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Mocksa

O NPHOCTAHOBJCHHHA NNPHMCHCHHA JCKAPCTBCHHOPO OpenapaTa
D MEAHIHHHCKOI'O IIPpHMMEHEHHA ¢ TOProBbIM HAHMEHOBAHHEM (I).nymimp'r

B  coorBerctBuu ¢  IlopAaaxkoM — HpHOCTaHOBIEHHS  HPUMEHEHHUS
JIEKapCTBEHHOTO Tpenapara i MEOWLIHHCKOTO IPUMEHEHUs, YTBepICHHBIM
npukasoM MuHuCTEpCTBa 31paBooxpaHenus Pocculickoit enepauyn ot 14 Hoabpa
2018 r. Ne777u (3aperdcTpupoBaH MHHHCTEPCTBOM IOCTHLHMH PoOCCHICKOH
Depepanun 27 despans 2019 r., peructpanuonssit Ne 53907), MunuctepcteoM
3apaBooxpanesns Poccuiickoil denepany NpUHATO pellleHHe O IPHOCTAHOBICHHH
IpUMEHEHHS IeKapCTBEHHOIO Npenapara s MEJUIIUHCKOTO IPUMEHEHHS

Quyudopt

TOProBOC HAUHMEHOBAHKE JICKAPCTBEHHOI'Q NIperiapara

Kapbonucrenn
MeXYHapOIHOE HEelaTeHTOBAHHOE HAHMEHOBAHHUE JISKAPCTBEHHOTO IpenapaTa

TPaHYJIE! JUIs IPUTOTOBIEHNS CYCIIEH3UM IS NIpHeMa BHYTps, 2.7 I/5 T
nexapcTBeHHad (opMa ¥ AO3HPOBKA JIEKAPCTBEHHOTO IIpenapara

Homne ®apmageytuun C.nA., Uranus
20122, Milano, Via San Martino 12-12/a, Italy

HAHMEHOBaHHE U a/Ipec MECTOHAXOXICHHS AepXKaTelld HIK BAaZleNbla PEruCcTPAlHOHEOIO
yIOCTOBEpEHHs JIEKapCTBEHHOTO IperapaTa

Homne ®apmaveyriuu C.o.A., Uranus
Via Campo Di Pile (loc. ZONA INDUSTRIALE) - 67100 L'Aquila, Italy

HAHMCHOBAHHEC M apcc HpOH3BOHCTB€HHOfI ENOoMmANKH




TIN010489/02 ot 10 vrons 2010 .

HOMED | JiaTa pEeruCTpallHOHHOrO YHOCTOBEDEHH JICKAPCTRCHHOTO IIpEapara

IIpUMEHEHME JIEKAPCTBEHHOI0 rpenapara npuoctanariuaercd ¢ 07.08.2019 no
MpeACTaBICHHS CBEACHUH 0 BOBMOXKHOCTH BO30OHOBNEHHUS IIPHMEHEHHS
JICKapCTBEHHOTO IIpernapara

KalICHIapHaA nara, © KOTOpOﬁ IPHOCTAHABIHEBACTCA IIPHMEHCHHE JIEKAPCTBEHHOI'C IIpeiiapaTa,
H CpOK (nepxon), Ha KOTOprf:I NPpHOCTaHABJIHBACTCH IIPHMEHEHHE JIEKaDPCTBCHHOIG Iipenapara

MHCHMO MHUHHCTEPCTBA IPOMBILIIEHHOCTH ¥ TOproBnH Poccuiickoii ®enepanuu
ot 2 asrycra 2019 r. No I{C-52798/19, xoTOpBEIM IpecTaBie bl CBEASHHS O
HECOOTBETCTBUHU NPOU3BOAUTEIIS NEKAPCTBEHHBIX CPeACTB TPeOOBAHMIM
IpaBUJI HajJexKaiiel Ipou3BOACTBeHHOH MPaKTHKH
H (WIH) 0 HapyLIeHWH JTHIIEH3UOHHBIX TpeboBaHmi

OCHOBAHHEC IIPHOCTAHOBIICHHA NIPHMEHCHHA NEKapCTREHHOIO IIpeIapara

CraTc-cexpeTaphb — 3aMeCTHTENb MHUHUCTpa

3apaBooxpanenus Poccuiickoit Penepaimm J1.B. KocTrenuukos




