- MUHUCTEPCTBO 3IPABOOXPAHEHS
POCCUNCKOH ®E/IEPALIMH

Peruwpaxmmmoe y1oCTOBEpeHue. i
exapc"memmm NpEnapaTa jList MeTHIHHCKOT0 npumeneunn

JI-Ne(003228)-(PIC -RU)

(r-mmep PErHCTPALHOHHOTO YAOCTOBEPEHHS neuapc'raenuom npenapm‘a)

H&HM!‘-‘HOBEHHB m:pmannn PETHCTPALUHOHHOTO
ynocwmpenua. ‘

Nuvams OW:-.rsem In\'cﬂimc:mﬁ AIC

A Anpec nepmawm PErHCTPALLHOHHOTO
| yAoCTOBEpenHA:

Jlnxrurrpacce 35. 4056 baacin, ll.lncﬁl &
Lichtstrasse 35, 4056 Basel. Switzerlan

Jara PerucTpauKy:

20.09.2023

a ;:‘.I{nm HCTeueHHs cpoka AeiicTeng
! “NTHchaunuHuoro ynucmsepeuun.

- | Jlata noveepaaenus peructpaunn
(nepeperncrpaunn):

Jlata iecenns wsmenennii (nepeodopmacnis) B
PEFHCTPALHONHOE YA0CTOBEPEHHE:

07.12.2023

{ JJ,a-ra pernc‘rpuuuu B pedepenTHOM rocyaaperse:

20.09.2023

Ha 'Teppmopuu

Poceuiickoii Genepaiyin

(rocyaapeTeo — unen EBpasniickoro 3KoHOMHYECKOTO COM03a)
- Hudopmauns o 3aperncTpupoBaHOM flekapcTBEHHOM npenapa're

i "“Topronue HAMMenoBanue .ueicnpcrneuuuro
npenapara:

Pucapr

M_myna_ponuoe HENATEHTOBAHHOE
Hanmenosande (MHH), wan obutenpunsnToe
(rpYNUMpPoOBOYHOE) HANMEHOBAHNHE, HIH
XHMHYECKOE HRHMEHOBAHNE AKTHBHO#
dapmauesTiueckoi cyberanuun
/ (npn orcyrcreun MHH):

Pubonnkinb

.Jlelv;apn“tuum topma:

TABJICTKH, MOKPLITHIE MIEHOYHOH 000!

200y

‘, 'Ihopm&u:' i ‘t-mycna.

TEEY

-raﬁnc'rm. HOKPBLITRIE TICHOMHON 000/101KOi#i,

200 mr (Gamerep) 14/21 x 3 (natka icammman)"
"un Gank": Tabaerkn, rmﬂpm‘mn IIEHOYTIOH

200 mr (Ganerep) 14/21 x 3 (navka kapronmas)

' Coctas .r'l‘mr‘upéwgunoru; npenapara:

pubotmkinG 200,00 M (r wiie puboimkmnba cyk
254.40  wr). ncnouma‘renhnmc peinecTha (1
MUKPOKpHCTALIHYECKAS, runponoaa Huakma g
KPOCHOBHAOH (THIT A). MALHHS CTeapar, Kpem
KOITOMANBIH, - naeHouHas  obosiouka lupemukc 650
Benwiii (uonuaﬂuummﬁ crupr
THIPOIHIORAHHEIH ), THTAHA JHOKCH (E171), Tanbk, nei
COCBBLIH, KaMe/lh KCAHTAHOBAN), 1IPEMUKC ﬂﬁonoqm

(NOAMBHHMAOBEIH  CIMPT  (MacTHy 'é H3OBa
xpacum:, IKENEIA OKCMIL HCPHBLIH ﬁ’f’ w e




Crpanuua 2 perncTpatHoHHOro YAOCTOBEPEHHS No JIH-Ne(Q03228)~(PI -RU)

COCRLIH, KaMednL KeanTanonas)] B

14

Cpox roanocti:

Jroaa

(i Il e
” \‘\ } HHCPQPM&MH“ O TIPOH3BOAHTENE NIEKAPCTBCHHOTO Npenapara (HaﬂBﬂHHH M aapeca Npon3BOACTBEHHBIX ﬂJl'QLI.laﬂOK,.

'.;" YHACTBYIOULIHX B Npolecce NPOH3B0ACTEA NEKAPCTBEHHOTO npenapa‘ra) ' ‘
;:;:'-‘ : Ne | Craaus nponironcrea Ha3ssanue opranuzauuu Anpec npouiBoACTBEHHON MAOIAAKH '-
I (Bee yuacTHHKN ,‘
IH s NPOHIBOACTBEHHOIO HL.
\“ f npouecca) - i f-
il I ITpoH3BOACTRO FOTOBOH Hosaprtue Cunranyp 10, Tyac Beit Jeiin, Cunranyp 637461, 1 ;‘\
‘HH fleKapereeHnolt dopmo Dapmacuiotnrkal Monsodgekuypunt Conraiyp /10 Tuas Bay Lane, "1|ngﬂpnﬂ, ’ "_‘!“
i [Tre. Jiva.. Cunranyp / Novartis 637461, Singapore f H
I Singapore Pharmaccutical 7 ‘q‘
HI§1 Manufacturing Pte. Lid., Singapore deini,|
l}|3]‘ 2 T1pOHIBOACTRO FOTOBOT 000 «Hosapruc DapmackioTHKAI Bepositona 57, 1000 JhioGasia, Croneing /|
‘ "i':j JIEKAPCTBEHHOH (hopmsl Manbiogeraypunrs, Closenus / Verovskova Ulica 57,1, lubl';ann 1000, il
ik Novartis Pharmaceutical ‘alovenla S|
||“! Manufacturing L1LC, Slovenia £t
‘N‘ 3 Ilepruynas ynakoska Honaprue apma Hlrein Al IHadpxayaepuirpacee. 4332 Ilvein, - f)
Il Ipeiuapus / Novartis Pharma Stein | [neftnapns / Schaffhauserstrasse, 4332 |
i AG, Switzerland Stein, Switzerland ‘“
‘I | 4 ITeparynag ynakoska 000 «lHopaprie DapmackioTHKA Beposikosa 57, 1000 Jhobnana, Caosenus / M
‘”“ Monsioderaypuirs. Crosenus / Verovskova Ulica 57, Ljubljana: 1000,
e Novartis Pharmaceutical Slovenia
“‘" Manufacturing LLC. Slovenia
i 3 Tlepruunas ynakonka Hosapruc apma pojgakinis Odummnrep Hirpacee 44, 79664 Bep. : l“‘
“N I'mGX, ['epmanng / Novartis Pharma Iepmanus / Oflinger Str. 44, 79664 WLhI‘ ‘
‘ Produktions GmbH. Germany Germany £
Il 6 Bropuunas ynaconria OBIIECTRO € OrpANMYCHHON 391800, Pasanckas obaacth., CROTHHCKHIT
“ . OTBETCTREHHOCTLIO paiion, Teppuropus Tpomuiimieniiaa sona No |
‘\‘ ! «CKOTTHHCKHHA 1. mnanme 1. Pocens
i DAPMALEBTHYECKHH
e FABOJ (OO0
|\i.| ‘ «CKOIHHPAPMS), Poceus
\|‘|.'3 7 Bropuunas ynakonka Hopapruc Mapma [vein AL, IHadpxayiepurpacce, 4332 Hrehin,
il [Hpettiapusa / Novartis Pharma Stein | [seitnapus / Schalfhausersirasse, 4332
i‘;“ AG, Switzerland Stein, Switzerland
,\“ 8 Bropuanas yiakorka Hosapruc @apma [pogakmns Odpmnrep [rpacee 44, 79664 Bep.
i I'MOX, lepmannua / Novartis Pharma | epmauns / Oflinger Str. 44, 79664 Wehe.
Hl Produktions GmbH. Germany Germany
iHM ) Bropuunas ynaconxa 000 «Horapruc hapmackioTiia Beporwkosa 57. 1000 oG, Clionenng /
il Monsiodexuypuirs, Cropenms / Verovskova Ulica 57, Ljubljana, 1000,
il Novartis Pharmaceutical Slovenia
. i Manufacturing LLC. Slovenia
I{-;| I 10 Bhinyckaoinit KoHTPO/IL OGinecTro ¢ orpanuueHHo 391800, Pasanckan o6aacts, CronmHcknii - ]
|\f-u_ KauecTsa OTHETCTRENHOCTLIO paton, Tepprropus Iposbiictnas somm No -
111 «CKOIMMHCKHA 1. 3nanne 1, Poceus :
i DAPMALIEBTHUECKHH
A JABO/1» (OO0
(1 «CKOTTHHM® APM»). Poccns
M' 11 Buif yERaIO NI KOHTPOTh Hograprue ®apma Illveiin Al [Hadpxayrepunpacce. 4332 [ivein.
I KaMCCTHA Ilseiapus / Novartis Pharma Stein | [Hrediapns / Schaffhauserstrasse. 4332
il AG, Switzerland Stein. Switzerland
‘I | 12 Brinyekaionuii kourpon Hosapruc @apma Tposakiing Odurnrep Hirpacce 44, 79664 Bep,
| Il KauecTna I'MOX, T'epmanus / Novartis Pharma | Fepmanua / Oflinger Str. 44, 79664 Wehr.
e Produktions GmbH, Germany Germany
i 13 Brinyckasoniuii koirrponi | 000 «Hosaprie Mapmackiorikan Bepopkona 57, 1000 JioGasva, Chroncnus /
il KayecTsa MaHBIO(GERUY PUH, (.‘.FIUENIIHHJ_._ “teMerpvskova Ulica 57. Ljubljana. 1000,
i Novartis Pharmaceutical 'Slovcj!m
;w‘,f Manufacturing LLC, Slovenia® .
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