MHUHHUCTEPCTBO 3/IPABOOXPAHEHMS
POCCUMNCKOW DEAEPALIMI
Pemcrpammuﬂoe YI0CTOBEPEHHUE

JEKAPCTBEHHOI0 Npenapara /st MeIHUHHCKOT0 MPpHMEHEeHHs
JITI-Ne(001723)-(PT'-RU)

AR G o

(HOMep perncTpPalMOHHOrO YAOCTOBEPEHH S IeKapCTBEHHOIO Npenapara)

B cootBetetsuu ¢ [TpaBuiamn perucTpaiuyi 1 9KCNEPTH3bI JIEKAPCTBEHHBIX CPeICTB A MEIHLUHCKO
TPUMEHEHHS, HACTOSILEe PErHCTPALIMOHHOE Y IOCTOBEPEHHE BBIIAHO:

HaumeHoBanue aepkaTesis
PErHcTPalHOHHOr0 YA0CTOBEPEHMS:

Hosaptuc ®apma Al /
Novartis Pharma AG

Anpec gepaxaTens perucTpauHOHHOI0
YAOCTOBEepeHH:

Jara perucrpauuu:

24.01.2023

JlaTa ucTedeHHs CPOKa JeiiCTBHSA
PErHCTPALHOHHOTO YI0CTOBEPEHHS:

18.11.2030

Jata noaTBepKIAeHHsS] PerHCTPallHH
(mepeperucrpaumn):

18.11.2025

Jara BHeceHHsI H3MEHeHHIt
(nepeodopMJieHHS) B perHcTpalHOHHOE
yaocToBepeHune:

JaTa peructpauuy B pepepeHTHOM
rocyjiaperse:

24.01.2023 -

H NOATBePXK/AET, YTO JIeKapCTBEHHBIN Npernapar 3aperucTpUpOBaH U paspelieH K MeAMLIMHCKOMY TPUMEHEH

Ha TEPPHTOPHH:

-

Poccuiickoit @enepannu

(rocynapcTso — usieH EBpasuifckoro 3KOHOMHMYECKOTO COK03a)

Hudopmals o 3aperucTpupoBaHHOM JIEKAPCTBEHHOM MpenapaTe

Toproeoe HaHMEHOBAHHE JIEKAPCTBEHHOTO
npenapara; }

Cuembdanke

Mexkaynapoanoe HenmaTeHTOBaHHOE
uaumerosanne (MHH), nnn obmenpunsnToe
(rpynnupoBovHOE) HAHMEHOBaHHe, HITH
XHMHYeCKoe HAHMEeHOBAHHE AKTHBHOI
(apmaueBTHUeCKOH cyOCcTAHLIHH

(npu orcyreresun MHH):

AcuuMHUHKHO

JlekaperBenHas gopma:

HosupoBka(-n):

20 mr, 40 mMr

®opma(-bl) BbINyCKa:

TabJIeTKH, NOKPhITHIE UIEHOYHOM 000104KOH, 20
40 mr (koHTypHas s4eiikoBas ynakoska) 10 x 2/
(KapTOHHAs MayKa) =

CocTaB JIeKapcTBEHHOI0 Npenapar

acuuMuHuGa ruapoxnopuna 21.620/43.240 mr
[cooTBeTCTBYET aCLUMUHUEY OCHOBAHHIO
20.000/40.000 Mr], BcriomMoraTenbHble BelleCTBa:
JIaKTO3bl MOHOTHPAT, LE/I01033 _
MUKPOKpHCTAILIHYECKas (MEJK , E4
LEJLTEJI03a Muxpoxpucmnmm?fgﬂ :




_Crpanuua 2 perucTpaLMonHoro yaocrosepetus Ne JIH-Ne(001723)-(PL -RU)

(E463), kpockapmesuiosa Hatpas (E468), maruus
cTeapar, KpeMHHS JHOKCHL KOMIOUAHBIA Oe3BOAHbIH,
njaeHo4YHas 000J09Ka - CMECh AT NOKPBITHA yepHas
[nonusunmnoBkEIi ciiupt (E1203), Tansk (E553b),
KpacHTeIb JKefe3a oKcu1 yepHbli (E172), neuutun
(E322), kamenp kcantanosas (E415)] -/+, cmecs a4
NOKPBITAA KpacHas [moauBuHWIOBRIH ciupT (E1203),
Tanbk (E553b), kpacurens xese3a OKCHI KPacHbIi
(E172), neuntun (E322), kamenb KcaHTaHOBast
(E415)], +/+, cMech s MOKPbLITHA Oeras
[nonusuHMIOBBIH criupT (E1203), THTaHa AHOKCHT
(E171), ransk (E553b), newurun (E322), kamens
kcantaHosas (E415)] +/+, cMech JUid NOKPLITHA
xenras [momuBuHWIOBLIA cnupT (E1203), kpacurels
xenesa okeun ket (E172), tansk (E553b),
neuntuH (E322), kamens kcantadosas (E415)] +/-)

14

Cpok roxHocTH:

3 roma

WubopMaiys 0 NpOH3BOAMTEITE JIEKAPCTBEHHOTO TIpenapara (Ha3sBaHus ¥ afpeca TPOM3BOACTBEHHbBIX MIICLIAN0K,
YYaCTBYIOLIMX B [IPOLIECCe POU3BOACTBA IEKAapCTBEHHOTO Npenapara)

Ne | Cranus npouspoacTea | Haspanue opraHusauuu Ajpec MPOU3BOACTBEHHOI MJIOIANKH
(BCe YUYACTHHKH
NMPOH3BOACTBEHHOI'0
npouecca)
1 [Tpouspoacteo rotoBoii | Hosapruc ®apma Llteiin AT, [ladxayzepurpacce, 4332 1lireiin,
nekapcrBeHHo# ¢opmer | Ilseituapus / Novartis Pharma Iseituapus / Schaffhauserstrasse, 4332
Stein AG, Switzerland Stein, Switzerland
2 | IlepsuyHas ynakoBKa Hogapruc ®apma [lrteiin AT, [Iladdxaysepiurpacce, 4332 1lrekn,
IIBejinapus / Novartis Pharma IIseituapus / Schaffhauserstrasse, 4332
Stein AG, Switzerland Stein, Switzerland |
3 | BropnuHas ynakoBka Hosaptic @apwma Ilteiin AT, [lIaddxaysepmtpacce, 4332 Hlreiin, :
Ilisetitapus / Novartis Pharma Ulseituapus / Schaffhauserstrasse, 4332
Stein AG, Switzerland Stein, Switzerland
4 | Beinyckaromuii Hoaptuc @apma IlTeiin AT, Iladxaysepuirpacce, 4332 Hlireiin,

KOHTPOJIb KauyeCcTBa

[Iseiiuapus / Novartis Pharma

3amecTuresib MUHHCTpA

Ulseiiuapus / Schaffhauserstrasse, 4332

€.B. ['narosien




