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O nonrxAaHHbx no 6e3onacuocrrr
neKapcTBeHHoro npenapaTa

Kceloaa

@e4epanrnar cilyx6a no HaA3opy B cQepe 3ApaBooxpaHeHu{ B paMKax
ucrIoJrHeHI4t rocyAapcrBeHHofi QyHrqnra no MoHIaTopI4Hry 6egouacHocrr,r neKapcrBeHHbrx
upenaparoB, HaxoAtlrluxcfl. B o6parqeHuu Ha repprrropr,ru Pocczficrofi @e4epaqzz,
coo6qaer cneAyro4ee.

Pocs4panHaA3op AoBoAI{T Ao cBe.{eHr4r c[eqr{ErJr}rcroB 3ApaBooxpaHeHr,r.f, nr4cbMo
IrpeAcTaBI4reJIbcTBa KoMnaHI4H ((@.Xo{QrraauH - JIfl Pour JIrp> o HoBbrx .rlaHHbrx ro
6esouacHocrll JleKapcrBeHHoro rperapara Kcelo4a (MFtrI: Kanequra6uu), ra6nerKr.r
noKpblTble nJleHoquofi o6oloqrofi 150 nar, 500 nar, npou3BoAcrna <llpoAyKroc Pon C.A.
Ae If.B.>), Merccura (perncrpaquoHHoe yAocroBepeHlre il N016022/Ol or 30.09.2009).

flpnnoxeHlre: Ha 4 r.s l erg.

Bpuo pyKoBoAurent M.A. Myparuxo

)

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

Cy6rerrrr o6paqenufl
neKapcTBeHHbrx cpe.qcTB



Ilepeeod

Ilncruo-o6paqenne K crreq[aJrucraM 3ApaBooxpauenrs

Bnecenne HoBbIx cneqenufi no 6esonacnocrrr npenapara Kcsrola@ (raneqnra6xn) n
pa3Ae[ <<Oco6ue yKa3an[fl H Meprr rlpeAocropoxHocrn>) orHoc[TeJrbno rsr(eJrbrx KorrHltx
peaxqnft

Ysaxaeil,rbre c[equaJrr{crhr 3ApaBooxpaueH}rt,

F. Hoftnann-La Roche Ltd (4aree yroMuHaercr KaK Roche) xoreJra 6u npe4ocrsBnrb BaM
HoByro BaxHyro un$opuaqup uo nperapary KceloAa@ (xaneur6arrH):

Petrcue

o Ha Qone nprrMeHeHnfl npenapara Kce.noAa 6rr.nr 3aper[crprrpoBanbr oqeHb
peAKHe slryqarl Tsxeflbtx KornHblx peanqnftr TaKrre KaK crrrrApoDr Crusenca-
[:xoncona rl ToKcnqecrc[fi sn[AepMaJrbnbrfr nenpo.nrn, c Bo3MoxHbrM
JIETAJIbHbIM IICXO.IIOM.

o HeodxoArrMo oKoHrlarerbHo orMenflTb repa[Hro [peflaparou Kce.noAa B
cryrraer ecJrn y [aq[enroB na6rrcAa.nacb rrxeflafl Koxnafl peaKqrrfl, Bo3uorxgo
cBr3anHas c [prrMeneH[eu rrpe[apara Kce.noqa.

Texcr AaHHoro trucbMa 6sur corJracoBaH c Enponeftcrcufi MeAuquncxrau AreHrcrsoNl Lr

(DeAepanrsofi cnyx6ofi no ua.usopy n c$epe 3.qpaBooxparreHlrr.

Roche recno corpyAHutlaer c peryntropHhlMu oprasaMn Nw, o6nosreHfir r{HcrpyKrlr.r}r rro
npI{MeHeH}IIo npenapara. B nacrosrqee BpeMfl KoMrranr{r roroBr,tr AoKyMeHThr Alrr BHeceHHt
ugnaenenufi B [HcrpyKrlr{ro B coorBETcrBr{r{ c npfinaraeMblM rrHcLMoM.

,(atone iluan un Qopna qua no npo Q unn fiezonacnoemu u peKorne Hda 4u u

Ha Qone [pI{MeHeHI{t [penapara KceroAa 6u.nu 3aperscTpxpoBaHbr cnfra]r raKr,rx rDKeJrbD(
KoxHbrx pearqufi, KaK cI,IHApora CruseHca-,{xoucosa (CC.{) u roKcrlqecrurft gnuAepualrHuft
HeKponlr3 (T3H), c Bo3MoxHhrM JreraJrbHhrM r,rcxoAoM.
Yacrora,{aHHbrx rtxeJlhrx KoxHbn< peaxquft orleH[Baerc{ Karc oseHb peAKiur Lr3 pacrrera Azuruhrx
no 3xcno3r,rqlru npenapara KceloAa Ha anpenr 2013 roaa.

Cquraercr, qro Bo3MoxHhI BapI.IaHTbr reqeHr.r.s CCA u T3H cpegH MHoroqr{cJreHHbrx Ko)KHbD(
sa6oresaHufi, xaparrepl,I3yrcIquxcr Hruu.rqueM pacflpocrpaneHHhrx gpr.rreMaTo3Hbx oqaroB,
nepexoAsultlx B [y3hrp]I I{ gpo3nu. .{alrHor"ry cocrornr{ro qacro flpeAmecrByror cBeTo6olsnr,
rasQerutun BepxHLIx AbD(arenbHrx nyrefi u nfixopaAxa. OrMe.raercr 3HaqureJrbHufi yponeHr



sa6orenael\'rocrH s' cMeprHocrl.I, cssgaHHrrft c pa3Br.rrr.reM cepb$H6D( KoxHhD( pearqufi,
oco6eHHo CC.{ u T3H. Yponenr m6orenaeuocrr,r r c""prHo.ir{ Moxer 6rrrr Huxe y rex
naUfieHToB, KoTophle paHblue [epecTaJlll npI'IMeHtTb noAo3peBaerurrfi npenapaT, rro cpaBHeggro
C [aqI{eHTZIMI{' KOTOphIe IIpOAOIXaIOT Tepafi]Irc noCne [OtBJIeHI{t KOXHbrx C}rMrrToMOB B BHAg
nyrupefi.

Bpa'rr'r AonlrcHhl6rnr ocnegoMJlenbr o Bo3Moxffio flputlllHuo-cJreAcrBennofi cassn
pasBI{TI{t rtxeJIBD( Ko)KHhD( peaxqufi c [pI{MeHeHueM rrpenapara KceloAa r{ nporBJrf,Tb
6Aurenrgocrb Ant o6ecneqeHnt o[eparuBHbx Mep n cBoeBpeMeHHoro Jleqegr.I.f,, qro
BKrrroqaer u orMeHy flpeuapara KcenoAa.
flaqr'Ieurrr AonxHhI6rrrr npouHsopuzpoBaHhr o Bo3MoxHhrx nocJreAcrBHAx,r.r AoJDr(Hhr
o6parrlatsc.f, 3a MeA[qrnncxofi [oMoIIIbIo, KaK ToJTgKo nosBrtlorcs rro6gre cHMIIToMhI
cepbe3Hhrx Ko)KHhD( pearqufi

fipyzue KoJtc\bte peaK4uu' sapeaucmpuposaHubre npu npranteHeHuu npenapama Rcenoda

Mouorepanu.e flpeuaparoM KceroAa: naAouHo-rroAorrrBeHHar 3purpoA]r3ecre3r.rr (na4ouuo-
no,{ourBeHurrfi cunApou) u AepMar[T Bo3HHKaror orreHb racro (> l0o/o) rryn [prdMeHegr,ru
raneunra6una. Crrnr, o6rncenue, sprITeMa n cyxocrb Koxr{ flBJrtrrorcr qacrhrMu pea1rlnl npu
npI'IMeHeHI{I4 npenapar KceloAa. 3yA, osaru [reJlyrueHur, mfleprrrrrMeHTarl]rr Koxn, peaKrlr.rs
Qoro.ryncrBr.rrenbHocrr,r, a Taxxe cr{H.upoMEr rro rr{rry nyreaoft 6oresHu rarxe Ha6moAalucb Ha
Qone repa[r{H npenaparos KceroAa.

ffoxasanun

llpenapar Kcenoga@ rroKrBaH B KatrecrBe:
o xou6usuponaHuofi Tepanuu c AolleraKcenoM MecrHo-pacnpocr"pageHHoro uJru

MeracrarHqecKoro para uolo'ruofi xeJIe3hI npu HesS{eKTuBHocrH xr.rMgoreparrgg,
BKJlroqiuo[Iefi npeuapar anrpaUnxnr.rHoBoro pflAa;

' MOHOTepailur4 MecrHo-pacnpocrpaneHHofo wwr Meracrarr,rqecKoro paKa uoloqnofi
xeJIe3hI, pe3ItCTeHTHOrO K Xr{Mr,roTepauEu raKcaHaMr,r unil npenaparaMH
aHTpatInKJIlIHoBoro psl.avrn npu HanHqr{u fiporxBonoxarannft K H]rM.

. 4AT,roBaHrnofi repaunn paKa rolcrofi Kr{rrrKr,I;

. TepaIIHr4MeTacTaTr{qecKoro KonopeKTiurbHoropaKa;

. Tepanuu nepnoft rrrnuu pacnpocrpaHeHHoro para )KeJry.(Ka

IrpomueonoKasaHun ru dnn npru,teHeuun npenapama Keenoda @ nennnmcn:

o fnnepqyBcrBuTenbHocrb x ranerlura6nry unrruo6rna ApyrnM KoMnoHeHTaM
npenapara.

t fHnepqyBcrBureJlbHocrb K Qropypaura ny unr [pr,r 3aperucrpupoBaHHbD( cnfruux
pa3Burufl HeoxI{AaHHhx HJI}I TtxeJIbD( no6o.urrx pearUHfi Ha rerreHr,Ie npoH3BoAHbMr.I
Sropnrapurra Hpcr.Ha B aHaMHe3e.

o YcranosreHHrrfi aeSnqur [fI[ (auruApornpr.rMr.rAnHAernAporena:rr), KaK H Anfl ypyas*
Sropuu pr.rla rrAr.rH oB.

o OAHospenaennrrft nprleM copI,IByAI{HavIrH ero crpyKTypHhrx aHaJroroB runa 6pnny4uHa.



,{ononn u men b Ha"fl unQopma 4un

llpocnrr'r o6parqatrcs s llpe,{craBureJrbcrBo KoM[aHr{u Roche B ToM cJDFrae, ecnr{ y Bac
Bo3HI'IKHyr Bolrpochl l{na norpe6yrorcr AononHLITeJIbHhre cBeAeHsr no 11p[rMeHeggro upenapara
Kceao.4a@, no reneQouy 8(495)229-29-99 (oQuc) wftr enerrponnofi noqre
moscow.ds@roche.com.

Konmoxmaan unQopuaque dnn coo6t4eaufi o aeucenamenbnbtx naneHunx

Roche flpo.4onxlrr MoHItropI{Hr 6egonaurocru npenapara Kcerola@ c uoMorrFro AocrynHhrx
HcrotIIrHKon nn$oprraulnr n 6yaer HanpaBntrb perynrropHhrM opraHaM sce coo6qeHr.rr o
cnrrrux cepb$Hbx HexeJrareJrbHbD( ssreHufi Anr AzurbHefi ruefi orleHKr.r.
Mrr npoAonxr{M npeAocrtlBJUlTb Bttt't uau6oree aKTyaJrbHhre BepcuIn HHcrpyrqr{H rro
npI'IMeHeHHIo npefiapara Kceno.qa@ u n 6y4yrqena. Bu Moxere [oMorrb KoMnaHr{r{ B
ocyqecrBneHl'M MoHI,ITopI{Hra 6egonacnocru npenapar4 nepeAaB coo6ulenm o
HexenareJlbHbD( tBJIeHI{flX, IlpeArlonoxHTeilbHo cBs3aHHbD( C r4cnoJrb3oBaHr,reM IIpeIIapaTa
Kcerola@, B KoMnaHnto Roche no rere$ouy 8(495)229-29-99 (oQuc) nnH orercrpoHuofi noqre
moscow.ds@roche.com, a raxxe HenocpeAcrBeHHo s @egepanbnyro cnyx6y no 

"uaaopy "c@epe 3ApaBooxpaueHl{t no rereSony S@99)578-01-31, B Br.rAe 3auoJrueHuo[ xapru-ruBeulegus
(http://www.roszdravnadzor.ru/medicines/monitor_bezopasnosti_ls/2956) unu ro roqre
(1 0907 4, Mocrn4 CrassHcrar rrrrorqa,Al, 4.4, crp. l ).

C ynaxeuueu,

F. Hoffrnann-La Roche Ltd.



ffpoexm npednazauvtbtx tt3ileaeturt e mexcm uucmpyKrluu no medu4uHcKoMy npuileHeuuu)
npenapama Kcenoda

4.4 Oco6rre yKa3aurrs u Mepbr rrpeAocropoxnocrrr

Cepaenue KnrHbte peaKryuu: Kcenoda Moucem Bd3*amb cepbnHde Ko:ltcHde peaKqlru, maKue
rcax cuudpou Cmueeuca-ficrcoHcoHa u moKcutecrcuil enudepuatauatil HeKponuz Heo6xoduuo
oKoHuameJtbHo npeKpamumb mepanun npenapamoM Kcenoda, ecnu y naqueHma pcBsusaemct,
nuilceran Ko)tcHan peaKqun, 8o31,to2tcHo cBfl3aHHan c npuJveHeHueM npenapama.

4.8 flo6o.nroe .[efi crsne
If o c muapxe muuzoe o e u a6nnd euue :
B parrarax uocrMapKerl,IHroBoro na6rtoAenu s 6stru BhrrBJreHhr Ao[oJrHr4TeJrbuhre cepbeHhre
noAo6nrre peaKrlun:

Cepaesuute KoJtcHde peaKquu (cu. pasden 4.4)
Oqeua pedrco: cepb$Hde Ko)tcHde peoKquu, maKue xax cundpou Cmueeuca-fiucoHcoHa u
moKc uu e cKuil enud epuatunwit H e Kponus.


