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Hadopmanns 3a nannenra

IIpovereTe BHEMATENHO ANATA NHCTOBKA NPeJN A2 3am09HeTe Aa NPHEMATe TOBA IeKapCTBO.

- Ilasere Ta3u macToBka. Moske ja MMare Hy:KIa Ba s pOYeTeTe OTHOBO.

- AKo MMaTe APYTM BEIPOCH, MOJIA, 3anuTaiite Bawa iexap win dapmanest.

-  Topa neKkapcTBO € NpeanHcaHo Jn4Ho 32 Bac 1 He TpaGsa xa ro nasate Ha ApyrH xopa. To Moxe
Jia 6b/le BPEJHO 3a TAX, JaXe U aKO TeXHUTE CUMIITOMM ca CBIIHTE Kato Bamure.

B Ta3n JncroBka: E/i A .ﬂ
Kaxso npeactaBnaea Tarceva (Tapuesa) ¥ 3a KaKBo ce H3NoN3Ba
Hpenw na npremete Tarceva OQROBREH 9}\
Kak na ce npuema Tarceva DATA .7 j//ﬂ_@ !

BE3MOXHH HeKeNaHH peaKIai
Crxpanenue Ha Tarceva.
Honsruutenna nHbOpMAaLUg

A e a

Tarceva 25 mg, 100 mg or 150 mg film-coated tablets
Tapnesa 25 mg, 100 mg wm 150 mg ¢unmupanu TabmeTke

Erlotinib / EpnotuHpo

- JlexapcreenoTo BemecTso Ha Tarceva e erlotinib (epmoTusu®). Beaka dpunmupana tabretka
cpabpika 25 mg, 100 mg win 150 mg erlotinib (kato epnoTHHUG XHAPOXNOPUL) B 3aBUCHMOCT
OT BHAA Ha TaOAeTKHTE.

- JpyraTe chCTABKH ca:
Crpuepnna Ha TabneTkaTa: TaKT03a MOHOXHAPATHA, IeHyN03a MUKPOKPHCTANHA, HATPHEB
HUINEeCTEH FIMKORAT THII A, HATPHER Naypwicyndar, MarHe3Hes CTEeapar.
O6BuBKa Ha TabneTkaTa: XHIPOMEII03a, XHAPOKCHIIPOIIHA LTYII032, THTAHHER AHOKCHT,
MaKporoi.
Ieyarapcko MacTHIIO:
Tarceva 25 mg: 1esnax, sxeneseH OKCHA XEBAT
Tarceva 100 mg: mejmak, Aene3eH OKCHA KEBIT, Kele3eH OKCH]L YePCH, THTAHHEB JHOKCHL
Tarceva 150 mg: mesnak, ene3eH OKCHE JKBIIT, Jkelle3€H OKCHJE YEPEH, JKeNe3eH OKCHI YepBeH

IlpaTe:xaren Ha paspemenneTo 3a ynorpeda
POI Brarapus EOO/, yn.”Bano mone” 16, 1618 Codua, Baiirapust

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

1. KAKBO HPEACTABJISIBA TARCEVA M 3A KAKBO CE H3IIOJI3BA

Tarceva 25 mg npeacTasiaear 6Ny X0 HKEATEHHKABH, KPBIVIH, QHIMHUpaHH Ta0leTKH ¢ HanHe
‘Tarceva 25 1 1oro, oTneyYaraHH B KaQeHHKaBO XKEITO OT SHHATA CTPAHA, H C& HPOU3BEKIAT B
onaxoBkH 1o 30 Tabnerxu.

Tarceva 100 mg nipencrapngsar OefH K0 KHATSHRKABH, KPBINIH, QHIMUPAHH TaGAETKH ¢ HAIITAC
“Tarceva 100’ u jroro, OTNeYaTaHH B CHBO OT €IHaTA CTPaHa, M ¢e NPOH3BEeXAAT B ONAKOE
TabneTKu.




Tarceva 150 mg npencrasnsaBar Gefm Do HBATCHUKABH, KPLIIH, GHIMUpaHH TabNeTKH C HAMHC
‘Tarceva 150° m noro, oTreuaTany B KagsABO OT €/IHATA CTPAHA, ¥ CE NPOU3BEKIAT B ONIAKOBKHM Ito 30
TabAEeTKH.

Tarceva e nekapCTIBEH NPOOYKT, KOYTO e M3NI0N3Ba 34 Jieyerne Ha pak. Tol npefoTBpaTasa
AKTHBHOCTTa Ha OENTHK, HapeUeH PelEnTop Ha enuaepManHus pactexen daxrop. MssectHo e, ue
TO3H GEATEK y4acTRa B paspacTBAHETO U PasnpOCTPAHEHHETO HA PAKOBHTE KNETKIL

Toba lexapeTBo BH € IPe/MICaHo, 3all0TO MMaTe HeZipeGHOKIETRYEH PaK Ha GenxTe Apotose B
HamnpeAHaT CTaqui H XHMHOTepanuaTa He e IOMOTHANA 3a CIIMpaHe Ha BamieTo 3abo/sBake.

2. IIPEOU HATIPUEMETE TARCEVA

He tpadea na npiemare Tarceva:
- @KO CTe CBPBXHYBCTBHTENHH (aNeprHyHu) keM erlotinib WM KM HAKOS OT APYTHTE CHCTABKH Ha
Tarceva

Tpsadea xa BuEMaBarTe ocofeno no Bpeme Ha Jeyenne ¢ Tarceva:

- aKO IIpHeMaTe NPYTH JeKapeTaa, KOMTO MOXe JIa YBeMHYAT HIH HaMalaT KOJIHIeCTROTO Ha
erlotinib B xpEBTa BY (HanpEMep MPOTHROrEGUYKOBY JIeKapetBa kato ketoconazole, poTeassu
HHXHOHTOPH, erythromycin, clarithromycin, phenytoin, carbamazepine, 6apburypari WiIH ABNT
KaHTapHOH). B HAKOH CITyyan Te3M JIeKapcTBa MOXKE Jia HaManAT e(QeKTUBHOCTTA MM ad
3aCHILIT HexenaHuTe eQiekTr Ha Tarceva M MoxXe [ja e HAIOKH JIeKyBall|aT BH Jiexap Aa
KOPHrHpa JIeyeHHeTo B, Bamusr flexysall iexap Moxxe Aa H30erke IeYeHMeTo BY ¢ TAKHBA
JIeKapcTBa, JOKaro npHemare Tarceva.

- aKo B3eMmare JIeKapCTRa 3a paspexRaHe Ha Kphera (KaTo warfarin wnm Zpyrs IpoHzBOAHH Ha
KymapHHa), 3a10To Tarceva Mozxe Ja yBeIHIH PHCKA OT KBPBEHE M NIEKYBANIMAT BH JieKap e
TpaA0Ba fia M3BBPINBA PEZIOBHO H3CACABAHILT Ha KPEBTa BH.

Brok cb1mo kpas Ba pasmen 2 “Tlpiem Ha Opyry iekapersa”.

TpsabBa na xaxeTe Ha JEKYBalIMs CH iekap:
- aKO BHE3ANHO Ce MOSBH 3aTPYAHSHHE B IUIIAHETO, CBBP3AHO ¢ KAIUIHIRA WK MOBUIISHA
' TeMIeparypa, TEH KaTo MOxke Aa ce HANOMKH JIeKapAT Aa BH JIEKyBa ¢ IPYFH JIEKApCTsa 1 fa

HpexkCHe fiedenueTo ¢ Tarceva;

- aKO HMaTe Auapys, 3ali0TO MOKe Ja C& HAJIOKH JISKapAT Aa BY JIEKYBa C JICKapCTBa HPOTHB
Auapus (Hanpumep loperamide);

- aKO0 MMaTe TEXKA Wik NPONEIDKATENHA JHapid, FrafeHe, 3aryba Ha anetur Wil IOBpPBIIaHe,
3aMO0TO MOXKE 4 C€ HAJIOXKH JIEKapAT Aa NpeKbcHe HeUeHHeTo BH ¢ Tarceva.

Brmx 510 H pazzen 4 “BE3MOXHY HexXenaHR edexty”.

He. e uspectao pamu Tarceva mMa pasnuueH edekr, ako yepHust xpoG M Gwbpeumre Bu He
¢ysxIHoHUpaT HopManHo. He ce IpenoppyBa neuesywe ¢ TOBa JIEKapcTBO, aKO HMATE TEKKO
gepHOApobHO 3a00IIBaKe MM TexKO GL0peyHo 2abojinBaKe.

Jlexysamusat B Nexkap Tpabsa na BH JIGKYRa BHMMATENHO, aK0 MMaTe Hapymienwe Ha
TIOKYPOHH3HpaHEeTO Kato CHEApoMa Ha Gilbert,

CoBersame BU fa cripeTe Ja IIMTe, aKO ¢e NieKyBate ¢ Tarceva, Thi KaTO TIOTIOHOIYIHEHETO MOKE
Zia HaMallH KONHMYECTBOTO Ha JIeKApCTBOTO B KPHBTA BH.

Ilpnem na Tarceva ¢ xpaHa o HAMHTKIE:
He niputematite Tarceva ¢ xpaHa.

Hena 1 Maagensn
ITpunosxennero na Tarceva mpu nanMeHTH nom 18-romummma sw3pact He e usciaeaBaso., He ce
NPENopEYBA AYEHUETO Ha Jela H MIIAJeXKH ¢ TOBA IEKapCTBO. >

Bpemennoct



VizGarsaiite GpemennocT, nokato ce-ekysare ¢ Tarceva. Axo GHXTe MOrE Ja 3a0peMeHeeTe,
H3II0JI3BANTe afeKBAaTHH METOMH 32 Mpe/Ta3BaHe oT 3a0peMeHABaHeE 110 BpeMe Ha JIeYeHHeTo U Hall-
Manko 2 ceAMMIM cliel IPHeMa Ha NocienHara TabueTka.

Ako 3abpeMeneeTe 1o BpeMe Ha JeueHne ¢ Tarceva, He3a0aBHO YBEHOMETE JIEKyBAMIHA CH JIeKap,
KOMTO IIe pelly Aajid A NPOABIKH JISYSHUETO.

TloctBeTBaiite ce ¢ ISKYBAIIMA CH JIeKap Hny (apMaLieBTa Ipefy Aa B3eMeTe HIAKAKBO JEKapCTRO.

Kopyene
He xepmeTe, axo ce nexyeate ¢ Tarceva.
TlocneeTBaiiTe ce ¢ eKyBaIHA CH JieKap Wiy GapMauesTa Hpeiy a B3eMeTe HIKAKBO JIEKapCTEO.

Lilopnpane u paGoTa ¢ MaIOHHA?
BramoxuuTe edexrr Ha Tarceva BEPXY crnocoGHOCTTA 32 IO(pHpase | paboTa ¢ MalIMHK He ca
H3CIEABAHH, HO HE © MHOTO BEPOSTHO JISYEHHETO BH Jia TIOBMIHSE TE3H CIIOCOOHOCTH.

Baxxsa nadopManng 0THOCHO HAKOH OT ¢heTaBkuTe HA Tarceva:
Tarceva cpABpxKa 3aXap, HapeueHa JIaKT03a MOHOXHApPaTHa, AKO BallIMAT JiSKap BH € Kasaj, 2¢ UMate
HEeNOHOCHMOCT KbM HAKOM 3aXapH, NOChBETBakTE ce ¢ Hero npeay na npumete Tarceva.

Tlprem Ha JpyTH IeKAPCTBA
Monmns, yeenoMere Bantusa nekap win dhapMaresT, ako NPHeMaTe Wik HACKOPO CTe NPMEMANTH ApYTH
AEeKApPCTBa, KOPH TaKuBa, KOMTO HE ca NpPEeIIHCaHH OT JeKap.

3. KAKJA ITPHEMATE TARCEVA

Bunarn npremaiite Tarceva TOUHO KakTo BH € NpeAHNCaHe OT Bamd jekap. Honwratite nexyparus
CH JICKap HITH (apMalieBTa, ako He Ce YYBCTBATE CHIYPHU.

Taf_SJIe'mme Tpxﬁsa Hace hpﬂema"r Haii-MalKo eIUH Jac Hpeay My ABa daca CICA IoeMaHe Ha XpaHa,

Obuuatinata nosa e eada tabnetka Tarceva 150 mg BeexH AeH.
JleKyBanIHAT BH JIeKap MOXe JJa KOpUrupa osara ¢ 1o 50 mg HaBeIHBX. 3a pasnuyHHTe CXSMH Ha
JFozvpane uMa Tabnetku Tarceva ot 25 mg, 100 mg nmu 150 mg.

Axo B3emere nopeve Tarceva, 0TKOAKOTO TPsAOBA:

Ceepxere ¢ He3abaBHO ¢ BaIUs JeKap Wi ¢ dlapMaleBT.

Moske Ha MOKYIHTE 3aCHIICHH HEXEMaHH ¢EKTH M JeKyBalHaAT JIeKap MOXE Aa IPEKbCHE JISYSHHETO
BH.-

Axo 3abpasaTe ga B3emere Tarceva:

AXo cTe NpoIfycHaNH eHa WM ToBeue f03H Tarceva, CBRPIKETE C& ¢ HEKYBAIHI CH JieKap HIH
drapMalieBTa KOJIKOTO € BB3MOKHO Ho-0Bp30.

He ynsossaiite gozara, 3a Aa KoMIleHcHpaTe 3abpaBeHara OTAENHA J03a.

Edextn npna cnapane Ha gegennero ¢ Tarceva:
BajxHo € Aa npuemate Tarceva Bceky eH, NOKATO JICKYBAIHAT JICKap BH IO NPeAIHCEa.

4, Bb3MOXHH HEXEJAHH JIEKAPCTBEHH PEAKTIHHA

Kakro Benuku JICKapCcTea, Tarceva Moxe 71a HiMa HeXXenaHn JICKapCTECHH peaKiii.

Mproro yecTH HexenaHu edekTd (BE3HHUKBANIH NPH ToBede oT 1 oT 10 6omHim) ca obp 73

LA
KaKTO M YMOpa, 3ary0a Ha alieTHT, 3aTpy/IHEHHE B IHINAHETO, KalIHIa, HH(QEeKIus, rafleHe
HOBpBIaHe, ApasHeHe B ycTaTa, DONKH B cTOMAaxa, Chpbex, CyXoTa Ha KOXKaTa H O9HQ JIf

!
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YectH Hexenany eeKTH (BB3HHKBAIH NIPH 10-Manko oT 1 ot 10 GoNHE) ca KbPBEHS OT CTOMaXa HIIH
4epBaTa U OTKIOHEHHA B KPBBHUTE H3CIIE/IBAHHS Ha YyepHonpobuaTa GpyHKuu.

Cebpixete ce BeiHAara ¢ ICKYBAILHA CH JIEKap, aKO [OYIHTe HIKOH OT H3GPOCHHTE 10-Tope HexKeIaHE
ethexTs. B HAKOM CIIy4aH MOXe JIa Ce HANOMKH JEKAPST Jia HaMany Ko3arta Ha Tarceva HiH a
NPEYCTAHOBH HEYSHHETO.

Heuecr cepuosen Hexenal edexr (BE3HEKBal NPy mo-Manko ot 1 ot 100 Gonsn) e paaka dopma Ha
GemoppoOHO ApasHeHe, HapeueHo HHTePCTHIHANHO Genoapobuo 3abonssaue. Topa 3a6019BaHe MOXKE
Zid c€ CBBPXE U ¢ CTECTBEHOTO [IPOrPECHPaHE Ha BAlUETO CHCTOAHHE H B HAKOH CIyYau MOXe A2 HMa
(aTtanen u3xom, AKo pasBHETe CHMIITOMH KATO BHE3AIHO 3aTPyAHEHHE B JHIIAHETO, CBLP3AHO ¢
KauuIHIia KK NOBHINSHHE Ha TEMIIepaTypaTa, CBbpKeTe ce He3a(aBHO ¢ JEKYBANIAN CH JIeKap, Thit
KaTo MO2<e Jia CTpajate 0T ToBa 3aboiibane. JIeKyBalHAT BH JISKAp MOXE J1a PeINH Jia NPeyCTaHoBy
32BUHATH JICUEHHETO BY ¢ Tarceva.

Ao 3abenexuTe HesKeNaHM PeaKiiy, KOUTO He Ca OIUCAHH B TA3H JHCTOBKA, MO uadopMupaiite
BaIIKs JIEKap HiH (apMaleBT.

5. CBXPAHEHHE HA TARCEVA

CexpanseaiiTe nekapcTBOTO Ha MeCTa, KBAETO ACLiaTa He MOTAT a O BHAAT H [i2 IO CTHIHAT.

To3u nekapcTBeH NPOXYKT HE M3HCKBA CIIELMANIHA YCIIOBHS HA CHXPaHEHHE.

Ha He ce msnomsea crnef Aarata Ha H3THYaHe CPOKA HA FOAHOCT, OTGeNsA3aHa BHpXy Oimcrepa H
KapTOHEHATa KyTHs.

6. JOIIBJIHHUTEIHA HH®OPMAIIS

3a uHGOPMAIA OTHOCHO TO3M JIEKAPCTBEH [IPOJYKT, MOJIS, CBEPIKETE C& C MECTHHS NPSKCTABHTEN Ha

NpUTEXKATENA Ha paspelleHHeTo 3a yrorpeda.

Tazn AncToBKA € onoﬁpena 34 DOCJIENEH BT HA




