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‘ MUHUCTEPCTBO 3APABOOXPAHEHIH
POCCHHUCKOWM OEJNEPALIVN

PAAAAAAD

Per uc*rpauuouuoe YIE0¢ TOBepeHue

f}ro Hpenapara st MeTHIMHCKOTO npumeﬂeuuﬂ
JII-Ne(011086)-(PI'-RU)

P-®apm IOC Orepaiitun SHGJICPI,"ClH'
R-Pharm US Operating LLC, |
3120, [purcros Iaiik, opuc 301, qupeﬁc{" 7
Hoio-Jbiepen, CIIA /3120 Princeton Pike, Sulte' |
Lawrence, New Jersey, USA
25.07.2025 :

erHCTPALHH:

CTeYeHHsl CPOKa NelicTBHS
PErHCTPAUHOHHOIO YIOCTOBEpeHHs:

Ta m;nmepameunﬂ perucTpanuu
nepepemcrpauuu)
Har: 'BHecemm H3MeHeHHit
nep,eocbox;mnmnm B PErHCTPAIIHOHHOE |
0CTOBEpEHHE:

ra -perﬁérpaﬁnn B pedpepeHTHOM 25.07.2025

Poccuiickolt @eneparin

* (rocynapcetBo — useH EBpasuiickoro 3KOHOMHYECKOTO C003a)
HHu(opMmalyis 0 3aperucTpUpOBaHHOM JEKapCTBEHHOM Mpenapare :

1€HOBAHHE JIEKAPCTBEHHOTO Hxsemnpa®

Uxcabenunox

‘HH), HJIH OO L ENPHHSITOE
H _e) 'HauMEHOBaHHE, HJIH
aumenoaanne AKTHBHOM

S
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HHQ)y:mP'I
15 mr

SERRRReR

[modunHU3aT WIS IPUrOTOBNEHUS pacmopa A
uH(ysuii, 15 Mr (drakon) x 1 + pacteopurens
(dmaxon) 8.0 My x 1] x I (mauka KapTOHHasL)
VnakoBka uH-6ank:
[mrodmmusaT st npm‘oromeum paCTBopa ].IJ'UI
uaQysui, 15 mr (Gnakon) x 104 + pacTBOpHTEN
(pnakon) 8.0 ma x 104] QRIRTY
MKCa0eMmWIOH 15 Mr, pacTBOpHTEIb (MAKpOroa |
! b ]
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Crpanuua 2 perucTpaudoHHoro yaocroepenus Ne JII-Ne(011086)-(PT-RU)

l 14 l Cpok rogHocTH:

3 roaa

HHdopmaiis o IpoOH3BOAKTENe JTeKapCTBEHHOTO Tpenapara (Ha3BaHust 1 afipeca MpOU3BOACTBEHHBIX IUIOMIAI0K,

YUJAaCTBYIOLIHX B POLiECCe MPOU3BOACTBA JIEKaPCTBEHHOTO TIpenapara)

Ne | Cragust npoH3BOICTBA
(BCe YYACTHHKH
MPOH3BOCTBEHHOTO
nponecca)

Ha3sBaHue opraHH3aluy

JApec NPOH3BOACTBEHHOMH TIOIHAAKH

JIEKapCTBEHHON HOPMBI

1 [1pou3BOACTBO FOTOBOIM

bakcrep Onkonorus I'M6X,
['epmanus / Baxter Oncology
GmbH, Germany

Kanrmrrpacce 2, 33790, Xamne/
Bectdamus, I'epmanus / ‘
Kantstrasse 2, 33790, Halle/Westfalen,
Germany

2 | TepBuyHas yHaKoBKa

bakcrep Onkonorus 'M6X,
I'epmanns / Baxter Oncology
GmbH, Germany

Kanrwmrpacce 2, 33790, Xanne/
Becrbanus, ['epmanus /

Kantstrasse 2, 33790, Halle/Westfalen,
Germany

3~ | Bropuunas ynmakoBka

AKIHOHEPHOE 00IIECTBO
"OPTAT" (AO "OPTAT"),
Poccuiickas @enepatius

157092, Koctpomcekas 0611,
CycaHHHCKUH paloH, ¢. CeBepHOE, MKP.
XapuUTOHOBO

4| Bbmmyckarouuit
KOHTDOJIb KauecTBa

AKIHOHEPHOE 00IECTBO
"OPTAT" (AO "OPTAT"),
Poccuiickas @eneparys

157092, KoctpoMckas 0011,
CycanuHCKni palioH, ¢. CeBepHOE, MKp.
XapuTOHOBO

HepBsblii 3amMecTUTETH
Mpunucrpa
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