L

Y

Bk

MI/IHI/ICTEPC:FBO 3APABOOXPAHEHUSA
POCCHUUCKOU DEJIEPALINN

Perncrpanmonnoe yiocroBepenue

: JIEKapCTBeHHOFO npemapara JJist MEANINMHCKOL0 IlpI/IMEHeHI/Iﬂ ‘

JIII-Ne(002132)-(PT'-RU)

(Homep PETHCTPALMOHHOTO YI0CTOBEPEHNS JIEKAPCTBEHHOTO Npenapata) -

B COOTBETCTBHH C TTpaBinamy perncTpaLmn 1 SKCIIePTH3bI JIEKAPCTBEHHBIX CPE/CTB LI Meumm

- MPUMEHEHHUS, HACTOAILECC PErHCTPALIMOHHOE ynocmBepeHHe BbllIaHO

2 Haumgn‘onauue AeprkaTelisi PErHCTPALIHOHHOTO
YAOCTOBEpPEHHUS:

Agnpec aepiaTe/isi perHcTPALHOHHOIO
YAOCTOBEpeHHs:

JlaTa perucrpauuu:

07.04.2023

JlaTa ucTeyeHus cpoka AeiicTBUs
PerucTpauHOHHOrO Y10CTOBEPeHHsI:

JlaTa noATBep:KAeHHsl perucTpaLHH
| (nepeperucTpaunn):

JlaTa BHeceHHs1 H3MeHeHHit (mepeodopmiieHHs) B
perucTpalHoHHoe yA0CTOBEpeHHe:

07.04.2023

JlaTa perucTpaunu B pepepeHTHOM rocyaapcrse:

07.04.2023

Poccuiickoit ®enepaunn

(rocynapctBo — uiieH EBpa3uiickoro 3kKOHOMHUYECKOTO CO03a)

HHdopmalist 0 3aperucTpipOBaHHOM JIEKapCTBEHHOM Tpenapare

8 Topronoe HAaHMeHOBaHHe JIeKaAPCTBEHHOI0

: npenapaTa'

IOnepho

Memnynaponnoe HenaTeHTOBAHHOE
HaumeHoBanue (MHH), uau oGuenpuusitoe
(rpynnupoBoYHOE) HAUMEHOBaHHE, HIH
XMMHYECKOe HAHMEHOBAHHE AKTHBHOI
(hapmaueBTHUYecKOil cyGcTaHUNK

(npu orcyrcreun MHH):

Bancapran + CakyOurpun

0 |JlekapcTBennas gopma:

TaGeTKH, MOKPhITHIE nheuc‘»woﬁ—bﬁdﬁmx&ﬁ

llbsuposxa(-u):

50 mr (25.7 mr + 24.3 mr), 100 mr (51 4 wr
200 Mr(102 8 MF+972 M[‘)

®opma(-b1) Bblhy‘cxa:

| ynakoBka

TalONeTKH,  MOKPbITbIE nneuoqﬂoifl 060nom<0

(25.7 mr + 243 wmr), 100 mr (51.4 M+ 486 MP
(102.8 Mr + 97 2 mr) (6ancrep) 14 x 2/4 (mauka KapTo

"uH  Gank":  TaONETKH, TOKPHITHIE — TIJICH
060104K0#, 50 Mr (25.7 mMr + 243 wmr), 100 mr (5
48.6 mr), 200 mr (102.8 mr +97 2 wmr) (naker) 1 50 i
(Oapaban)

CocTaB JieKapCTBEHHOT0 npenapara:

caxyOuTpuia M BajcapTaHa FMAPATHBIN KOM]‘IHCKC Ha

dopmy Gesso,uﬂyro 50/100/200 MF,  4TO -
comepxaHuio cakyourpuna 24.3/48.6/97.2 wr,
25.7/51.4/102.8 M), BCIOMOTaTENbHbIC
(uenmonosa mukpokpucranaa] § 0 3 v
OKCHIPOMMILIEIII0I03a C HHU3KOM CTENEeHbIO 3aMeH




Crpanunua 2 perucrpauuonHoro yaocroseperus Ne JITT-Ne(002132)-(PT'-RU)

KOJUTOMIHBIN, ~ 00ojouka:  mpeMHKC — 00omoukH  Oenbii
[runpomennosa, Turana auokeup (E 171), makporon 4000,
Tanpk]: +/+/+, npemukc 0GONOYKM KENThIH [runpomesiosa,
KpacuTenb Jkenesa okcua skentblt (E 172), makporoa 4000,
Tanbk]: -/+/-, npeMukc 000JIOYKH KpacHbIH [runpomesinosa,
KpacuTeNb keneza okcua kpacHblit (E 172), maxporon 4000,
TaNbK]: +/+/+, mpeMHUKC 000IOUKH YEpHLIH [FHIpOMeNIo3a,
kpacutenb dkenesa okcun uepHsii (E 172), makporon 4000,

Tanbk]: +/-/+)

14

Cpok roaHocTH:

3 rona

Hupopmanus 0 NpousBoaKTENE JeKapCTBEHHOTo Npenapara (Ha3BaHUs U aJpeca MPOM3BOJACTBEHHbIX MIOMIANLOK,
y4acTBYIOILMX B MPOLIECCE NPOU3BO/CTBA JI€KapCTBEHHOTO Npenapara)

Ne

Craausi NnpoH3BOACTBA
(BCce YYACTHUKH
NMPOU3BOACTBEHHOTO
npouecca)

Ha3BaHue opranm3auvu

Aapec NpoH3BOACTBEHHON MJIOWAAKH

[Tpou3BOACTBO FrOTOBOIA
JexapcTBEHHOM Gopmbl

Hogaptuc Cunranyp ®apmacbloTHKaN
Mbubrodexuypunr [lre., JlTa,
Cunramnyp / Novartis Singapore
Pharmaceutical Manufacturing Pte. Ltd.,
Singapore

10 Tyac Beii Jleitn, 637461 Cunranyp,
Cuuranyp / 10 Tuas Bay Lane, 637461,
Singapore, Singapore

2 | I1pousBoaCTBO rOTOBOM Hosapruc ®apma C.n.A., Uranus / Bwua Iposuuunane Cxuto, 131-80058 Toppe
JleKapCTBEHHOM (opMbl Novartis Farma S.p.A., Italy Annynuuara (Hearons), Utanus / Via
Provinciale Schito 131-80058 Torre
Annunziata (NA), Italy
3 | TIpou3BoACTBO roTOBOMH OG11eCTBO C OrpaHHYEHHOM r. Caunxkr-IlerepGypr, Jopora B Kamenky,
JI€KapCTBEHHON (hOPMBI orBetcTBeHHOCTHIO "HoBapTuc Hepa" I. 40, . 3, mut. A
(00O "Hosaptuc Hesa"), Poccus
4 |IlepBuuHas ynakoBka Hogapruc ®apma Cn.A., Utanus / Bua ITpoBununane Ckuro, 131-80058 Toppe
Novartis Farma S.p.A., Italy Aunnynuuara (Heanons), Utanus / Via
Provinciale Schito 131-80058 Torre
Annunziata (NA), Italy
5 |IlepBuyHas ynakoBka OO111ecTBO € OrpaHUUEHHOR r. Cankr-Ilerep6ypr, lopora B Kamenky,
oTBeTcTBeHHOCTHIO "HoBapTuc Hesa" .40, k. 3, it. A
(OO0 "Hosapruc Hesa"), Poccus
6 | Bropuunas ynakoBka Hosapruc ®apma C.n.A., Utanus / Bua ITposununane Ckuro, 131-80058 Toppe
Novartis Farma S.p.A., Italy Annynuuara (Hearons), Mranus / Via
Provinciale Schito 131-80058 Torre
Annunziata (NA), Italy
7 | BropuuHas ynakoBka OG1ECTBO C OrpaHHUYEHHOM r. Cankr-Ilerep6ypr, Jopora B Kamenky,
orBeTcTBeHHOCTHIO "HoBapTuc Hepa" I. 40, . 3, aut. A
(OO0 "Hosaptuc Hesa"), Poccus
8 | Brinmyckaroluit KOHTPOJIb Hosapruc ®apma C.i.A., Hranus / Bua [posununane Ckuro, 131-80058 Toppe
KayecTBa Novartis Farma S.p.A., Italy AnnyHuuara (Hearons), Utanus / Via
Provinciale Schito 131-80058 Torre
Annunziata (NA), Italy
9 | BeinyckaloLiuit KOHTpOJb OOGLLECTBO C OrpaHHYCHHOM r. Cankr-IlerepOypr, lopora B Kamenky,

KayeCcTBa

otBeTcTBeHHOCTHIO "HoBapTuc Hepa"
(000 "Hosapruc Hesa"),"Poccus

140, k. 3, muT. A
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3amectuTeas MuHHCTpA

C.B. I'naroJieB
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