MUHUCTEPCTBO 3HPABOOXPAHEHUA
POCCHUHUCKON OEJIEPALIUU

PerncrpaunoHHoe y10cToBepenne
JEKAPCTBEHHOI'D Npenapara st MeInINHCKOL0 IPUMeHeH s

JUI-Ne(000251)-(PI'-RU)

(HOMEP PEruCTPaLMOHHOTO YAO0CTOBEpEHUs EKAPCTBEHHOTO NpenapaTa)
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B cootsetcTBiu ¢ [IpaBhnamu pervcTpaiiu 1 HKCrepTH3bi N€KapCTBEHHBIX CPEACTB IS MeAMUMHCKOT
MPUMEHEHHA, HACTOALLEE PErMCTPALMOHHOE YIOCTOBEPEHHE BbIAAHO:

AR

HaumenoBanue nepxarens Hoaapn'ac Dapma AT, Hlngﬁuapm 11111111118
PErHCTPALHOHHOIO YA0CTOBEPEHH S : Novartis Pharma AG, Switzerland -

Ajlpec aepiKaTesisi perucTpauHoHHOro Jlnxtwrrpacce 35, 4056 basesb, I_LlBeiiuapmr / / 'j
YAOCTOBEPEHHS: : Lichtstrasse 35, 4056 Basel, Sw1tzerland

Jara perucrpauuu: 27.05.2021
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Jata nereyeHns cpoka aeiicTBus 27.05.2026
PErncTPauMoOHHOr0 yA0CTOBEPEHUS:
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JAata noaTBepiKAeHNs perucTpaLHu
(nepeperucrpaunu):

JlaTta BHeCEHHs H3MeHeH i 23.01.2024
(nepeoopmiiennsi) B perucTpaunoHtoe
YAOCTOBEpEHHE:

S

Aarta pernctpaunn B pedepenTHOM 27.05.2021
rocyaapcrse:
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1 NOATBEPIKIACT, YTO JIEKAPCTBEHHbIH NPENapat 3aperucTPUPOBAH M Pa3peLeH K MeIHIHHCKOMY TpUMEHEH] ’7"«’5'
Ha TEPPUTOPHH: =

=

Poccuiickoii Penepaunn

(rocynapcTso — unet Espasniickoro sxoHOMH4€eckoro coto3a)

DATIATAI AR

HHdopmauns 0 3aperncTpHpoBaHHOM JiekapcTBEHHOM Npenapare

S

Toprosoe HaHMeHOBaHHe JIEKAPCTBEHHOTO Moxaneny®
npenapara:

TR

MeskayHapoaHoe HenaTeHTOBaAHHOE Hedepasnpokc
HaumeHoBanue (MHH), naun o6wenpunsToe
(rpynnupoBovYHOE) HAMMEHOBAHUE, HIH
XHMHYeCK0e HAaHMEHOBaHNe AKTHBHOI
dapmaueBTHYecKoi cyGeTaHIMM

(npu orcyrcrBun MHH):
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JlexapcTBennas gopma: " TabueTkH, NOKPHITHIE MIEHOUHOM 0BONOUKON ‘H
Hozuposia(-u): 90 mr, 180 mr, 360 mr ‘:‘ ‘

®opma(-bl) BbITYCKA: Taﬁne'rkn MOKPBITBIE MIEHOYHOH 000104KOA, 90 Mr,
180 mr, 360 mr (6aucrep) 10 x 3/9 (nauka xapmuua%
ynakoBka "uH Oank":

TabNETKH, NOKPHITHIE MICHOUHOI 060.104KOi, 90 Mr,
180 mr, 360 mr (6auctep) 10 x 3/9 (nauka kapToHHas _:j
Cocras ekapcTBeHHOro npenapara: nedpepasupoke 90.00/180.00/360.00 mr,
BCHOMOraTe/ibHbl€ BeLeCTBa (LesIn03a
MHUKPOKpHCTaNInyecKas, KpOCMOBHAOH AP BYI

K30 MarHus creapar, erMHHﬂ AHOKCHA

—
—




CTpaHuua 2 perucTpauuonHoro yaocrosepenus Ne JHH-No(00025 1 )-(PI-RU)

onaapau rony6oi 00F105003 (runpomennosa, 1urana
Auokcun (E 171), Makporon-4000, Tansk,
uHauroxkapmus (E 132)])

14 | Cpok roamocTu:

3 roaa

Wudpopmauus o npoussoautene JIEKAapCTBEHHOIO NpenapaTa (Ha3sBaHKs 1 aAPeca MPOM3BOACTBEHHbIX M0LIAN0K,
Y1acCTBYIOWHX B NPOLIECCE MPOM3BOACTBA NEKAPCTBEHHOIO npenapara)

Ne | Craans npoussoactsa
(BCe yyacTHHKH

HasBanue opranusauuu

Anpec NPOHU3BOACTBEHHON NMIOLLAAKH

NPOH3BOACTBEHHOIO
npouecca)

1 [TpouszBoacTeo Hosaptuc ®apma Ilteiin AT, Wadpxaysepwrrpacce, 4332 Lreitn,
rOTOBOIH Llseruapus / Novartis Pharma Wseituapus / Schaffhauserstrasse,
JekapcTBeHHOM popmbl | AG, Switzerland 4332 Stein, Switzerland

2 [IponsBoacteo Canpnos C.PJI., Pymbinus / 7A Jlusesenu, 540472, Teipry-Mypeiu,
rOTOBO#H Sandoz S.R.L., Romania ye3a Mypeui, Pymeiaus / 7A Livezeni

JIEKAPCTBEHHOI (POPMBI

Street, 540472, Targu Mures, Mures
County, Romania

3 [lepBuunas ynakoska Hosapruc ®apma Iponakurns Oduunrep Ltpacce 44, 79664 Bep,
'™M6X, 'epmanns / Novartis I'epmanus / Oflinger Strasse 44, 79664
Pharma Produktions GmbH, Wehr, Germany
Germany
4 [lepBuunas ynakoska Canpnos C.P.JI., Pymbitus / 7A Jlusesenn, 540472, Teipry-Mypeuu,
Sandoz S.R.L., Romania ye3n Mypew, Pymbinus / 7A Livezeni
Street, 540472, Targu Mures, Mures
County, Romania
S BropuuHas ynakoeka Hosaptuc ®apma lMponakuinz Odannrep Witpacce 44, 79664 Bep,
I'm6X, 'epmanus / Novartis l'epmanns / Oflinger Strasse 44, 79664
Pharma Produktions GmbH, Wehr, Germany
Germany
6 Bropuunas ynakoska OBu1ecTBO ¢ OrpanHueHHOM r. Cankt-TlerepGypr, Jlopora B
OTBETCTBEHHOCTLIO "HoBapTHe Kamenky, n. 40, k. 3, nurt. A
Hesa" (00O “HosapTiic
HeBa™), Poccus
7 BropuuHas ynakoska Cannos C.P.J1., Pymbius / 7A Jlusesenu, 540472, Teipry-Myper,

Sandoz S.R.L., Romania

ye3a Mypeuu, Pymbinns / 7A Livezeni
Street, 540472, Targu Mures, Mures
County, Romania

8 Boinyckarommuii
KOHTPOJIb KayecTBa

HosapTtuc ®apma INpoaakiwns
I'mM6X, lepmanus / Novartis
Pharma Produktions GmbH,
Germany

Oduunrep Lltpacce 44, 79664 Bep,
l'epmanus / Oflinger Strasse 44, 79664
Wehr, Germany

9 Boinyckaowmuii
KOHTPOJIb KauecTsa

OOBLiecTBO ¢ OrpaHuueHHOI
OTBETCTBEHHOCTHLIO "HoBapThc
Hesa" (OO0 “Hosaptuc
Hega”), Poccus

r. Canxr-TlerepGypr, lopora B
Kamenky, 1. 40, k. 3, nut. A

10 | Beinyckatouuii
KOHTPOJIb KayecTsa

Canno3 C.P.J1., Pymbinus /
Sandoz S.R.L., Romania

5

7A Jluseseuu, 540472, Teipry-Mypeiu,
ye3a Mypeu, Pymbinus / 7A Livezeni
Street, 540472, Targu Mures, Mures
County, Romania
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