tabnetku

1.6 |KonTpons kauecTBa
1.6.3. Xumunueckue (husnuveckue) UCTILITAHUS

1.6.2. MukpoOuonornyeckue UCTbITaHus
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JlekapcTBeHHbIE CPEACTBA TS MEAMIIMHCKOrO IPUMEHEHHS
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