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o HoBbx .rI€rHHbD( uo 6esonacHocrr.r
neKapcTBeHHoro flpenapaTa

Kalcu.na

M.A. Myparuro

@e4eparuuax cJryx6a ro Ha,q3opy B cSepe 3ApaBooxpaHeHu.f, B paMKax
I{crroJIHeHI,If, rocyAapcrBeHHoft Qynxqrara no MoHuropr4Hry 6esonacHocr}r JreKapcrBeHHbrx
[peraparoB, HaxoAtlUnxct B o6paqennz Ha reppr4roplrr4 Poccuftcrofi (De4epaqun,
coo6qaer cJreAyroqee.

Pocs4panHaA3op AoBoAI,IT Ao cBeAeHrlr crreunzrnracroB 3ApaBooxp aHenr4fl rrrrcbMo
npeAcTaBI,IreJIbcrBa KoMnaHI4I4 <O.Xo$rfMaH-Jk Poru JIIA> o HoBbrx AaHHbrx no
6eson acH ocrr{ JreKapcrB eHH oro rrperr apara K a,qcr4na.

flpznoxeHlre: Ha 3 n. n I ercs.

Bpuo pyKoBoAr{reJrt

K.B. lopelor
(49e) s78-02-73
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Ygax€eMHe rocnoAa

Kounaxur F. Hoffinann-La Roche Ltd. xorela 6u npegcraBnTb BarrIeMy BHI,IMaHHIo

cJreAyrorqyrc rEu tlop rr,r aqnro :

Pesnme

o flpenapar <<Kagcula>@ uoxEr Bbr3hrBarb rf,xeJrble KpoBoreqeHufl c neraJIbHbIM

HCXOAOM, BKJrrcqar BHyrpuqepenHoe KpoBou3ltrrtHve
o flpenapar <KaAcrua>@ cle.qyer [pr.rMeHrrb c ocropoxHocrbro y naIIHeHToB c

rpou6ouuronexuefi , a raxxe nonyqarcu$rx repalutrc aHTI,IKoaryJItHTaM[.

,\ononu umeilbaafl un Qopua4un no pacutamp ueaemo il npodneue

Ilpenapar <KaAclrrtar>@ npe,qHa3HaqeH AJrr npnMeHeHltt B BI,IAe MoHorepan[unppr
MeracraruqecKoM nJrr,r MecrHo-pac[pocrpaHeHHoM, Heonepa6erbHoM paKe uoroqnofi )I(eJIe3bI

c onyxoJreBofi ruuepercnpeccueft HER2 B creAyroulllx cuTyaqmx:

l. Ilocre npeAruecrByrorqefi repannlt Tpacry3yMa6ou n npenaparoM rc rpynnbl
TaKcaHoB, npr,rMeHrBrunxcr B rou6ugaqravvfivt rro orAeJlbHocrr,r, no noBoAy MecrHo-
pacnpocrpaHeHHoro HJrH Meracrarnr{ecKoro ga6oresaHltt

2. flocre nporpeccupoBaHr.rr ga6oresaHr,rr B xoAe aAbroBaHTHo[ repannu
Tpacry3yMa6ou n npenaparoM H3 rpynnbr raKcaHoB, nplrMeHrBrunxct B xou6nnaqnn
lrJrlr no orAeJrbHocrr,r, uryt B TeqeHr,Ie 6 Mecsqes c MoMeHTa ee 3aBepIIJeHInt,

B pasgene <Oco6ue yKa3aHr,rlr) r{HcrpyKrlr.ru no rpnMeHeHHIo npenapara <Kagcnla>@

)rtca3aHo, rrro ero r4c[oJlb3oBaHr{e Moxer cnoco6crgoBarb pa3BuTr,rroT pou6orlxroneHltl{ }I

Tsxgrbrx KpoBoreqeHufi (no AaHHbrM KJrr{HrrrrecKrdx nccJreAoBasnit c yracmerr,r 884
nagueHron). Comacno Hosofi uH$opuaqnrl, noJDAeHHofi a pesynrrare npLIMeHeHHt
npeuapara 6olee rreM y 4200 naune.HToB, HeKorophre cnfrar,r rflxeJroro KpoBorer{eHnq, B roM
qlrcJre BHyrprdrrepeuHoro KpoBoH3nHJrHr,rr, fipr{BoAr,rnn K JrerairbHoMy ncxoAy. flpa erorr,l



HeKOTOpbre narlHeHTbr TaKXe noJr)q:rnu Tepanurc aHTr.rKoarynrHraMu.

C yretou noJDAIeHHbIx ceeAeHufi, KoMnaHHs nnaHnpyer BHecrH cle,qyroulnfi TeKcr B p.BAen
<Oco6ne yKa3aHHr)) nHcrpyKqr{u tto flpr,rMeHeunro npeflapara <Ka4cnlu@ :

<3aperucrpupoBaHbl cn1^lau KpoBoreqeHuit c nerau:r,;HbrM [cxoAoM Ha $oue repanuu
npenaparoM <KaAcuaa>@, a rax)I(e rtxeJlbre cJrfrau KpoBoreqeH[fi, B HacrHocrr,l,
BHyrpnqepenHoe KpoBoH3JrI,rrHr{e; qacToTa clyqaeB He 3aBr,rcHT Or grH[.recxofi
npI,IHaAJIexHocru. qacrs naqneHToB, y Koropbrx 6uru saperlrcrpnpoBaHH TflxeJrbre cn}^raH
KpoBoreqeHufi, non5ruanu confrcrnyroqyro repanurc aHTrnKoarynrHTaMro).

Pexonenda quu dna c ne 4uar ucmoe zdpaeo oxpaveH un

Bo nperrar JIeqeHIdt creAyer rlqarerbHo ua6mo4arr 3a naqueHraMr{ c rpoM6oryrronenueit, a
TaKxe non)AaloquMn JIeqeHr,Ie aHTnKoaryJrrHTaMn. PexoueH4yETct olleHnBarb KoJrnr{ecrBo
rporrl6oqnroB rlepeA KaXAbIM BBeAeHHeM rrpenapara <Ka4cnnu@. Pexouen.(auuu no
ycrpaHeHnlo rpoM6ounroueHuld flpe.[craBneHbr B HHcmyKunr,r IIo nDnMeHeHH]o upeflaDara.

Kporue roro, npeArlaraeM BaIueMy BHr.rMaHHro HHcrpyKrlnrc tto [pHMeHeHnro npe[apara
<Kqgcuro>@, coAepxau{yro nogpo6Hyro uuQopruau}no o pncKax, cBr3aHHbrx c ero
HCNOJIb3OBAHIIEM.

KoMnatru.s Roche recHo corpyAHuqaer c peryJrrropHbrMr,r opraHaMu npu BHeceHnlr
r,rgruenenuft B nHcrpyxrlr.to no npriMeHeHr,trc.

KonrarrHas undoDMatr[g .urq coo6ueHufi o HexerarenrHrrx sBJeHHsx

Coo6Iqeuu.g o HexeJlareJlbHbrx tBJreHurx, npeAlronolo{TeJrbHo cBt3aHHbrx c HcnoJIr3oBaHr,IeM
npenapara <KaAcuna>@, Mo)KHo repeAarb B KoMnaHHro Roche no rene$ony 8(495)229-29-99
(oQtlc) IrnH sneKTposuoft nor{Te moscow.ds@roche.com, a raKxe HenocpeAcrBeHHo B
@egepanuryr,o cnyx6y no HaA3opy e c$epe 3ApaBooxpaHeHrur no reneQory 8(499)578-01-31,
B BHAO 3anoJIHeHHofi rapru-x:BeIIIeHHJT (http ://www.roszdravnadzor.ru/ medicines/
monitor bezopasnosti_ls/2956) HJILr no noqre (109074, Mocra4 CrasrHcrag uoulaAt, A.4,
crp.l).
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,{ o non n umeJt bHan uu Qopna4un

flpocllu o6paqarrcr n flpe4cranl{TeJrbcrBo KoMnaHHn Roche B ToM cJDryae, ecJrq y Bac
Bo3HI{KHyr Bonpocbl r4lrrr norpe6yrotcr AonoJrHuTenbHbre cBeAeHrdr no np[MeHeHfiro
nperapara <KaAcnlo>@, no releQony 8(495)229-29-99 (o<!nc) lrrru oJreKrponsofi norrre
moscow.ds@roche.com.

C lnaxenreu,

F.Hoffmann-La Roche Ltd.


