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Epaoruanb AxraBuc 100 mg punamupanu TabiaeTkn
Erlotinib Actavis 100 mg film-coated tablets

Epaornan6 AxkraBuc 150 mg puamupann tabieTkn
Erlotinib Actavis 150 mg film-coated tablets

epnoTHHHO (erlotinib)

IIpoyeTeTe BHHMATE/IHO US/IATA JIHCTOBKA, NPeJH A2 3aNI0YMHETE Aa NIPHEMAaTe TOBA JIEKAPCTBO, Thil

KAaTO TH ChABPXKa BaXKHa 3a Bac undopmanns.

- 3ana3eTe Ta3u JUCTOBKA. MOXe Aa ce HaJlIoXKH Aa 1 NPOYETETE OTHOBO.

- AKO HMaTe HAKaKBH JOMbJIHUTEIHHU BbIIPOCH, NonuTaiTe Bawns nekap nnu ¢papmauesT.

- Tosa nexapcTBo € npeanucano Ju4HO Ha Bac. He ro npeorcronBaiite Ha Apyru xopa. To Moxe 1a
UM HaBpeIH, HE3aBHCHMO Y€ NMPHU3HALMTE HA TAXHOTO 3a0onsBaHe ca chuluTe Kato Baiure.

- AKO NOJIy4YHTE HAKAKBH HEXEJIaHH peakuuH, yBeaoMere Bauus nekap win ¢apmauent. ToBa
BKJIIOYBA H BCHYKH Bb3MOXXHH HEXeEJIaHH peaklHH, HEONHCAaHH B Ta3H JIMCTOBKA. BHXTe Touka 4.

KakBo ¢bABpKa Ta3H JHCTOBKA

KakBo npeacrasnsBa EparoTHHHO AKTaBHC M 3a KaKBO C€ H3M0JI3Ba
Kakso Tpsa6Ba aa 3Haere, npeau Aa npuemere Epnotuau6 AxraBuc
Kak na npuemare Epnotunu6 AkraBuc

Bb3MOXHH HEXENaHH peakl Uy

Kak na cexpansBare EpnoTHHHO AkTaBHC

CbabpxaHHe Ha ONaKoBKaTa H JOMbJIHUTENIHA HHPOpMalLlUs

AL B -

1. KaksBo npeacraBiasaa Ep/ioTHHHO AKTaBHC H 32 KAKBO Ce H3M0J13Ba

EpnoTHHHO AKTaBHC ChABpHkKa aKTUBHOTO BelIECTBO epnoTHHHO. EpnoTnHubG AKTaBHC € JIeKapcTBo,
KOETO ce M3MO0JI3Ba 3a JIeYEHHE Ha paK, KaTo NpeJoTBpaTABa aKTHBHOCTTA Ha NPOTEHH (0enThbK), HapeyeH
peLenTop Ha enuaepManHus pacrexxed ¢paxkrop (Epidermal Growth Factor Receptor, EGFR). U3BecTHO
€, Y€ TO3H OeNThK y4acTBa B pacTexka W pa3npoCTPAaHEHHETO Ha PAKOBHUTE KJIETKH.

EpnotnHu0O AxTaBHC € nokasaH 3a ynotrpeba npu Bb3pacTHH. ToBa nekapcTBo Moxe aa Bu 6bae
MpeANnHCcaHo, ako HMaTe HeJIpeOHOKIeThYEH paK Ha Oenus Apob B HanpenHan craauii. To Moxe aa ce
NpeAnUile 3a HA4YaJIHO JIeYEeHHEe HIIH KaTo JieYeHHue, ako 3abonsBaHeTo Bu ocTaBa B rojisima cTeneH
HENPOMEHEHO CJIe]] HaYaJlHaTa XHMHOTEpanus MpH yCJIOBHE, Y€ PAaKOBHTE KJIETKH B opraiu3mMa Bu umar
cneunpuyar EGFR Myrauuun. To Moxe na ce npeanuiie cbiio, ako npeaiiecTpaliata XuMHOTEpanus He
€ NOMOrHaJia 3a cnupaHe Ha Bawero 3abonsBane.

Tosa nexapcTBo cblo MOXe Aa Bu 6bae npeanucano B koOMOMHALIMA C IPYro JIEKapCTBO, HAPEYEHO
reMuMTabHH, aKO HMaTe pak Ha NaHKpeaca ¢ MeTacTasH.
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2. Kaxso TpnOBa 1a 3HaeTe, npean Aa npuemere Epaornanb AxraBuc

He npuemaiiTe EpjioTHEN0 AKTaBHC:
® aKo CTe€ aJIeprH4HH KbM €pIIOTHHHO HIIH KbM HAKOSA OT OCTAaHAJIMTE CbCTABKH Ha TOBA JIEKAPCTBO
(u30poeHH B TOYKA 6).

IlpeaynpexaeHus H npeaAnasHH MePKH
® yBegomere Bauuus nekap, ako npueMare ApyrH JieKapcTBa, KOMTO MOraT Jia yBeJIH4aT Wi Ja

HaMaJIAT KOJIMYECTBOTO Ha epJOTHHUO B KpbBTa BH MM Aa okaxkart BIusiHHE BbPXY edekra My
(HanpuMep NpOTHBOIrbOMYKOBH JIEKAPCTBAa KaTO KETOKOHA30J1, MPOTea3HH HHXUOUTOPH,
epPUTPOMHLHH, KIapHTPOMHLHH, PeHHTONH, Kapbama3enuH, 6apOuTypatu, pudaMnuiiuH,
Mnpo@aokcauuH, (pyBoOKCaMHH, OMENpPa3oJl, PAHUTHAKHH, XKbJT KAHTAPHOH WJIH MPOTEA30MHH
HHXHOHTOpPH). B HAKOH Cliy4yad Te3H JeKapcTBa MOXe J1a HAMAIAT ePUKACHOCTTA WM J1a 3aCHJIAT
HeXenaHuTe peakuuH Ha EpnoTHHHO AKTaBHC H MOXe J1a ce HanoxH BaluuaT nekap na Kopurupa
neyeHueTo Bu. BamusaT nexyBail jiekap Moxke aa u3berne neyeHueTo Bu ¢ TakuBa nekapcTea,
nokaro npuemare EpnotTHHHO AKTaBHC.

® aKko NMpUeMaTe aHTHKOAaryJjaHTH (JiekapcTBa, KOMTO Momarar 3a NpeJoTBpaTaBaHETO Ha Tpombo3a
WJIH CbCHPBaHEe Ha KpbBTA - HanpuMep BapdapuH) - Ep1oTHHHO AKTaBHC MOXKE 11a YBEJIHYH
CKJIOHHOCTTa BH kbM KbpBeHe. ['oBopete ¢ Bawug nexap, koiito e tpabea na Bu npocnensana
PEAOBHO Ype3 HAKOH H3CJIeIBAaHHS Ha KPbBTA.

o ropopete ¢ Bawusa nekap, ako npueMare CTaTHHH (JIeKapCcTBa, KOMTO MOHWXABAT XO0JIECTEPOJIa B
kpbBTa BH) - Ep1oTHHHO AKTaBHC MOXeE Ja yBEJIMYH PHCKA OT MYCKYJIHH Npo0JieMH, CBbP3aHH ChC
CTaTHHHMTE, KOETO B PEAKH CJIy4ad MOXKE Aa JA0BeJaT A0 CEpHO3HO MYCKYJIHO pa3najaHe
(pabaoMHoOIM3a), BOAECILO A0 YBpexaaHe Ha ObOpeuuTe.

® Kakete Ha Bawmus nekap,

s aKo M3M0JI3BaT€ KOHTAKTHH JIELM H/UJIM UMaTe aHaMHe3a 3a npobJjieMHu ¢ O4YHTe, KaTo Hamp. CHIHO
H3pa3eHa CyXxoTa B OYUTE, Bb3MaJeHHEe Ha NMpeAHaTa 4acT Ha OKOTO (pOroBHliaTa) UK A3BH,
3acAraily npeaHara 4act Ha OKOTO. |

Buxre cpuio no-gony “Jlpyru nexkapctsa u EpnotuHn0 AxkraBuc’.

TpabBa na kaxxere Ha Bamus nekap:

® aKoO BHE3alHO Ce MOosBH 3aTPyAHEHHE B JUILIAHETO, CBbP3aHO ¢ KallIKIA WK MOBHILIEHA
TeMnepaTypa, Tbii KaTo MOXe Jia ce HasloXKH BamuaT nekap Aa Bu nekyBa ¢ ApyrH jekapcTsa U aa
npeKbCHe JieyeHueTo Bu ¢ EpnoTHHHO AKkTaBuC;

@ aKo UMare JAuapHus, 3al0TO MOXeE J1a ce HanoxH BawusaT nekap aa Bu nekyBa ¢ n1ekapcTsa
NPOTHUB AHapHsA (HanpHMep JionepaMui),
® BEJlHara, ako UMarTe TexKa WJH NMPOABbJDKHTEIHA AUapus, raJieHe, 3aryba Ha aneTHT WK

MOBpbIIaHe, 3all0TO MOXE J1a C€ HaJIOXKH BaluusaT nekap Aa npekbcHe nedeHneTo Bu ¢ EpnoTunun6
AKTaBHC M_MOXKeE J1a c€ HaJloXKHU Ja BH npuemMar 3a ae4yeHue B OOJHHILIA.

& aKo HSKOra cte uMaiu npobnaemu ¢ yepHus apo6. EpiroTnHuO MoXe 1a NpUYMHH CEPHO3HH
npobnaemMu ¢ YepHus Apod H HAKOM ciy4dau ca Ounm paranuu. BaluaT nekap Moxe Ja npoBeje
KPpbBHH H3CJI€IBAaHHA, JOKATO MpHEeMaTe TOBa JIeKapCTBO, 3a Ja npocieau aanud BaumusaTt yepex
apo0 GyHKLHMOHHPA NMPaBHIIHO.

® aKo MMare CuiHa 60J1Ka B KOpeMa, CHIIHO H3NpHIIBaHe ¢ 06pa3yBaHe Ha MEXYPH HIIH H3TIOLIBaHE
Ha koxara. Moxe na ce HanoxH BawuaT iekap 1a npeKbCHe HIIH Aa cnpe Baiuero neyeHue.
8 aKo MOJIy4YHTE OCTPO 3a4epBsABaHE HJIH BJIOLIABAHE HA 3a4E€pPBABAHETO H 0OJIKa B OKOTO, 3aCHJICHO

CbJI3€HE, 3daMDBIJICHO 3p€HHE H/HIH HYBCTBHTCJIHOCT KbM CBCTJIHHA, MOJIA KQXET

(BHKTE “BB3MOXKHH HEXENTaHW peakL Uy’ no-A0ay).
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@ aKo MpHeMare ChblIO H CTaTHH M NMOYYBCTBaTe HEOOACHHMA Mycxynna 00Jika, YyBCTBHTEJIHOCT,
cnabocT uau cnasMH. Moxe a ce HaJloXH BaluaT nekap aa npeKbCcHe HIIH Ja CIpe JIEYEHHETO
BHh.

BuxTe ChLIO H TOYKA 4 “Bb3MOXHH HEXENaHH peakLuu’ .

YepHoapoOHO uau 660peyHo 3abongBaHe .

He e u3BectHO aanu EpnotnHHO AkTaBuC MMa pasnuyeH edekT, ako YepHHAT Apob HiH
Ou06peunte Bu He pyHKUHOHHpaAT HOpMasiHO. He ce npenopbuBa ieyeHHe ¢ TOBa JIEKAPCTBO, aKO
HMaTe TEXKO 4epHoApOoOHO 3abonaBaHe uin Texko 660peyHo 3abongaBane.

HapylueHne Ha rIIOKYPOHHPAHETO KaTo CHHAPOM Ha XXunbep
BawusaT nekap TpabBa na Bu nekysa ¢ noBHIIEHO BHHMAHHE, aKO HMATE HapyIIEHO IIIOKYpPOHHPaHe, KaTo
cuHApoM Ha XKunbep.

ToTIOHONY1IEHE
[IpenopbuBa ce 1a cnpere Ja NyuUuTe, ako ce nekyBare ¢ Epnotuaubd AkraBuc, Thil KaTo
TIOTIOHOMYILIEHETO MOXE J1a HAMaJIH KOJIMYECTBOTO HA JIEKAPCTBOTO B KPbBTA.

Jlena H IOHOLUH
Vnorpe6ara Ha EpnoTunn6 AKTaBHC He € Mpoy4BaHa MpH MalMEeHTH NMOJ 18-[‘0,[[HH]H& Bb3pacT.
JleyeHHeTO ¢ TOBa IEKAPCTBO HE CE Mpenopby4Ba 3a Aela U FOHOLIH.

Apyrn jJekapcTBa H EpaoTiHnb AKTaBuc
HMudopmupaiite Bawns nexap unu papmaueBt, ako nppeMare, HaCKOpPO CTe MPHEMAaIH WIH € Bb3MOXXHO
Ja mpueMeTe ApyrH JieKapcTaa.

Epi10oTHHHO AKTaBHC ¢ XpaHA H HANTHTKH
He npuemaiite Epnotuand Akrasuc ¢ xpana. Buxre cpuio Touka 3 ,,Kak na npuemare Epnorunud

AKTaBHuC .

BpeMeHHOCT H KbpMeHe

He Tps0OBa na 3abpemensiBare, n0karto ce JiekyBate ¢ EpnoTHHHO AkTaBuC. AKO ChLIIECTBYBa BEPOATHOCT
na 3abpemeHeeTe, H3MoJ3BaliTe aqeKBaTHH METOH 3a MpeArna3BaHe OT 3a0peMeHsBaHe M0 BpeMe Ha
JICYEHHUETO H NMOHE 2 CEAMHLH, CJIE€Jl KaTO CTE NPHUENH nocieaHara Tabnerka.

Ako 3abpeMeHeeTe no Bpeme Ha nedyeHue ¢ Epnotunub AkraBuc, He3abaBHO yBenoMeTte Baius nekap,

KOMTO L€ peLlH Jajli JIeYEeHHETO TpAOBa J1a ce MPOABIIKH.

He xbpMeTe, ako ce nekyBarte ¢ Ep1oTHHHO AKTaBHC H B NPOAB/DKEHHE Ha Hali-MaJIKo 2 CEIMHLIH Clie]
nocjieaHara TabJseTka.

AKO cTe OpeMeHHa HIIH KbpMHTE, CMATATE, Y€ MOXe J1a cTe OpeMeHHa HITH IJIaHHupaTe OpeMeHHOCT,
nocbBeTBaiTe ce ¢ Bawus nekap uau ¢papmauesT npeau ynorpedbarta Ha TOBa JEKapCTBO.

Ilojpupane n paboTa ¢ MALUHHH
Bb3moxxHuTe edexkTd Ha EpnoTHHHO AKTaBHC BbpXY cnocoOHOCTTa 3a modHpaHe U paboTa ¢ MalIHHH He
ca M3CJIe/IBaHH, HO HE € MHOI'0 BEpPOATHO Jie4eHHeTo By na noBnuse Te3n cnocoOHOCTH.

Epi1oTHHHO AKTaBHC ChAbPIKA JIAKTO32
Ako Bawusat nekap Bu e ka3ai, ye uMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, CBhb npeau

Aa NPHEMETE TO3H JICKAPCTBEH MPOAYKT.
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EpioTHHHO AKTaBHC CHALPKA HATPHI
Toa nexkapcTBO chABbpKa no-mManko ot 1 mmol Hatpuii (23 mg) BB punmMupaHa TabieTka, T.e MOXe a

CC KaXC, 4C NPAKTHYCCKH HEC CbAbpiKa HﬂTpHﬁ.

3. Kak n1a npuemarte Epiaorunn6 AxTaBuc

Bunaru npuemaiite ToBa 1€KapcTBO TOYHO KakTo Bu e nocbBeTBan Baiuusar nekap. AKo He CTe CHTYPHH B
Hewlo, nonuTaiTe Bawus nekap wim ¢papmauesr.

Tabnerkara TpsabBa na ce npHeMa NOHe €MH Yac NMpeay WK JBa Yaca cje/l MpHeMaHe Ha XpaHa.

OOnyaiinara no3a e eqHa tabnerka Epnotuau6 AkrtaBuc ot 150 mg Bceku A€H, ako HMare
HeapeOHOKJIeTbYEH pak Ha Oenus apob.

ObuyaiinaTa n03a € enHa rabnerka Epnorunnd Akrasuc ot 100 mg BcekH eH, ako HMaTe pak Ha
naHkpeaca ¢ Metacta3u. Jleuenuero ¢ EpnoTuHnbd AkTaBHuc ce npuaara B KOMOMHALIHA C
reMuHTabunH.

BamusaT nexap MoXe J1a KOpUrupa Jio3ata Ha CThikH ¢ o 50 mg. 3a pa3IHYHHTE CXEMH Ha J03HpaHe
EpnoTunn0 AxTaBuc ce npeanara B KOHUeHTpauuu ot 25 mg, 100 mg uau 150 mg.

AKO cTe npHeJIH nmoBe4ye oT HeoOxoaumMaTa n03a EpiorHHn6 AkTaBHC
BeaHara ce cbpxere ¢ Baiusa nekap wiu (papMalesr.
B13MOXHO € Aa noJy4YHTe 3aCHJICHH HEXEJIaHH peakuud H BaluusaT nekap Moxe 1a npeKbCcHe JIeYEHHETO

Bu.

AKO cTe NponycHaJH Aa npueMere EpioTHHHO AKTaBHC
AKO CTe MpoIyCHaJIH €1Ha WK noseye 1034 EpnotuHnO AkTaBuc, cBbpxeTe ce ¢ Bauus nekap wiu

¢apMaLeBT B3MOXHO Hai-CKOpO.
He B3emaiiTe nBOMiHA 1033, 3a 1a KOMIIEHCHpPATe NpoMycHaTara J03a.

AKO cTe cnpejH npHeMa Ha EpiaoTHHHO AKTaBHC
BaxxHo e aa npoabmkuTe Aa npuemarte EpnoTHHHO AKTaBHC BCEKH JIEH, TOJIKOBA ABJr0, KOJIKOTO Baluuar
nekap Bu e npeanucan.

AKO UMaTe HAKaKBH JOMbIHUTEHH BBIIPOCH, CBbP3aHH ¢ ynotpebara Ha TOBa JIeKapCTBO, MONUTATE
Bawuusa nekap uau papmaiesr.

4. Bb3MOXKHH HeXXeJIaHH peakuHH

KakTo BCHYKH JICKApPCTBA, TOBA JICKAPCTBO MOXKE 1d MPEAH3BHKA HEXCJIAHH p€aKLHH, BBITPEKH Y€ HE
BCCKH I'H nNoJiy4yasa.

Cebpxere ce ¢ Bauus nekap Bb3MOXHO Hal-0bp30, ako NOJIyYHTE HAKOA OT HEXEJTaHUTE peaKiUH Mo-
nony. B HaKkoH ciiydyau Moxe J1a ce HaJlokHM BaluuaT nekap aAa noHuxkH no3ara Ha EpnotuHu6 AkrtaBuc
HJIK 1a NPEKBCHE JICYEHHETO:

® JIHapHs ¥ NoBpbllaHe (MHOrO YECTH: MOraT Aa 3acerHar noseye ot | Ha 1 _'/:‘ :
[IpoabipkHTENHATA M TEXKKA AHAPHA MOXKE Ja A0BeJie 1O HUCKH HHBa Ha KARWS
HapylueHue Ha ObOpeyHaTa pyHKUHS, 0COOEHO aKO ChLIEBPEMEHHO NOJYYIBATE
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XHMHOTepanus. AKO MOJy4YHTE MO-TeXKKa HJIH NPOAb/DKHTEIHA JHAPHS, BEJHATA Cé CBhPHKETe ¢
Bammus Jekap, Thil KaTO MOXE Ja ce HaoXxHu BawuaT nekap na Bu nekyBa B OonHHLATA.

OYHO Apa3sHEeHe, Ab/IKALLO C€ HA KePAaTOKOHIOHKTHBHT (MHOIO YE€CTH: MOraT Jia 3acerHar rnoBeye
ot | Ha 10 aywiH), KOHIOHKTUBHUT M KepaTUT (4€CTHU: Morart aa 3acerHar 1o 1 Ha 10 aywm);

¢hopmMma Ha OenoapodbHO Bb3NaleHHe, HapeYeHa HHTepCTHLHANIHA OenoapoOHa Oonect (HeyecTa npH
eBponeiLM; YecTa NpU AMOHCKH NMalHeHTH: Moxe Aa 3acerde a0 1 Ha 100 nymwu B EBpona u ao

1 Ha 10 aymu B Anonus). Ta3u Gonect Moxe ChILO Aa € CBbpP3aHa C €CTeCTBEHOTO pa3BHTHE HA
Baiwero MeaAHLMHCKO 3a00Ji1BaHe U B HAKOHU Clly4yad MOXe J1a uMma ¢ataneH u3xol. AKO NMojyyuTe
CHUMITTOMH KaToO BHE3aITHO 3aTPyJAHEHHE Ha JUIIAHETO, CBbP3aHO C KAaLIULA WK NOBHIIEHA
TeMIeparypa, CBbpXeTe ce ¢ Bawusa nekap He3abaBHO, Thil KaTO € Bb3MOXKHO J1a CTpajare OT Ta3u
Oonect. BamusaT nekap MoXke a pellH Aa npeKpaTH OKOH4YaTelHo JeyeHueTo Bu ¢ EpnoTuHub

AKTaBHC.

HaOo1aBaHu ca nepdopaluy Ha CTOMANIHO-YPEBHHUSA TPAKT (HEYECTH: MOraT Aa 3acerHar o
1 Ha 100 nqyumn). Kaxxere Ha Baiuus nekap, ako umarte cujiHa 0oska B obsacTra Ha KopeMa.
Kaxere cpu10 Ha Bawus nekap, ako B MUHQJIOTO CTE€ HMaJIM MENTHYHA A3Ba HJIH JUBEPTHKYJIHT,

ThH KaTo TOBA MOX€E J1a YBEJIHYH TO3H PHCK.

B PeAKH cllyyau ce HabnoaaBa Bb3najeHue Ha yepHus Apob (xenatut) (Moxe aa 3acerse a0 1 Ha
1 000 aywn). CAMNTOMUTE MOXE Ja BKJIIOYBAT YCeLlaHe 3a 00110 Hepa3nojoXeHue, CbC Uiu 6e3
Bb3MOXHA XbJITEHHLA (MOXBJITABAHE HA KOXKAaTa U OYHTE), NOTbMHABAHE Ha YpHHATA, raJicHe,
NnoBpblIaHe H KopeMHa 0oJika. B peakn cnyyan e Habmoaasana YepHOApoOHA HEOCTATBYHOCT.
ToBa Moxe na Obae noTeHUHANHO (paTanHO. AKO KpbBHHTE BH TeCTOBe NMoKa3Bar rojieMu
NMPOMEHH Ha YyepHoaApoOHaTa Bu ¢yHKuMs, MOXe Aa ce Haloxu BawusaT nekap Aa npeKbCHe
neyeHHeTo Bu.

Mmuoro yecTn (Morar aa 3acerHart nosede ot 1 Ha 10 ayun):

® ® @& & & @ o & o o o

oOpHB, KOHTO MOXeE J1a CEe MOSABH HJIM 1a C€ BIOHLIN BbPXY YYaCTblIH, H3JIOXKEHH Ha CJIbHIIE. AKO ce
H3JlaraTe Ha CJIbHLIE C€ Mpenopb4Ba J1a HOCHTE 3alllHTHO 00JIeKJI0 H/HIIH Aa ynoTpebsaBare
CIbHLE3ALIMTHH CPEACTBA (Hanp. ChAbpaKallH MHHEPAJIH).

HHpeKuuS;

3ary0a Ha aneTHT, HaMaJliBaHe Ha TerJoTo;

JAenpecus;

rnaBoOonHe, MPOMEHEHA KOXHA YYBCTBHTEHOCT HJIH H3TPbIIBaHe HA KpalHHIIUTE;
3aTPYAHEHO JHIlIaHe, KalUTHLA;

rajieHe;

Bb3NaJIeHHE B YCTHATA KYXHHA,

croMaluHa 60Jika, JIOLIO XpaHOCMHJIaHEe H OT/EJISHE Ha ra3oBe;

OTKJIOHEHHA B KPbBHHTE M3ClI€IBAHHA, KOHTO OTpa3fBaT YepHoApoOHaTa pyHKIHA;
cbpOex;

yMOpa, NOBHIIEHAa TEMIEepaTypa, BTPUCAHE.

YecTn (Morar ga 3acerHat Ao 1 Ha 10 gyun):
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Cyxa KOXa;

Koconan;

KbpBEHE OT HOCA;

KbpBE€HE OT CTOMaxa HJIM 4yepBara;
Bb3IAJIUTE/IHH PEAKLIMH OKOJIO HOKTHTE;
HH(PEKLUS HA KOCMEHUTE QOTUKYJIH;




aKHe;

HanmykaHa Koxa (KOXHH pucypm);

HaManieHa Ob0peyHa ¢pyHKIMA (KOraTo ce nmpujiara H3BbH OJ00pEeHHTE NOKa3aHHWs B KOMOMHALHUSA C
XHMHOTEpaIus).

HeuecTn (Morar aa 3acersar a0 1 Ha 100 gywmn):

OBOpeuHO Bb3naneHue (Hepur);

OenThbk B ypHHaTa (MPOTEHHYPHA );

MPOMEHH Ha MUTJIUTE,;

3aCHJIEHO OKOCMABAHE Ha TAJIOTO ¥ JIHLIETO OT MBXXKH THII;
NMpeKOMEPHA MUIMEHTAIlHA HA KOXaTa,

MPOMEHH Ha BEXANTE;

YYMJIUBOCT W MajJaHe Ha HOKTH;

Peaxn (Morar aa 3acerHat 10 1 Ha 1 000 ayn)

® 3a4epBEeHH U 00JIe3HEHHU JJIAaHH HIIM XOHJIa (CHHAPOM Ha NnajJIMapHoO-IUIaHTapHa
EPUTPOAHU3ECTE3HA).

Mmuoro peakn (Morart aa 3acersat 10 1 Ha 10 000 aymm):

o ciy4ad Ha nepdopauus WiK pa3s3BiBaHEe HA POroBHLATA;

@ CHJIHO M3MpHIIBaHE C 0Opa3yBaHe HA MEXYPH WM H3JIIOLIBAaHE HA KOXKaTa (MoKa3aTesaHo 3a
CUHAPOM Ha CTHBBHC-/IXKOHCBHH);

e Bb3MNaJICHHE Ha OL|BETEHAaTa YacT Ha OKOTO.

Cho0maBaHe HA HeXKeJIAHH pPeaKUHH

AKO NoJy4HTe HAKAaKBH HeXeJlaHH JIEKapCTBEHH peakLuH, yBeaoMere Bainsg nekap uiH papmaiesT.
ToBa BKJIHOYBa BCHYKH Bb3MO>XKHH HEONHUCAHHU B Ta3H JIMCTOBKA HEXEJIaHH PE€aKLIHH. MoxeTte ChlO A4
ChOOIIMTE HEXEJIaHH PeaKLid IMPEKTHO Ype3 U3nbaHUTEIHA areHL U No JieKapcTsara, yi. ,,JlaMaH
I'pyeB” Ne 8, 1303 Codus, Ten.: 02 8903417, yebcaiit: www.bda.bg. Karo chobuiasare Hexxe1aHH
peakiiHi, MOXKETe Aa AaieTe CBOs NMPHHOC 3a Mojy4aBaHe Ha noBeye HHPOpMaLHUsd OTHOCHO
0€30MacHOCTTa Ha TOBA JIEKaApCTBO.

S. Kak na cbxpanaBate EpaoTnHn0 AKTaBHC

Jla ce cexpaHsBa Ha MACTO, HEAOCTBITHO 3a JeLa.

He n3non3BaiiTe TOBa 1€KapCTBO Clie/l CPOKa Ha rOAHOCT, 0TOeNA3aH BbpXy OnHucTepa u

KapTOHEHaTa onakoBka cnef ,,J'oneH 10“. CpoKbT Ha rOAHOCT OTroBaps Ha MocjeAHUs I€H OT
MOCOYEHHSA MeECeELl.

Ila ce cbexpansBa noa 25°C.

He n3xBbpnsiiTe nekapcTBaTa B KaHaJIM3alMATa WIK B KOHTEHHEpa 3a JoMallHu oTnaaslM. [lonuraiite

Bawus dapmaueBT Kak 21a U3XBbpJIATE JieKapcTBaTa, KOUTO Beue He u3non3sare. Te3u MEpKH Lie
CIMIOMOTrHAT 3a Ona3BaHe Ha OKOJIHATa cpeja.
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6. CoabpXaHHe HAa ONAKOBKATA H AONBbJHHTEJAHA HHPOpMALIHS

KakBo cbabpka EpJoTHHHO AKTaBHC

- AKTHBHOTO BewiecTBO Ha EpnoTuHHO AkTaBHC e epnoTHHHO. B 3aBHCHMOCT OT f030BaTa opma
BCAKa ¢puiMupaHa Tabserka cpabpxa 25 mg, 100 mg uan 150 mg epnoturub (kato epnoTHHHO
XUIAPOXJIOPHUA).

- JApyrure ¢bCTaBKH ca:
CopuesBuHa Ha TabneTkara: JIaKT03a; MUKPOKPHCTAJIHA LIeJ1yJ103a; HATPHEB HULIECTEH ITUKOJIAT THI
A; HaTpueB jaypuicyndar, HaTpueB creapuipymapart; KoJIOHAeH, XuapodoOeH CHIHLIHEB
JUOKCH] (BUXKTE CBILO TOYKA 2 3a JIAKTO3a).
Tabnerno nokpurHe: xunpomenosa (E464), Tutanos nuokcua (E171) u makporon 8000 (E1521).

Kak n3raexaa EpioTHHHO AKTABHC H KAKBO ChbABbP’kKA ONAKOBKATA

EpnoruHn® AkTtaBuc 25 mg ce aocrass noj ¢gopmara Ha 06eiu, KpbIyiH, ABOHHOHW3NbKHAIH (PHUAMHPaHH
TabneTKH ¢ AMamMeTsp 6 mm, rpaBupadu ¢ A105 ot eqHaTa CTpaHa M € HaJIH4YeH B ONakoBKH ¢ no 30
tabnetku. Tabnerkure ca onakoBaHu B A/PVC 6aucrepn.

Epnoruau6 Axrasuc 100 mg ce nocraes noa ¢opmara Ha 6enH, KpbIUIH, ABOHHONW3MBbKHAIH PHUIMHPaHH
TabneTku ¢ nuametsp 10 mm, rpaBupanu ¢ A116 oT eHaTa cTpaHa U € HaJlu4eH B onakoBKH ¢ no 30
Tabnetku. TabneTkure ca onakoBaHu B Al/PVC Gaucrepn.

Epnotunn® Akrtasuc 150 mg ce nocrass noa ¢gopmara Ha OelH, KpbIIH, ABOHHOU3NbKHAIH QUIMHPAHH
TabneTku ¢ AuameTsp 11 mm, rpaBupanu ¢ A127 oT €aHaTa CTpaHa U € HaJIH4YE€H B ONAKOBKH ¢ 1o 30
Tabnetku. Tabnerkure ca onakoBanu B A/PVC Gaucrepu.

IIpuTexaTes HA pa3pelIeHHETO 33 ynoTpeba
Teva B.V.
Swensweg 5

2031 GA Haarlem
Huaepnangus

IIpon3BoanTen
S.C. SINDAN-PHARMA S.R.L.

11 Ion Mihalache Ave, the 1% district

011171, Bucharest,
PymbHuS

ToBa nexapcTBO € pa3pelnieHo 32 ynorpeda B AbpKaBHTE YieHKH HAa EBponelickoTO HKOHOMHYECKO
npocrpacTBO H OGeannenoro kpaycTo (Cesepna Hpaanans) noa ciieAHHTEe HMEHA:

Jlanus Erlotinib Teva B.V.

bbrarapus Epnotuan® AxtaBuc 25 mg ¢puaMupanu tabneTku
Epnotunn0 Axkrtasuc 100 mg ¢puamMupaHu TabieTku
Epnotuan® AktaBuc 150 mg ¢unmupaHu TabneTku

EcToHus Erlotinib Actavis
XbpBaTHA Erlotinib Teva 150 mg filmom obloZene tablete
®paHuua Erlotinib Teva France 25 mg comprimé pelliculé

Erlotinib Teva France 100 mg comprimé pelliculé

Erlotinib Teva France 150 mg comprimé pelliculé
["epmanus Erlotinib-ratiopharm 25 mg Filmtabletten

Erlotinib-ratiopharm 100 mg Filmtabletten

Erlotinib-ratiopharm 150 mg Filmtabletten
[Mspuus Erlotinib/Teva B.V. 100 mg
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Erlotinib/Teva B.V. 150 mg
YHrapus Erlotinib Actavis 25 mg filmtabletta

Erlotinib Actavis 100 mg filmtabletta

Erlotinib Actavis 150 mg filmtabletta

Ucnanaus Erlotinib Teva B.V.

[Tonma Erlotinib Teva B.V.

[Topryranus .. Erlotinib Qritou

JlaTBus Erlotinib Actavis 150 mg apvalkotas tabletes
CnoBeHus Erlotinib Teva B.V. 25 mg filmsko obloZene tablete

Erlotinib Teva B.V. 100 mg filmsko obloZene tablete
Erlotinib Teva B.V. 150 mg filmsko obloZene tablete

CnoBakus Erlotinib Teva B.V. 100 mg
Erlotinib Teva B.V. 150 mg
Ucnanus Erlotinib Teva Group 25 mg comprimidos recubiertos con pelicula EFG

Erlotinib Teva Group 100 mg comprimidos recubiertos con pelicula EFG
Erlotinib Teva Group 150 mg comprimidos recubiertos con pelicula EFG
[lIBewus Erlotinib Teva B.V.
Yexus Erlotinib Teva B. V.
Ob6enuneno kpanctBo Erlotinib 25 mg Film-coated Tablets
(CeBepna Upnanausa) Erlotinib 100 mg Film-coated Tablets
Erlotinib 150 mg Film-coated Tablets

I[IITR Ha NOCJCAHO NpepasrjcKiaHe HA JIHCTOBKATA —
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