MUHUCTEPCTBO 3JPABOOXPAHEHUSHA
POCCUHUCKOH OEJAEPAUMU

(Muusapas Poccun)
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Mockaa

O NPHOCTAHOBJCHHH NPpHMEHEeHH JICKAPCTBEHHOI'O npenapara
JAA MEJHUHHCKOrO NPHMCHCHHH € TOProBLIM HAHMCHOBARHEM CyHBenpa

B  coorBerctBuM ¢  IlopsoxoM — NpHOCTaHOBIEHHs  IpHMEHEHHU:A
JIEKapCTBEHHOTO IIperapaTa Ui MEIMUMHCKOTO MPHMEHEHHsS, YTBEPKICHHBIM
npukazoM MuH¥CTEPCTBa 3paBooxpaHeHus Poccuiickoi ®enepanyu ot 14 Hosbps
2018 r. Ne777u (3apeructpupoBaH MHHHCTEPCTBOM IOCTHUMHM Poccuiickoi
depepaipu 27 despans 2019 r., peructpanuoHHb Ne 53907), MuHHCTepcTBOM
3apaBooxpanenus Poccuiickolt Pefepallli NPUHATO PELICHHE O IIPUOCTaHOBICHHUH
NPUMEHESHHUS JIEKAPCTBEHHOIO Npenapara Jis MeAUIUHCKOrO IPUMEHEHH S

CyHBenpa

TOPrOBOE HAMMEHOBAHHKE JISKAPCTBEHHOIO [iperapara

AcyHanipeBHp
MEXIYHAPOIHOC HEIIATCHTOBAHHOE HAHMECHOBAHHE NCKAPCTBCHHOTO IIpenaparta

Karcymisl Markue, 100 mr
JIEKapCTBCHHAR (popMa H J03HPOBKa JICKapCTBEHHOTO NIpenaparTa

Bpucron-Maiiepc Cxeub6 Komnanu,CIITA
430 East 29th street, 14th floor, New York, New York, USA

HAHMCHOBAHHC H apeC MECTOHAXOXICHUA KepiKaTelsl HIIH BIlaJenbla PpEruaCTPAllTHOHHOI'O
YIOOCTOBCPEHHS JACKAPCTBEHHOIO Hpenapara

Anznepcon bpekox HMnx., CIHHA
4545 Assembly Drive, Rockford, IL. 61109, USA

HaMCHOBAHHC H aIpEC HpOHBBOHCTBCHHOﬁ MIIOIIanKH




JII-003022 ot 3 urons 2015 r,

HOMED K JaTa PErHCTPAHOHHOIO YOOCTOBEPCHHA JICKAPCTBEHHOIO MIpenapara

IpYMEHEHHE JIEKapCTBEHHOI0 Nnpenapara npuoctadasnusaetcs ¢ 08.08.2019 mo
IIpeCTaBIEeHHUS CBEIEHHH O BOZMOXXHOCTH BO30GHOBICHHS [IPUMEHEHHS
JIEKapCTBEHHOTO Tiperapara
KajcHaapHai ngata, ¢ KOTOpOﬁ IIpHOCTaHABIHBACTICA IPHMEHCHHE JICKAPCTBCHHOTO IIpENapara,
# CpoK (TIepHo), Ha KOTOPHIH IPHOCTAHARHBACTCS IPHMEHEHHUE JIEKAPCTBEHHOTO [ipelapara

mMchMO MHUHHCTEPCTBa IPOMBIILIIIEHHOCTH U TOproBiH Poccuiickoit ®enepanuu
ot 1 aBrycta 2019 r. Ne I1C-52215/19, xoropbiM npeAcTaBieHbl CBEASHMS O
HECOOTBETCTBUHU IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHHAM
IIpaBHII HaJIeXKallleld MPOU3BOACTBEHHON IIPaKTHKH
U (WIK) 0 HApYIIeHHH JTHIEH3HOHHBIX TpeboBanuil
OCHOBaHHe TIPHOCTAHOBICHHS IIPIMEHEHHS TEKAPCTBEHHOTO IIPerapaTa
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3apaBooxpaHenus Poccuiickon ®enepanuu L.B. Kocrennukos



