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LOCTBA JIEKAPC “ﬂBtHrﬂb,«(CPEﬂCTB &
NEXKALLIEV NPOV3BOLCTBEHHOE WPAKTKY
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Cp01< neiictus ¢ 11 aBrycra 2025 r. no 10 aBrycra 2027 r@

Bbiman mo uToram nposeseHMs (apMaleBTHUECKOI MHCTIeKLMK/ B coom@cmmfl ¢ [lpaBunamu
nposefeHUs (papMalleBTHUECKUX HHCIEKLIUMA, YTBEPKICHHBIMU_ Peme}mgm Cosera Erpazuiickoii
9KOHOMMHYECKOH KoMuCcCHH OT 3 HOsOps 2016 r. Ne 83, ( @
MunncTepeTBo 3apaBooxpaHenus Pecny6ianku Benapych p Nt &
(HOJ’lHOC U COKpaUICHHOC HAUMCHOBAHUSA yl’IOJ]HOMO‘-lCHHO@ opraHa)

NOATBEPXKAAET ClleyIoLlee: N,
npoBeeHa (apMaleBTHYECKass HHCIIEKLIUA e’ (J &q’

pecnyOIHKaHCKOrO YHHTAPHOrO MPOU3BO/IC TBEHHOTO, npennpﬁ?rmﬂ «BEJIMEJIIPEITAPATBI»

(MoNHOE HAMMEHOBAHHWE NIPOU3BOAUTENS )
Pecny6nuka benapycs, r. MuHck, ynaMaskosekoro, 1/1, 1/22 (uex Ne 8)
(anpec nponzsoaCTBeHHou l'li_QXuaJIKM)
Ha OCHOBAHHH: .
npukasa MHUHHCTEpCTBa 34paBOOXPAHEHUS Pecny6nm@ benapych ot 13 uions 2025 Ne 700 «O6
OpraHM3aUuy UHCIIEKTHPOBAHHUAY.
Ha ocHoBaHHM cBeJeHHH, MOJyYEHHBIX TPH npose@-mu MHCTIEKTUPOBaHUS, MOCJEHEE U3 KOTOPbIX
Ob110 nposeaeHo ¢ 4 asrycra 2025 r. no 8 asryg@a 2025 r., 11 aBrycra 2025 r., yCTaHOBJIEHO, YTO
AaHHoe (apMaLEeBTHYECKOE MPOU3BEACTBO c:\d@TBeTCTByeT TpeboBanusam [lpaBun Haanexaiiei
Npou3BOACTBEHHOM npakTiky EBpasuiiekoro gﬁbuomnqecxoro CO103a, IKBUBAJIEHTHBIX [IprHUMnIam 1
PykoBoactBy EBponeiickoro coroza iio, Ha[@excameu POU3BOJCTBEHHON MPAKTHKE JIEKAPCTBEHHbIX
CPEACTB N MEIULIMHCKOrO U BeTepuHap%&o NpUMeHeHUs U NpuHUMNaM CUCTeMbl COTPYAHHYECTBA
(dapmaLeBTHYECKUX HHCTIEKLIMI (PIC/S)
Hacrosiumii ceprudukar OTan(aeT CTATYC MPOW3BOACTBEHHOH IUIOIIAJKH HA MOMEHT MPOBEACHHS
(hapmavneBTHUECKOH MHCMEKITHY M N UCTeueHNH Gonee 3 JeT OT JaThl NOC/IEAHEro NHS MOCIEHEro
MHCTIEKTHPOBAHHS HE MOXKET,CHUTATHCS JOKYMEHTOM, CBU/IETENLCTBYIOUIMM O CTATYCE COOTBETCTBHS.
Cpok pefictBus cepTH(uKaTa LMOXKeT OBITb COKpAlLeH MpH MCMOJb30BAaHHH COOTBETCTBYIOLIMX
NPUHLIMIOB ynpaByigHus, puc@mu NpY HAJMYMK COOTBETCTBYIOWEH 3amucu 00 3TOM B moJie
«OrpaHuueHus WM noaca@enbﬂble 3aMETKH, Kacawoluecs o0JacTh MNPUMEHEHHS HACTOSLIErO
cepTUuKaTay. (,}
Ceprudukar spaseres )J@CTBnTenLHblM B Cjlydae MpEeACTaBJIEHUSI BCEX €ro JIMCTOB (KaK OCHOBHbBIX
JIMCTOB, TaK I[OﬂOHHl/}g(@ﬂbHLIX JIUCTOB).
AyYTEeHTHIHOCTD (nog&mnﬂocn) HacTOsALIero cepTHdHKaTa MOXKHO MPOBEPUThL B 0a3e JaHHBIX
MMHHCTepCTBa aBooxpaHenus PecnyGnuku  Benapych, pacnosioxkeHHO# mo  aapecy:
hitps://minzd taxggé\\\ by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiv-inspektorat-
ministerstya- /d;;é\f ookhraneniva/index.php (PeeCTp ceprudukatos GMP EADC).
Ecnu cepw@KaT HE TMpeACTaBleH B yKa3aHHou . 6aze maHHbBIX, crneayer OOpaTHTbCS B
ynonnomo@x—xbm OpraH, ero BblJaBLUMH. -
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Ne GMP/EAEU/BY/00456-2025
HaumeHnoBaHue
1. HPOI/IBBOJICTBEHHBIE OINEPALIMIM — JIEKAPCTBEHHAA ITPOJYKLIUA -

1.1.1.2. XKunkue nekapctBeHHble (OopMbl Majioro oobema

JIeKapCTBEHHbIX (GopMm)
1.1.1.3. JInodunuzarsl

&

S ~eg )
i crepunuzaumu (onepauud o0paboTku Ans eeny DX

1.1.2. Tloasepraemas (hPUHULIHO

JIEKapCTBEHHBIX (hOpPM)

S

1.1.2.2. XKunkue nekapcTBeHHble (GOpPMBI Masioro oobema
1.1.3. Beinyckarouuii KOHTPOJIb kKayecTBa (BbITYCK CEpUH)

1.3.1. Brosornueckas jgekapcTBeHHAs NPORYKLHS
1.3.1.2. UMMyHOGHOIOrHU€ECKas MPOAYKLHS

N

1.3.1.6. TIpofyKius, BbIAECHHAS W3 )KUBOTHBIX HCTOUHHKO W/ SPraHoB (TKaHeH) uenoBeka
N

1.3.2. Boinyckatouiuii KOHTpOJIb (cepTUdhUKaLUS CepUM) (‘riep\e‘,g@{b BUJIOB MPOAYKLMH)

1.3.1.5. buorexHonoruyeckas npoayKLus

1.3.2.2. UmmyHOGHOIOrHuecKas Npoay KL
1.3.2.5. BuotexHoornueckas npoayKuus

@ WM OPraHoB (TKaHE#H) uesioBeka

, BBIIEJIEHHAs W3 )KMBOTHAIX HCTQUH

1.3.2.6 Ipoayxkiius

NMCHUXOTPOMNHLIC

&

2

€KapCTBEHHbIE CPEICTBa,
, 30, yn. Maskogckoro, 1, 1/10

&

0
)

@HHCK, Berounbiit npoe3n, 7/1, 7/6-2, 7/6-4, 7/11,

ro, 1/6, 1/22

HapKOTHYECKHe
MUKpOOHOIOrMHecKas YuCToTa

vLyca
CTEPUIILHOCTD

1.6.3. Xumnueckfie (buziueckue) ucnbiranus

1.6.4. Buonomqecmq/%cnbrraﬂm
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(BEinyck cepun) — r. MuHCK, yi1. MasiKOBCKOro, 1.
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BbIITY CKalOIUH KOHTpPOJIb Ka4ye
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1.6.2. Mukpobuenorudeckye UCTIbITaHHS

»
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y4acToK IO MPOM3BOACTBY JIEKAPCTBEHHBIX CpeACTB Bo ¢uiakoHax (r. MHHCK,

T

V)

1.6.1. MHKpOGl/lOﬂofﬁquKPL@dCHblTaHHH

1.4.1.3. Tlpouas npomykums

JICKAPCTBEHHLIC CPEACTBA

1.4.3. Ilpouee
1.5.2. Bropuunas ynakoBka

1.4.1. IlpousBoactro
KOHTPOJIb Ka4ecTBa — I'. MUH

JlexapcTBeHHbIE NpenapaThbl 11 KIIMHWYECKUX Hcce0BaHUH (MCMbITaHuit)

.HCKapCTBeHHble cpeacTsa ajist MEAULIMHCKOIO NMPUMCHEHHS

1.1 |CrepunbHas npoaykius

1.3 |[buonoruyeckas nekapcTBeHHas NPOAYKLIMS

1.4 |[Tpouas nekapcTBeHHAs MPOIYKLMS WK POUBBOCTBEHHAS NEATENLHOCTD

1.6 |KoHTposnb kauecTBa

1.5 {YnakoBka

OrpaHquHym WJIN NOACHHUTC/IbHBIC 3aMETKHU,

6nacTH npuMeHeHus cepTudukara

Kacaroumuecd o
Tu(bnxa”ra pacrnpocTpaHsaeTcs Ha MPOU3BOACTBO JISKAPCTBEHHLIX CPCACTB B

JeHcTBHE JAHHOro

uexe Ne 8

yia

1/1), y4acTok Mo NMpou3BOJCTBY JIEKAPCTBEHHBIX CPEACTB B aMmmynax (r. MuHck,

D

. MaskoBckon®)
R
YL MaﬂKOBC]%@’O
(r. Munck, yi: M

, y4aCTOK Mo NMPOU3BOACTBY JleKapCTBveHHle npenaparos Ajii MHBHEKLHUH

2

asKOBCKOro, 1/22)
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HHBCKLINH

CpOK ACHUCTBUS JaHH
MPUCYUIETO IMPOU3BOACTBEHHOM ILTOLL

(1o pe3yabTaram WHCTIEKTUPOBAHHST).

CraposoiitoB A.T.,
3aMeCTUTENb

MuHucTpa 31paBOOXPaHEHHS

Pecny6sinku benapyce

(maTa NoANMCaHKs, JUL.MEC.TTTT)

(D.U.0., 101KHOCTD)

3 nexabps 2025 r.
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