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NudopmanuoHHoe nucbMO 114
CIEUAJIUCTOB 31PAaBOOXPaHEHUS

HenonmycTuMocTh NpUMeHEeHHsI pacTBopa ABacTuHa® (OeBanmm3ymada) mo
He3aperucTpPMpPOBAHHBIM MOKA3AHUAM VIS HHTPABUTPEATbHbIX HHbEKIM.

VBaxaeMble TOCIIOIA,

Kommnanus @. Xodpdmann - JIs Pomr JItn (Roche) xorena Obl HATOMHUTH BaM 0O
HEJOIMyCTUMOCTH ~TNPUMEHEHUs Tmpenapara ABacTuH® (OeBanuszymaba) 10
HE3aperUCTPUPOBAHHBIM MTOKA3aHHSM IS MHTPABUTPEATbHBIX UHBEKIIHA.

[Ipemapar ABacTuH® sBISETCS PEKOMOWHAHTHBIM T'yMaHH3WPOBAaHHBIM
MOHOKJIOHAJIbHBIM ~aHTUTEJIOM, JIEHCTBHE KOTOPOTO CEJIEKTUBHO HAIPABIICHO
npoTuB (hakropa pocra sHAoTeHS cocynoB (vascular endothelial growth factor -
VEGF). Ilpenapar ABacTUH® 3aperUCTpUPOBaH ISl BHYTPUBEHHOTO MTPUMEHEHUS
IIPU OTIPEACIICHHBIX opMax paka.

[Toxkamyiicta, oOparuTe BHMUMAaHHUE HA MHCTPYKLHUIO IO MPUMEHEHHUIO
npenapara, KOTOpass COAEPXKHUT HH(POPMALUIO OTHOCHUTEIBHO HEXEIaTeIbHBIX
SBJICHUM CO CTOPOHBI OpraHa 3peHus (BKJIOo4as MHPEKIMOHHBIN 3HI0()TAIBMUAT U
Ipyrue  BOCHAJIUTENBHbIE  3a00JIeBaHUS) IOCIE  HE3apErHCTPUPOBAHHOTO
UHTPABUTPEATHHOTO BBeIeHUs npernapara ApacTuH®. Takue HeXenarelbHBIC S
MOTYT NPUBECTH K PA3IMYHON CTENEHH MOTEPU 3PEHUs, BKIIIOYAs HEOOPaTHUMYIO
CJIETIOTY.
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Crioco® mpuMeHeHHs, 03Bl U JIeKapcTBeHHas (opma mpemapata ABacTUH®
ObUTM  TIIATENIbHO pa3paboTaHbl [JIs1 BHYTPUBEHHOTO TMPUMEHEHHS TMpH
OHKOJIOTUYECKUX 3aboneBanusix. [Ipemapar He 3aperucTpupoBaH Ijsl MPUMEHEHHS
npu 0PTaTbMOIOTHUECKUX 3a00JIeBaHHSIX.

[Ipemapar ABacTuH® ymakoBaH B OIHOPA30BBIA CTEpWIbHBINA (rakoH 6e3
UCTIOJIb30BaHMs KOHCEPBAHTOB B BUJE KOHIICHTpATa ISl IPUTOTOBIEHUSI pacTBOpa
JUIs BHYTPUBEHHBIX MHQY3UM MPH OHKOJIOIMUYECKHX 3a00JEeBaHMSX; PACIaKOBKa
OIHOPA30BbIX (PIIAKOHOB Mpenapara ABacTUH® C IENIBIO0 Pa3BEICHUS Ha HECKOJIBKO
7103 MO>KET IPUBECTH K KOHTAMHUHALIUK ITPOAYKTA.

IIpenapatr ABacTHH® He MpPeAHA3HAYEH /IVISI UHTPABUTPEAJIbHOT0 BBEeHUSI.
Iloka3aHUSIMM K NIPUMMEHEHHIO SIBJASIOTCSH:

Memacmamuueckuii KOTOpeKMAaIbHbIUL PAK:
e B KOMOMHallMM C XUMHOTEpamue Ha OCHOBE  MPOW3BOAHBIX
dbTOpNIUPUMHUINHA.
Mecmmno peyuousupyrowuii unyu memacmamuyecKutl pax MOoalo4HOU JHcelle3bl
® B KauecTBE [EPBOW JIMHUM TE€PANUU B KOMOMHAIIMH C TAKIUTAKCEIIOM.
Pacnpocmpanennviii neonepabenvHulii, memacmamuyeckutl Ui peyuousupyoujull
HEeNJI0CKOKIEeMOYHbIU HEMENKOKIEeMOUHbIU PAK 1e2K020.

® B KaueCTBE MEPBOH JIMHUU TEpaNUH AOMOJHUTEIHHO K XMMHOTEPANIUU Ha
OCHOBE TPEerapaTroB TUIaTHHBL;

e B KayecTBE IMEpPBOW JIMHUU TEpalMud MpPH  PACIPOCTPAHEHHOM
HeorepabeabHOM,  METACTaTUCTHUECKOM WM PEIUAWBHPYIOIIEM
HEIUIOCKOKJIETOYHOM HEMEJKOKJIETOYHOM PaKe JIETKOTO ¢ aKTUBUPYIOIIUMU
myTtauusmu B reHe EGFR (penenrop snunepmansHoro gaxrtopa pocra) B
KOMOWHAIIUA C IPIOTHHHOOM.

Pacnpocmpanennwiil u/unu memacmamuyeckuii NOYeYHO-K1eMOYHbIU PAK:

® B KauecTBe MEpPBOM JIMHUU TEPAUU B KOMOMHAIMU C UHTEPPHEPOHOM
anb(a-2a.

I'moGnactoma  (mmmoma |V cTemeHW — 370KaYECTBEHHOCTH  TIO
KJaccuduKaluy BCEeMUPHOM opranu3aiuu 3paBooxpanenus (BO3)):

® B KOMOMHALIUM C Jy4eBOW Tepamueil M TEMO30JIOMHJOM Yy MAIleHTOB C
BIIEPBBIE TMATHOCTUPOBAHHON ITIMO0IACTOMOM;

e B MOHOTEpanuy WIM B KOMOMHAIIMKM C UPUHOTEKAHOM IIPU PEIUANBE
IMO0JIACTOMBI UJTH TIPOTPECCUPOBAHNH 3a00JICBaHUSI.

OnumenuanbHulll paxk AUYHUKA, MAmMo4Hble mpyobl U NEPEUYHBIU PAK OPIOWUHDL!

® B KAYEeCTBE MEPBOHM JIMHUM TEpanuyd B KOMOMHAIMU C KapOOIUIAaTHHOM U
nakiauTakcenom npu pacnpoctpanenHom (1B, HIC u IV cragum mo
Kiaccupukauu  MexayHapogHo  ¢eaepaluu  akylniepoB-THHEKOJIOTOB
(FIGO)) snurenwaibHOM pake SHYHUKA, MAaTOYHOW TPYOBI M MEPBUIHOM
pake OpIOIINHBL;

® B KOMOMHAIIMM C KapOOIJIATUHOM U TeMIMTAOMHOM WIIM ¢ KapOOIIaTUHOM
U MaKJIMTAKCEIOM MPHU PEUUUBUPYIOIIEM, YYBCTBUTEIIBHOM K IMpenaparam
IUTATUHBI AMUTENIMATEHOM paKe SMYHUKA, MATOYHOUW TPYObI 1 IEPBUYHOM
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pake OpIOIIMHBI y TAalMEHTOB, paHee He TMOJyYaBIINX TEPANUIo
OeBannzymadom unu apyrumu uaruouropamu VEGF,;

e B KOMOMHAIIMM C  MAKJIWTAaKCEJIOM, WJIM  TOMOTEKaHOM, WU
NETUINPOBAHHBIM JIUTIOCOMATbHBIM JTOKCOPYOULIMHOM npu
PELMIUBUPYIOLLIEM, PE3UCTEHTHOM K npenaparam IUTaTUHBI
SMUTENUATBHOM pake SUYHUKA, MATOYHON TpyObl M TEPBUYHOM pake
OpIOLIMHBI y MAIMEHTOB, MOJYYMBIIMX paHee He Ooyiee ABYX PEKHUMOB
XUMHOTEPAIUH.

Tlepcucmupyrowuii, peyuousupyowuil Uiy Memacmamuieckuil pax wmeuku MamKu.

e B xoMOMHaIMM C TMaKJIUTAKCEIIOM M LHUCIJIATUHOM WM MAKJIUTAKCEIIOM H
TOTIOTEKAHOM.

3aMecTuTeIb AUPEKTOPA bexooes K.T.

OduP: 21-92-88
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