Uy NOVARTIS

CEPTU®UKAT AHAJIU3A
HaumeHnoBaHue NPOAyKTA: TOBPEKC 2X 5 ma
Koa: 0500260027
MAPC koj: 742143
Jlot IKPB1A
Tecr Pesyabrar CnennpurKanus
[[BeTHOCTE CoOTBETCTBYET BecipeTHbIH (HE
npeBbimaeT yranoH BY)
[Ipo3pauHoCTh COOTBETCTBYET He npessilmaeT
onasecrencuio pedepeHc-
cycren3uu II
OCMOJISTBHOCTE 283 260-310 MOcM/kT
pH 8.0 7.9-8.2
BsskocTh 100 95 — 140 mIla.c
MexaHHYEeCKUE BKIIOYEHHS CooTBeTCTBYET OTCyTCTBYIOT
MeXaHHYECKUE BKIIOUCHHS
IToAMMHHOCTE KCAHTAHOBOH KaMeau COOTBETCTBYET [Tos10XKHUTEIBHO
[ToamuuHOCTh TOOpaMULKHA CoOTBETCTBYET [To10KHATENBHO
TMomnuunocTh Genzononenunns dpomua CoOTBeTCTBYET 1T0J10KHTEIEHO
KonmuuecTBeHHOE ONpeieneHHe ToOpaMHIMHa 96 95-105%
HeGpamuH (IIPOAYKT pacnajia ToOpaMUIHHA) 0 NMT 0.2%
KomuecTreHHOE onpejenenue Gensononennnus | 108 90 - 110%
H6poMua
CTepHIBHOCTD CoOTBETCTBYET CTepunbHO
M3pnekaemelii 00neM CoOTBETCTBYET CoOTBETCTBYET

tpeboBanuam EC

ToATBEp*1aeM, YTO NaHHBIH NPOAYKT NPOH3BeAeH B cooTBeTcTBHH ¢ GMP, H COOTBETCTBYET TpeOOBAHHAM,
OTIpe/ieNeHHbIM B TOPTOBOH JIHLEH3WH /UTA AaHHO! CTpaHbl. Best JokymeHTawua nposepeHa i ofo6peHa. JTioBsie

OTKJIOHEHHUs OLEHEHB! U 0100pEHSI,

Bemymeno: Adela RODRIGUEZ 13.11.2019 13:00:20

JlaHHBIH JOKYMEHT SABIACTCS AHAIIOTOM 3JIEKTPOHHOIO JOKYMEHTA, KOTOPbI 6bul MOAMUCAH 3CKTPOHHO, H NaHHad

3aMHCh ABJTACTCA NOATBEPKACHHEM 3J]CKTPOHHOFI NOATNHCH.
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) NOVARTIS
CEPTUOUKAT COOTBETCBUS

HaumenoBanue npoaykra: TOBPEKC 2X 5 mn

Kop: 0500260027

MAPC kon: 742143

Jlot 9KPB1A

Jdara npou3BojacTea: 10/2019

Cpox rogHocTH: 10/2021

Crpana HazHaAYeHHA: Poccus

Homep PV JICP-002941/07

AKTHBHOE BEILECTBO: To6pamunun 3 mr/mi (0.3%)

JIEKAPCTBEHHASI ®OPMA: KATIJIHA TJTIA3HBIE

THII YIIAKOBKH: [Tomarunenoselit (rakoH

O0beM ynakoBKH: 5 Mn

ITpon3BoacTBenHas niomaaKa: Anxon Kysu C.A., Kamun ®abpa 58, D1 Machoy 08320,
Bapcenona

BeInyckanmuii KOHTpoJIb: Anxon Kysu C.A., Kamun ®abpa 58, 31 Macuoy 08320,
Bapcenona

IIpouzBoacTBeHHbIiT HOMEp: 2949E

Cepruduxar coorsercrBua GMP: NCF/1923/001/CAT

CeuaerenseTso o peruerpaunn: HacTosmum yoCcTOBEPSIO, YTO AaHHAS uHbopMaus
NOJUIHHHA U BEpHa.

JlaHHas cepus co3/1aHa/ NPOU3BE/IEHA, BK/II0YAS YIAKOBKY U KOHTPOJIb, Ha BEIIIEYTIOMAHYTOM
MECTE IIPOM3BOJCTBA B COOTBETCTBHH ¢ npaBuiaMu GMP nokansHOro peryastopHOTo oprana u
crenupuKanier perucTpalMoOHHOrO YIOCTOBEPEHHS MMIIOPTUPYIONIEH CTPAHBI.

HapaGotka, ynakoexa u ananus cepum cooTseTcTByIoT TpeboBanusm GMP.

Hopmarusunan noxymenrauns: JICP-002941/07-011007 U3m. 1-4 Brmouas nokasaresin
«YnakoBka» u «MapKkupoBKkay

[Ipoussoaurens gpapmanesTiveckoii cyderanumn: ToGpamunms: Tepa dapMachIOTHKAIC
Bopxkc JIta, Benrpus

Homepa ynakoBounbix maTepuasos n3 PPMS:
IlepBrunas ynakoska — 400001
HMII - 600484

BTopuunas ynakosxka - 800021

Bemymeno: Silvia Rue 14.01.2020
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