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EBPA3UINCKWIA SKOHOMWYECKUA COIO3
MWHWCTEPCTBO 30PABOOXPAHEHUA PECNYBJINKW BEJIAPYCb

COOTBETCTBUS NPOU3BOACTBA JIEKAPCTBEHHbBIX CPEQ
TPEEOBAHUAM MPABUN HALJEXXALLEW NPON3BOACTBEHHO
EBPA3MIACKOIro SKOHOMMWYECKOIO COIO3A

Ne GMP/EAEU/BY/00446-2025

Cpok peiictus ¢ 12 centsa6ps 2025 r. no 11 ceHT6ps A

o @
Bbigan no urtoram nposeneHUs (papMaLEBTHUECKOW WHCIEKUWM B TBeTcTBHM ¢ [lpaBunamu
NpoBeicHHs (hapMaLEeBTUHECKUX HWHCTEKUMH, yTBEpXKIEHHbIMU Pe {%@Bem Espasuiickoit
3KOHOMMYECKOH KOMUCCHH OT 3 HOAOpPA 2016 r. Ne 83. g)é
N

MunuctepcTBo 3apaBooxpanerus Pecnybnuku benapychb D
(roIHOE ¥ COKPALLEHHOE HAMMEHOBAHHUS YTOJHOM HOTO gha)

op,
R
NOATBEPIKAAET CleyloLee: : N
nposeaeHa dapmalleBTHHeCKas UHCTIEKLIUS @
Forest Laboratories Ireland Limited/®opacT JI S Adpmona Jlumuren
(ﬂOJ’IHOC HAaMMECHOBaHUE NP B TCJ

Clonshaugh Business and Technology Park, Clo% h, Bublin 17, D17 E400, Ireland
: 1y

~ (aapec npou3BOJCTBE a.n;@)
N
Ha OCHOBAHHUH.
npukasa MuHucTepcTBa 31paBooxpaHeHus Pecny

eﬂ(g%ycs ot 14 asrycra 2025 r. Ne 912 «O06
OpraHu3aLi HHCNEKTHPOBAHUSY. §)

Ha ocHoBaHWM cBesieHHWit, MONYUYEHHBIX NPH Hkgg’nﬂcnexmposaﬂm, nocJieIHee U3 KOTOPbIX
Obino mposeneHo ¢ 10 ceHtsabps 2025 r ggi-l'rﬂ6pu 2025 r., YCTaHOBJIEHO, YTO [aHHOE
(dapmMalieBTHYECKOE  MPOM3BOACTBO BeTCTByeT  TpeGoBaHusM  [lpaBun  Haanexaluen
Npou3BOJCTBEHHOI npakTuku EBpasuiic @ qq_&wuqecmro co103a, 3KBUBaNEHTHbIX [IpHUMNamM n
PyxoBoactBy EBponeiickoro corosa @ ﬁ KE eil MpOoM3BOJACTBEHHOH MpPaKTHKE JIEKAPCTBEHHbIX
CPEZCTB J/151 MeAULIMHCKOrO W BETEpUHAPHOro IpuMeHeHUs 1 npuHuunaM CHCTeMbl COTPYAHHYECTBA
dapmauepTruecknx unenekuui (PIC/S Q :

Hacrosuuuit ceprugukar orpaxaeT ©TaTyE NPOMSBOACTBEHHOH TJIOMIANKK HA MOMEHT MpOBECHHH

(hapMalieBTHUYECKON MHCTIEKIT 1o ng\feqeuun BoJiee 3 feT OT AaThl NOCIEIHErO AHS MOCIEAHErO
‘0
a

HHCTIEKTHPOBAHHS HE MOXET, bCAIOKYMEHTOM, CBHIETEBbCTBYIOLUIUM O CTaTyCe COOTBETCTBHS.
Cpok peiicTBHs cepTHd ObITH COKpalleH MpPU HCIOJb30BAHUH COOTBETCTBYIOLIMX
NPUHLIMIIOB  YNPABIEHUSPUC amn NpU HAJMYUM COOTBETCTBYIOWEH 3amucH 006 3ToM B mone
«OrpaHuyeHus WIK NOACH e.@?{ble 3aMeTKM, Kacaroliuecs o0JIacTH MPUMEHEHUsl HAaCTOSLIEro
cepTUdUKaTay. @

Ceptudukar aBaseT C’@?{TCH!;HLIM B Cjlyyae NpeACTaBJieHHs BCEX €ro JIMCTOB (KaK OCHOBHbIX

JIUCTOB, TaK U ao@mmfﬁlx JINCTOB).
JMAHOCTB) HACTOALIEro CepTU(UKATA MOXKHO MpPOBEPUTH B 0ase AaHHbIX
3apaBooxpaHeHus  PecnyOnuku  benapych,  pacronokeHHOW mo  anpecy:
https//minzdratgov .&}\,j_f"ru/c! lyva-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zdiavookhraneniya/index.php (Peectp-cepruduxaros GMP EADC).
Ecu cean(’pqul% He TMpencTaBieH B~ YK . 6ase JaHHBIX, CiexyeT oOpaTuTbcs B
yﬂOﬂHOMO‘{eHl—bLQ}H OpraH, ero BblJaBLUMH
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o GMP/EAEU/BY/00446-2025

ble cpeacTBa Ans MenuuuHCKoro MPUMEHEHUs

JlexapcTBeHH

i)

NBITAHU

JlekapcTBEHHbIE Npenaparhb! U1 KIMHUYECKUX HCCIeJ0BaHH

# (uc

HauMeHnoBaHue

JIEKAPCTBEHHAS MPOAYKLSI

1. MIPOU3BOJICT

BEHHLIE OTEPALIMU

JAYKLS

[6)

NIeKapCTBEHHBIX (hopM)
1.2.1.13. TaGnetku

1.6.3. Xumuueckue (pusnueckue) UCIbITAHUSA

OrpaHHyeHUs UK MOSCHUTEbHBIE 3aMETKH,
Kacaroluecs 061acT NpuMeHeHus cepTudukara

1.2 |HectepunbHas np

1.6 |KonTtpons kauecTBa
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