EBPA3MIACKHIA SKOHOMUYECKHI COK03

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

(HOMEp PErvUCTPALIHOHHOTO YAOCTOBEPEHHS I€KapCTBEHHOT0 Npenapara)

B cooTtBetcTBUU C HpaBIflJ'IaMPI perucTpanyy U 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB IS MEAULIMHCKOIO
MNPHMEHEHUs, HACTOAMEE PETUCTPAIMOHHOE YAOCTOBEPEHUE BbIIAHO!

1 | HaumenoBanue AepkaTeisi perucTPALHOHHOIO Hosapruc Osepens Husectmentc AT, llpeluapys /
YA0CTOBEPEHMUSI: Novartis Overseas Investments AG, Switzerland

2 Aupec aeprkatens perucTpaluoOHHOro .HHXTU]TpaCCC 35, 4056 bazens. LUBeﬁuapHﬂ /
YAOCTOBEpeHHUs: Lichtstrasse 35, 4056 Basel, Switzerland
JlaTa peructpauuu: 07.04.2023
Jata ucreyeHus CpoKa AelicTBHUSA 5
PerucTpalHOHHOT0 YAOCTOBEPEHHMSI:

5 | Jdara noaTsepsieHus: perucTpaLuu 7 %
(nepeperucTpaunum):

6 | Jlata BHecenus u3MeHeHUH (MepeodopmIeHNs) B 15.06.2026
PErHCTPAaLHOHHOE YAOCTOBEpeHHUe:

7 07.04.2023

Jata perucrpauuu B pedpepeHTHOM rocyaapcree:

U NOATBEPIKAAET, UTO JIEKAPCTBEHHBIM Npenapar 3aperucTpUPOBaH U pa3pelieH K MEUIMHCKOMY IPUMEHEHHIO
Ha TEPPUTOPUY:

Poccutickoii ®enepanyu

(rocymapcTBo — wieH EBpasuiickoro 3KOHOMHUYECKOTO COH3a)

MH(popMaLws 0 3aperUCTPUPOBAHHOM JIEKAPCTBEHHOM penapare

8 | Toprosoe HAMMEHOBAHHE IEKAPCTREHHOTO NPENIAPATA: FOnepuo
9 MeskayHAPOAHOE HENATEHTOBAHHOE HAUMEHOBAHHE Bancapran+Caky6utpun
(MHH), niau o6menpuHsiToe (FPyNnHPOBOYHOE)
‘ HAHMEHOBaHHe, HJIH XHMHYeCKoe HAHMEHOBaHHE
AKTHBHOH (papMaleBTHYECKOH cyGcTAHIHH
(npu orcyrerBun MHH): ¥
10 | Texapcrennan gopma: TabNETKH, MOKPHITBIE MIEHOUHOH 00010UKOH
11 | Nosuposka(-n): 50 mr (25.7 mr +24.3 mr), 100 mr (51.4 Mr + 48.6 mr),
HHr 200 mr (102.8 mr +97.2 mr)
12 |, ®opma(-b1) BemycKa: TabNeTKH, NIOKPBITHIE MIEHOUHOH 000104KOM,
g st s oy 50 mr (25.7 mr + 243 mr), 100 mr (51.4 mr +48.6 mr),
ST e e 200 mr (102.8 mr + 97.2 mr) (6nuctep) 14 x 2/4 (nauka KapTOHHAs );
PEEEIbTIERRERLARERASY ZRESE -ynaKoBKa «MH 0alk»: Ta0IeTKH; TIOKPIThIEC INIEHOUHOM 000/104KOi,
50 mr (25.7 mr + 24.3 mr), 100 mr (51.4 mr + 48.6 mr), 200 Mr
(102.8 mr + 97.2 mr) (maket) 1-50 kr x 1-5 (6apaban)
13 | CoctaB NeKAPCTBEHHOr MpENapaTa: . " cakyOMTpHIa U BaJCAPTaHA THAPATHBINA KOMIIEKC HATPHEBBIX

coneit 56.551/113.103/226.206 mr (B nepecueTe Ha KHCIOTHYIO
thopmy 6e3BozHyr0 50/100/200 Mr, 4TO IKBUBAICHTHO COAECPIKAHUIO
cakyoutpuna 24.3/48.6/

97.2 mr, Bancaptana 25:7/51.4/102.8 mr), Bcnomorate/ibHbie
BELECTBA (LEIUTI0N032 MUKPOKPUCTAIMYECKAs, THIPOI03a
(rUAPOKCHUMPONMIILISIIIION03a C HU3KOM CTENEHBIO 3aMeIeHUS),
KPOCTOBH/IOH, MarHUS CTEapar, TalbK, KpeMHHUs AHOKCUL
KOJUTOMHBIH, 0007104Ka: MPEMUKC 000104KH Oenbiit
[runpomennosa, Tutana auokeua (E 171), maxporon 4000, Tanbk]:
+/+/+, npemukc 00004KH HKENThIH [FTUMpOMENo3a, KpacHTeb
skenesa okeup xenthlii (E 172), makpor 000, Tanpk]: /-,
MPEMUKC 000I04KH KPACHBIH [rnnpomeﬁm eIlb JKene3a
okcu kpactblii (E 172), makporon 4000, Tansk]: +/+/+, npemuicc
000/104KH YepHbIi [PUNPOMHUILI03a, KPACHTENb HKENE3A OKCH,L
uepHpiH (E 172), Makporon 4000, Tanbk]: +/-/+)




Crpanuua 2 perucrpanuoHHoro yaocroreperus Ne JII1-Ne(002132)-(PI'-RU)

[ 14 l Cpok rogHocTH:

|

3 roga —’

HHopmalus 0 npou3BOAUTENE TEKApCTBEHHOTO NpernapaTa (Ha3BaH s 1 afpeca MPOW3BOACTBEHHbIX MIIOMAO0K, YHACTBYIOIUIMX B MPOLECCe
MPOKU3BOACTBA JIEKAPCTBEHHOrO Mpenapara)

Ne Craaus npou3BoACTBA
(BCE YYACTHUKH
NPOHU3BOACTBEHHOT0
npouecca)

Ha3Bauue OpraHu3aluy

AZlpec MpOH3BOJCTBEHHOI MIOWIAIKH

1 [Ipou3BOACTBO rOTOBOM
NeKapcTBEHHON GopMBI

O6m1ecTBO C OrpaHUYEHHON
OTBETCTBEHHOCTHIO «HoBapTuc Hepay
(OO0 «Hoaaptuc Hegay), Poccutickas
Denepauust

r. Cankr-TlerepOypr, Hopora B Kamenky, a. 40, k.
3, muT. A

2 ITpon3BOACTBO rOTOBOMH
JIEKapCTBEHHOH GOpMBI

000 «HopapTuc ®apmackroTHKan
MbsHustobekuypunry, CrnoBenus /
Novartis Pharmaceutical Manufacturing
LLC, Slovenia

Y. BepoBmikosa 57, 1000 Jlto6nsana, CnoseHus /
Verovskova Ulica 57, 1000 Ljubljana, Slovenia

o

ITpou3BoacTBO rOTOBOM
TIEKapCTBEHHOH (hOPMBI

Hogaptuc ®apma C.n.A., Uramus /
Novartis Farma S.p.A., Italy

Bwua IMposununane Ckuto, 131-80058 Toppe
Annynunara (Heanons), Uranus /

Via Provinciale Schito, 131-80058 Torre
Annunziata (NA), Italy

4 [TepBuuHas ynakoBka OO6mIECTBO ¢ OrpaHYEHHON r. Cankr-IletepOypr, Jlopora B Kametky, a. 40, k.
0TBETCTBEHHOCTHIO «HoBaptuc Hepay 3, nuT. A
(OO0 «Hosaptuc Heay), Poccuiickas
Denepanus
5 [TepBuunas ynakoBka Hosaptuc ®apma C.n.A., Uranus / Bua [1posununane Cxuro, 131-80058 Toppe
Novartis Farma S.p.A., Italy AnnyHuuara (Heanoss), Utanus /
Via Provinciale Schito, 131-80058 Torre
Annunziata (NA), Italy
6 [TepBuyHas ynakoeka 000 «Hoaptuc ®apmacsioTrKan V. Bepopmikosa 57, 1000 JTio6ssana, Cnosenus /
Mbusrodexuypunry, CnoBenus / Verovskova Ulica 57, 1000 Ljubljana, Slovenia
Novartis Pharmaceutical Manufacturing
LLC, Slovenia
7 | [llepsuunas ynakoska Jlek ®apmaceroTukans a.a., Cnopexus / Tpumnuns 2D, r. Jlenaasa, 9220, CnoseHus /
Lek Pharmaceuticals d.d., Slovenia Trimlini 2D, Lendava, 9220, Slovenia
8 Bropuunas ynakoBka O61mecTBO € OrpaHU4EHHON r. Cankt-TTerepoypr, Jopora B Kameuky, a. 40, k.
OTBETCTBEHHOCTHIO «HoBapTuc Hepay 3, ouT. A
(OO0 «Hosaptuc HeBay), Poccuiickas
Denepanus
9 BTopuunas ynakoBka Hogaptuc ®apma C.n.A.L, Mramus / Bua ITpoBununane Ckuro, 131-80058 Toppe
Novartis Farma S.p.A., Italy AmnnyHuuara (Heanons), Urtanus /
Via Provinciale Schito, 131-80058 Torre
Annunziata (NA), Italy
10 Bropuunas ynakoBka Jlex ®apmackroThkans a.4., Cnoseruys / Tpumnunu 2D, r. Jlennasa, 9220, CnoBenus /

Lek Pharmaceuticals d.d., Slovenia

Trimlini 2D, Lendava, 9220, Slovenia

11 BTopuuHas ynakoBka

00O «Hoeapruc ®apmacbioTHKan
Mbsubrodexuypunry, Cnopenus /
Novartis Pharmaceutical Manufacturing
LLC, Slovenia

VY. Beposuikosa 57, 1000 JlwoGasua, CnoBexus /
Verovskova Ulica 57, 1000 Ljubljana, Slovenia

12 Beinyckaromuii KOHTpOIb OO11eCTBO C OrpaHUYEHHON r. Cankr-Iletepbypr. lopora B Kamenky, 1. 40, k.
KauecTna OTBETCTBEHHOCTHIO «HoBapTuc Hepay 3, mut. A
(OO0 «Hosaptuc Hesar), Poccuiickas
Deaepauys
13 Brinyckatomuii KOHTpOIb Hosaptuc ®apma C.n.A., Utanus / Bua Iposununane Cxuro, 131-80058 Toppe
KauecTna Novartis Farma S.p.A., Italy Annynunara (Heanosns), Mranus /
Via Provinciale Schito, 131-80058 Torre
Annunziata (NA), Italy
14 Brimyckarouiuii KOHTPOJIb Jlex @apmacerotvkan3 a.4., CnoBeHus / Tpumnunu 2D, r. Jlennasa, 9220, CnoBeHnst /
KayecTna Lek Pharmaceuticals d.d., Slovenia Trimlini 2D, Lendava, 9220, Slovenia
15 Brinyckaromuit KOHTPOIb 000 «Hoaaptrc ®apMachiOTUKAT Y. Beposiukosa 57, 1000 Jlrobnsana, Cnosexns /
Ka4yecTBa M>susiodexuypunry, Crnoserus / Verovskova Ulica 57, 1000 Ljubljana, Slovenia

Novartis Pharmaceutical Manufacturing

3amecTuTeas MuHnCTpa

LLC, Slovenia
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