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Pern CTPAUHOHHOEC YI0CTOBEPpEHHE

JACKAPCTBEHHOT0 nNpena pﬂh}ﬁrbﬂzah%‘)l_walﬁlﬁ)ﬂﬁ O NPpUMCHCHHH

(HOMEp PerucTPaLHOHHONO Y0CTOBEPEHHS IEKAPCTBEHHOTO Nperapara)

TIPHMEHEHHSA, HACTOAILEE PETUCTPALMOHHOE YIOCTOBEPEHHE BBIIAHO!

HaumeHnoBanue aepxarens
PerucTpaHONHOIO yI0CTOBEPEeHHS:

Hogaptuc ®apma AT, Illseiduapus//
Novartis Pharma AG, Switzerland

2 Aﬂpec JepHKATe A PperHcTpauHoHHOr0 J'leTI.quacce 35, 4056 Ba3€.!'lh, ].[IBcif!uapHa f.r’ ’
YAOCTOBEepeHHst: Lichtstrasse 35, 4056 Basel, SWItZCTlaIId
Jara perucrpaunu: 10.08.2023
JlaTa ucreveHnus cpoka aeiicTBus v
PErHcTPAUHOHHOr0 y10CTOBEPeHHS:

5 | Jlata noaTBepxKIeHHS perucTPALHHN :
(nmepeperncrpaunu):

6 | Nara BHecenus uamMenenmii 18.11.2025
(nepeodopmiieHHs) B perucTpauHoHHoe
YAOCTOBEpeHHe:

7 | JMata pernctpaunn B pedpepenTHOM 10.08.2023

rocyaaperae:

Ha Teppmop}m
Poccuiickoit @epepaunn
(rocynapcrBo — wieH EBpa3uniickoro 3kOHOMHYECKOTO COI03a)
HHdopmaius o 3aperucTpHpoBaHHOM JIEKAPCTBEHHOM TIpenapare
8 | Toprosoe nanmenoBanue exapcTBeHHOro Ceprukan®
npenapara:
9 | Mexaynapoanoe HenaTeHTOBAHHOE Osepomimyc
HaumeHopanue (MHH), nan o6wenpunsiroe
(rpynnupoBOYHOE) HAMMEHOBaHHe, HJIH
XHMHYecKOoe HAaHMEHOBaHHE AKTHBHOI
apmauesTuyeckoii cydecTaHunn
(npn orcyrerenn MHH):
10 | JlexaperBennas popma: TadneTKH
11 no‘;“posm(.u): 0.25 M, 0.5 M, 0.75 mr oy
12 | ®opma(-b1) BHImycKa: Tabnetkn, 0.25 mr, 0.5 mr, 0.75 Mr (Ginctep) IO >~’-._
(nmayka KapToHHas) :
13 | Cocras aexapersennoro npenapara: speponumyc 0.25/0.50/0.75 mr, ncnomora'nenwue ;
BenlecTBa (Oy THITHAPOKCUTONY O, JAKTO3BI
MOHOTMIpAT, runpomesosa (tun 2910), maransg ;
cTeapar, KpocnoBHIoH (THn A), 1akTo3a 6eaaonﬂa§;) Feie
14 3 roma

Cpok rognocTu:

064918




Ctpanuua 2 perucrpaluoHroro yaocroseperns Ne JIIT-Ne(002986)-(PI'-RU)

HUHdopmais 0 Npou3BoANTEIE JIEKAPCTBEHHOTO Npernapara (Ha3BaHns U aapeca NPOU3BOACTBEHHBIX TUIOMIANIOK,
YHacTBYIOLIHMX B NPOLIECCE NPOH3BOACTBA JICKAPCTBEHHOIO npenapara)

Ne | Cragus nponzsoacrea | Ha3sauue opranuzauun Apec NpoU3BOACTBEHHOI MIOWIAAKH
(BCe YYACTHHKH
NPOH3BOACTBEHHOI O
npouecca)

1 Tpoun3sBoacteo roToBoil | OOMLIECTBO ¢ OrpaHHYEHHOMN r. Caukr-ITetepOypr, Hopora B
JIEKApCTBEHHO# (opMBI | OTBeTCTBeHHOCTHIO "HoOBapTHC Kamenky, a. 40, k. 3, aut A

Hega" (OO0 "Hosaptuc
Heea"), Poccuiickas @enepaliys

2 INpoussoncTso rotoBoit | Hosapruc ®apma Llteiin AT, Llagdpxaysepuwtpacce, 4332 Llreiin,
nekapcTeeHHOM dopmbl | Ilseituapus / Novartis Pharma Hlseiinapus / Schaffhauserstrasse, 4332
Stein AG, Switzerland Stein, Switzerland
3 Tpoussoacteo rotoeoit | Hoeaptic dapmacsiotukan3 ya. Jlusesenu 7A, 540472, Teipry-
JiekapetBenHOH dopmbl | C.PJIL., Pymbiaus / Novartis Mypeu, ye3a Mypeu, Pymbtaus / Str,
Pharmaceuticals S.R.L., Livezeni, Nr. 7A, Municipiul Targu
Romania Mures, Judet Mures, cod postal 540472,
Romania
4 [Tepeuynas ynakoBka O61LecTBO ¢ OrpaHNYeHHO r. Cankr-Ilerepbypr, dopora B
OTBETCTBEHHOCTHLIO "HoBapTHC KameHnky, a. 40, k. 3, niut A

Hega" (OO0 "Hosapruc
Hega"), Poccuiickas ®@enepauus

5 ITepBuuHas ynakoBka Hoeaptuc ®@apma Llteitn AT, [addxayzepiurpacce, 4332 Lreiin,
lseiinapus / Novartis Pharma IlIselinapus / Schaffhauserstrasse, 4332
Stein AG, Switzerland Stein, Switzerland

6 I[TepBuyHas ynakoBka Hosapruc ®apmaceioTHKaI3 yi. Jlusesenu 7A, 540472, Toipry-
C.PJL., Pymbinus / Novartis Mypeiu, yesa Mypeu, Pymsinus / Str.
Pharmaceuticals S.R.L., Livezeni, Nr. 7A, Municipiul Targu
Romania Mures, Judet Mures, cod postal 540472,

Romania

7 Bropuunas ynakoBka OG1eCTBO ¢ OrpaHUYEHHOI r. Cankr-IletepGypr, [lopora B

OTBETCTBEHHOCTHIO "HoBapTic Kamenky, n. 40, k. 3, aut A

Hega" (OOO "Hogaptuc
Hesa"), Poccuiickas ®enepauus

8 BropuuHas ynakoBka Hosaptuc ®apma Llteiin AT, lagdxaysepmtpacce, 4332 Il reiin,
Iseiiuapusa / Novartis Pharma IIsetinapus / Schaffhauserstrasse, 4332
Stein AG, Switzerland Stein, Switzerland

9 BropuuHas ynakoska Hosaptic dapmacbloTHKaN3 ya1. JIuseseuu 7A, 540472, Teipry-
C.P.JL., Pymsiuus / Novartis Mypem, ye3n Mype, Pymbiaus / Str.
Pharmaceuticals S.R.L., Livezeni, Nr. 7A, Municipiul Targu
Romania Mures, Judet Mures, cod postal 540472,

Romania
10 | Bbinyckatouuii OO11ecTBO ¢ OrpaHHueHHOIH r. Caukr-Ilerep6ypr, lopora B
KOHTPOJIb KayecTBa oTBEeTCTBEHHOCTHIO "HoBapTuc Kamenky, n. 40, k. 3, niut A

Hega" (OO0 "HosaptHc
Hega"), Poccuiickas ®enepauns

11 | Beinyckarouui Hogaptuc ®apma llteiin AT, Iaddpxaysepurrpacce, 4332 IlTeiin,
KOHTPO/b KauecTBa Iseiinapus / Novartis Pharma IIseiinapus / Schafthauserstrasse, 4332
Stein AG, Switzerland Stein, Switzerland
12 | Bsimyckatouiuii Hopaptuc ®apmacbloTukan3 yi1. Jlusesenu 7A, 540472, Teipry-
KOHTPOJIb Ka4yecTsa C.P.J1., Pymbinus / Novartis Mypeuw, ye3a Mypetu, Pymbinusa / Str.
Pharmaceuticals S.R.L., Livezeni, Nr. 7A, Municipiul Targu
Romania aEme. | Mures, féu}e’tf ures, cod postal 540472,

3amecturens Munucrpa <=




