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Cpoxk peiictBus ¢ 5 nexkabps 2025 r. no 4 nexabps 2028T.

& ~ K
Bbigan no uroram rmpoBeneHus (GapMaUeBTUUECKOH HHCMEKLMH B coome;@rsmd ¢ [lpaBunamu
npoBelieHUs (apMaLieBTHUECKUX WHCIEKUHH, YTBEpXKIEHHBIMU PemeHne@COBeTa EBpasuiickoii
9KOHOMHUECKOH KOMUCCHU OT 3 HO0ps 2016 . Ne 83. @

MuHHKCTEPCTBO 31paBooxpaHeHus Pecnybnuku benapych & 5,\@

(HOJ'IHOC U COKpal€HHOC HAUMCHOBAHUSA yl'l()ﬂHOMO‘leHHOI‘(@FaHa)
NOJATBEPIKAACT ClieIyIOLIEe: CN, <
npoBsejeHa hapMalleBTHYECKAsT MHCTIEKLIUS 0&
~
AbbVie Inc./260Bu I/IHK NS

(noJIHOE HANMEHOBAHHE MTPOM3BOAUTEDA)

1 N. Waukegan Rd, North Chicago, Illinois (IL), 60064, United States (USA) /1 H. Bokerau Poy,

Hopt Uunkaro, Unaunoiic (MJI) 60064, Coennﬂeqﬁ\le ITaTet AMepuKH (CILLIA)
(anpec npoussoacmeﬂuon n@lua,uku)

Ha OCHOBAHHH:
npukaza MHHHCTEPCTBA 3IPaBOOXPAHCHUS Pecny6nnxa§3enapycs ot 29 oxta6ps 2025 r. Ne 1285 «O6
OpraHu3alMi HHCNEKTHPOBAHUSY. P> ‘VZ?

Ha ocHoBanuy ceesienHii, moyueHHbIX NPH MPOBEAESHHY HHCTIEKTUPOBAHHS, TIOCTEIHEE U3 KOTOPBIX
6bu10 npoBeneHo ¢ 4 pexabps 202§ ™, no {@ nekabps 2025 r., yCTaHOBIEHO, UTO JaHHOE
(hapmalieBTHYECKOE  MPOM3BOACTBO_ “¢QOTBEFCTBYeT  Tpebosanusm  [lpasun  Haanexawed
MPOU3BOJACTBEHHOW MPAKTHKH EBpaBHﬂCKOFO @OHOMmecxoro COI032, SKBUBANIEHTHbIX [IpuHLIMNam u
PykoBoactey Esponeiickoro corosa To”Hazuiexxalneif MpOM3BOACTBEHHOM MPAKTHKE JICKapPCTBEHHbIX
CPEeACTB U1 MEIULIMHCKOrO U BeTeanapF@ro npuMeHeHus U npuHuunam CUCTeMbl COTPYAHHUYECTBA
(hapMaLeBTHYECKHX MHCTIEKLNH (PIC/S&Q

Hacrosumit cepruduxar otpakaer g)q,*aTyc MIPOU3BOJCTBEHHON TIOLIAAKY Ha MOMEHT NpPOBEAECHUS
(bapmanieBTHUCCKOH MHCTEKLMK Y O UCTeueHUH Gosiee 3 JIeT OT JaThl MOCHSIHEro JIHS MOC/EAHEero
MHCTIEKTHPOBAHUS HE MOMKET,CUUTATHCS JOKYMEHTOM, CBUETEBCTBYIOIIMM O CTATYCE COOTBETCTBHS.
Cpox  neiicreusi cepridukara, ¢ CMOXKeT GBITh COKDALIEeH MPH HCIONB30BAHHU COOTBETCTRYIOLIHX
NPUHLMIIOB  YTIpaBJIeHNs, pm&amn NpYd HAJMYUM COOTBETCTBYIOIIEH 3amMcH OO0 3TOM B ToJie
«Orpannienms Wik MosiCHUTEIbHbIE 3aMETKHM, Kacalolluecs o0MacTH MPUMEHEHHS HACTOALIETO
cepTudUKaTa». &

Ceptudukar_spasercs q;%cmmenbubm B Cl/lyyae NPeACTaBIEHUs] BCEX €ro JIMCTOB (KaK OCHOBHbBIX
JIUCTOB, TaK H uononn@emﬂux JIUCTOB).

AyTeHTUYHOLTH (r@hﬂnﬂﬂocn) HaCTOSLIEro cepTHMKaTa MOXKHO MNPOBEPUTh B 0a3ze AaHHBIX
Munncrepcrsd’ 3apaBooxpanenns  PecryGnuku  Bemapych,  pacnofiokeHHoOH mo  ajpecy:
https:/minzdrav gov. by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva- 1&9\'00khlanemya/ index.php, (Pe CTp cean(buKaTOB GMP EADC).

Ecnu cemg&nxa’r He mnpeiCTaBieH B yKasaHHON | Gaze [gaHHBIX, ClenyeT OOpaTUThes B
ynonHomongHbm OpraH, ero BblIaBIIIH}] o
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1.2 |HectepunbHas npoaykuus

1.4.1.3. TIpouast npoayKLus:

1.5 [YnmakoBka
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1.2.1. HectepunbHas npoayKuus (TEXHOJIOrHYECKHe OnepaLy Ajlst NOJTyYEHHs CIEeAYFOLINX

JIeKapCTBEHHBIX HOPM)
1.2.1.6. )Kunkue nekapcTBeHHble (OPMBI 71 BHYTPEHHEr0 NMPUMEHEHHUS

1.2.2. Boimyckaroiuii KOHTpOJIb KauecTBa (cepTUdUKaLUs CepUH)
1.3.2. Boinyckarmuii KOHTpoJib (cepTudukaiys cepun) (iepedeHnb By

(bopMbI AJ1s1 TpUeMa BHYTpPb (PacTBOpbI)

1.3 |buonoruueckas nekapcTBeHHas MPOAYKIHS
1.5.1.6. Xunxue nekapcTeeHHble GOPMbI J1s BHY,

1.2.1.15. IIpouast HecTeprIbHAS MPOIYKLIHUS
1.5.1.13. Tabnerku

1.3.2.5. buoTexHosioruvueckas I

(pacTBOpbI) :
1.4 |[Ipouas nekapCTBEHHAs NPOLYKLIHMS MY POM3BOACTBEHHAS

1.5.1. IlepBuunas ynakoBka
1.5.2. BropuuHas ynakoeka

1.4.1. [MpousBoacTBO
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