JIncroBka: nudopmanus 3a norpedHTeIs

Copadennt Papmacaiibuc 200 mg puamupann TadeTKH
Sorafenib Pharmascience 200 mg film-coated tablets

copadenub (sorafenib)

[IpoueTeTe BHHMATEIHO LJIATA JIHCTOBKA, NPE/IH Ja 3aNI09HeTE 1A IPHEMATe TOBA JIEKAPCTBO, ThH
KATO TS ChAbpKa BaKHA 3a Bac mH(popmanus.

- 3anazere Ta3u JMCTOBKA. Moxe [a ce HaJIOXKH J1a s IpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JAOTTBJIHUTETHHU BBIIPOCH, NonuTaiiTe Baius nexap Wid ¢papMalieBT.

- ToBa eKapcTBO € NMpeanucaHo JuuHo Ha Bac. He ro npeorcrbnaiite Ha Apyry xopa. To Moxe n1a
WM HaBPE/M, HE3aBUCHMO Y€ MPH3HALMTE Ha TAXHOTO 3a00JIsiBaHe ca ChlIUTe KaTo Bauwre.

- AKO TIONyYWTE HAKAKBH HEXEJaHH JIEKAapCTBEHW peaKLWH, yBeiomeTe Bamius nekap WM
¢apmaneBT. ToBa BKIHOYBA U BCHYKH Bb3MOKHH HEXKEJIAHH PEaKLIMH, HEOMHCaHH B Ta3H JIMCTOBKA. Buxre

TO4YKa 4.

KakBo ¢babp2Ka Ta3H JIHCTOBKA

1. Kakso npencrasnsasa Copadgennd PapMacaibHC U 32 KAKBO C€ U3I10JI3BA M s————
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1. Kakso npeacrasaaBa Copadennd PapmacaibHC H 32 KAKBO Ce H3M0/13BA -

Copadenn6 @apmacalibHC ce U3MO0JI3Ba 3a JIEYEHHE HA PaK Ha YepHHUs Apo0d (xenaroLestyapeH KapLIHHOM).

Copaenn6 dapmacaifbHe Ce M3M0/3Ba ChLIO U 3a JIEYEHHE Ha pak Ha ObOpeuuTe (HanpeaHa ObOpeuHo-
KJIeTbUeH KaplLMHOM) B HalpeJaHasl CTaJui, KOraro CTaHJapTHOTO JICYEHHE HE € INOMOrHajo ja cmpe

BaieTo 3a0onsiBaHe Wid C€ CUMTA 3a HENnoaAXoas110.

Copadenn6 PapmacaifbHe ce U3M0JI3Ba 3a JieYeHHe Ha KapUMHOM Ha LIMTOBMHATA JKJIe3a (oughepenyupan
KAPYUHOM HA WUMOBUOHAMA Jce3a).

Copadenn6 dapmacaiibHC € T.HAP. MYIMUKUHA3eH uHxubumop. To# fercTBa KaTo 3abaBsg CKOpOCTTa Ha
pacTeX Ha PAKOBHMTE KJISTKH W NPEKpaTsBa KPbBOCHAOAABAHETO, KOETO MOAABbPIKA pacTexka Ha PAKOBHTE

KJIETKH.

2. KakBo Tpsi6Ba aa 3uaere, npean aa npuemere Copadpennd ®apmacaibHC

He npuemaiite Copadennd PapmacanbHc:

- AKo cTe aJIepravYHu KbM copadeHud MK KbM HAKOS OT OCTAHAJIMTE ChCTABKH Ha TOBA JIEKapCTBO

(u30poeHH B To4Ka 6).

IIpeaynpexaenus H nNpeAnasHu MepKH
["oBopeTe ¢ Baiuus nekap Wi (papmaleBT, Mpein 1a NpueMeTe Copadenud dapmMacalbHC.




O0bpHeTe cnenHaJIno BHEManne npu ynorpedara na Copadpenund ®@apmacaiibHe

- Axo umarte koxHH npobdaemu. Copadpenntc dapmacaifbHC MOXKe a MPUYMHH OOPHBH W KOXKHH
peakLuH, 0coOEHO MO pbleTe M Kpakara. Te OOMKHOBEHO Morar jga ce JieKyBaT oT Bamms nekap. B
MPOTHBEH Ciyyai Baluar nekap MOKe 1a MPeKbCHE JICYHCHUETO UK [a CIpe JICHEHHETO.

- AKo0 HMaTe BHCOKO KpbBHO Haasirane. Copadenut dapmacaiibHc MOXe Ja noBviuM Baiuero
KpbBHO HaJjsiraHe, 3aroBa BauusaT jekap wie ro npocieassa U Moxke Ja Bu mpeamnuue JeKkapcTBo 3a
JiIe4eHHe Ha BUCOKO KPbBHO HaJIsIraHe.

- AKO MMaTe HJIH CTe HMAJIH aHeBpH3Ma (pa3liupsBaHe U OTCIa0BaHe Ha CTe€HA HA KPbBOHOCEH
Chb/l) HJIM Pa3KbCBaHE HA CTEHA HA KPbBOHOCEH ChH/.

. Axo umarte nuaber. HuBara Ha KpbBHATa 3aXap MpH NaUMEHTH ¢ AuabeT TpsAOBa 1a ce npoBepsiBaT
DEZIOBHO, 3a /1A Ce MPELEHH JaId 103aTa Ha aHTHAMA0ETHOTO JIeKapceTBO TpsAOBa 1a Oble KOpUrMpaHa, 3a
lia e CBEeIE 10 MHHHMYM PUCKBT OT HACKA KPbBHA 3axap.

- AKO HMAaTe HSKAKBH Npo0/ieMH ¢ KPbBOCHCHPBAHETO HJIH aKO npHeMare BappapHH HJIH
dennpoxkymon. Jleyenuero cvc Copadenud dapmacaWbHC MOXKE Aa [J0BeAe A0 I0-BHCOK PHCK OT
KbpBeHe. AKO mpueMarte BapdapuH Wid QeHNPOKYMOH, KOHTO pa3pex/ia KpbBTa, 3a a He ce o0pasyBar
ChCHPEIIH, MOJXKE 1a UMa TO-TOJIIM PUCK OT KPbBOU3JIHUB.

- AKo0 moJiy4uTe 60/IKa B rbpAHTE HJIH CbpAeYHH npodiemu. BalusaT sekap MOXe Aa pelly 1a
MPEeKbCHE JICYEHUETO HIIH Ja ro crpe.

- AKO HMaTe ChpAeYHO HApYIIeHHe KaTO HapyLUCHHE Ha MPOBOAWMOCTTa, HAPEUYCHO ,,YIbJ/DKaBaHE
Ha QT unHTepBana”.

- Ako Bu mpejgcTon omepanns HJIH cKopo cre HMaiaH onepanus. CopadeHud dapmacaibHC
MOJKE J1a TIOBJTMsIE 3apacTBaHeTo Ha Bamute panu. Bamero neuenne cve Copadennd @apmacaibHe me ce
MPeKbCHE, aKo L€ BH OTNEpHpar.

BawmsT jtekap e peliy, Kora Jia 3arno4yHe oTHOBO JieueHHeTo cbe Copadennd dapmacanbHC.

- AKo npHeMaTe HPHHOTEKaH WJin Bu ce npuJara qouerakces, KOUTO €a ChLIO JIEKAPCTBA 3a paK.
Copadenut ®apmacaiibHC MOXKe Ja 3acHIH e(eKTHTEe Ha Te3H JIeKapCTBa, 0OCOOCHO TEXHHUTE HEXKETaHH
peaKkLyH.

- AKO mpHemMaTe HeOMHIHH WM ApyrH anTHOHoTHHH. EdexTsT Ha Copadennd dapmacaibHC
MOXKe 1a Obae HaMaJleH.

- AKO HMAaTe TEXKKO 4YepHOApoOHO yBpexaaHe. Bue Moxke na pasBueTe IO-TEKKH HEXKEJTaHH
peakliy, KOrato B3emare TOBa JIEKapCTBO.

- AKko mMaTe BJomeHa 6b0peuna pyuxkuus. Bawuar nexap we ciaeau OanaHca Ha TEYHOCTH M
eJIEKTPOJIMTH B OpraHusma Bu.

- ®epraanter. Copadennd DapmacaifbHe MOXe 1a HaManH (epTUIMTETA W MPH [IBaTa MOJA. AKO
CTe 3acerHaTi, ropopere ¢ Bawuus nekap.

- CTOMAIIHATA HJIH YPEeBHATA CTEHA MOKe Ja ce npobue (cmomawHo-ypeéHa nepghopayus) no
BpeMe Ha JieueHHeTO (BHXKTe Touka 4: Bb3MOXHHM HexellaHH peaklnH). B To3u cny4dad Bamusr iekap e
MPEeyCTAHOBH JICHEHHUETO.

. AKO MMaTe paK Ha IIHTOBHAHATA xJe3a. Bamuar nekap me npocyiesBa HUBaTa Ha Kallllud H
Ha LMTOBHIHUTE XOPMOHH B KpbBTa BH.

- AKO NOJIyuuTE ClIEIHUTE CHMITTOMM, He3abaBHO ce CBbp)KeTe ¢ Balus iekap, ThH KaTO MOXE /1a
ce Kacae 3a >KMBOTO3acTpaluaBamo 3abosisBaHe: rajeHe, 3aayX, HEpaBHOMEpPEH CBPIACYEH PHTHM,
MYCKYJIHH KpaMITH, MpUIaJbLy, NOMbTHABAHE HA ypuHaTa W yMmopa. IlpuunHa 3a TAX MOXe Ja ca rpyna
MeTabOJIMTHH YCJIO)KHEHHs, KOUTO MOrar Ja ce MOSBAT IO BpeMe Ha JIEHYEHHETO Ha pak, Mopaau
o6pa3yBaHeTo Ha MPOAYKTH OT pa3najia Ha yMHpaIll¥ PAKOBH KJIETKH (CHHIPOM Ha TyMOPEH JIH3HC (TLS)),
M MOTaT /1a JI0BeiaT 10 MPOMEHH B 6b0peunara GpyHKLMs U ocTpa 6bOpeyHa HeI0OCTaThYHOCT (BHXKTE CHILO
Touka 4: B3MOKHH HEXKEJTaHU peakLiuH).

Kasere na Bammus jiekap, aKo Helo 0T HAMHCAHOTO No-rope ce oTHacs 3a Bac. Moxke na ce Hy»K1aeTe
OT JieueHHe WM Bammar nekap moxe aa npoMeHu goszara Bu Copadennd dapmacaibHC, WIH 1a Cripe
nevyeHHeTo (BHKTE ChIIO TOYKA 4: Bb3MOXKHH HEKENaHH PEaKLIHH).

Jlena H FOHOIIH



He ca npoBexaanu u3nutBanus cbe Copadennd @apmacaibHC NpyU AeLia U FOHOLIH.

Npyru nekapcrea n Copadenntd ®@apmacaibHC

Hskou nekapctBa morart aa nosiusat Copadpenutd @apmacailbHC WK Aa ObJAT NOBJIMAHM OT HETO. Tpsabea
na KaxeTe Ha Bawmus sekap win ¢papMaleBT, ako [pHEMATe, HACKOPO CTe NPHEMAJIH HJIH € Bb3MOXKHO /Aa
npUeMeTe HAKOE JIEKApCTBO OT TO3M CIMCBK WM JAPYTH JIEKapCTBa, BKJIIOYMTEIHO M TAKHMBA, OTITYyCKaHH
0e3 peuernra:

- PudamMnuumH, HEOMHLMH WM Jpyrd JIeKapcTBa, H3MOJ3BAaHH 32 JICYCHHE Ha HH}pEKIUH
(AHTHOHOTHIH)

- JKBAT KaHTApHOH, OUJIKOB MPOAYKT 3a JICYCHHUE Ha AeNpecHs,

- deHuTOMH, KapbamaszenuH win ¢eHobapOuTan, eKapcTBa 3a JeYeHHe Ha eNMHJIeNCHHA W JpyTH

3a00/19BaHu,
- JlekcamMeTa30H, KOPTHKOCTEPOH, U3MO3BaH MPH pasIiuyHK 3a00/1sBaHH,
- Bapdapus win GeHNpOKYMOH, aHTUKOAryJIaHTH, U3M0/I3BaHH 3a npeana3sBaHe oT oOpa3yBane

HA TPOMOH,
- JlokcopyOHLIMH, KaneuuTabuH, A0LEeTaKCel, MaKIWTaKCce/l M1 HPUHOTEKaH, KOWTO Ca JieKapcTBa

34 JIe4eHHe HA pPaK,
- JIMrOKCHH, JIEKapCTBO 3a JIEKA 10 yMEpeHa CbpAeYHAa HeA0CTATHHOCT.

bpemMeHHOCT H KbpMeHe
N36sreaiiTe na 3a6pemensiBate, Koraro ce jekyBaTte cb¢ Copadpennd @apmacaHbHC. AKO € BEpOSITHO

na 3abpeMeHeeTe, M3MOJI3BAlTe MOAXO/AIIA KOHTPALIENHs 10 BpeMe Ha JICYEHHE. AKO 3abpemeHeere,
nokato ce jekyBate cbe Copadenn6 dapmacaitbHe, BeHara WHGopmupaiite Baimms nekap, KOHTO wie
pelly Jajik Ja MPOAbJIKH JIEYEHHETO.

He TpsioBa 1a kbpmuTe Bamero 6ede nmo BpeMe Ha JICHEHHETO ChC Copadennt PapmacalbHC, THH
KaTO TOBA JIEKAPCTBO MOJKE J1a MOBJIMsE pacTexa U pa3BUTHETO Ha Bawero 6ebe.

[lodupane n padbora ¢ MALIHHH
Hsama nanuu, ue Copadenn6 dapmacaifbHe Lie MOBjHMse CnocofHOCTTa 3a wodupaHe WK paboTa ¢

MAUIHHH.

Copadenut PapmacaiibHC ChABbpP/Ka HATPHH
ToBa 7€KapcTBO ChABPXKA MO-Manko oT 1| mmol HaTpui (23 mg) Ha 1033, T.e. MOXKE [1a C€ Kaxe, “C

[MPAKTHYECKH HE ChAbPIKa HATPHH.

3. Kaxk na npuemarte Copadennd ®apmacaiibHc

Bunaru npuemaiite ToBa JIEKapcTBO TOUHO KakTo Bu e kasan Bawuus jekap Wiu ¢apmaueBT. AKO HE CTe
CHUTYPHH B HELLO, MonuTaiite Bawus nexap Win GapmMaueBT.

Ipenopvuntennara 1o3a Copadpennd PapmacaiibHe 32 Bb3PACTHH € 2 x 200 mg Tabs1eTKH, 1BA NBbTH
nueBHO. TOBa € EKBHBAJIEHTHO Ha JAHEeBHa 103a oT 800 mg WK YyeTHpH TabJIeTKH THEBHO.,

[Mpuemaiire Copadpennd @apmacaiibac Ta0JeTKH ¢ Yalia BOJa, Ha I7IaJHO WIH € XpaHa ¢ MaJKO HilH
yMEPEHO ChAbpKaHHe Ha Ma3HHHH. He npuemanTe TOBa JIEKApCTBO C XpaHa oorara Ha Ma3HUHH, TbH KaTo
ToBa Moke aa Hamanu edekra Ha Copadennd PapmacaiibHC. AKO Bb3HaAMEpABATE Aa CE XPaHUTE C XpaHa,
Gorara Ha Ma3HHMHH, B3eMeTe TabJeTKHTe Hai-Maliko | yac npeaM WM 2 yaca ciie/] XpaHa.

Bunaru npuemaiiTe TOBa JIEKApCTBO TOYHO KakTo Bu € ka3al Baiuug nekap. AKO HE CT€ CUI'YPHH B HELUO,

nonuraire Baiug nekap uiau ¢papmalesT.



BaxkHO e 71a mpyHeMare TOBa JIEKapCTBO MO €HO M ChIIO BPeMe BCEKH JIeH, TaKa Y€ B KPhBOOOPALIEHUETO
1a UMa MOCTOSHHO KOJIMYECTBO.

O6ukHOBeHO Bue 11e B3eMare TOBa JIEKapCTBO, KOJIKOTO € He0OX0AMMO, 10KATO MOJy4YHTe 0J1aronpUsaTHO
KJIHHUYHO TOBJIMABAHE U HAMATE CEPUO3HU HEXEJTAaHU PEaKLIHH.

AKoO cTe npHeH noBeye oT HeoOxoanmarta a03a Copapennd @®apmacanbHC

HUudopmupaiite Bamus jekap BeaHara, ako CTe NMpHETH MoBeYe OT Nnpeanycadara ao3a. IlpueManero
Ha no-Bucoka f03a Copapenud dapmacai’bHC NMpaBH MO-BEPOATHH HEKENAHHUTE PEaKLUM WIH TMO-TEKKH
oco0eHO Iuapus M KOXKHH peakuud. Bawmmst nekap Moxke na Bu kake ga crpere npueMa Ha ToBa

JICKAPCTBO.

Ako cTe nponycHaau Aa npuemere Copadpenund ®apmacanbHC

AKO cTe NpOMyCHAJIH 103a 5 IPUEMETE KOJIKOTO € Bb3MOXHO IMO-CKOPO CJI€/l KATO CTE CH CIIOMHHJIA. AKO
HabGvKaBa BPEMETO 3a clie/IBallaTa 103a, 3abpaseTe nporycHaraTa U Mpoab/DKETe KaKTO OOMKHOBEHO. He
B3eMakTe JBOHHA 1034, 3a Ja KOMIIEHCHUpATE MPOITyCcHaTaTa.

4. Bb3MOKHH HeKeJIAHH peaKlHH

KakTo BCHYKHM JIeKapCTBa, TOBA JIEKAPCTBO MOXKE Ja MPEJAU3BHKa HEXKeJIaHH peaKLH, BIIPEKH Y€ He BCEKH
Y nosTtydaBa. ToBa JIEKapCTBO MOXe J1a MOBJIUAE Ha Pe3yJITATUTE HA HAKOH KPbBHH T€CTOBE,

MHoro 4yecTH: Moe J1a 3acerHat nosedve oT 1 Ha 10 manueHTH

- auapus

- rajicHe

- YyyBCTBO Ha cJ1abOCT UM yMopa

- 6onka (BKmouBa Oosika B ycrata, Kopema, riaBoOo/iMe, KOCTHUTE, TyMOpHa 0oJika) -
Koconazi (anoneyus)

- 3ayepBsABaHe WIH OOJIE3HEHH JIJTAHU WM CThIAJla (KOJWCHA peakyus pbKa-KpakK)

- cepOex Wi oOpHuB

- MOBpbLLaAHE

- KPBbBOM3JMB (BKJIIOYHMTEJIHO KPbBOM3JIMB B MO3bKa, YpeBHAaTa CTCHA M [JAWXATCJIHMA TPAaKT,

KPBBOU3NUB)

- BUCOKO KpPBBHO HajsraHe WIM T[OBHUIIABAHE HA KPbBHOTO HaJsiraHe (XunmepmoHus) -
UHpEeKUHUH

- 3ary0a Ha aneTur (anopexcus)

- 3aneK

- O0JIKHM B cTaBUTE (apmpanzus)

- BUCOKa TeMmneparypa

- 3ary0a Ha TerJio

- cyxa Koxa.

YecTn:

Moxke 1a 3acerHat a0 1 Ha 10 nauueHTH

- rpunonogodHa dosect

- CTOMAUIHO Pa3CTPOUCTBO (Ouchnencus)

- 3aTPyAHEHO I'bJITaHe (Oucgazus)

- BB3M1aJIeHa WK cyXa ycTa, 60J1e3eH e3UK (cmomamum U 6b3naieHue Ha iueasuyume)

- HUCKHM HUBA Ha KaJILIMA B KPBbBTA (XUnoxaiyuemus)
- HUCKH HUBA Ha KaJIUW B KPBbBTA (XUNOKaiuemus)

- HHUCKO HUBO Ha KpbBHATa 3axap (Xunocaukemus)

- O0JIKH B MYCKYJIUTE (MuUancus)
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- HapylleHa YyBCTBUTETHOCT Ha MPbCTUTE HA PBLETE U Kpakara, BKIIIOUYHMTEIHO MpaBy4YkaHe WJIH

BLIENEHEHOCT (nepughepra cenzopna Heeponamus)

- aenpecus

- npoOJeMHu ¢ epeKuUsITa (UMHOMEHMHOCT)

- rnpoMsiHa B rjaca (Qucgornus)

- aKHe

- Bb3MAJICHA, CyXa Koka wiM Oenemia ce koxka (Oepmamum, Oeckéamayusi Ha Kodjcama) -
Chp/Jie4YHa HEAOCTATbYHOCT

- ChpJEYEH yAap (Muokapoex ungapxm) Wnu rpbHa 6omka

- LIYM B YLIUTE

- OBbOpeuHa HeAOCTATbYHOCT

- HeoOMYaiHO BUCOKH HHMBA Ha MPOTEUHH B YPUHATA (MPOMeEUHYpus)

- obuia cnaboct WM 3arydba Ha cuia (acmenus)

- cnajaHe Ha Oposi Ha OeuTe KPbBHU KIIETKHU (11e6KONEHUS U HeYMPONeHUs)

- criajiaHe Ha Opos Ha YepBEHUTE KPBbBHHU KJIETKH (aHemus)

- HUCBK Opoi Ha TPOMOOLIUTHUTE B KPBBTA (MpomOOyumoneHus)

. Bb3MaJIEHHe HA KOCMEHUTE (DONTUKYIH (horuxyrum)

- HamMa/ieHa JyHKLMSA Ha LIUTOBUAHATA JKJIE€3a (XUNOMUPeouou3vbm)

- HUCKHM HMBA Ha HATPUH B KPbBTA (XUNOHAmMpuemus)

- HapylllaBaHe Ha BKYCOBHUTE yCEeLUaHUs (Ouczey3us)

- 3a4epBIBaHE Ha JIMLETO M YECTO HA JPYrH O0JIACTH Ha KOXKaTa

- Xpema (punopest)

- KHCEJIUHH (2acmpo-e3ogazeanta pepaykcra bonecm)

- paK Ha KoxXaTa (Kepamoaxanmoma/nioCcKokiemvyen KapyuHom Ha Koxcama)

- 3anebesnsBaHe Ha BLHILHMA CJIOM Ha KOXKaTta (xunepkepamo3sa)

- BHE3aITHO, HEBOJIEBO CBUBAHE HA MYCKYJIH (MYCKYIHU CRA3MU)

HeuecTn:

mMoke aa 3acerdart a0 1Ha 100 nauueHTH

- BB3IMajieHa CTOMAallHa JIMraBuua (eacmpum)

E 6onka B KOpeMa, MPUYHMHEHA OT MAHKPEATHT, Bb3MAJICHHE Ha JKTbYHHUS MEXYP HM/HMITH XIIbUHHUTE

KaHaJIu
- MOXBJITABAHE HA KOXKATa WU OYMTE (JicvameHuya), NpUYHMHEHA OT BHCOKH HHBA Ha XJIbYHH

MUIMEHTH (Xunepounupyouremus)

- aJepruyHH peaklyH (BKIIOUYUTETHO KOXKHH PeaKLMK U KONIPHBHA TPECKa)

- aexuapaTranus

- yBEJIMYEHHE HAa MJIEYHUTE HKJIIE3H (2UHEeKOMACMUsl)

- 3aTpyAHEHO AUlLaHe (benoopodHo 3abonasane)

- eK3emMa

- MOBUILIEHA AKTUBHOCT Ha LLIMTOBUAHATA XKJ1€3a (Xunepmupeouou3vm)

- MHOKECTBEHH KOXKHH OOpHUBH (epumema myrmughopme)

- HeoOHMYaiHO BUCOKO KPBbBHO Ha/IAraHe

- €pO3MH Ha YpEeBHATA CTEHA (CMoMAauHo-ypesru nephopayuu)

- o6paTHM OTOK Ha THJTHATA YacT HAa MO3bKa, KOATO MoXe 1a Ob/ie CBbp3aHa ¢ T1aBo00IHe, YBPEACHO
Ch3HAHME, MPUMAJbLY M 3PUTEIHH CHMITOMH, BKIIOYMTETHO 3aryba Ha 3peHHETO (oOpamuma 3a0Ha
JesKoenyeganonamust)

- BHE3aIHa Te)XKKa aJlepruyHa peakuus (aHaguiakmuyna peaxkyus)

Peaknu:

moske na 3acerdar g0 1 Ha 1 000 mauueHTH

- ajlepruyHa peakuusi ¢ MojJyBaHe Ha Koxkara (Hanp. JuuUe, €3MK), KOeTO MOXe Ja [peau3BUKa
3aTpY/IHEHHE TNPH JUIIAHe UM MPErIbLIaHe (anH2uoeoem)

- HapylleH Chbp/eUYeH PUTBM (yovadcasare Ha OT)
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- BB3MAJIEHHE Ha YepHHs Apob, KOETO MOXKe Ja JI0BeZle [0 rajeHe, NoBphliaHe, KopeMHa Oonka
KBITEHULA (UHOYYUPAH OmM NeKapCmeomo xenamum)

- 06pHB, MONOOEH Ha CTbHYEBO M3rapsiHe, KOWTO MOXe /a Ce MOSBM BbPXY KOXa, KOATO ¢ Ouna
W3j1araHa Ha JbuYeTepanus, 1 MoKe 1a € TeXbK (06pus, noooben Ha 1vues depmamum)

- CEePHO3HH PEaKlMH Ha KOXKATa W/WIM TMraBHLMTe, KOUTO MOTaT Ja BKIOYBAT O0JIE3HEHH MeXYpH
M Tpecka, BKJIIOUMTEIHO OTJIENBAHE Ha KOKaTa Ha rOJIeMH y4acTblM (cunopom Ha CmusbHc-/[oCOHCHH U
MOKCUYHA enuoepMAania HeKpoau3a)

- MaToJIOTMYHO Pa3pylliaBaHe Ha MYCKYJIMTe, KOETO MOXe Ja JoBeae A0 npobiemMu ¢ ObOpeuuTe
(paboomuonusa)

- yBpexaaHe Ha ObOpeuute, B pe3y/aTar Ha KOETO T€ MPOMYyCKAaT rojJeéMH KOMHYECTBA NMPOTEWH
(Heghpomuyen cunopom)

- BB3MAJIEHHE HAa ChAOBETE HAa KOXKAaTa, KOETO MOXKe Ja JOBeae A0 OOpPHUB (1e8KOYUMOKIACUYEH
BACKYAUM).

C HeH3BeCTHA YeCcTOTA:

OT HAJIMYHUTE JAaHHH He MOXKe Ja Ob/e HanmpaBeHa OLIEHKA Ha YecToTaTa

. HapylieHa QyHKLHs Ha MO3bKa, KOSATO MOXe€ Ja Obe CBbp3aHa Harmp. CbC ChHIUBOCT, IPOMEHH B
MOBEACHHUETO WIH 00bpKBaHe (enyeganonamus)

- pasluMpsBaHe M OTciabBaHe HAa CTeHa Ha KPbBOHOCEH CbJl WM pa3KbCBaHE Ha CTEHA Ha
KPBbBOHOCEH Ch/l (AHEBPUIMU U APMEPUAIHU OUCEKAYUU).

- rajieHe, 3alyX, HepaBHOMEpEH Chp/leueH PUThbM, MYCKYJIHH KPaMITH, NPUNaabLH, TOMbTHABAHE Ha
ypuHaTa ¥ ymopa (CHHApoM Ha TymopeH nu3uc (TLS)) (Bixkre To4ka 2).

Crhol0maBaHe HA He)KeJIAaHH pPeaKIHH

AKO MoJTyuuTe HIKAKBH HE)KETaHH JIEKapCTBEHH peakUuH, yBeaomere Bauus nexap UiH ¢apmauesT. ToBa
BKJTIOYBA BCHUKH BH3MOYKHH HEOTMMUCAHU B TA3H JUCTOBKA HEXeEJaHU peaku. MojkeTe ChIlo J1a ChoOLIHTe
HE)KeJIAHW PeaKlMy JUPEKTHO Ype3 HallMOHAHaTa CUCTEMa 3a ChoDLIaBaHe:

HM3nbnHuTEeNHA areHLus no Jiekapcrara
yi. ,,Jlamsn ['pyeB” Ne 8
1303 Codus

Ten.: +359 2 8903417
yeOcaiT: www.bda.bg

Kato cboOluaBaTe HEXKeJaHH peakUWH, MOXKeTe Ja JajerTe CBOsA MPHHOC 3a MOJy4aBaHE Ha IMOBEYE
uH(popMalL|s OTHOCHO 6€30nacHOCTTa Ha TOBa JIEKapCTBO.

5 Kak na cexpanaBate Copadennd PapmacanbHC
Jla ce cbXpaHsBa Ha MACTO, HEJIOCTBITHO 3a JieLa.

He n3noJ13BaiiTe TOBAa JIEKAPCTBO CJIel CPOKA HA rOAHOCT, OTOE/IA3aH BbPXY KapTOHEHaTa OlNaKOBKa
cnen “Tonmen no:“ u Ha Bceku Onmctep cnen “EXP”. CpokbT Ha rOAHOCT OTroBaps Ha MOCIA€AHHUSA CH OT
MOCOYEHHUS Mecell.

3a anymuauii-PVC/PE/PVDC baucmepu:
Ila He ce cbxpaHsaBa Hazn 30 °C.

3a anymunuii-OPA/Alw/PVC 6nucmepu:
He u3uckBa crieliMajiH4 yCJIOBMSA 32 ChbXpaHEHHE.



He u3xBbpisiiTe jleKapcTBaTa B KaHAIM3alMATa WM B KOHTeHHepa 3a IOMAIUHK OTMaABLH. [Tonurarnire
Bamus ¢apMmaleBT Kak Aa W3XBbPJATE JieKapCcTBaTa, KOWTO BEYE HE H3MOJI3BATE. Te3su mepku mmie
CIOMOTrHAT 3a ONa3BaHe Ha OKOJIHaTa cpeja.

6. Chbabp/KaHHe HA ONAKOBKATA H A0NbJIHATEHA HHPOpMaNHS
Kakso cuabpxka Copadpennd PapmacaibHC

- AKTHBHOTO BeliecTBo € copadenud. Beska punmupana tabnerka cpappika 200 mg copadeHnd
(KaTo TO3UJIAT).

- [TomolLHH BeleCTBA:

slapo Ha Tabnerkara: xumpomenosa 2910 (E464), kpockapMenosa HaTpuid (E468), MUKpOKpHCTaJIHA
nenyiosa (E460), marnesues creapar (E470b), narpues naypuincyndar (E514).

dunMoBo nokpuTue: xunpomesnosa 2910 (E464), turaHos auokeun (E 171), makporon (E1521), yepBeH
xene3eH okeua (E 172).

Kak n3raexaa Copadennd @apmacaiibHC H KAKBO ChAbPAKa 0NAKOBKATA

Copadennt Papmacaiibic 200 mg GpuinmMupaHu TabIeTKH ca yepBeHOKa(sIBU, KPBIJIH, IBOMHOU3ITbKHAIH
¢ BTbOHaTO penedHo o6o3HaveHue ,, 2007 OT eiHaTa CTpaHa H IJ1aJiku OT ipyrarta CTpaHa. Tabnerkure ca
¢ nuameTsp 12 mm £ 5%.

Copadenut dapmacaiibic 200 mg ¢uamupand TabjeTKH ce mnpeanarar B anymMuHuii-PVC/PE/PVDC
onuctepu o 28, 56 wau 112 Tabnerkwu.

Copadenuc Papmacaitbic 200 mg duimupanu TabneTKH ce npejarar B anymunnii-PVC/PE/PVDC
nepbopHpan eqHoa030B 6aucTep (56 x 1) unu (112 x 1) TabJIETKH.

Copadenn6 ®apmacaitbic 200 mg ¢uimupann TabNeTKH ce mnpejiarar B aryMuHui-OPA/Alw/PVC
oucTepu 1o 60 TabieTKH.

[puTexaTes HA pa3pelieHHeTo 3a ynorpeda
PHARMASCIENCE INTERNATIONAL LIMITED
1, Lampousas Street, 1095,

Nicosia,

Kunsp

[Ipou3BoauTe.I
Remedica Ltd

Aharnon Street, Limassol Industrial Estate,
Limassol 3056
Kunsp

PharOS MT Ltd.

HF62X, Hal Far Industrial Estate
Birzebbugia BBG3000

Manra

To3H JieKapcTBeH MPOAYKT € pa3pelieH 3a ynorpeda B Abp:kaBuTe YJIEHKH HA EHMII noxa cieaHuTe
HMeHa: |
Bouarapus: Copadenut @apmacaiibic 200 mg Gpuiamupanu TabneTkH
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Vurapus: Sorafenib Pharmascience 200 mg filmtabletta
Xspeatus: Sorafenib Pharmascience 200 mg filmom obloZene tablete
[Tomua: Sorafenib Pharmascience

JlaTa HA MOCJIeAHO Npepasrjex/iaHe Ha JIHCTOBKATA




