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MHHHCTEPCTBO 3/1PABO( XPAHEH M
POCCHHCKOH ®EJIEPALIHH

PerucrpanoHnoe yiocToBepenue

JERAPCTBEHHOTO leBIldpﬁili%kﬂﬂb ﬂ&jlﬂ:&lﬂifl\ﬂl 0 npH MEHCIIIHI

(HOMEp PErHcTPalHOHHOTO Y/10CTOBEPEHMS nexapcrnennom npenapn'm)

B cooTsetcTRun ¢ [IpaBiiaMit periCTPALIMN H SKCTIEPTH3H! JICKAPCTBCHHBIX CPEACTR AUIA Menﬂuuﬂéx_ ro
NPUMEHEHHS, HACTOAIEE PErHCTPALMOKHOC Y0CTOBEPEHHE BRUIAHO: |

ll HaumeHOBANME epKaTeAs Hosaprie Osepens Musecrmente AT Illncﬁnapmi f /? I
PErHCTPALMOHHOr0 Y10CTOBEPCHHA: Novartis Overseas Investments AG. Smtze.rland
2 | Anpec nepsaTenst CTDALMOHH Tuxtmrrpacce 35, 4056 bazens, mkcﬁuapugl: "J l
yjf{!::i‘oie:emim bt i Lichtstrasse 35, 4056 Basel, Switzerland  © - /j
3 | Mara perncrpammn: 02.04.2025
JlaTa HcTeveHHs cpoKa AeHcTBHA 02.04.2030
PErHCTPALIHOHHOIO Y10CTOBEPCHUS!
5 | Mara moaTBEpAACHMUS PErHCTPALIMN P
(nepepernerpaunun):
6 | JlaTa BHECEHHs MIMEHEHMH 02.04.2025
(nepeoopmiIeHHs) B PErHCTPALIMOHHOE
yAoCTOBEpenue:
7 | Jara perucrpauun B pedepentHoM 02.04.2025
rocyaaperee:

1 MOATREPHKACT, UTO JEKAPCTREHHAII MPENApaT 3aperHcTPHPOBAH H PA3PEIICH K MEAHLIHHCKOMY npmcueﬁab
HA TEPPHTOPHH; :

Poceniickoii Denepaun

(rocyaapeTBo — HieH EBpazniickoro SKOHOMHUECKOTO com3a)
Mudopmaums o 3aperncTpHpOBaHHOM JICKapCTBECHHOM fpenapaTe

8 | Topromoe HAMMEHOBAHME JIEKAPCTREHHOTO Busknio®
‘ npenapara;
1 9 | Mexaynapoasoe HenaTeHToOBAHNOE Bponyuuzymad

wanmenosanne (MHH), nian obuenpunsToe
(rpynmupoBoYHOE) HAUMEHOBAHNE, HIH
YMMHYecKoe HANMEHOBAHNE AKTHBHON
dbapmanesTuaeckoii cybeTanunn

(npu oteyrcreuu MHH):

10 | Jlexapersennasn dopma:

PACTBOP /IS BHYTPHIIAZHOTO BRCACHMUA

s

© | 11| Tosuposka(-u): 120 Mr/ma

12 | ®opma(-b1) BHIMyCKA:

ey

[pacTeOp AnA BHYTPHIIA3HOTO BEEACHNS, 120 Mr/nm 1 ¢
(pmakon) 0.23 ma x 1 + (urna ¢ dunsTpom) X 1] X 1
(nauka xap'roumm)

ynakoeka "nH-6ank'":
[pacTBOp A BHYTPHUITTAZHOTO BBEACHHS, 120 MI'/W’I-‘
(¢naxon) 0.23 mn x 1 + (urna ¢ disrpom) x 1] x 1
(NavKa KAPTOHHAA); a4
Sponyunzymab 120mr, BCIOMOraTe/LHEIC aemacmﬁl“
(caxaposa, HaTpus LKTPAT, noancgplar 30 'pa-rpum'
IHAPOKCH, BOJA /U1 HHBEKUMIT)
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13 | Cocrae nekapeTBennoro npenapara:
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HMrdopmanua o npousBoanTene NEKapeTBEHHOro NpenapaTa (Ha3BaHus H apeca NPOM3BOICTBEHHBIX MIOLIANIOK,

Crpanuua 2 peructpainonnoro yaocrosepenus Ne JITT-Ne(009532)-(PI'-RU)

YHACTBYHOLIHX B ITpOLECCe NPOH3BOJICTEA JICKAPCTBEHHOT'O ﬂpEﬂﬂpﬂTﬂ)

Ne

Cragnsa npou3sgocTBa
(Bce yaacTHUKR
NMPOA3BOACTBEHHOI 0
npouecca)

Ha3ssanue opraHu3anun

Anpec NpoU3BOACTBEHHON MIOMIATKH

[TponsroacTRBO rOTOROMH
nekapcTBeHHOH hopmbl

Hogaptne ®apma UlTeiin AT,
Ilseiinapua / Novartis Pharma
Stein AG, Switzerland

lagdxaysepurrpacee, 4332 Hlreiin,
W seiinapus / Schaffhauserstrasse, 4332
Stein, Switzerland

ITepBuynas ynakopxa

Hosaptuc Mapma LlTeiin AT,
HIseiiuapus / Novartis Pharma
Stein AG, Switzerland

Ilappxaysepurrpacce, 4332 Llreiin,
Ilseiinapusa / Schaffhauserstrasse, 4332
Stein, Switzerland

BropnyHas yrnakoBka

Hogapruc ®apma Llreitn AT,
IIeeituapus / Novartis Pharma
Stein AG, Switzerland

Tappxayzepurrpacce, 4332 IllTeiin,
Ilseiinapua / Schaffhauserstrasse, 4332
Stein, Switzerland

Bropuynas ynaxoska

Jlex apMacelOTHKANS 1.1,
Cnosenus / Lek Pharmaceuticals
d.d., Slovenia

Beposmkoga 57, 1526 Jlwbnanua,
Cnosenns / Verovskova ulica 57, 1526
Ljubljana, Slovenia

Brinyckaommi
KOHTPOJIb KA4CCTBA

Hosaptuc ®apwma [llreiin AL,
Iseiinapns / Novartis Pharma
Stein AG, Switzerland

Iladdxaysepurpacce, 4332 Hlreiin,
Isefinapus / Schaffhauserstrasse, 4332
Stein, Switzerland

Brimyckatonguii
KOHTPOJh KauecTBa

Jlex DapMachiOTHRANS 171,
Cnosenus / Lek Pharmaceuticals
d.d., Slovenia

3amecTnTens MunucTpa

Bepogwkosa 57, 1526 Jwobnsna,
Cnosenns / Veravskova ulica 57, 1526

Ljubljana, Slovenia

-

C.B. Iaarones




