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EBPA3SUINCKIWIA SKOHOMWMYECKUIA COKO3
MWHWUCTEPCTBO 3APABOOXPAHEHIWSA PECITYBJIMKW BEJTIAPYCb

Ne GMP/EAEU/BY/00506-2026

Cpoxk peiictus ¢ 13 mapra 2026 r. mo 12 mapra 20

. S
Bbigan no uroram mnpoBeneHus (apMaleBTUYECKOH MHCNEKUUH TBe@erA ¢ [lpaBunamu
npoBeneHUs: (hapMaLeBTUUECKUX WHCMEKLHH, yTBepXIeHHbIMU P e@COBeTa EBpazuiickoit
JSKOHOMHUECKOH koMUccHuH OT 3 HOsIOps1 2016 r. Ne 83, é)\
()
XN

MuHHCTepCTBO 3apaBooxpaHeHus Pecnybauku benapych S
(mosHoe U COKpallieHHOEe HAUMEHOBAHUS YMOJH Hor(@)rana)

NOATBePKIACT ClieayoLIee: N

npoeezeHa (apmaleBTHUECKas HHCTIEKLIUS

X
0\‘23‘
Menarini - Von Hey bHE

(NONHOE HAUMEHOBAHHE s

Leipziger StraBe 7-13, 01 resdén, Germany

(anpec MPOM3BOACT, H@AKM)

Ha OCHOBAaHMH: &

npukaza MUHHCTEpCTBa 3ApaBooXpaHeHus Pe \&napbe ot 2 nekabpst 2025 r. Ne 1468 «O6
OpraHu3aluly UHCTIEKTUPOBAHUS» Y NpHUKa3a %m&&ma 3apaBooxpaHeHus Pecriybnuku benapyce
ot 17 depans 2026 r. Ne 133 «O06 opranuzar HCHEKTHPOBAHHSIY.

Ha ocHoBaHWM CBelEHMI, NOTyUEHHBIX n&os@%nun MHCMIEKTUPOBAHUS, NMOCJIEIHEE U3 KOTOPbIX
(apmaLeBTHYECKOE  MPOU3BOACTBO TBETCTBYET TpeGoBanusam  [lpaBun  Hagnexauiei
NPOMU3BOACTBEHHON MpakTHKU EBp JKOHOMHUECKOTO COK03a, SKBMBAIEHTHBIX [IprHLMMTaM 1

PykoBoactey Eponeiickoro 00@ ag%emamei/‘l NPOU3BOJICTBEHHOH MPAKTUKE JIEKAPCTBEHHbBIX
PIC/S

Obuio mpoBeneHo ¢ 10 mapra ZOQ no «¥3 wmapra 2026 r., YCTAHOBJIEHO, 4TO [aHHOE
r

CPEACTB T MEIWLIMHCKOTO U B apHOro NPUMEHeHNs M NPUHLMNAM CHCTEMbI COTPY/IHHUYECTBA
¢dapmauesTrueckux uenekiui (PIC/ %4;\{\

Hacrosmii ceprudukar o er gbaTyc NPOMU3BOACTBEHHON IUIOIAAKH HA MOMEHT [POBEJEHUS
(apmalleBTHYECKOH MHC vcTeueHun Gosiee 3 JieT OT AaThl MOCAEHEro JHs MOCIENAHErO
WHCTIEKTUPOBaHUS HE M CUUTATHCS JOKYMEHTOM, CBUIETENBCTBYIOLLMM O CTATYCE COOTBETCTBUS.
Cpok pnelicTeus cep aTa.MOKET ObITb COKpAILEH MPH MCTIONb30BAHHH COOTBETCTBYIOUIMX
NPUHLMIOB yNpas uckaMy TMpU HaJWM4MH COOTBETCTBYIOWIEH 3amucH o6 9TOM B Mofie
«OrpaHHueHus H SCHHTENbHBIE 3aMETKHM, Kacalolluecs o61acTv MPUMEHEHUs HACTOSLIETO
ceptudukarar. QQ’

Cepruduk e1cs ACHCTBHTENbHEIM B cllydae MpeacTaBJIeHHs BCEX ero JIMCTOB (KaK OCHOBHbBIX
JIUCTOB, T, onoJ JIbHBIX JIUCTOB).

AYTEHTUYHOCTD (I\@.HHHHOCTB) HacTosuiero ceptuduKarta MOXHO TMpPOBEpUTh B 0ase JaHHbIX
Munncrepctsd  -alpaBooxpaHenns  PecryGnuku  Benapych,  pacriofiokeHHOH Mo apecy:
https://minzdrave@ov.by/ru/dlya-spetsialistov/ lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstvaq@%vookhra,neniya/index.php,(ﬁe Tpf/éépgrﬁdxmkams GMP EADC).

Ecnu cepﬁnxm He MpencTaBleH B YKa3aHHOHW  6ase JaHHBIX, cleayeT OOpaTuTbCs B
ynonuomog%ﬂﬂblﬁ OpraH, €ro BbIAABIIMH, ‘ )
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Ne GMP/EAEU/BY/00506-2026

M .HeKapCTBeHHbIe cpencTtaa ajid MEAHLIMHCKOrO MpUMEHEHHUS

O JlekapcTBeHHbIe Mpernaparsi Juis KIHHAYECKUX UcCeA0BaHUH (MCnbITaHui)

Kon I HaumMeHoBaHKe
1. TPOU3BOJICTBEHHBIE OINEPAIIUU — JIEKAPCTBEHHA S ITPOYKLIMA
1.2 |HecrepunbHas npoayKuus

1.2.1. HecrepunbHas npoayKuus (TEXHOIOrMYECKHE ONEpaLu AJis TIOJTyUEHUs C }oumx_\_g‘
neKapcTBEHHBIX GOpM):

1.2.1.13. Tabnetku
1.2.2. Boinyckatouuii KOHTPOJIb kadecTsa (cepTudHKaLms cepun)
Ilpouas nexapcTBeHHasi NPOAYKLIMS UIH MTPOU3BOACTBEHHAA AEATENLHO

1.4.3. Tlpouee:
XpaHeHHe ynakoBouHbix Matepuaion: Emilienstrafle 12-16, 01139 Dr

'VakoBka

1.5.1. Tlepuunas ynakoBka:

1.5.1.1. Kancysnbl B TBepao0ii 060s0uKe
1.5.1.13. Tabnerku
1.5.2. BropuuHas ynakoBka

KoHnTposb kauecTBa

1.6.2. MukpoOuonoruyeckie UCTIbITaHUS: MUKPOOHO.

1.6.3. Xumuueckue (puznueckue) UCIbITAHUS

Kacaroiiyecs 006aacTH np
1.2.2. Bktouas Taioke BbIITYCKAOUI KOHTPOJb Ka ‘
1.2.1.1. Kancynsl B TBepao#i obonouke
CraposoiitoB A.T., :
3aMeCTHUTeNb
MuHuCTpa 3ApaBOOXpaHEHUS
Pecny6auku benapych
(®.1.0., nomxHOCTD)

13 wiong 2026 . ~

(nara noaAnMcaHus, AA.MEC.ITTT)
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