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Hudopmamns 3a namneHTa

IHpoverere BHEMATEIHO NANATA JHCTOBKA HPEIN A2 32M0THETE (A NPHEMATE TOBA JIEKAPCTBO.

- ITasere Tasu aucToBKa. MoOXe na uMaTe Hy)KAa A2 s IPOYETETE OTHOBO.

-~ Axo uMate ApyrH BBIPOCH, MO, 3alHTalite Bamus jiekap wiu ¢apMmauest.

-  Topa nexapcTBo € NpeAnucano Ju4HO 32 Bac u He Tpabpa na ro nasare #a npyru xopa. To Moxe
Ia 6pjie BpeaHO 38 THX, JAXKE M AKO TEXHUTE CHMIITOMM Ca CHIHTe KaTo Bammre.

B Tasn ancroBia: ,ﬂ
Kaxso nipencrasnsasa Tarceva (Tapuera) u 3a XKakgo ce H3NOA3Ba
Ilpenu na npuemete Tarceva O ﬂ @ E E
Kax xa ce mpuema Tarceva AATA . A 6

BE3MOXKHE HeXeNlaHu Peakliiy
Crxpanenue Ha Tarceva.
Honenaurenna napoOpMaLs

AR R

Tarceva 25 mg, 100 mg or 150 mg film-coated tablets
Tapoesa 25 mg, 100 mg ue 150 mg $uaMupann TabneTKH

Erlotinib / EpnoTranG

- JlekapcTeenoro BemecTso Ha Tarceva ¢ erlotinib (eproTummG). Beaka dhunmupana Tabaerka
ceaspxa 25 mg, 100 mg win 150 mg erlotinib (xaro epnoTHMG XHAPOXAOPHA) B 32aBHCHMOCT
OT BUJa Ha TabNeTKHTe.

- JipyraTe chCTABKH ca:
CopresiHa Ha TabIeTKaTa: aKTo32 MOHOXHAPATHA, LIEIYI03a MMKPOKPHCTAIIHA, HATPHEB
HMIIECTEH TUIMKOJIAT THI A, HaTpHeR Jaypuncyndar, Marsesdes cTeapar.
OO0BHBKa Ha Ta0NeTKaTa: XMNpoOMelI03a, XHAPOKCHIPOIIMN IeNYI03a, THTAHHEB JUOKCHI,
MaKpOTOIL.
IeqaTapcKo MacTHIo:
Tarceva 25 mg: mennax, jxeneseH OKCHA KBIAT
Tarceva 100 mg: mennax, skee3¢H OKCH JKBAT, JKENle3eH OKCHJL YepeH, THTAHHEB JUOKCH,
Tarceva 150 mg: mennax, ene3eH OKCHJ{ 3BT, JKeNle3eH OKCHJ YepeH, JKene3eH OKCHJ YepBeH

HpoTexares Ha pa3pemieHNeTO 32 yHOTpeda
POII brnrapus EOOJ, ya.”bano none” 16, 1618 Codus, Benrapus

IIponzEomnTEsNR
Hoffmann-La Roche AG
Emil-Barell-Strasse 1
D-79639 Grenzach-Wyhlen
Germany

1. KAKBOIPEACTABJUIBA TARCEVA Y 3A KAKBO CE H3IIOJI3BA

Tarceva 25 mg npencrapisBar 0 A0 KBITEHAKARH, KPBINIH, GHIMHpany TaGHeTKH ¢ HaNIHC
‘Tarceva 25° 1 JIOT0, OTNEYAaTAHH B KaheHHKABO XKEBATO OT €{HATA CTPAHa, H C& IIPOM3BEXK/AT B
onakoBk# 1o 30 TabneTkn.

Tarceva 100 mg npeAcTaBIARAT OeAH A0 KEATEHUKABH, KPBEIH, QHIMApany TablIeTKH ¢ HaRnHC
‘Tarceva 100° u noro, oTiIe¥yaTaHK B CHBO OT HATa CTPaHa, ¥ Ce MPOU3BEKIAT B OTIAKOB,
TaGIIeTKH.




Tarceva 150 mg npencTasnnBaT 6eu 2o KENTCHUKABH, KPBIIH, PUIMHPAHH TaONETKH ¢ HafIuc
“Tarceva 150’ u noro, oTneyaTany B KadsBO OT eHATA CTPaHa, U C€ MPOH3BEXKIAT B ONIAKOBKH Mo 30
TabneTiu.

Tarceva e nexapcTses MpoAyKT, KOHTO ce U3No3Ba 32 iedenye Ha pak. Tol npegoTepaTsaBa
aKTHBHOCTT2 Ha OeNThK, HAPEUeH PeLeNTop Ha enuepManiug pactexeH dakrop. HisectHo e, ue
TO3H OENITBK Y4acTRa B Pa3spacTBAaHETO i PA3NPOCTPAHEHUETO Ha PAKOBHTE KISTKH.

Tosa nexapcTBO BH € MPEANHCARO, 3aI100T0 MMaTe HepeOHOKIETEYEH pak Ha Genute Ipobose B
HanpeAHa CTaiMi U XHMHOTEpanKaTa He € IIOMOTHAJA 32 CIIHPAHe Ha BalleTo 3a00mspane.

2. IIPEJH XA TIPHEMETE TARCEVA

He Ttpabea na npaemare Tarceva:
- . @KO CTE CBPBXYYBCTBUTENHH (anepruyHy) KbM erlotinib #my keM HAKOA OT EPYTHTE CHCTABKH Ha
Tarceva

Tpadsa xa BANMAaEaTe 0co0eH0 O Bpeme Ha gegenHe ¢ Tarceva:

- aKo npreMate JPYrH AeKapCeTBa, KOMTO MOKE Ja YBEMIAT M HaMalIaT KONHYEeCTBOTO Ha
erlotinib B kpEBT2 BU (HanpUMep MPOTHBOrEOMIKOBH JIeKapeTBa KaTo ketoconazole, npoteazan
HHXHOHTOPY, erythromycin, clarithromycin, phenytoin, carbamazepine, GapSuTypats WM KBIT
KaHTapuoH). B HAKOM CITyywaH Te3H NeKapeTBa MOXE 43 HaMansT eeKTHBHOCTTA MITH Aa
3aCHIIAT HexKeNlaHuTe edekTH Ha Tarceva H MOXKe 2 C& HANOMKH JISKYBAIHAT BH JIeKap Ja
KOPHTHpa ISYEHHETO BH. BamusaT nexypain gexap MoXe Ja n30erHe JIeUeHHETO BH C TAKHBA
JiexapcTBa, MOKATO npuemare Tarceva.

- aK0 B3eMaTe JIEKapCTBa 34 pasperxnane Ha KpbBTa (Kato warfarin HIHM Dpyry NpoXsBOMNM Ha
KyMapuHa), 3am0To Tarceva Moke Ja yBelHYH PHCKA OT KBPBEHE M JIeKyBallHsT BH JIeKap me
TpsbBa Jja U3BHPLIBA PEIOBHO H3CIeABAHUI HA KPBBTA BH.

Bmx cpino kpas Ha pasgen 2 “TIpnem Ba npyru aexaperpa”.

Tpsbpa Ja xaxeTe Ha AEKyBal[Hs CH JISKap:
- aKO BHE3ANHO c& NOABK 3aTPYAHEHNE B NMIIAHETO, CEBP3AHO ¢ KAUITHIA HAK HOBUINEHA
' TeMIepatypa, ThH KaTo MOXe JIa ce HAJIOXKH JIeKapaT I BH JIEKyBa ¢ ADYTH JeKapcTBa M /ia

HpeKbeHe JedeHHeTo ¢ Tarceva;

- aKo UMaTe AHapHs, 3al0T0 MOXKE Ja C& HAJIOKH JIEKApAT Aa BH JICKYBa C JIeKapcTBa NIPOTHB
Jmapus (Hanpumep loperamide);

- aKo HMaTe TeXKa HIIH IPOAR/DKATEIHA JUApHA, TafieHe, 3aryda Ha aneTHT WX NOBpPEINane,
320I0TO MOXCE N2 C& HANOKH JISKapsAT Aa NpeKbCeHe JieyeHueTo B ¢ Tarceva.

Brx cpino v pasnen 4 “Bramoixau HexxenaHu edexty’”.

He. ¢ ussectno mamm Tarceva uma pasimyeH edekT, ako depHuar Apo6 u Gnbpenure BH He
dyHximMoBHpar HopManHo. He ce mpemopsusa JieueHHE C TOBa JIGK2pCTBO, aKO HMATE TEXKKO
geproapobHO 3abonaraHe MM TexKo 616peyHo 3afomaBaHe.

JlexyBamuar B JieKap TpsabBa Hda BW JIeKyBa BHHMATENHO, aK0 HMATe HApyHIEHHE Ha
PMIOKYPOHH3HPAHETO KaTo cHHApoMa Ha Gilbert,

CobeeTBaMe BH fia cripeTe Aa MYIIMIE, ako ce Jekyrare ¢ Tarceva, Thi Kato TIOTIOHOIYIIEHETO MOXKE
Ja HaMaJIld KOJHMYESCTROTO Ha JISKApCTBOTO B KPHBTA BH.

Ilpstest ua Tarceva ¢ Xpana o HROHTRHS
He npremaiite Tarceva ¢ xpana.

Jena 1 maagexn
Ipunosxerwero Ha Tarceva npe ranpeHTH nop 18-rommmmHa RE3pacT He € M3CHEASAHO. He ce
Tpenopbyba JieueHHeTo Ha felia B MIIaXeKH ¢ TOBA JISKApPCTBO.

Bpemennoct




Vis6srsatite GpemMeHHOCT, HOKATO ce fekysare ¢ Tarceva. Ako Grxre MOIIH fia 3a0peMeHeeTe,
H3NOMA3BaiTe aICKBATHH METO/IH 3a Npe/Na3BaHe 0T 3a0peMeHsBate [0 BpeMe Ha JISYSHHETO H Haii-
Manko 2 ceaM#IM el NpHeMa Ha NOCHeAHaTa TabeTKa.

Ako 3abpemeHeeTe 110 BpeMe Ha Jiedenne ¢ Tarceva, HezabaBHO yBeNOMeTe NeKyBallus CH Jiekap,
KOHTO INe peily Jany Ja MPONBILKH JeYSHHETO.

HoceBeTBaiiTe Ce ¢ NeKyBailHs CH JieKap HIH (apMaleBTa Npe/H [a B3eMeTe HAKAKEO JIEKapCTRO.

Krepmene
He xppmere, axo ce Aekypare ¢ Tarceva.
TlocweeTnatiTe Ce ¢ TeKyBanpid CH NIeKap WK dapManesTa NpeaH ka B3eMeTe HAKAKBO JIEKapcTBO.

Hlodupane u padoTa ¢ Mammm: ‘
Bramoxaute edextn na Tarceva Bupxy cnocobHocTTa 3¢ modHupase v paboTa ¢ MalIMHY He ca
H3CEIBaHH, HO HE € MHOTO BEPOATHO JISYCHHETO BH A4 MOBJIHAE TE3H CIIOCOGHOCTH.

Bakza nadopmannsa 0OTHOCHO HAKOH OT cheraBkaTe Ha Tarceva:
Tarceva cpranpiKa 3axap, HapeyeHa JJAKT03a MOHOXHApaTHA, AKO BAallIHAT JISKap BH € Ka3al, ue AMaTe
HETIOHOCHMOCT KBM HSKOH 3aXapH, NOchBETBAHTE ce ¢ Hero npeau fa npuMete Tarceva.

Hpaem ga ApyrH JeKapcTBa
Mons, ysepomere Bamms nexap wii dapMalieBt, ako NpHeMaTe WIH HACKOPO CTe IPUeMAali APYTy
JIEKApPCTRA, JOPH TAKMEA, KOMTO HE ¢a NPERTMCAHN OT HeKap.

3. KAKJA TIPHEMATE TARCEVA

Bunaru npuematite Tarceva TO9HO KaKro BY € NPSANKCAHO OT BAIKA JICKap. Homuraiite HeKyBalIHs
CH JIeKap HIH (apMalieBTa, ako He ce JyBCTBATe CHIYPHH.

Tabnerxirre TpsOBa fa ce npueMar Haii-MaKo GHHH 9ac IPeXH HIH JBa Yaca Ciel oeMaxe Ha XpaHa.

OoOunuatinarta gosa e enHa Tabnerka Tarceva 150 mg Beeku nen.
JIeKyBamHAT BH JISKap MOXKE JIa KOPHTHpa io3ara ¢ o 50 mg HageAHEX. 3a pasinyHHTE CXEMH Ha
riosupane rva TabneTxkn Tarceva ot 25 mg, 100 mg mnw 150 mg.

Axo B3emeTe nosede Tarceva, oTKonAKoTO TpAOBA:

Ceepixete ¢ He3abaBHO ¢ Bamns NeKkap MK ¢ GapMmalieBT.

Mozke Aa NONy9MIe 3aCHNICHH HEKeIaHK eDEKTH ¥ JISKYBaiBaT JSKap MOXKEe Ja NPeKBCHE NECUSHHETO
BH.-

Axo 3a0paenTe aa B3emere Tarceva:

AKo cTe IpomyCHaH el(Ha WK rosede go3u Tarceva, cBbpxKeTe ce C ASKYBAINMA CH JIEKap WIH
(apManieBTa KONIKOTO € BE3MOXKHO Mo-65p30.

He )’IIBOSIBaf‘ITB Ro3ara, 3a 3a KOMICHCHpaTte 3a6paBeﬂaTa OTHEHHA mo3a.

Edexrn npa cnapane Ha Jedennero ¢ Tarceva:
BasxHo e fa npuemare Tarceva BCeKH JIEH, MOKATO JEKYBaUIHAT JIeKap BH Io NpenIcea.

4. BbE3MOXHU HEKEJNAHRH JEKAPCTBEHH PEAKITAM

Kaxro scruxu JACKapCTBa, Tarceva Moxe Ja HMa HEeXCNIaHH JICKapCTECHE peaxkiiyn.

MHoro vecTH HexeNnanu edexTy (BE3HUKBANM IIPH Nnogede oT 1 or 10 Gonnw) ca oﬁpng}i@
KaKTO M yMOpa, 3aryda Ha aneTHT, 3aTPY/AHCHHE B IHINAHETO, KallHUa, HH(eK1ud, T epe
MOBpPEINAHE, {PasHEeHe B yCTaTa, OONKH B CTOMaxa, ¢bpbeik, CyXoTa Ha KoXKaTa H OUHG X
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Hecth HexenaHy edeKTd (BB3HAKBAIIM IPH IO-MaIKo oT 1 ot 10 GosHu) ca KEpREHE OT CTOMAXA MK
YepBaTa M OTKIOHEHHS B KPhBHUTE M3CIIeABAHHS HA YEPHONPOOHATa hyHKIMS.

CerpkeTe ce BeHara ¢ EKyBalli CH JIeKap, aKo NOJIYdHTe HAKOH OT H36pOSHHTE NO-FOPe HEMmeNaHK
e(bemﬂ. B msxou CITY4ar MOXKE 1a C¢ HAJIOXKH JICKapAT Aa HaMalid 103aTa Ha Tarceva unu Ja
TIPEYCTAHOBH NICUSHUETO.

Heuyect ceproseH HexenaH edexT (Bp3HHUKBANI NpH no-Manko oT 1 ot 100 6onnx) e paaxa popMa Ha
GenonpobRo npasHene, HapeYeHo HHTEPCTHIMATHO GenoipobHo 3a6onapare, Topa 3a00nIBaHe MOXKE
Ha ce CBBpKe H ¢ eCTeCTBEHOTO HPOTpeckpaHe Ha BameTo ChCTOSHME H B HAKOH CIIYJaH MOXe Ja HMa
araneH u3xo/l. AKO pasBHeTe CHMITTOMH KATO BHE3AIHO 3aTPY/HEHHE B IIIAHETO, CBEP3aHO C
KaliuIa UK NOBUIIEHHE Ha TeMIIEpaTypaTa, CBhpieTe ce He3afaBHo ¢ JeKyBaIH#A CH JIeKap, Thil
KaTo MOKe Jia CTpajaTe OT ToBa 3a0osnasane. JIcKyBallaT BY JIeKap MOXKE Jla PeillH Ja NPEYCTaHOBH
3aBHHArH AcUeHHEeTO BY ¢ Tarceva,

Axo 3a0eneUTe HEMNENAHH PeaKIiy, KOHTO He ¢a OIIMCaHH B Ta3H JIACTOBKA, Mo HEpopMupalire
BAMKsS AeKap WK apManenT.

5. CBXPAHEHHE HA TARCEVA

Croxpanssaiite 1eKapCTBOTO Ha MeCTA, KBIETO JENaTa He MOFAT Ja IO BUJAT M [a o CTHFHAT.

To3H NlexapcTBEH XIPOJYKT HE M3MCKBA CIICLHANHY YCIIOBHS HAa ChXPAaHEHHe.

Ha He ce u3monsBa Crej jarata Ha M3THYAHe CPOKA HA TOAHOCT, oTOenf3aHa BBPXy OnHcrepa &
KapTOHEHaTa KyTHA.

6. JOIOBJIHHUTEJHA HHOOPMAIIUA

3a undopManys OTHOCHO TO3H JIEKaPCTBEH MPOAYKT, MOJIA, CBBPIKETE C& ¢ MECTHHA NPEICTABHTEN Ha

TpHTeXKaTess Ha PaspelieHHeTo 2a ynoTpeba.

Tazu IAcToBKA € onoﬁpena 34 DOCaeneH IeT HA




