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MHHHACTEPC f'_! B ’j,f[l".-’\. BOOXPAHEHKH
POCCHHCKOH &EJIEPALIMM

: PerncrpanuoHoe y10CTOREpeHue. -
ACKAPCTBEHUOTO Rperapiy 4 M IUNEROTO HPHMCHEIS

{mmep PErHETPALIMOHHOTO YAOCTOBEPEHMS nmapc‘rmrmom npenaparﬂ)

B cootsercTeul ¢ HPMHJIEMH PErHCTPaLM H SKCIEePTHIEI ﬂCKapCTBGHHHX GPMCTB .U.JHI MEM{HHHGKD
IIpHMEHﬂHHﬁ., HACTOHAILCE PETHCTPALIHOHHOE yﬂDCTOBEpEHHﬁ Bhl}l'lBHO. {

Haumenonanue aepaare/is perucrpaumonnoro - Homapruc Onepens Hunecrmente AT, U.IMM#PHX /! f
| vaocToBepennsi; Novartis Overseas Investments AG, Switzerland '/

Ajtpec iepiRaTeNH PErHCTPALHONNOTO Jluxrurrpacee 35, 4056 basesns, Ulneiinapws /|
YAOCTOBEPEHH: Lichtstrasse 35, 4056 Basel, Switzerland

Jata perucipanun: 07.04.2023

Jara ncredenus cpoka aciicTeus i
PErHCTPALMONIOTO Y10CTOBEPEH S

JlaTa MOATBEPAKIENNA perncTpanin
(mepeperucTpaunn):

Jdata puécennn uamenenuii (nepeodopmienns) u 25.10.2024
PEFHCTPAIHOINOE YI0CTOBEPENne:

7 | Jlara permctpanmi 8 pedpepentuom rocyaaperse: 07.04.2023
W IOATHePRIALCT, YTO II(’.‘KHPCTBGHHHH MPEHAPAT JAPErHCTPHPOBAH W PA3PCIIEH K MCJAHIMHCKOMY NPHMEHEHHIO H Tl:ppHTOpHH:‘

Poceuiickoit depepanny

(rocynaperno — wien EBpasuiickoro 9JK0HOMHYECKOTO co103a)

AN DNEA COME A A0S DB ANE il

HMudopmatiig 0 3aperncTpHpoBAHHOM JIEKAPCTBEHIOM IpenapaTe

Toprosoe HaumMenoBanne JIEKAPCTBEHNOTO lOIWPHﬂ
npenapara;

Mea/lyHapo/inoe HenaTenToRanHoe Bancapran+Cakyburpitn
naumenosanne (MHH), win odwenpunsroe
(rpYNNHPOBOMNHOE) HANMEHOBAHNE, HIIH
XHMHMECKOE HAHMEHOBAHNE AKTHRHO
(apmanenTiveckoii cyberanunn :
(npu oreyrersinn MHH): = |

Jexapernennan popma: TabNeTKH, TIOKPHITHIE TIEHOUHOTT 0boneYKol

f ﬂub“pana(.“); 50 mr (25.7 mr + 24.3 mr), lDO Mr(51.4 mr+48.6 MI"}"’
T 200 mr (102.8 mr + 97.2 mr) :
Dopma(-b1) BeINycKa: , TabIeTKM, MOKPRITLIC MACHOUHOMH 06010UKOiH,
: S0 Mr (25.7 mr +24.3 mr), 100 v (51.4 Mr+ 4B.6 mr), - |
200 mr (102.8 mr + 97.2 mr) (Gruerep) 14 x 2/4 (mum,"
KAPTOHHARA); =
YHAKOBKA  «HH  Bankm»: 'rat'i.nmu, HIOKphIThIE rmmou i
06010MKOM, 50 Mr (25,7 M+ 24.3 wr), 100 mr (51.4 wr+
48.6 mr), 200 Mr (102.8 mr + 97.2 wr) (maker) 1-50 kr xd:
. ‘ (Gapaban)
CocTan JIeKapCTBEHHOTO 1‘“,,3",',,“, cakyOHTPHIA W BaNCapTaia THAPATHEI KoMIieRe =
‘ HatpHennix coneli 56.551/113.103/226.206 mr (s nepectiere
Ha KucoTHYo Gopmy Geasosiyio 50/100/200 mr, wro
IKBUBAICHTHO COACPRAtMI0 cakyGuTpima 24,.3/48.6/ =
97.2 mr, Bancaprana 25.7/51.4/102.8 mMr), BCnOMOraTSBHBIE
BelecTna (1ennonosa MHKPOKpHCTATHICCRAA, runponu'.m;; |
(rHAPOKCHTIPOTHALIENTION03] ¢ HHIKOI cTeneHE =)
3aMelerIst), KpoenornoH, Marins ErEapal Fadex,
pmmm nuorccun lkcnnummm, u6onotma npeMm«:
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Crpannua 2 perucTpauoHHOro yAoCToBepeis Ne JILI-No(002132)-(PI"-RU)

makporo 4000, Tansk]: +/+/+, npeMuke oBoI0uKY YepHBIii
[runpoMIITIOIa, KpaCHTENL Keneda okenyt vepubii (B 172),
makporon 4000, Tansk]: +/-/+)

14 Cpok romocru:

3rona

HHdJDPMﬂﬂHﬂ O HPOH3BO/IMTENE JICKAPCTBCHHOTO MPECIapaTa (HRBBEHHR W anpecd NPoN3BOACTREHHBIX TUIOULAI0K, YHACTBYIOUIHX B IpOLECCE
NPOHIROICTRA JICKAPCTBEHHOTO tlpenapa'ra)

e Crajinst nponiBoacTa
(nce YUacTHHRN
NPONABOACTRENIIOr
npoueccs)

Hassannge opranmsanmmg

Ajipee nponsso/icTaenioll miomaikn

1 [ponssojierso rotonoit
ACKAPETBEHHOI hOPMEI

OB1ICCTRO € OrPAHIYCHH DI
oreTeTREHHOCTEIO «HoBapTue Henay
(000 «Hopaptue Heran), Poceniickas
Deepatius

r, Canxr-lerepbypr, Jlopora s Kasenky,
1. 40, k. 3, mT, A

2 ITpOH3IBOACTEO FOTOROMH
nekapeTaeHnoli hopMil

000 «Horaprie dapmackioTiran
Moanbtoteraypunrs:, Crobenus /
Novartis Pharmaceutical Manufacturing
LLC, Slovenia

VY. Beposmikosa 37, 1000 JioGnana, Cnosenns /
Verovskova Ulica 57, 1000 Ljubljana, Slovenia

I [ponapoacTo roropoit
aekapeTBenHolt opmi

Hosaprae ®apuma Con AL, Hrains/
Novartis Farma S.p,A.; laly

Bua [porunvnane Ckuto, 131-80058 Toppe
Aunyniata (Heanons), Hramia /

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

4 LTIpoU3BOACTRO TOTOBOH
JieKapeTBEHHOI (opMbl

Hosapric Cunranyp PapMaceioTHKLI
Mauntoexaypunr Ire, Jira, Cunranyp
/ Novartis Singapore Pharmaceutical
Manufacturing Pte.Ltd.. Singapore

10 Tyac Beii Jleiin, 637461 Cuuratyp, Cunranyp
/10 Tuas Bay Lane, 637461, Singapore,
Singapore

] [Teprutnas ynakonka OBuiecTho ¢ OrpaHHIeHHOIN 1. Cangr-IlerepGypr, Jlopora s Kamenky,
OTBETCTBEHHOCTLIO «HopapTue Hesay 140, k3, mur, A
(000 «Homaprie Hesan), Poccniickan
Deneparimsn
9 [lepBHuHas ynaKoBKka Jlex Dapmaceiotakan JLL, Crosenus / Tpusuian 2D, r. Jensasa, 9220, Cnopexns /
Lek Pharmaceuticals d.d., Slovenia Trimlini 2D, Lendava, 9220, Slovenia
10 TTepBHYHAS YITAKOBKA Howsaprie @apma CoA., Hrams / Bua [Tposuunumane Cxnro, 131-80058 Toppe
Novartis Farma S.p.A., ltaly Annynuwara (Heanosn), Hranm /
Via Provinciale Schito, 131-80058 Torre
Annunziata (NA), ltaly
11 TleprHunas yriakoska 000 «Hopaprie OapMacuIoTHRLI Yir. Beposinxona 57, 1000 Jhiobasua, Cronsenus /
Mansioteaypunry, Cianens / Verovskova Ulica 57, 1000 Ljubljana, Slovenia
Novartis Phanmaceutical Manufacturing
LLC, Slovenia
12 BropuaHas yIiaKonKka OBHIecTHO ¢ OrpAHHYEHHOT r. Caukr-[letepbypr, Hopora B Kamenky,
orpercrsennocteio «Hosapre Hesay .40, % 3, e, A
(000 «Honaprue Hepan), Poceniickan
Denepanus
13 Bropuyias YIAKoBKQ Jlek PapMaceloTHKANS I, Cronenua / Tpusannn 2D, . Jlennasa, 9220, Cnosctnn /
Lek Pharmaceuticals d.d., Slovenia Trimlini 2D, Lendava, 9220, Slovenia
14 Broprunas ynakonka Honaprne apma CoolA., Hrama / Bua [posnnunane Ckuto, 131-80058 Toppe
Novartis Farma S.p.A., ltaly Anuyuumara (Heanmons), Hraams /
Via Provinciale Schito, 131-80058 Torre
Annunziata (NA), Italy
15 Bropiinas ynaKkoska 000 «Hosaprie dapMackioTHRAI Vit Beposuikosa 57, 1000 JhoGusna, ChnoseHun /
Monproderaypunry, Cnosenns / Verovskova Ulica 57, 1000 Ljubljana, Slovenia
Novartis Pharmaceutical Manufacturing
LLC, Slovenia
16 BrInyckaouinii KOHTPO/Ih QOBUIECTRO ¢ OrPAHIYEHHOMH r. Cankr-Ilerephypr, Jlopora B Kamenky,
KAYCCTBA orserersennocthio «Horaprie Henan 1040, k.3, ot A
(000 «Horaprie Henan), Poceniickan
Dejepannsn
17 BrIyckmonHii KoHTpoIL Jlex MapMacrioTHras 1L, Croserns / Tpumnuni 2D, 1. Jlenjana, 9220, Ciosenus /
KuMecTBa Lek Pharmaceuticals d.d., Slovenia Trimlini 2D, Lendava, 9220, Slovenia
18 BrltycKaolmii KOHTpoils Hosaprie @apsma CarA., Hrams / Bua Mposanunaie Cruro, 131-80058 Toppe
KAUecTBa Novartis Farma 8.p.A,, [taly

Annynuuata (Heanons), Hramua / Via Provinciale
Schito, 131-80058 Torre Annunziata (NA), Italy

19 BEITYCKAOUIHI KOHTPOIIE
KAuecTaa

000 «Hosaprie dDapmackiaTHrul
Mousiothexaypunr, Cironenus /
Novartis Phumaceggiﬁﬁ!

Vi, Bepasnikosa 57, 1000 Jio6nana, Cnosenus /
Verovskova Ulica 57, 1000 Ljubljana, Slovenia
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