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«Mup papmanuu u MEIUIMHBD),

PykoBomuTessiM JieuedHo-
NPOoPUIAKTUYECKHX YUPEKICHII 1 BCEM
3aNHTEPECOBAHHBIM JIMIIAM.

P MBJIC noBoaut g0 Bamero cBenenus ciaeayomyo nHpopmMmanuo:

[Mucsmo DenepampHOR Ciyx)O0BI TI0 HAM30PY B cepe 3apaBooxpaneHms ot 17.01.2013 No04H-34/13 «O HOBBIX
JAHHBIX N0 OE30IIACHOCTH JICKAPCTBEHHOTO Npenapara Taisepo»:

«Dedepanvrasn clyxcba no HAO30py 6 cghepe 30PAGOOXPAHEHUS HANPAGIAem cHeyuancmam & obaacmu
30pasooxparenus nucomo 340 «InakcoCmumKnaiin Tpetiounzy, Poccus, @ ceasu ¢ usmeneHuem uxHgopmayuy no
besonacrocmu gekapcemeenHoz2o npenapama 1aiigepb (MexcOVHapoOHoe HenameHmosanHoe Haseanue — Jlanamunub),
mabiemku HOKpuimble nieHouHol obonouxot 250 me, npoussoocmea I naxco Bamcom Onepatiutenc, Beiuxobpumanus

(pezucmpayuontoe yoocmosepenue - JICP-000782/08 om 15.02.2008, enadeney pe2ucmpayiioOHHO20 yO0CHO8epeHUs
340 «I'naxcoCmumKnaiin Tpetiouney, Poccus). »

ITpunosxkenue: Ha 2 1. B 1 3K3.

Hrupopmarmro MOKHO HAWTH B HHTEPHETE HA CaiiTe MO aapecy: www.nprd2.ru.

J{HpeKTop ueHrTpa N.B.Cnunkas

Hen. Crimnxuit A.B.
Term.4 66-70-55



¥ GlaxoSmithKline
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UHpopmaunoHHoe NUCLMO 06 uaMeHeHnU (hOPMYNUPOBKU NOKA3aHUs K
npuMeHeHuio npenapara 3A0 akcoCmutKnsitn Tpeiaaunr

Dara: 20.12.2012

Tema: [laHHbie O cpaBHUTenbHOW 3PPeKTUBHOCTU npenaparos nanaruHub
“(TarkBep6®) n Tpactyzymab (FepuenTuH®)

YBaxaemblit 4OKTOP!

HacToswum nucbmoM 3AO0 TmakcoCmutKnand TpewauHr cBuaeTenbcTsyer Bam
csoe nouteHue W uHpopmupyet Bac 0 BaXHbIX pesynbTaTax KIMHUYECKOoro
uccnegoBanus npenapata nanatwHmG  (TaieepG®), npepHasHadeHHoro Ans
flEYEHUs] NaLWMEeHTOB C  PacrlpOCTPaHEHHOW WM METacTasupyiollen onyxonbto
MOTIOYHOW Xeneasb..

Ha OCHOBaHWM pPe3yribTaToB HEAABHO NPOBEAEHHOrO KNMUHUYECKOro NCCNEeRoBaHUS,
B KOTOPOM CpaBHUBanuCb KombBuHauma nanartuHuba ¢ kaneyuTabuHom WM
komBuHaums TpacTysymaba c kaneuutabuHOM y NauueHToK C HER2 no3uTtuBHbLIM
MeTacTaTMHEeCKMM  PakoM  MOSOMHON  xemesbl, Y KOTOpbix  Habmopanock
nporpeccupoBaHne Ha oHe unn nocne Tepanuu, BKIOYaBLUIEN aHTpaUMKIUHDI UK
TakcaHbl (uccneposanve EGF11438 / CEREBEL), komnanvsi nakcoCmutKnanH
caenana BblBo4 O TOM, YTO nanaTuHub-coAepxaljas Tepanus MOXeT OKasaTbes
MeHee adhdeKTUBHOW, YeM TpacTysymab-cofepxallas Tepanus y Tex NayueHTok,
KOTOpble paHee He nonydanu Tpactysymab no noBoay MeTacrath4eckoro
3abonesaHuA.

bonee noapobHas wHGopMaLWs O KMMHUHECKOM UCCNeAoBaHN AOCTYNHE Ha caiTe:
http://oncoloqvpro.esmo.orq/meetinq-resources/meetinq—abstracts/european-societt
for-medical-oncology-esmo-2012/cerebel-egf111438-an-open-label-rand-3778 aspx.

B COOTBETCTBUM C 3TWM, Komnarus [MakcoCMUTKNARH 3aHMmaeTtca oBHOBMEHEM /
WHCTPYKLMN MO MeAMLMHCKOMY NPpUMeHeHo npenapara nanaTtnhub (Taisepo®) v 7
pekoMeHayeT HasHauaTb nanaTnHnG Tem nauveHTKam, y KOTOPbIX UMEno MecTo v
nporpeccmposanue Ha oHe WM nocne Tepanuu TpacTydymabom, HasHauaBLIMMCS /
no NoBoAy MeTacTaTu4eckoro sabonesaHus. A

7
Takum obpasom, B pasgen ‘lokasaHua K NPUMEHEHWO™ AeicTBYIOLLEN MHCprgu(v'im
no npuMeHeHwio npenapata nanaturnb (Tanisep6®) OyaoyT BHECEHbI cnegytowne
NSMEHEHWS, OTpaXalouMe [aHHble O CPaBHUTENbHOA 3MMEKTUBHOSTY ABYX
PEXUMOB Tepanuu:

hN



MeCTHO-PacnNpPOCTPaHEHHbIA UK MeTacTaTUuyecKui pak MOJOYHOW Xenesbl C
runepakcnpeccuen HER2:

B KOMBUHALWMN C KaneuuTabyuHOM Yy NMauneHToB, NONy4aBllkX paHee aHTPaUMKiMH 1
TakcaH, y KOTOPbIX UMENo MEeCTO MporpeccupoBaHve Ha dhoHe unu nocne Tepanuin
TpacTy3ymaboM, HasHauaBLLMMCA NO MOBOAY METACTATUHECKOTO paka.

HacToswee NUCbMO He SIBMAETCA NOSHbIM NPEeACcTaBneHueM 0 NoKasaHuAax K
npUMEHERNIO  Mpenapara nanatvend Taneep6®). B3a  [OMNOMHUTENbHOW
wHdoMmaLmen npocbba obpalyaTbea K MHCTPYKLUK NO MEAULLMHCKOMY NPUMEHEHUIO
npenapata TaitsepO®.

Mepsl, npednpuHumaembie SAO T nakcoCmumKnsain TpedduHa:

B nacrosiwee Bpems komnanua 3A0 ‘I'makcoCmutKnsind TpenavHr’ 3aHumaeTcs
OBHOBNEHUEM VHCTPYKLMY NO MEANLIMHCKOMY NPUMEHEHWIO NpenapaTta Taneep6®.
COOTBETCTBYIOLME AOKYMEHTbI HAanpaBneHsl B PETYNATOPHEIE OpraHbl.

[loronHuTenbHbIe CBEAEHUs O npenapare TariBep6® Bbl Moxere nonNyYnThb,
03HaKOMMBLUMCb C WHCTpyKUweWh no npumeHeHwio npenapara “Tansep6” wvnu
oBpatmsiince B Cryxody meauuuHckoin  MHdopmauun  3A0 “InakcoCmnTKnsanH
TpenguHr’ no Tenedory +7 495 777 89 00, no6. 1379

121614 Mockea, yn. Kpeinatckas, 4. 17, K. 3

[eiicrmeus, pekomeHOyemble crieyuanucman 30pagooXpaHeHus:

Coobwure 3Ty nHbopMaLnio MeauLIMHCKUM paboTHMKaM, Haxoaswumes B Bawem
NoAUUMHEHUN.

KomnaHusi TnakcoCmuTKnsanH npocnT cneuvanncToB 34paBoOXpaHerus coobwatb
060 BCEX Cry4yasx BO3MOXHbIX HEXenaTenbHblX ABNEHWA, NEepPefo3UPOBKY,
HEOXAAHHOW NOMb3bl MPU UCTIONL30BAHWM NPEenapaTos KOMNaHw, a Tak xe npu
npumeHeHun npenapatos 'CK Bo Bpems BepemenrocTv 8 3A0 «nakcoCmMuTKnsnH

TpenauHm.
121614 Mocksa, yn. Kpbinatckas, 4. 17, k. 3

Ten. +7 495 77789 00, nob6 1274, agpec 3NEKTPOHHOM nouTh: ru.safety@gsk.com

U & DepeparnbHylo cnyxBy no Haf3opy B cepe 3APABOOXPAHEHNA N COLNANBHOTO
pas3BUTUA:

109074, Mockea, CnassHckas nnowagb, .4, ctp.1,7en. (495) 698-45-38; (499)
578-02-30, aApec 3NEKTPOHHON NouTHL: info@roszdravnadzor.ru,
pharm@roszdravnadzor.ru

C yBaXeHuem,

O. b. MunenvH T AT R Ty e ;
MeanunMHCKUA AUpeKTop N .
3A0 “‘TnakcoCmutKnsine TpehanHr’



