MUHUCTEPCTBO 3JIPABOOXPAHEHUS
POCCUHHCKOUW O®EJIEPALUH

{(Muunsapae Poccun)

OPUKAS

I a4 (9, x 630

Mocxksa

O npHOCTAHOBJICHHH HPHMEHEHHS JICKAPCTBCHHOI0 Mpenapara
AJist MEAHIHHCKOT0 IPUMeHEeHHs ¢ TOProssiM Hanmedosanuem Hypoden pis
nerei

B  coorBerctBuM ¢  llopsaxoM — IpHOCTAHOBNEHHS  IpUMEHEHHS
JIEKAPCTBEHHOTO IIpenapara Uil MEAMLMHCKOIO NPHMMEHEHMs, YTBEPKUECHHBIM
npykazoM MuHuCcTEepCcTBa 3/|paBooxpaHenus Pocculickoll Penepannu ot 14 HosOpa
2018 r. Ne777u (3apermctpupoBaH MuHucTepcTBOM IOCTHIHH Poccuiickol
Depepanuu 27 despans 2019 r., perucrpanuonsbiii Ne 53907), MunucTepcTBOM
sapaBooxpaneHus Poccuiickol Penepalyi NPUHATO pelieHHe O NIPHOCTAHOBIEHHH
IIPUMEHEeHHs JIEKapCTBEHHOI'O TIpenapaTa Uil MEAMLIMHCKOIO IIPUMEHEHHS

Hypoden mist gereit
TOProBOe HAHMMEHOBAHHE JIEKAPCTBEHHOTO IIpEIIapara

Hbynpodex

MEXAYHAPOLHOE HEeIATEHTOBAHHOE HAHMEHOBAHKE JICKAPCTBEHHOI'O IIpENapara

CYNIIO3UTOPHH peKTalbHEIe [ ferefi], 60 Mr
neKapcTBeHHast GopMa H HO3HPOBKA TEKAPCTBEHHOIO Mpenapata

Pexutr benkuzep Xenckep Mareprerunn JItn, Benukobpuranus
Thane Road, Nottingham, NG90 2DB, United Kingdom

HaMMEHOBAHHE H apCC MECTOHAXOKACHHA ACPXKaTC/ HIIH BlIaaeablia PErucTpafionHoro
YAOCTOBCPCHHA NCKApCTBEHHOIO IIpenapara

Pamap A.B.E., I'perus
49th km National Road Athens-Lamia, Avlona Attiki, 19011, Greece
Ha¥MEHOBAHKE H aZIPEC NIPOU3BOACTBEHHOMN TUIOMAIKH




JICP-006017/08 ot 30 mrons 2008 r.

HOMED H J]aTa PETHCTPalMOHHOTO YAOCTOBEPEHHA IEKAPCTBEHHOTO IIpernapara

IIPMMEHEHHE JIEKapCTBEHHOrO Npenapara npuoctasasinusaetcs ¢ 07.08.2019 mo
NPEACTaBIIEHHs CBEICHUH O BO3MOXKHOCTH BO30OHOBIICHUS IIPHMEHEHUS
JIEKapCTBEHHOTO Npenapara

KaleHAapHas IaTa, ¢ KOTOPOH NpHOCTaHABIMBACTCA IPHMEHEHHE JISKapCTBEHHOTO Nperiapara,
H CpOK {[IEpHOX), Ha KOTOPEIH IIPHOCTAHABIMBACTCS IPHMEHEHHE JISKaPCTBEHHOrO Hpenapara

OHCEMO MHHHCTEPCTBA IIPOMBINIIEHHOCTH H Toprosiu Poccufickoit deneparum
oT 2 aBrycta 2019 r. Ne I1C-52472/19, KOTOPEIM NIpeNCTABIEHE] CBENEHHS O
HECOOTBETCTBHH IPOU3BOJUTEI IEKapCTBEHHBIX CPEACTB TpeboBaHuIM
IIpaBHII HAaJJeKaeH IPOU3BOACTREHHOH IIPaKTHKH
¥ (MJIM) O HapyLIeHHM JIMUCH3HOHHBIX TpeGoBanuii
OCHOBaHHC ITPHOCTAHOBNICHHA IDUMEHCHMA JIEKAPCTECHHOTO ITperapara

Crarc-cexperapb — 3aMecTHUTEls MuBUCTpa

3apaBooxpadedus Poccurickoit Oenepaium J.B. Kocrennukos




