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EBPA3UINCKIWIA SKOHOMUYECKUIA COHO3
MWHWUCTEPCTBO 34PABOOXPAHEHUSA PECMYBJIMKW BENTAPYCb

TPEBOBAHUSIM MPABUA HALJEXALLE NMPOM3BOACTBEHH
EBPA3INCKOro 3KOHOMUYECKOTIO COKO

Ne GMP/EAEU/BY/00502-2026

Cpok aeiictust ¢ 13 mas 2026 r. no 12 mas 2029

Bbigan no uroram mnpoBeaeHHs (apMaleBTHYECKOH HMHCMEKLMH ome,@nmu ¢ [lpaBunamu
nposeieHus (GapMaleBTUUECKUX WHCIEKLHH, YTBEp)KACHHBIMU exi? Cosera Epasuiickoi
9KOHOMHUECKOI koMUccHU oT 3 Hos0ps 2016 . Ne 83. (5\

MunucTepeTBO 3apaBooxpaHeHus Pecnybnuku benapychk ,g,g’

(mosHOE M COKpAILIEHHOE HAUMEHOBAHHUS YTIONH HOrQOprana)

MOATBEPXKACT CleayoLIee:
nposezieHa (hapmalieBTHYECKas HHCIEKLUUS
AbbVie Deutschland GmbH & Co.KG/O6

(rMoyIHOE HAMMEHOBAHHUE
Knollstrasse, 67061 Ludwigshafen Am Rhein, Ge
am-Pali

(anpec npoM3Bo,
Ha OCHOBaHHH:
npuikaza MuHHcTEpCTBa 31paBooXpaHeHus Pe

OpraHu3alMy UHCTIEKTHPOBAHHSAY. &
Ha ocHOBaHHM CBEOEHHH, MOJYUYEHHbIX OBENECHHH MHCMIEKTHPOBAHMHS, TIOCIIE/HEE U3 KOTOPbIX

ob110 mpoBeneHo ¢ 11 mMas 2026 r. no 12 r., yCTAHOBJICHO, YTO JaHHOE (PapMaLEBTHUECKOE
NIPOU3BOJICTBO COOTBETCTBYET Tped Hpasun Haanexaied NpOW3BOACTBEHHOW MPAKTHKH
EBpa3uiickoro 3KOHOMHUECKOTO ¢ JloxBuBanentHoix [IpuHuunam u PykoBozacTsy EBponekickoro

COK03a M0 HajJexaued Nporu3Bo O/ IPaKTHKe JIEKAPCTBEHHDIX CPEICTB Ul MEJULIMHCKOrO H
BETEPUHAPHOTO TMPUMEHEHHS W pHHHUTIaM CucreMbl  coTpyaHHuecTBa (hapMaLeBTHYECKUX

nncnekiuii (PIC/S). S
Hacrosiuii ceprudukar ofpaxaer giaTyc MPOM3BOJCTBEHHOM TUIOIAJKH HA MOMEHT MPOBEIEHHs
bapmaueBTHYECKON HHC&K A 1 \l—® ucreueHuu Gosee 3 JIeT OT Jarhl MOCIEIHEero AHSA MOCJIEHEro

WUHCMEKTUPOBAHHUS HE M CUHTATBCS JOKYMEHTOM, CBUAETENBbCTBYIOLIMM O CTATYCE COOTBETCTBUSI,
Cpok geiictBusi cepfud aTa\oﬁwoxceT ObITb COKpalleH NpU HCMONB30BAHUMM COOTBETCTBYHOLIMX
NPHUHUMIIOB YMpaB pyckamu TIpH  Hanu4MK COOTBETCTBYIOILIEH 3amucu o0 3TOM B MOJjE
«OrpaHuueHns u SICHHTENIbHbIE 3aMETKM, Kacaroluecs o07acTH TNMPUMEHEHHs HaCTOALIEero
cepTudUKaray. QQ’

Ceprudukaz, aBiseTCs JEHCTBUTELHBIM B Cllyyae MPEeACTaBIEHNs BCEX €ro JIMCTOB (KaK OCHOBHbIX
JIUCTOB, JIOTIONIHATENIbHBIX JINCTOB).

AyTeHTH Tb (r@muuﬂocn) HACTOALLEro CepTUdPUKATa MOXKHO MpPOBEPUTH B 0ase JaHHbIX
MuHuCTEPCTB @ﬁpasooxpaﬂenuﬂ PecnyOnuku  Benapycb,  pacmojiokeHHOH 10 ajpecy:

https:/minzdravi@ov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-

ministcrstvz%zﬁ%vookhraneniva/index.php,f(P' sctp ceptrdukaros GMP EADC).
Ecnn cepg;ﬁ)nKaT He TpeiCTaBlieH B YKa3aHHOH 0ase JHaHHBIX, criemyeT oOpartuThes B
ynonnomqé}éﬂﬁblﬁ opraH, ero BblAaBIUHH. i S
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Ne GMP/EAEU/BY/00502-2026
/] JlekapcTBeHHbIe CPEACTBA 1S MEAMUMHCKOTO TPUMEHEHHS
L] JlekapcTBeHHbIe Npernaparhbl JUis KITMHAYECKUX UCCe10BaHUH (MCTIBITAHUIA)

Kon | HanmenoBaHue
1. [TIPOM3BOACTBEHHBIE OITEPAIIMU — JIEKAPCTBEHHAS IPOJIY KLU
1.2 |HecrepunbHas npoaykims

1.2.1. Hecrepunphas nposyKuus (TEXHONOrHUECKUE ONEPALIMH TSl TIOTYEHHS C.
NIEKapPCTBEHHBIX POpM):

1.2.1.8. Ilpouue TBepble NeKkapcTBeHHbIE (POPMBbI: TIPOMEKYTOUHBIE MPOLYK
MPOU3BOJICTBA HECTEPUITLHBIX TBEPAbIX JIEKAPCTBEHHBIX (GOPM /151 MpUemMa BH
(9KCTpynathi).

1.2.1.13. Tabnetku
1.2.2. Beinyckarouiuii KOHTPosb kauecTBa (cepTHhHKALMA CEPUN)
buonoruyeckas siekapcTBeHHas NPOLYKLHUS

1.3.2. Beimyckarouuii koHTposs (ceprudukaius cepuu) (nepeye
1.3.2.5. bruorexHosmoruyueckas npoayKuus
Vnakoeka

1.5.1. IlepBuuHas ynakoska:
1.5.1.13. Tabnetku
1.5.2. Bropuunas ynakoBka

Kontpouib kauectna

1.6.2. MukpoOGHOIOrHyeckie HCMbITAHUS: MUKPO
1.6.3. Xumnueckue (pHU3NUECKHE) UCTILITAHU
1.6.4. buonoryueckue uCnbITaHKS

OrpaHuveHus UM no bg‘éfe 3aMETKH,
Kacarouuecs 006JaacTH ehngiceprudukara;
CraposoiitoB A.T"., < :
3aMeCTHTEIb
MuHucTpa 31paBooxpaHeHus
Pecny6suku Benapych

(®.1.0., nomxHoCTS)
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