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ucnOJrHeHI,It r'cyAapcrseuHofi SyurcUun nO MoHI'ITopLIHry 6egonacHoCT' neKapcTBeHHbIx

rperaparoB, HaxoA.guluxct B o6pauleHutl Ha reppHroplll4 Poccuficxofi @e4epaquu'
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ffpn.noxeHne l.

Uncruo 4;rr c[eqrraJrncroB B cQepe 3ApaBooxpaHeHrfl o rrpenapare:
3urura@ (A6r.rpatepoHa auerar) saperucrpr.rpoBaH e PO ((06) arperrlr 2012r.), HoMep
PVNs. JII-001632, s rona6unauuu c npeAHu3oHoM IaJrLr npeAHr.r3oJroHoM noKa3aH Art
reqeHut Meracrarl{rlecKoro KacrpallrroHHo-peglrcrenTHoro paKa npeAcrareJrbHoft xelesrr y
naIIIdeHToB c nporpecclapoBaHueu ga6oJreBaHr,rr Bo BpeMf, r,rJu4 rrocJle xuMr,roreparrr4r4,
BKrroqarcIqefi AoqeraKceJl. llpenapar BbrrrycKaercr n Qopue ra6leror 6eg nreHoqHoro
noKpbrTr,rr.

Vsaxael,rbre crrerlualtucrbr n cQepe 3ApaBooxp anenvrfl )
HaqosqnM KoMrIaHux <,{xoncon n ,{NoHcoH> (aanee no reKcry - rounannr)

xoreJla 6u AoBecru Ao Balrrero cBeAeHI{t, tITo LIHcrpyKrIur flo MeAr4rItlHcKoMy

lpI4MeHeHI,ilo npelrapara co.qepxut uuQopMaIIHIo o roM, qro 3nrurut "" [peAHa3naqeH

Nrfl, [pr{MeHeHI{.r y xeHrrII,IH. llpe4nonaraercr, qro rpueM nHru6nropon CYP17
6eperraeHHbIMI,I xeHIIIVHaMn I{3MeHr,rr KoHIIeHTparImo ropMoHoB, rITo Moxer noBJrI,If,Tb Ha
pa:iBrrue ruIoAa. flpt [peAorBpaluegl4rl cry.rafiHoro aos4eficrnu.a, 6epeueuurre prlrvr

cnoco6uue ea6epenaeHerb xeHlquHbr He AoJDKHU pa6orarb c [perapatoM 6es [epqaroK.
HactosquM nlacbMoM pa3btcHtlorcf, rpolleAypbr o6paulennr c m6nerKaMr,r

a6rnparepona arlerara, c ueJrbro o6ecnequrr nuQopnanpoBagHocrb Bcex yrracrHr,rKoB

nccreAosaHr,rft, a raKxe rllu, ocyqecrBJltlouryIx yxoA 3a Hr,rMr,r, vr corpyAHrrrKoB

r,IccJreAoBaTeJrbcKoro qerrpa, BoBrerreHHbrx B npoBeAeHr,re KJrLtHr,rqecKI{x nccleAosaHufi
abnparepona arlerara, o HaAJrexarrIITx Mepax npeAocropoxnocrrl npr4 pa6ore c
rrccJreAyeMbrM upe[aparoM. flporleAypa o6paqeuux c AaHHbrM rperaparoM
rrpeAycMarpr,rBaer cireAyroqee rpe6onanue: xeHrq[HaM, Koroprre 6epeueunbr r4lrr4 MoryT
6urr 6epenaeuubr, ecJrn nrra rpe6yercfl npr,rKacarbct x ta6remau a1upatepoHa arlerara r{Jrrl

ocyrqecrBJrmb KaKr{e-nu6o Aeficrsvrfl. c HrrMlr cJreAyer Hocr,rrb nepqarKr4.
Kovnanu.s Harr€ura BHocr,rrb ra3MeHeHr4rr a Sopuy raH0oprvrupoBaHHoro conract,tr u B

upoqile AoKyMeHTbr rro rrccJreAoBaHl,Irc. Terr,r BpeMeHeM, [oxaJryficra, Barvr cJreAyer
HeMeAJreHHo [peA[prtHf,Tb cJreAyroIr1pre Aeft ctsur :

o flpor.rn0oplrnponarr cBor,rx narlfierrroB o BaxHrrx oco6eHHocrrx o6paqeuur c
upenaparovt, rn6o AonoJrHrrreJrbHo HarroMHlrrb r4M o 3Haqr,rMocrrt ororo Bo[poca.

. llonpocurr cBor{x naqr{eHToB AoBecrr{ oTy 3HaquMyro uu0oplaaquro o6
ocodennocrrx o6pauqenat c [pe[aparoM Ao cBeAeHr,u mo6rrx xeHIrIr4H, Koropbre
bepenaenHbr vrlru Moryr 6rtrr 6eperraeuubl, ocyulecrBJr.flrorqux rarze-ma6o Aeftcrnus
c ra6lerr<a tvm aduparepoHa arlerara.

r YseAoMIlTb cBoux corpyAHLrKoB r,rccJreAoBareJrbcKoro qerrpa o neo6xoAnMocru
[pI,IHnMarb HaAJrexaulr4e Mepbr [peAocropoxHocrr4 npn pa6ore c ra6lerraun
a6r,rparepoHa arlerara.
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o VneAouurr orr,rqecKue KoMr{TerbI / ercneprHhre coBerbr y.rpexAenuft o
rrpeArrpr,rHrrux Aeftcrslarx B cB.rr3r,r c grrrMr4 MepaMr4 rrpeAocropoxHocrrl.
KoMnanu.f, He pacnoraraer nnQopuaqnefi o ne6rarouprrrrrHbrx r.rcxoAax

6epeuennocrr4 y flepcoHaJra, yqacrBoBaBrrrero B r.rccneAoBaHnrrx r{Jrr.r o[eKyHoB rrauneHToB,

npzHr{MaBrurx yqacrr,re s KI4.
Coornouenue [oJIb3bI vr pr4cKa B reqeHl4n [aqueHToB c MeracrarilrrecKprM

Kacrparl[oHHo-p$ucreHTHbrM paKoM rrpeAcrareruuofi xeJre3br a6nparepoHoM arleraroM
ocraetcr HeH3MeHHbIM.

C ynaNeHneu,

Haram.s ,{enucoua,
MeHeAxep uo $aprvraKoHaA3opy
Janssen, pharma division of Johnson & Johnson

Umited Liability Company Johnson & Johnson O6qecrBo c orpaH[qeHHofi oraercraeHFtocrbto <fD(oHcoH & Axoxcon>>


