MHUHUCTEPCTBO 3IPABOOXPAHEHUA
POCCUNCKOW OEJIEPALIUA

PerucrpauuoHHOe YI0CTOBEpeHne
JAEKaPCTBEHHOI0 NPENapaTa /List MEIHIMHCKOT0 IPUMEeHeH s

JII-007393
(HOMEp perncTpalMOHHOrO YAOCTOBEPEeHUs IEKAPCTBEHHOTO NpernapaTa)

HaumenoBaHue nep:xates (B/iajgebla)
PErucTPaNMOHHOIO YA0CTOBEPEHUS
JIEKApCTBEHHOI0 Npenapara

3eHTHBa K.C., Yeuickas Pecmy6iuka
Zentiva k.s.

AJipec MECTOHAXOKAEHUSI [epKaTeis
(enazenbua) perucTPAMOHHOIG Y/AOCTOBEPEHHUS
JIEKapCTBEHHOI'0 Npenapara

U kabelovny 130, 102 37 Prague 10, Dolni
: Mecholupy, Czech Republic

- JlaTa rocyJapcTBEHHO perucTpauuu
JIeKapCTBEHHOI O Npenapara

14.09.2021

Cpok feficTBHSI perucTPauMoHHOr0
YAOCTOBEPEeHUs JIEKaPCTBEHHOI'0 NpenapaTa

31.12.2025

Jata BHeceHusi M3MEHEHHI B PErHCTPALIMOHHOE
YAOCTOBEPEHHE JIEKAPCTBEHHOr0 Npenapara
{zaTa 3amMeHbI perncTPallHOHHOrO
YAOCTOBEPEHHS IEKAPCTBEHHOI0 Mpenapara)

31.08.2023

HHpopmauus 0 3aperucTpupoBaHHOM JIeKApCTBEHHOM Tperapare:

ToproBoe HanMeHOBaHUE

Jluzeropa

Memyﬂapoaﬂoe HEMNATEHTOBAHHOE, HJIH
FpyniApoBoYHOE, HJIM XHMHYECKOe
HauMCEHOBaHHe

losepenvx

JlexapeTBeHHas gpopma

UMILIaHTaT

Jo3upoBka

10.8 mMr

€OCTaB BCIIOMOraTe/IbHbIX BEIECTB

KaygecTBeHHbI# COCTAB U KOJIHYECTBEHHDBIN COCTAB JAEHCTBYHOIIHX BELIECTB M KaYeCTBEHHbIN

rosepenyta anetar 12.5 mr (sksusaneutHo 10.8 rosepennna), BeriomoraresnbHbie Beuiectsa (Pesomep®
R202H Tionu-D,L-naxtuzn, Pesomep® RG752H [Tosin-(D,L-nakTua-ko-raukonun))

3

@opma BbINycKa (J1eKapcTBeHHan popma,
AG3UPOBKa, IEPBHYHAS YIAKOBKA, KOJIHYECTBO
JlekapcTeeHHoH GOpMbI B NEPBUYHOM yIAKOBKeE,
KOJIMYECTBO NEPBUYHOM YIaKOBKM B
NOTPEGHTENBCKON YIAKOBKe, KOMILIEKTHOCTE)

umnnadrar, 10.8 wmr
3aLUMTHBIM MEXaHU3MOM) X | (r1auka kapToHHas)

(wnpun-anniukatop ¢

PexBU3MTEI HOPMaTHBHOM IOKYMEHTALHH
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Crpanuua 2 perucrpaunoHHoOro yaocrosepenus Ne JIT-007393

npOl/BBO[lCTBEHHble IJIOIAAKH, YHaCTBYIOLWIHE B IpoLiecce NPpoM3BOACTBA JIEKAPCTBEHHOI0
npenaparta, ¢ YyKasaHuem cTagui npou3BoaACTBA, Ha3BaHUIl U (l)aK‘TH‘leCKHX aipecoB
MECTOHAXO0KIACHUNA

[Ipouseodumens (Bece cmaduu npouszeodcmsa) ] AMB I'mM6X, I'epmanus / AMW GmbH, Germany

Birkerfeld 11, 83627 Warngau, Germany
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