MHHMCTEPCTBO 3JPABOOXPAHEHUSA
POCCUNCKOMW OEJIEPALHUN

(Munzapas Poecru)
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Mockaa

O HPDHOCTAHOBJICHHH NIPHMEHCHHS JCKaApPCTBCHHOIO npenapara

AJIA MEHUHHCKOrO NPHMEHEHHs! ¢ TOProBbiM HauMeHoBaHHeM Beccea® Jlys @

B coorserctBuu ¢ IlopsmkoM — NPHOCTAHOBIEHHS  [PUMEHEHHS
JICKapCTBEHHOIO Ipernapara Uil MEIHLHHCKOIO IPHMEHEHHS, YTBEPMKICHHBIM
mpukasoM  MuHucTepcTBa  3mpaBooXpaHeHHs — Poccuiickoit  PDepepauum

or 14 mnosbps 2018 r. Ne777m (3aperucrtpupoBan MUHHCTEPCTBOM IOCT
Poccuiickolt ®enepanyu 27 ¢espans 2019 r., percTpanuoHHsiM Ne 53

15880795
907),

MunucrepcTBoM 3xpaBooxpanenis Poccuiickodt Menepanun OpuHATO pelieHue
0 NPHOCTaHOBJICHHH INPUMEHEHHS JIEKApCTBEHHOIO Iperiapara Ml MEIUMIHHCKOTO

IPHUMEHESHUS

Beccen® [ly» @

TOProBOE€ HANMCHOBAHME JIEKAPCTBEHHOTO Iperiapara

Cynonmekcu

MEXAYHAPOOHOE HenaTeHTOBaHHOE HAMMEHOBAHUE JICKapCTBEHHOTO Mpenapara

PacTBOP [ BHYTPUBEHHOI'O H BHYTPUMBILIEUHOTO BBesenus, 600 JIE/2 mn

nexapcTBeHHas JopMa 1 JO3HPOBKA JIEKapCTBEHHOIO Hperapara

Anppacurma C.atA., Utanug
Via E. Fermi 1, 65020 Alanno (Pescara), Italy

HaHMCHOBAHHE H aapeC MECTOHAXOKICHU AEPaTeNst HAH BNaACHblid PerHCTPalMOHHOL
YAOCTOBEPEHHS NCKAPCTBEHHOrO npenapara

Anbdacurma C.aLA., Uranus
Via E. Fermi 1, 65020 Alanno (Pescara), Italy
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HaHMEHOBAHHE H afpec HpOI’IBBO,HCTBCI‘IHOﬁ HIOIIIANKH
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ITN012490/02 ot 4 anpens 2008 r.

HOMED H JaTa PErHCTPAIHOHHOTO YIOCTOBEPCHHA JICKAPCTBCHHOIO MpellapaTa

NpUMEHEHHE IEKApCTBEHHOTO NIpenapara nprocTasasnuaeTcs ¢ 4 mapra 2020 r.

A0 mpeacTasnequss MUHHCTepCTBOM NPOMBIIIIEHHOCTH M TOProBiIy Poceuiic
Denepauyuy CBeIEHUH O BO3MOXHOCTH BO30OHOBIIEHHS IIPHUMEHEHHUS
JIEKapCTBEHHOTO Mperapara

KallCHOapHas nara, ¢ I(OTOpOfI IIpAOCTaHaBIMBACTCA PUMEHEHHE JIEKAPCTBCHHOIO Hpeliapata,
i CpOK (nepﬁon), Ha KOTOpI)II"‘I MPHOCTAHABJIHBACTCA IPUMEHCHHAC NICKapCTBCHHOTO Iperaparta

M1CbMO MUHHUCTEPCTBA IPOMBILINEHHOCTH U TOProBiu Poccuiickoit Memepa
ot 02.03.2020 Ne I1C-13888/19, KoTOpBIM [IPENCTABIEHBI CREJICHHS
HECOOTBETCTBUH NIPOM3BOAUTENS IEKAPCTBEHHEBIX CPELCTE TPeGoBaHuIM
IIPABUJI HAJJIEXKAIIEH IIPOU3BOACTBEHHOMH MPaKTHKY
¥ (WN1M) 0 HapyIIEHMH JIMLEH3HOHHBIX TpeBGoBaHuH

[1HH

OCHOBaHHE NPHOCTAHOBIEHMA NPHMCHEHHA JICKAPCTBEHHOTO Iipenapara

3amectutens MunucTpa
3JIpaBOOXpaHEeHHS

Poccuiickoii ®epepanun H.A. Xc

POBA




