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O uonrx.rIaHHbD( no 6egouacHocru
neKapcTBeHHoro flpeuapaTa

3en6opa(p

@e4epanrnar crryx6a ro HaA3opy B cQepe

ncrroJrHeHr{s rocyAapcrBeHHoft Qynrquu IIo MoHllropuHry
3ApaBOOXpaHeHU.fl B paMKaX

6egonacH ocrrl neKapcrBeHHblx

rperaparoB, HaxoArrrlvrxcfl. B o6paqenun Ha reppI,IropLII4 Poccnficrofi @e4epaqzu,

coo6qaer cneAyroqee.
Poce4panHa43op AoBoAtrr Ao cBeAeHI,It cleqLI€lJILIcroB 3ApaBooxpaHeHl,I.f, rII4cbMo

npeAcraBlrreJrbcrBa KoMrraH[rr <@.Xo$rp]rann-Jlfl Poru JIr4>r o HoBbIX AaHHbIx rro

6egonaurocrll neKapcrBeHHoro npenapara 3en6opaS.

flpunoxeHl4e: Ha 3 l. n 1 exg.

Bpuo pyKoBoAI4reJI.f, ilt M.A. Mypaumo

K.B. fopelon
(499) s78-02-73



IIepeeod

flncrmo-odparqenue K cneqrraJrrrcraM
3ApaBOOXpaHeHn'r

Baxcnas nnQopnraryrn no 6eeonacHocrrr npeflapara: pHcK rropaxenrrfl rreqeHn, nunn.nennrrfi
na Qone npnMenenr!fl rpenapara <<3e.n6opa$> @ (nenrypaQeHn6)

YsoKaervrrre cflequanucrbr 3gpaBooxpaHeHr,rr,

Kolrnanu.f, F. Hoffrnann-La Roche Ltd xorena 6n npe4crurBuTb BarrreMy BulrMaHr{ro cneAyroqre
CBE,IIEH}I':

Pesrcme

o Ha (pone upulteHegl{t upe[apara <3en6opaS>@ 6ruru BhrrBJrerrbr cryqau flopruKeHr,lt
IIeqeHl{, BKJTIOqaJI TtXeJIbIe.

o Korrananut HafioM]ruaer neqauluM BpaqaM o roM, rrro nepeA HaqaJroM Kypca reqenut
EpenaparoM <3en6opa$>@ ueo6xoAurrro oIIeHI{Tb aKTr.rBHocrb (flerreHoqnrrp)
Qepnaeuron (rpancarrar,Ina3 rr rqeaoqnofi QocQarasu) u ronrleurparlruo 6uttupy6uua, a Bo
BpeMt npl{eMa rlpe[apara cneAyeT KoHTpon[poBaTb 3Tr,r flapaMeTpbr exeMecrqHo r{Jrr,r
tlaqe [pI,I BO3HI,IKHOBeHI,IU KJII,IHI,IqeCKI{X CT,TMIITOMOB.

o Cornauro 4eficreyrouefi raucrp)rr{uu uo up}rMeueHr{ro npenapara <3el6opaQ> @, npu
BbuIBJIeHLru fiaroJlorl{qecKr,rx uguenenuft na6oparopurrx [apaMerpoB,
xaparcTepH3ylo4Ex $ysrq"u neseurl, cJreAyer yrueHbrrrr.rrb Ao3y, npepBarb urryl
[peKpaT]rTb npr.reM npeuapaTa.

,{ononnureJrbHrre AarrHbre o paccMarpr,rBaeMoM pr{cKe [peAcraBJreubr Hr.DKe.

Texct Hacrottqero [IlcLMa coilracoBru{ c Oegepaaruofi cnyx6ofi uo Ha,A3opy n cQepe
3ApasooxparreHur.



@
npo6neMefiononaumenbHan anQopmaqun u pexomendaqua no paccr]tampueaetnofi

6 e s o n ac u o cmu np en ap ama

Ha (pone npuMeHeuus npenapara <3en6opaQ>@ 3aperlrcrpr{poBanbr crytrar{ ropaxeH}rt
rrerleur,r. Pesyrstarbl turaJIIBa AaHHbD( o HexeilareJrbHbrx tBJIeHHrx co cropoHhl neqeHlr,
BbUrBneHHbD( B IIepIIOA JleqeHr.rf; [peUapaTOM, .EOKa3aJrr{, qTo neKapcTBeH}ro-HHAyIIfipoBaHHoe

ropzureur{e rterreurr (DILI) 6ruro Ar.raruocr]rpoB,uro y 63 ut 20 000 [aIII4eHroB, noJI) IttBIII]Ix
lpenapar <3en6opa$>@. IIpu nocrarroBKe .rurarHo3a nc[oJrb3oBanucb KJI]IHLIrIecKIre

na6oparopubre rqpr.rreplru, pa3pa6orannrre npoQnnruofi naexnynapo,unoft pa6ovefi rpynnofi
3KCnepTOB, COflTaCHO KOTOpLTM Ar{arHO3y (JreKapCTBeHHO-r4HAyrIr4pOBUUrHOe rIOptDKeH}re

nerrenrr) coorBercrByer rno6oe I,I3 Hl,IlKerlepewrcneHHbrx orKJroHenuft :

. Yponeur airarrugaMr{norpancQepaau (AJIT), upenr'tmarorqr.Ift nepxurcrc rpanl,Iqy HopMbr

B nrrb pas u 6oree
o VposeHb rrlerrotrgofi r$ocr[ararEr (IqO), rpeBbllrlarcrqnfi nepxuuft npe4en EopM6I B ABa

pa3a u 6onee (n .racrnocru, flprr coflyrcrByrouleM rroBbrmex]Iu KoHIIeHTpaqnn 5'-
HyKJreorl{,qa3bl r{Jrr,I y-rJryTaM}rJrrpauc[eurr,rAa3hl y naql{eHTos 6eg [aroJIorHI{ roctnofi
rKtuIlI, cuoco6nof, Br'rcs4ls rIoBbIrIreHHe yponur II{O)

o flosrntregr4e KogrlegTparruu AJIT B Tplr pa3ail 6olee npn o.qHoBpeMeHHoM yBenllqeHun
ypoBnr 6nnupy6nna Ao 3uaqenr.rft, npenbrrrlzuolqlrx Bepxnloro rpalrlrqy HopMbr 6olee,
qeM B IBa pasa.

Hn o,qrnx ug 63 cfiyqaeB rropaKeur{r fieqeHrl He rrpr4BeJr K cMepr]r uaql{eHTa. KoMuanra.s

3aperrrcrplrpoBaJra ABa coo6rqenx.f, o rrxeJrhD( HexenareJlbHrrx sBneHl{f,x (oqeura
rrpoBoAriJracb c HcrroJrb3oBanlreM r<osQQuquenToB crerrenl{ Ttxecr}I DILI, paspa6oraunux
BbrmeyrroMxnyrofi pa6ouefi rpyunofi). B o6oux cJrfranx pe.rb ruJra o neqeHo.{Hoft
HeAOCTaTOqHOCTT,I; npurreM B OAHOM r{3 HID( HeX(eJIarenbHOe rBneHrre rrOJrHOCTbro pa3peil}IJlocb
rrocJre orMenbr [peuapara <3en6opaS>l@, a ucxoA.qpyroro B Hacrorrqee BpeMt Hefi3Becren.

floryueunble A€uIHbIe AonoJrHI4TeJrbHo rroATBep)r(Aaror Bo3MoxHocrb r,rc[oJrB3oBaun.ff TepMuHa
(nopaKeHr,re neqexlr)) ilplr orrflcauvru pncKa rerraroroKcurrHocru rlpe[apara (n .qeficrnyroqefi
I,IHcrpyKrIun no [p]rMeHeH]rro 3en6opalpa@ yrasau repMr,ru (fiaroJrorutrecKue ]rsMeueH]rt
ra6oparopurx fiapaMerpoB, xapaKTeprcyroqlrx Qynxquu neuenu>). Cnequarr,rcrrr
3ApaBooxpalreHrlrr AomKHbr [poBoAr{T6 oueHKy ypoBHr rparrcaMuHffr, uleJroqHofi tpocQanBhr rr
6ulnrztpy6ulaa Io Haqilra Kypca neqeHnfi r,r noBToprrb ee rax.qrrft Mecrrl Ao 3aBepruexus
TepanHI{, rur6o qaqe rrplr Bo3Hr.rKHoBeH]rr{ KJrrur,rqecKux c}rMrrroMoB. B cryrae BLrsBneHnfl
ilopall(eHll' IIeqeHr{ cneAyeT yr![eHbmr.rTb Ao3y, [pepBaTb r,rJT]r npeKpaTvTb rrp[eM npenapaTa B

coorBercrBuu c Aefictnyrorqeft r.rncrpyKrllrefi no rpuMeHeHlrro.

Roche recHo corpyAu[qaer c perynrropHbrMrr oprauaMu np]r [oAroroBKe o6nosrenHofi nepcnn
lIHCTpyKrIulr ro IIpHMeHeHr.uo upe[apaTa <3en6opa(f>@ c rreToM BburBJreHHoro pr{cKa
rropfDKeHr4fl IIeqeHl{.



3en6opaQ@ rroKunan Arr reqeHrir neonepa6emnofi lrJlu Meracraru.recxofi MeJIaHoMhr c BRAF
V600 uyraunefi y B3pocirbD( rraquenToB B Br,rAe Mouorepauuu. flpocr,rM Tarur(e o6parurr
BHr{MaHr.re Ha AoIIoJIH}ITeJIbHbIe cBeAeHI{t, ilp}IBeAeHHbIe B KoHIIe AaHHoro uracrrraa-o6parrleHur.

Konmawnnaa unQopmaqua dnn coo6t4enufi o nearcenamenbublx nonewunx

Cnequam,rcrbr 3Apasooxpanenlrr Morfr nepeAarb coo6rqeuus o cepbe3nbD( HexeJIareJIbHbD(

rBJrenr{fix, rrpeAfloJroxc{TeJrbno cBr3aHHbD( c r{crroJrb3oBarrr{eM npenapara <3el6opa([D@, B

KoMraur,rro Roche ro rene$ony 8(495)229-29-99 (oQuc) LrfiLr enerrponnofi norrre
moscow.ds@roche.com, a raKxe HerrocpeAcrBeHHo n Oegeparbnylo cnyx6y rlo HaA3opy B

c$epe 3gpaBooxpauerrur no rereQory 8(499)578-01-31, B Bla4e sauorHenHoft Kaprbr-
rrcBetrteHn.fl (http//www.roszdravnadzor.ru/medicines/monitor_bezopasnosti_ls/295 6) utru ro
florrre (10907 4, Mocxra, Cransncras [Jrorqagb, 4.4, crp. l ).

fiononnumcntnon unfi opmaqun

llpocuu o6parqauce n flpegcraBureJrbcrBo KoMnaurlrr Roche B ToM cJrfrae, ecJIH y Bac
Bo3HrrKHyr Borrpocbr lrJrr{ [orpe6yrorcs Aononnr,rreJrbHhre cBeAenrrt uo np[rMeHeHnlo npefiapara
<3en6opa(f>@, no rere$ony 8(495)229-29-99 (o$uc) urrLr ererrpouuofi uoqre
moscow.ds@roche.com.

C ynaxenueu,

F. Hoffrnann-La Roche Ltd.


