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Pe3iome Ha EPAR 3a o6LiecTBeHO nosn3BaHe
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HacToswmaTt AOKYMeHT npeacraBisiBa pe3toMme Ha EBponeinickus nybnum % oueHbyeH goknag (EPAR) 3a
Lymphoseek. B Hero ce pa3scHsiBa kak AreHumnaTa e oLueHuna ek 0TO, 3a Aa npenopbya
pa3pellaBaHe 3a ynoTtpeba B EC u ycnosus Ha ynotpeba. [lokym T He e NnpefHa3Ha4veH aa
npenocTaBsa NpakTUYeCkn CbBETU OTHOCHO yrnoTpebaTa Ha Lym eek.

3a npakTnyecka MHpopMaLUusa oTHOCHO yrnoTpebaTta Ha LGonseek, nauveHTUTe crneasa Aa npoyeraT
NMUCTOBKaTa Wau Aa nonuTaTt CBOS Jiekap unu dapma )

N
KakBo npeacraBnsiBa Lymphos@u 3a KaKBO Ce U3nosnsBa?

Lymphoseek e AMarHocTiyeH nekapcT@eH NpoayKT, N3MOoN3BaH Npu NauneHTu ¢ pak, 3a
naeHTMduUMpaHe Ha CEHTUHENHU bHU Bb3NU. CEHTUHENHUTE NUMGHM B3N Ca PEFMOHANHUTE
NMMOHU Bb3NK, KbAETO CE 043 AbPBO [la Ce pasnpoCcTpaHu paka. KoraTto ce OTKPUAT CEHTUHENHM
NMdHN Bb3NK Te ce OTCTPafiARAT XMPYPruieckn 1 U3CnesBaT 3a Hanu4me Ha pakosu KieTku. Tosa
rnoMara Aa ce B3eMme pe e OTHOCHO HEeo6X0AMMOCTTa OT AOMb/HUTENHA XMPYPruYHa MHTEPBEHUMS 3a
OTCTpaHsiIBaHe Ha ”05\2@ TIMMDHN Bb3U. AKO 6blle YCTaHOBEHO, Y€ B CEHTUHENHUTE Bb3/IU HSAMA

paKoBW KNEeTKU cnl Ba no-obLlMpHaTa XMpypruyHa UHTEPBEHLMS Ha NMMMGHM Bb3KN MOoXe Aa bbae

nsberHata. A
O

Kak ce nanonssa Lymphoseek?

Lymphoseek e pa3TBop, KOIMTO Ce MHXEKTUPA WM OKOJIO WM BbTPE B pakoBaTa TbKaH U ce oYyakBa Aa
ce NpuKpenu KbM 611M3KkuTe NUMMOHN Bb3M U Aa Ce OTNoXM B TaX. MNpean aa ce MHXEKTUpa B NauneHTa
Lymphoseek ce MapKkupa C U30TOM, KOETO 03HauaBa, Ye ce MapKupa C Masko KOJIMYEeCTBO paanaums.
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Cnep ToBa 3a OTYMTaHe Ha pajavaumsTa ce M3MoN3Ba cneunanHa Kkamepa, 3a Aa ce Bu3yanusupar
NMOHUTE B3NN U CeAoBaTeNHO [a Ce YCTAaHOBM BEPOATHOTO pa3npocTpaHeHue Ha paka.

Lymphoseek TpsabBa Aa ce U3nos3Ba caMo OT MeAWUMHCKU CMeunanmcTi C onuT B KapTorpadupaHe Ha
NMMMbHN Bb3NU. JleKapCTBEHUAT NPOAYKT Ce OTMyCKa Mo JIeKapcko npeanucaHue.

Kak pencrBa Lymphoseek?

AKTUBHOTO BellecTBO B Lymphoseek, TunMaHocenT, ce NnpuKpenBa KbM MPOTEMHU, HApEeYEHU MaHOo3a-
CBbpP3BalLM MPOTEMHMU, KOMTO CE HaMUPaT B rONIEMU KOJIMYECTBA B HAKOW UMYHHWU KNETKM B TIUMMBHUTE
Bb3NK. BcneactBne npukpenBaHETO KbM T€3U MPOTENHU M30TOMHO MAPKUPAHUAT JIeKapCTBEH Mp, RUT
ce HaTpynBa B MMMGHMUTE Bb3/IM OKOJIO PaKoBOTO 06pasyBaHue, NpaBeiku ro BUAUMO CbC cre HaTa
kaMmepa. Cneg ToBa NMMMHUTE Bb3NKN MoraT Aa 6bAaT uscneaBaHu 3a Hanndme Ha paKOBM@' n.

Kakeu nonsun or Lymphoseek ca ycraHoBeHu B npquBaHmrra?%QO

Mon3ute oT Lymphoseek ca nokasaHu B ABe OCHOBHW MNPOYYBaHUS, B KOUTO yqa(&r 311 naumeHTM C
paK Ha rbpAaTa WK paK Ha Ko)aTa, Ha KOUTO TMM@HUTE Bb3/IM MbPBO Ca K rpadumpanm c
Lymphoseek n cneg ToBa € NpunoXeH agpyr METOA, KOUTO BK/IKOYBA M3MO HeTo Ha 6arpuno,
M3BECTHO KaTo "cMHbO 6arpmno”. CMHBOTO Harpuno ce M3nonsea rno B Ha XMpypruyHa MHTEPBEHLMS
3a ouBeTsBaHe Ha NMMMQHUTE Bb3NM, Taka 4Ye Te MoraT Aa ce BU3ya paT u cnep ToBa Aa ce
M3cneaBaT 3a HanMume Ha pakoBa TbKaH. (bQ

B Te3n aBe npoy4yBaHWs nekapuTe ca ycnenu aa oTkpusat n@ox 6poli CEHTUHENHN NMNMMBHM Bb3NU C
Lymphoseek 0TKOKOTO CbC CMHLOTO 6arpusIo: MOYTU BC OT MMMMHNTE B3NN, MAEHTUDULMPAHN C
rnomoLwTa Ha cuHboTOo 6arpuno (98% B egHO NpoyyB 100% B ApyroTo) ca naeHTudULMpaHu c
nomowta Ha Lymphoseek, gokaTto camo okono 70% % CBHOTBETHO OT JIMMMHUTE Bb3NU, OTKPUTU
nocpeAacTBOM Lymphoseek, ca OTKPUTU U CbC C To H6arpwuno.

B TpeTo npoyyBaHe nNpu NauneEHTU C pak H&BaTa M WKATA, BKAKYUTENHO pak Ha yCTHaTa KyxXuHa,
Lymphoseek e nanonseaH 3a OTKpI/IBaHe CEHTUHENHU NMMMDHM BB3NU Npean XnMpypruyecko
OTCTpaHsBaHE Ha NIMM@HNTE Bb3N umeHTute. Noutn Bcnukm naumneHTn (38 ot 39) c KaHUEpO3HMU
NMMMHN Bb3NK Ca naeHTudnump {)T Lymphoseek.

KakBu ca puckose @?‘Lpsaﬂu c Lymphoseek?

ﬁ\

Halt-uectute HemenaQ\ ekapcTBeHW peakuuun npu Lymphoseek, HabnogaBaHn B KIMHUYHUTE

npoyysaHus, ca 6@& 1 Apa3HeHe Ha MSACTOTO Ha MHXeKTUpaHe (HabnoaaBaHV Npy No-Manko oT
1 naumeHT Ha 160Q) A
KpaTKoTpaii &éa MBbHUA CMIUCHK Ha BCUUKMN HEXEeNaHW fleKapCTBeHU peakLmnn, CbobLLeHn npu
Lymphos%®gmme NCTOBKaTa.

pyruTe HexenaHu peakuum, KOUTO ca HabngaBaHW, ca YecTu, Iekn u

3a|$ Lymphoseek e paspelweH 3a ynorpeba?

KoMuUTeTbT Mo nekapcTBeHUTE NMPOAYKTU 3a XyMaHHa ynoTpeba (CHMP) otbenssa, ye npoyyBaHuaTa
rMoKasBaT Mo-BMCOKa YeCcToTa Ha OTKPMBAHE Ha CEHTUMHENHU NMMQHN Bb3/IM NPU U3N0N3BaHETO Ha
Lymphoseek o0TkonKOTO npu npunaraHe Ha ouBeTSABaHETO CbC CMHbLO 6arpuno. MNpeaBma BaXKHOCTTa Ha
JIOKanM3npaHeTo Ha NMM@HUTE Bb3NU NpPU NeYeHUEe Ha PpakoBM 3aboNsaBaHUA U ynpaBasemMnTe
HeXenaHu peakumn, HabnogasaHu npu Lymphoseek, KoMnteTsbT 3ak/1oum, 4e NonsnTe ca no-ronemum oT
puckoBeTe, 1 npenopbya Lymphoseek na 6bae paspelweH 3a ynotpeba B EC.
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KakBu Mepku ce npeanpuvemMar, 3a Aa ce rapaHTupa 6esonacHaTa u
ecdexkTBHa ynorpeba Ha Lymphoseek?

PaspaboTeH e nnaH 3a ynpaBfieHWe Ha puUcKa, 3a Aa ce rapaHTupa, Ye Lymphoseek ce nsnonsea
Bb3MOXHO Han-6e3onacHo. Bb3 ocHOBa Ha To3m nnaH nHdopMaumnsTa 3a 6e3onacHoOCTTa e BK/I0OYEeHa B
KpaTkaTa XxapaKTepucTmka Ha npoaykTa u B nMcToBkaTta 3a Lymphoseek, BkatounTenHo noaxoaaium
npeanasHW MepKu 3a 3apaBHUTE CNeuManncTy n nauneHTuTe.

JonbnHutenHa MHq)OpMaLI,Mﬂ MOX€e Aa Ce€ HaMepU B PE3KOMETO Ha MJiaHa 3a ynpaBJI€EHUE HA PUCKaA.
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AonbnHutenHa mHdpopmaumsa 3a Lymphoseek:

Ha 19 HoemBpu 2014 r. EBponeickaTa KOMUCUA n3gaBa paspelweHune 3a ynotpeba Ha Lymp
BannaHoO B EBponerickms culos. é

MbnHMAT TekcT Ha EPAR v pe3toMe Ha nnaHa 3a yrnpaBfiieHMe Ha pucka 3a Lymphose@me na ce
HaMmepu Ha yebcaiTa Ha AreHumsaTa: ema.europa.eu/Find medicine/Human medic@s/ uropean public
assessment reports. 3a noseye MHPOpMaLMsa OTHOCHO SleYeHNeTo C Lymphos%krhqueTeTe nncToBKaTa
(cbwo yact ot EPAR) unu nonutarte Bawwua nekap nnu dapmauesT. ¢

[laTta Ha nocnefHO akTyanusMpaHe Ha TekcTa 11-2014. &Q
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http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_-_Risk-management-plan_summary/human/002085/WC500173517.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=/pages/medicines/human/medicines/002085/human_med_001827.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=/pages/medicines/human/medicines/002085/human_med_001827.jsp
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