M HHE-'!("I'}-]P(;'II'B() SAPABOOXPAHEHUSA
POCCHUNCKOU ®EJIEPALIMU

Perucr PAHNOHHOE YI0C! [OBEPpEeHUE
'Iehaptl"BCHHO[O npenapara (i MeIHIHHCKOTO HPHMECHEeHUA

-Ne(000764)-(PT'-RU)

(HOMEp PEruCTPaLHOHHOIO YAOCTOBEPEHHS JIEKapCTBEHHOTO Ipenapara)

B COOTBETCTBHH C HpaBHJIaMH PETHUCTPALIHK H SKCIIEPTH3BI JICKAPCTBEHHBIX CpeﬂCTB JUTA MEJTHITHHCKOTO
NPHMEHEHHA, HACTOALIEE PErUCTPAllMOHHOE YIOCTOBCPEHHE BBIIAHO:

Hanmenosanue aepxaTtest Baitep AT, I'epmanns / Bayer AG, Germany -

- PerHcTpaLHOHHOIO YI0CTOBEPEHH S

1 Anpec aepiaTesisi pErHCTPALHOHHOIO

— | yaocrosepenns: Tepmanus / Kaiser-Wilhelm-Allee, 1, 51373,

Leverkusen, Germany
05.05.2022

05.05.2027

| JlaTa perucrpanum:

 -3; JlaTa HeTeveHHsI cpoKa JelicTBus
perucTpauHoOHHOrO Y1I0CTOBEpPEHHs:

3 Jlara noaTBep KAEHHsS] perHCTPalHH
| (mepeperncrpanuu):

JlaTa BHeceHHs H3MeHeHHii 05.03.2026

| (nepeodopmenns) B perncTpannonHoe
YAOCTOBEPEHHE:

Jata perucrpaunu B pedepeHTHOM 05.05.2022

|| rocymapcrse:
U Honmepxcnae’r 4TO JIeKapCTBEHHBIH MpenapaT 3aperdCTPUPOBaH U pa3pelleH K MeIUIUHCKOMY npmeﬂenm 3

Poccuiickoii ®enepauun

(rocynapcTtBo — 4iieH EBpa3suiickoro 3KOHOMHYECKOro CO03a)
HH}popMaL@s 0 3apernCcTpHPOBaHHOM JIEKapCTBEHHOM Tpenapare

Topropoe HaMeHOBaHHE JIEKAPCTBEHHOI 0 Anemnac®
npenapara;

MeskayHapoiHOE HenaTeHTOBAHHOE Puonuryar

Haumenoanne (MHH), nin obmenpuusitoe
(rpynnupoBOYHOE) HAUMEHOBAHNE, HJIH
XHMHYeCK0e HAaHMEeHOBaHHEe AKTHBHOM
‘thapmaueBTHHecKoll cyOcTaHUIHA

(npu orcyrereun MHH):

TabJIeTKH, TIOKPHITEIE [UIEHOYHO 060J09KOM

| JlexapcTBeHnnast opma:

0.5 mr; 1 mr; 1.5 mr; 2.0 Mr; 2.5 Mr

HosupoBra(-H):

Ta0NeTKH, MOKPHIThIE MICHOYHOH 0007104K0i, 0.5 MF,
1.0 mr, 1.5 mr, 2.0 mr; 2.5 Mr (6auctep) 21 x 2/4
(mayka KapTOHHAs)

Cocrap JiekapcTBeHHOT0 Npenapara: PHOLIMTYaT MHUKPOHH3HPOBaHHbIH
0.5/1.00/1.50/2.00/2.50 Mr, BcrioMOTaTelIbHEIE
BeniecTBa (1EJUII0I03a MAKPOKPHCTAITHIECKAs,
KPOCIOBHIOH, THIIpOMeio3a 5 cll, 1aKkTo3sl

MOHOTH/IpaT, MarHus cTeapar, Hafpgf 9 5 5
Jlaypwlcyﬂmba'r, reHo4YHas obosovuka

®opma(-b1) BLITYCKA:




_ CTpaﬂLuJ.a 2 PerucCTPaMOHHOrO YI0CTOBSPEHHUS NQJHI—Ng(ﬂ{E%—?_G4

NIPOMMIEHTIIHKONB, TUTaHa nuokeua E171, kpacurens <\
xene3a okcu xenthrit E172 -/+/+/+/+, kpacurens
xene3a okcul KpacHelil E172 -/-/-/+/+])

14 | Cpoxk roanocrn: 3 roaa

HUnpopmanus 0 NPOU3BOAMUTENE JIEKAPCTBEHHOTO Npenapara (Ha3BaHHA | alIpeca NPOU3BOJICTBEHHBIX MIOMANOK, | |
YYACTBYIOIIUX B TIPOLECCE TIPOM3BOICTBA JIEKAPCTBEHHOTO TPENapaTa) |

Ne | Cragusi npoussoacTea | Haspanue opranuzauun Ajipec MPOH3BOACTBEHHOMN Mlomanky |||
(BCce yYacTHHKH I
NPOH3BOACTBEHHOI 0 |
npouecca) il

i | Ipomssonctso rotosoit | Baitep AT, lepmanus / Bayer Kaitzep-Bunsrensm-Aiiee, 51368 i
nekapcTBeHHOM Gopmbl | AG, Germany JleBepkysen I'epmanus / Kaiser- !
Wilhelm-Allee, 51368, Leverkusen,
Germany il
2 | IlepBuuHas yIakoBKa Baitep AT, I'epmanns / Bayer Kaiizep-Bunsrensm-Amnee, 51368 il
AG, Germany JleBepkyseH I'epmanus / Kaiser-
Wilhelm-Allee, 51368, Leverkusen, Al
Germany A II
3 BropuuHas ynakoBka Baiiep ATI', 'epmanus / Bayer Kaiizep-Bunsrensm-Aiee, 51368 |
AG, Germany Jlesepkysen I'epmanus / Kaiser- i
Wilhelm-Allee, 51368, Leverkusen, {iif
Germany

4 | Beinyckaromuit baitep AT, 'epmanus / Bayer Kaiizep-Buibrensm-Aiiee, 51368 Al

KOHTPOJTb KavyecTea AG, Germany Jlesepkysen 'epmanus / Kaiser- I
Wilhel llee, 51368, Leverkusen, Al
_Gepsmany il

3amecrureas Munmncrpa C.B. I'1rarones )il




