MUHHCTEPCTBO 3IPABOOXPAHEHHMSI /1
POCCHIICKO OEIEPATIAN

2(009539)-( PF-RU)

J]EKapCTBEHHOFO npenapara i Mezmuuﬂcm)rol

-Haumenosauue gepikatens
PErHCTPANHOHHOIO Y10CTOBEPEHHSI:

Ajpec aepRaTe/is perneTpaHoHHOro
VA0CTOBEPEHHSI:

' Jarta perucrpaunu: 02.04.20'25' £k,

[-Jdara ucreueHHs cpoka aeiicTBUS =
| PErHCcTPalHOHHOIO Y10CTOBEPEHHS: :

| Hara HO/ATBEPKIAEHHS PerHCTPaLHH
(nepeperncTpaumu):

~JlaTa BHeceHHs1 H3MEHEHH it 25.09.2025
(nepeodopmieHus) B perucTpanHoOHEoe :
YIAOCTOBEpEeHIe:

| dara perucrpauun B pedrepentiom : 02.04.2025

| rocyaapcrse:
1 IOATBEPIKIACT, HTO JICKAPCTBEHHbII Mpenapar 3aperucTPUpPOBaH ¥ paspeLieH K Mennunﬂcmmy npmmu&mm
HA TEPPUTOPHU:

Poccuiickoit enepauuu

(rocynapcTBo — wieH EBpazHiickoro 3KOHOMHUCCKOTO cOr3a)

Hudopmanus o 3aperucTpHpoBaHHOM JICKApCTBEHHOM Mpenapare

- | Topropoe HanMeHoOBaHHe JIEKAPCTBEHHOTO C“M“‘JH“?' :
'._npenapai“a: :

Fonﬁmyzﬁaﬁ R

Feely HanMeHoaauﬂe (MHH), niiu o6menpuusiToe
Hh (rpynnuponoquoe) HaHMeHOBaHHUe, HJIH

K0€ HAHMCHOBAHHE AKTHBHOI

' -_q)apmaueBanecmu cyOcTaHuHu

(npn QTcyTCTBHPl MHH):

"JIeK‘apCTBeHI-]aﬂ c]mpMa' ‘ pacTBOp. ILJ]SI no,mcoxmoro BBGIRGHHH

J_loanpomca(-n) 45 mr; 50 Ml“

®opma(-b1) BbiHYCKa= pacTBop st nomcomnom BBe,IleHHﬂ 50 Mr (Ll.lﬂipkﬂ{'
ki 0.5 Ma X 3 (mayka KapTOHHas) -
pacTBOp A MOAKOKHOIO BBEACHHs, 50 MI- {mnp'
pyuka SmartJect®) 0.5 ma x 1/3 (nauka J{ap'ronﬂag;}eﬁ

PACTBOP /LISl MONKOKHOTO BBEEHHA, 45 MI' (HIIpHE-
pyuka VarioJect®) 0.45 ma x | (nauxa KapTGHH _

CocTap leKapCTBEHHOI0 Npenapara: ronumymat 435 Mr/30 mr
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Crpanuua 2 peructpauuoHHoro yaocrosepeHus Ne JII-Ne(009539)-(PI-RU)

\ 2 roga Mr (mnpui-pyyka VarioJect®)

HiopmMaliks 0 NPOM3BONHTEE JIEKapCTBEHHOTO Mpenapara (HazsaHUs U aapeca IPOH3BOACTREHHBIX IUIOWAIOK,
YHACTBYIOIIMX B MPOLECCce MPOM3BO/ICTBA JIEKAPCTBEHHOTO Mpenapara)

Ne | Crapus npon3BoacTea
| (Bce yuacTHHKH
NPOH3BOACTBEHHOIO
npouecea) :

Ha3spanue opranuzanum

Anpec NPOH3BOACTBEHHOH INIOMIAAKH

1 ITpousBoncTBO FOTOBOM
NTeKapcTBEHHOH hopMBI

Cunar AT, UIseiinapus /
Cilag AG, Switzerland

Xoxurrpacce 201, 8200 Illapdxaysen,
[1Ieeruapus / Hochstrasse 201, 8200
Schaffhausen, Switzerland

2 ITpOoU3BOACTBO TOTOBOM
JIEKAPCTBEHHOH (hopMBI

Cumrpa FOC JUIC, CoenuneHHble
IITarsr Amepuky / Simtra US
LLC, USA

927 Cayt Kappu [laiik, baymuurron,
wrat Mupuana (IN) 47403,
Coenunenubie [tarsl Amepuku / 927 S
Curry Pike, Bloomington, IN 47403, USA

3 | Ilepenunas yrnaxkoBka

Cunar AT, Uleeituapus /
Cilag AG, Switzerland

Xoxwrpacce 201, 8200 addxaysen,
Iseduapus / Hochstrasse 201, 8200
Schaffhausen, Switzerland

4| TlepuuHas ynakoBka

Cumrpa IOC JUIC, CoeluHEHHBIE
Liratet AMepuki / Simtra US
LLC, USA

927 CayT Kappu Tlaiik, BiiyMUHITOH,
wtat Unpuana (IN) 47403,
Coepnnennsie Ltater AMepuky / 927 S
Curry Pike, Bloomington, IN 47403, USA

5 | Bropuunas ynakoska

Cunar AT, Ulseiiuapus /
Cilag AG, Switzerland

Xoxwrpacce 201, 8200 Hlahdxaysen,
IIseituapus / Hochstrasse 201, 8200
Schaffhausen, Switzerland

6 | Brimyckarouii

Cunar Al', Hseiiuapus /

Xoxmrpacece 201, 8200 Hla(b(bxay3eﬂ

3amecTuTear MuHHCTpA

~ KOHTPOJIb KauecTra Cilag AG, Switzerland Ilpeituapys / Hochstrasse 201, 8200
Schaffhausen, Switzerland
=
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