JIncroBka: nudpopManHd 32 NANHEHTA

Copadennd Tea 200 mg puamupann Tadj1eTKH 07 -1
Sorafenib Teva 200 mg film-coated tablets ~ 7"9 / 2/

copadenud (sorafenib)

IIpouereTe BHHMATE/IHO USJIATA JIHCTOBKA, PEIH 4 3aN04YHeTe 1a NPHEMAaTe TOBA JIEKAPCTBO,

Thil KATO TH CHAbLPAKA BaxkHa 3a Bac undopmanus.

- 3anasere Ta3u JucToBka. Molke /1a ce HaJI0XKH J1a 1 NpoYETETE OTHOBO.

- AKO UMaTe HAKAKBH JIOITBJIHUTEIHH BBIIPOCH, nonuTtaite Bawus nekap wiu gapmauesT.

- Tosa nekapcTBo e npeanucaHo auvHo Ha Bac. He ro npeorcrsnBaiite Ha apyru xopa. To moxe
/1a UM HaBpe/IH, He3aBUCUMO Y€ MPHU3HALIMTE Ha TAXHOTO 3a00/IABaHe ca ChllMTE KaTo Bawwure.

- AKO MOJIyYHTe HIKAKBH HEXeJIaHW peakiH, yBeaomere Bawus nekap wnu gapmauest. Tosa
BKJIFOYBA M BCHYKH Bb3MOJKHH HE)KEJIaHH PeakllMH, HEOIMCAHHW B Ta3H JIMCTOBKA. BuxkTe
TO4YKa 4.

KakBo ¢bAbpAKaA Ta3H JIHCTOBKA

KakBo npejacrapnsaa Copadenud Tepa v 3a KakBO ce M3M0JI3Ba
Kakso Tps0OBa aa 3Haere, npeau jaa npuemere Copagdennd Tesa
Kak na npuemare Copadennd Tesa

Bb3MOXKHH HEXKEJIAHHU peaKLIiH

Kak na cuxpansasare Copadenund Tesa

CpabprkaHHe Ha ONAKOBKATa M JI0MbJIHUTE/IHA HH(OpMaLIUS

L. 5 3 1

1. Kakso npeacrasasisa Copagennd TeBa n 3a KaKBO ce H3N0/13Ba

Copadenn6 Tesa ce U3noa3Ba 3a JJeYeHHE Ha paK HA YepHHs Apo0 (XenaTolesyJlapeH KapiHHOM).
Copadennb Tesa ce U3noa3Ba ChLIO U 3a JieueHUe Ha pak Ha ObOpeuTe (HanpeaHa
ObOpeUYHOK/IETHYEH KapLUMHOM ) B HArNpe/1HaJl CTa/Iik, KOraTto CTaH/IapTHOTO JICYEHHE HE € TIOMOrHaJlo
na cnpe pa3BuTHeTO Ha Bawiero 3a0onsBaHe WK Ce CUHMTA 34 HETOAXO/ALLO.

Copadenud Tesa ce U3ro3Ba 3a jieueHHe Ha KapLIMHOM Ha LLIMTOBK/IHATA kJ1e3a (AH(epeHLIMpaH
KapLMHOM Ha LLMTOBU/IHATA KJie3a).

Copadennt TeBa e T.Hap. MyJITHKHHA3eH HHXHOUTOP. ToOM neicTBa KaTo 3a0aBs CKOPOCTTA HA PacTek
Ha paKOBUTE KJIETKH M MpPEKpaTsiBa KpbBOCHAOAABAHETO, KOETO MO/UIbPXKA pacTe’ka Ha paKOBHTE
KJIETKH.

2. Kakso TpsiOBa 1a 3naere, npean Aa npuemere Copadennd Tena

He npuemaiite Copagennb Tesa
- AKO CTe AJePrH4HH KbM copadeHHd MM KbM HAKOS OT OCTAHAJIMTE ChCTABKH Ha TOBA
nexkapcTBo (M30pOoeHH B TOUKa 6).

[IpeaynpexaeHust H npeanasHH MepPKH
["oBopere ¢ Bamus nekap unu papmauest, npeau aa npuemere Copagpennd Tesa.

O0bpHeTe cnennaIHO BHHMaHHe npu ynorpedara na Copagennd Tesa -
- Axko umaTte KoxkHH npobaemn. Copadennd Tesa Moke 1a NIPUUMHH OOPUBH M KOKHH .\

peakiiMi, 0cOOEHO 1o pblieTe U Kpakarta. Te OOMKHOBEHO MOrar /ia ce JieKyBaT oT Baiuus jiekap.

B npotuBeH ciayuai BaummsaT nekap Moxke /1a IPEKbCHE WIIH /1a CIIPE JIEYEHHETO. |

- AKO HMaTe BHCOKO KpbBHO Hasarane. Copadenusd Tesa Modke J1a noBuiun Baweto KpbBHO
HaJIAraHe, nopaau Koero BammsT siekap uie ro npocneassa v Moxe J1a Bu npenuiue
JIEKapCTBO 3a JIEYEHHE Ha BUCOKO KPbBHO HaJIATaHeE. \\ ¢
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- AK0 HMATE R/IH CT¢ HMAJH RHeBPH3MA (pasiuMpABaHe H oTcnabBaHe Ha CTEHA Ha icp'bnoﬂocen
CHJ) BN PAIKLCBAHE HA CTEHA HR KPBLBOHOCEH ChbA.

- Axo amarte xaaber. Hupata Ha xprBHATA 3axap npy naumMeHTH ¢ auaber Tpabaa na ce
NPOCICAABAT PEAOBHO, 38 12 MOXE JIa C€ NPEIEHH AATH A038Ta HA AHTHIHA0ETHOTO JIeKapCTBO
TpAGBa Aa ce KOPHTHPA H 34 Na ce CBeAe 0 MHHHUMYM PHCKBT OT HUCKH CTOMHOCTH HA
KpBBHATA 3axap.

- AKo EMaTS REKaKBR npobaemn ¢ upsmmnpunm HJIH aK0 NPpHEMATE namplm BN
$ennpoxymon. Jleuennero cuc Copadennt Tera Moxe Aa noBeae A0 MO-BUCOK PUCK OT
KbpBeHe. AKO npueMare BapdapuH WiH GEeHNPOKYMOH — JIEKAPCTBA, KOMTO PaspexIaT KPbBTA,
3a A8 MPeAOTBPATAT 06pa3yBaHeTo Ha KPBBHH CHCHPELH, MOXKE 8 CTe HANIOMNEHH HA NO-roNsM
PHMCK OT KPBBOH3/IMB. -

- Axo noayuate 6oaxa B repanTe BAR chpAeusEH upobaemMr. BaumvaT nexap Moxe 2a pemy
A3 MPEKbCHE NICYCHHETO WIH Ja o NPEKPATH H3LIAIIO.

- AKO HMATE CHPACTHO HAPYmEHHE KATO HAPYNICHHE HA MPOBOAMMOCTTA, HAPEYEHO
wyanDKasaHe Ha QT uHTepBana”.

- Axo Ba npencTon onepanus Bin cKopo cTe BMaAH onepanus. Copadenut Tepa Moxe na
OKaXKe BIMAHHC BBPXY 3apacTBaHETO HA paHuTe. O6uxkHOBeHO JieuenneTo cbe Copadennt Tesa
ce npexparasa, ako Bu npeacTon onepauus. BammsT nexap ine petiu, xora Aa 3anoyMHe OTHOBO
neuenmero ¢ue Copadenntd Tepa.

- AKO NpHeMATe HPHHOTEKAH BJH Bu ce nprJara JomeTakces, KOMTO Ca CHIIO JIEKAPCTBA 34
neueHue Ha pak. Copagennd Tera Moxke 1a 3acHIu ecbelmrre Ha JIEKAPCTBATA, OCODEHO
TeXHHUTE HEKCEIIAHH PEeaKLMH.

- Axo mpEeMATe HCOMBIHRA RAN APYTR aRTHGHOTHNE. Edextot na Copadennt Tepa moxe aa

- Omae orcnabeH.

- AKO HMATE TEXKKO qepnonpoﬁno yBpe:xasue. Bue Moke 11a pa3BHeTe MO-TEKKH HEXENaHU
peaKiMu, KOraTo B3eMare TOBa JICKAPCTBO.

- - AKO HMaTe BJIOLICHA Mpeqm PyHExnnn. Bamm'r neKap e npociaenssa bananca Ha
TEIHOCTH U €JIEKTPOJMTH B oprauusMa Ba.

- DepTunuter. Copapennt Tepa Moxe aa HaManH QepTIIIHTETA M NPH IBaTa nofa. AKo cTe
38CErHATH, rosopere ¢ Bauimus exap.

- CTOMAHIHATA HJH TPEBHATA CTEHA MOKE AR C€ npobue (cromMamHo-4pesHa nepopaums) no
BpeMe Ha JICYeHHETO (BHKTe Touka 4: Bu3MoXxHH HexenaHH peakumu). B To3u ciryuait Bamuar
JIeKap 1lie NPEYCTAHOBH JICUEHHETO.

- AX0 HMATE PAK HA IHTOBHAHATA XKJIe38. Baumsar nexap me npocnenana HHBATA Ha KaJIlUs U

Ha [UTOBHAHHTE XOPMOHH B KpHBTA BH.
- AK0 noJywETe CJICANATE CHMITOMH, He3a6aBHo ce cBbpxeTe ¢ Bamms niekap, Toit KaTo MoXe

Aa Ce kacae 3a XXHBOTO3acTpamasaulo 3abonsarane: rafeHe, 3a1yX, HCpaBHOMEPEH CHpPAEUEH
PHTBHM, MyCKYJIHH KPaMITH, NPHOAAbLH, NOMBTHABAHE HA YpHHATa H yMopa. [Ipuunna 3a Tax
MOe Na ca rpyTia MeTaDONHTHH YCIIOXKHEHHS, KOUTO MOTAT Aa Ce NOABAT 10 BpeMe Ha
JIEYEHHETO Ha pak, nopaay odpasyBaHeTO Ha NPOAYKTH OT pa3Niajia Ha YMHUPALIH PAKOBH KIETKH
(cunppom Ha TymopeH ausuc (TLS)), u morar aa noBeaaT o npoMenn B GrGpeunara GpyHKims
¥ ocTpa 616peTna HeAOCTATHLYHOCT (BHOKTE CHIIO TOUKA 4: BE3MOXKHH HexeNIaHH peaKium).

Kaxcere Ba Bamng jiexap, K0 Hemo OT HAMHCAHOTO NO-TOpPe ce 0THACK 38 Bac. Moxe 1a ce

HYXKJ8€Te OT JICUCHHE WIH BaluuaT iekap MoXe Ja pely a8 mpoMenH go3ata Ha Copadenub Tepa
HJTH 1 CTipe IEYEHHETO HAITBIIHO (BIXKTE CHINO TOYKA 4. BR3MOXKHM HexKeNTaHH peakiMu).

Jena H 1oHOmMIN
He ca mpoexaany usnursanus csc Copadennt Tepa npu ewia H IOHOMIN.

Apyra nexapceraa B Copadennb Tena

BB3MOXHO /1a [IPHEMETe HAKOE JIEKAPCTBO OT TO3H CTIHCHK WIH APYTH NIeKapCTBa, BAOHOT
TaKHBa, OTIYCKaHH 6e3 penernra:
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- BIIT KAHTAPHOH - OHAKOB NPOAYKT 34 /ieUCHHE HA NeNPECHS,
- denurouH, kapbamazermmu wiu peHoGapOuTan - leKapCTBa 3a leYeHHe Ha eNBJIeNCHS i ApYru
" 3abonaBaHMs;

- ACKCAMETA30H - KOPTHKOCTEPOHA, H3MI0/I3BAH NIPH pa3HYHH 3abonapanus;

- BaphapHH WIH GEHNPOKYMOH - AHTUKOATYJIAHTH, M3NON3BAHH 33 IPEANAIBAHE OT ofpazyBane
HA KPLBHH ChCHPCIH;

- NOKCOPYOHLIHH, KaneUHTAOHH, AOLETAKCEN, NAKJIMTAKCEN HWIH HPUHOTEKAH, KOMTO ca
JACKAPCTBS 32 JIeYeHHE HA PAK,

- AHINOKCHH - JICKAPCTBO 34 JIEKA 10 YMEpPEHa ChPAeIHA HeAOCTATLIHOCT.

BpeMeHEHOCT H KbPMEHe -
Hibarsaiire 6pemennocT, koraro ce nexyBate ¢ne Copadennt Tera. Axo ChLIIECTBYBA |
BB3MOXHOCT Jia 3a0peMeHeeTe, H3NO3BaiTe NOAXOAMINA KOHTPALENLHA [0 BpeMe Ha JIEUECHHMETO. AKO
3abpemeneeTe, 0KATO ce siekyBare cxc Copadennt Tesa, Bennara undopmupatite Bamnsa nekap,
KOHTO L€ PSLIM AATH Aa MPOABIDKH JICYEHUETO.

He Tpa6ba 1a kupmaTe Bamero GeGe no Bpeme na aeuenne cne Copadenn6 Tesa, Thi kaTo TOBa
- JICKApCTBO MOXKe 1a OKaXe BITHAHHE BLPXY PacTekKa H pa3BHTHeTo Ha Bamero Gebe.

Mlogupane u pabora c MAIRER
Hama fanHH, Ye copadeHut e noanuse criocoOGHOCTTA 3a modHpaHe WK paboTa ¢ MATIHHM.

Copadennl Tena coabpas maTpuif
Toea niexapcTro chaBpxa no-mManko or 1 mmol (23 mg) natpuii Ha 1034, T.e. MOe fa ce Kaoke, ue

MPAKTHYCCKH HE ChABPIKA HATpHA.

3. Kaxaa npremare Copadennb Tepa

IipenopranTennaTa 1o3a Copadenn Tena 3a Bb3pacTHR ¢ 2 x 200 mg TabJeTkn, JBA OTLTH

JABEBHO. |
ToBa e exBMBAICHTHO Ha JHeBHa 038 OT 800 mg WK Ha YeTHPH TabACTKH JHEBHO.

[Ipnemaiite Copapennt Tena rabierxn ¢ 9ama Boas, Ha rnagHo WM C XpaHa ¢ HUCKO HNIH
YMEPEHO ChabpKAHKE Ha MasHHHH. He mpuemaitre ToBa ekapcTso ¢ Xpana GoraTa Ha MasHHHH, Thii
KATO TOBA MOXKe [ OTc/1a0M edexta Ha Copadennt Tesa. AKO Bh3HAMEPABATE 8 Ce XPAHHTE C XpaHa,
Oorara Ha MasHMHH, ApHeMaifTe TabneTkuTe MoHe | Yac Mpeau MK 2 Yaca cliel XPAHEHe. |
Busiaru npremaliTe TOBa N1€KapCcTBO TOYHO KakTo By e Kkasan Bamusr JIEKAp. AKO He ¢Te CHI'YPHH B
Helo, nonurafite Bammua nexap win dapManesr.

BaxHo e na npremare ToBa IeKaPCTBO MO €IHO H CHINO BPEMe BCEKH AeH, Taka 4e B
KPBBOOOPAIIeHHETO /1a HMA [TIOCTONHHO KOJIHYECTEO.

O6uxHOBeHO BHe me NpoAL/DKHTE Aa B3eMaTe TOBA JIEKAPCTBO, TONKOBA AKITO, KOJKOTO €
Heo0X0uMO, AOKATO Ce TNIOBIHABATE GNArONPHATHO M HE CTPAZATE OT CEPHO3HH HEXKEAHU PEaKIMH.

Axo cTe npuenm nosetye or HeolxoxaMaTa n03a Copadennt Tepa

Hugopmepaiite Bamusa Jexap seauara, ako Bue (win Hakoli Apyr) cre npuesy noseye or
npeanHcanara nosa. IlpuemManero Ha MHOro BHcoka ao3a Copadenut Tena npasu nossara Ha
HEXC/IAHHTE PEAKLIMH T10-BEPOATHA WIIK T€ CTABAT MO-TEXKKH, 0COOEHO AHAPHATA H KOXKHHTE peaKLmy,
BaumsaT nexap moxe fa Bu kaxe Ja cipeTe npreMa Ha TOBA JIeKAPCTBO. P

AKo cTe nponycHann a2 upaemere Copadennt Tepa

HaONMIwKABa BpeMeTO 3a CIeBALNATA A038, 3a6paBeTe MpOITyCHATATA M MPOIBTK

obukHoBeHO. He p3emaitre nBolia 1034, 3a 1a KOMNEHCHpATE ITPOITYCHATATA 10 K,:(; & )
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' 4. BriMoxHE HeXEIAHE PeAKNEE

KakTo BCHUKH JIEKapCTBa, TOBA JICKAPCTBO MOXE 3 MPEAH3BHKA HEXKEIIAHH peakliiH, BIIPCKH Y HE
BCEKH I'M noyTydapa. TOBA JIEKAPCTBO MOKeE JAa IIOBNHAC Ha Pe3y/ITRTHTE HA HAKOH KPbBHH

H3CJICABAHMAL.

Mauoro wecTn: Moxe aa 3acerHar nosede or 1 Ha 10 nauneHTH

- Mapm

- rajeHe

- 4YyBCTBO Ha cnabocT Wi yMopa |

- 6onka (Bxmouea 60ka B YCTaTa, kopeMa, rnaBobosiHe, B KOCTHTe, TYMOpHa (01ka)

- KOCOIaz (a10reLuns) |

- 3auepBABaHe WM Gose3HeHH AJIaHH WIH CThnana (KOXKHA peakius prKa-Kpax)

- c¢rpbex Win oOpus

- NOBpHIIAHE

- KPBBOH3/MHB (BKMIOMHTETHO KPHBOHIIHB B MO3BKA, YPEBHATA CTEHA U AUXATEHUTE MBTHILA;
KPBBOHIUB)

- BHCOKO KPBHBHO Ha/ISTaHe WIH NOBMLIABAHE HA KPHBHOTO HalAraHe (XUMEPTOHHA)

- HHpeKLHH

- 3aryba Ha aneTHT (aHOpeKcus)

- 38MeK

- Oonku B craBUTE (APTPAITHA)

- BHCOKAa TeMNEPATYpa

- 3ary0a Ha Terno

- CyXa KOXa

HecTH: MOoxxe aa 3acerHar Ao 1 Ha 10 namueHTH

.- rpunonoaobHo 3abongBane

- JIOIO XpaHOCMWIAHEe (JUCIIETICHA)

- 3aTPY/IHEHO I'jITaHe (Aucharus)

- BB3MAJICHA WK CYXOTa B YcTara, 60e3HeH e3UK (CTOMATHT M BL3NAJICHUE HA JINTABHLINTE)

- HHCKH HHBA Ha Kaslui B KpbBTa (XMIOKATILIHEMHA)

- HHCKH HHBA Ha KAJIHH B KpbBTa (XHNOKAIHMEMHSA)

- 605KH B MycKyIuTe (MMAIIHA)

- HapyIIeHa YyBCTBHTEIHOCT Ha NPBLCTUTE HA PHICTE H KPAKATa, BKIIOYMTETHO MpaByYKaHe HIIH
CKOBRHOCT (nepH¢epHa CEeH30PHA HEBPOIIATHA)

- AernpecHs

- MpoOIEeMH ¢ epeKLHATa (WMIIOTEHTHOCT)

- TpoMsHA B r1aca (aucqoxus)

- aKHe

- BB3NAJICHA, CyXa KoxXa WM Genellia ce Koxa (AepMAaTHT, ASCKBaAMAalHA HA KOXKATA)

- ChpAcYHa HEAOCTATHHHOCT

- cupaeveH yaap (MHOKapaeH MH(ApKT) WM rppaHa Ooska

- ITyM B YITHTC

- 6B0peura HeAOCTATHYHOCT |

- HeoOWualHO BUCOKH HHBA HA IMPOTECHH B YPHHATA (ITPOTEHHYPHS)

- obiua cnaboct Wik 3aryba Ha ciuna (acTeHHA)

- cnazaHe Ha Opos Ha OenvTe KPHBHM KNETKH (JIEBKONEHUS K HEYTPOTICHUA )

- crnazaHe Ha Opos Ha MEPBEHHTE KPBBHH KIICTKH (aHEMMH ) |

- HHCBK Opoli Ha TpoMOoLTHTE B KpBhaTa (TpoMOOLIMTONCH! )

- BB3NaJicHHe Ha KOCMEeHHTE PonuKkyiu (PpomuKyHT) |

- HamaneHa QyHKUMA Ha LHTOBHAHATA KIe3a (XHIOTHPEOUIN3EM)

- HHUCKH HHBA HA HATPHM B KPBBTA (XMIIOHATPHEMHSA)

- HapylIaBaHe Ha BKYCOBUTE ycellaHUs (aMcreysus)

- 3a4epBABAHE HA JIMLIETO H YECTO Ha APYTH KOXKHHK 00NacTH

- Xpema (pHHOpes)
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- KHCEJTHHN (racTpoesodareanna pedurykcha Gonect)
- . paK Ha KoxaTa (KepaToakaHTOMa/TUIOCKOKIEThYEH KAPLIMHOM Ha KOXKATA)
- saziebenaBaHe Ha BHHUIHMUA C10# HA KOXATE (XMNepKepaTo3a)

- BHE3AIHO, HEBOJICBO CBUBAHE HA MYCKYJ/IH (MYCKYJIHM CTI83MH)

HevecTH: MOXe 1a 3acerHart no 1 va 100 naumenTn

“ BB3NAICHA CTOMALIIHA JIArABHLIA (TACTPHT) |

- Oonka B kopeMa, IPeIU3BHKAHA OT NAHKPEATHT, BL3NANICHHE HA XUTBUHHA MeXyp W/HIH
KITBYHUTE ITHTUINA

- TIOXKHITABAHE Ha KOXATA HWIH OUMTE (KBJITCHHILA), MPHYHHEHA OT BUCOKH HMBA HA XIThYHH
murMeHTH (xunepduwtupyOuHemun) *

- ANEpruvHH PEakuMH (BIIOYHTEIHO KOXKHH PCAKLIMH H xonp:»mna 'rpecxa)

- obe3poaHaBaHE

- YTOJIEMABAHE HA MIICHHUTE JKJ1IE3H NPH MBXKE (mnemmacma)

- 3ATPYAHEHO JUIIAHE (Geuonpoﬁno 3abonaBane)

- eKIemMa

- NOBHINEHA AKTHBHOCT Ha LIMTOBHAHATA XJI€33 (XHIIEPTHPEOHAHIBLM)

- MHOXECTBEHH KOskrH 06puBH (epureMa MyaTudopme)

- HeoOHualiHO BUCOKO KPBBHO HAIATraHe

- €pO3MH Ha YPEBHATA CTEHA (CTOMALIHO-YUPEBHA nepdopain)

- obpaTHM OTOK Ha TWJIHATA Y4CT HA MOIBKA, KOMTO Moxe Aa Obae CBBp3aH ¢ rnasofoame,
POMEHEHO Ch3HAHHME, MPUNAIBIM ¥ 3PHTEITHH CUMITTOMH, BKIIOMUTEIHO 3aryfa Ha 3pEHHETO
(o6paTuMa 3a/1Ha NeskoeHLedanonaTisa)

- BHE3AITHA, TEKKA aleprutHa peakums (aHaQHNAKTHYHA PEeaKIIHA)

Peaxu: moxe aa 3acerHatr a0 1 Ha 1 000 naipeHTH

- ATEPrHYHA peaKi(ii ¢ MOAYBaHE HA KoXara (HAMp. JHLE, €3HK), KOSTO MOXKE [Ia MpeH3BHKA
3aTPYAHEHHE NPH AMINAHE KN NpPeriTbliaHe (AHrHOeAEM) ~

- HapyIleH copaeveH pHTHM (YawpkaBaHe Ha QT unTepBana)

- Bh3NAIEHHe Ha YepHHA Apob, koeTo Moxe Aa KoBeje JI0 rajieHe, NoBpbIaKe, KopeMHa Gonka 1
HABITEHHMLIA (MPEAM3BHKAH OT JIEKAPCTBOTO XEMATHT)

- obpuB, nonobeH Ha CITHHYEBO HM3rapaHe, KO#To MOXKe Z1a ce NOSBH BLPXY KOXKa, KosTo e Omna
H3/IaraHa Ha JTHYETEPAlHA H MOXeE J1a € TeXBK (00pHB, Nogob6eH Ha JTbYEB IePMATHT)

- 'CCPHO3HH PeakilMH OT CTpaHd HAa KOXKATA W/WIH JIMTABHLIMTE, KOMTO MOTAT Z1a BKJIOYBAT
GonesHeHH MEXypH M TPECKA, BKIIOYHTETHO OTACNBAHE HA KOXKATA HA FOJIEMH YYaCTbLM
(cnHapoM Ha CTHRBHC-JDKOHCHH M TOKCHYHA ENMHICPMATIHA HEXPOJIH3a)

- MATONOTHYHO pa3’pylliaBaHe Ha MYCKYJIHTe, KOeTO MOXKe aa fjoBene Ao npodiemu ¢ &Gmme-
(paﬁnoumnma) -

- yBpexaHe Ha Ob0penmre, B pesyJITaT Ha KOeTo Te HPOMYCKAT POJIeMH KOH1eCTBa npo'nelm
(HedpoTHUEH CHHAPOM)

- ' BB3NANEHHE Ha CHAOBETE HA KOXKATA, KOETO MOXE Ja AoBEE 10 oOpus (nesmmmxnacmqeu
BACKYJIHTY). |

C Hen3BecTHA 4€CTOTA: OT HAIMMHMTE AAHHHM HE MOe Jia Obe HAMpABEHa OLICHKA

- HapymieHa QYHKIHA Ha MO3bKa, KOSTO MOXe /18 ObAe CBbpP3aHa HAMD, Ch¢ CHHIHBOCT, IPOMEHH
B IIOBECHHETO WIH OOBPKAHOCT (eHLedanonaTH)

- pasimMpsBaHe H oTca0BaHe Ha CTEHA HA KPHBOHOCEH ChJl WM Pa3KbCBaHE HA CTeHAa Ha
KPBBOHOCEH ChJl (AHEBPH3IMH M APTEPHAITHH JHCEKALMH)

- rajicHe, 3ayX, HepaBHOMEPEH ChPAEUEH PHTHM, MYCKYJIHH KPaMITH, PHNAXLIH, TOMBTHABAHE
Ha YPHHATA H YMOpa (CHHIpOM Ha TyMopeH msuc (TLS)) (BrmkTe TouKa 2). -

Crobmapane 5a HeXKe/JIAHR PeAKUHH -
AKO NONY4HTe HIKAKBY HEKEJIAHH JICKAPCTBEHH PEaklMH, yBenoMere Baums e L
Tosa BKMOYBA BCHIKH BEIMOXKHH HCOTIHCAHH B TA3H JIHCTOBKA HexernaHH peakisw! Mofkerekio aa. <
chOOLIHTE HexXeaHH PeaKLMK QHPEKTHO Ype3 M3 mbhIHHTeIHa areHIu o Jieka 'y, sy
I'pyer” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiir: www.bda.bg. Kato
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HEIKENAHH PeaKiIMH, MOXETe 1a JAZieTe CBOA IPHHOC 33 nonyqanaue Ha nose4ye HHpOpMAaLMA OTHOCHO
6e30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak s cexpanusate Copadennt Tena
Jla ce chXpaHiBa HA MACTO, HEAOCTHITHO 3a Aclia.

He n3noasBaiiTe TOBR JEXRPCTBO CJIA CPOKA HA IFOAHOCT, 0TOC/IA3aH BLPXY KAPTOHEHATA
ONAKOBKA U BcekH Omuctep cnexn ..l 'onen no:*. CpoksT HA FOZHOCT OTroBaps Ha NOCICAHHA A€H OT
[OCOYEHHMS Mecell.

ToBa eKapcTBO HE M3UCKBA CHIELMAIHM TEMIIEPATYPHH YCIOBHA Ha chXpaHeHue. [la ce cxpaHana B
OPHIHHATHATA ONAKOBKA, 38 14 ¢ NMpeNna3y OT BIara.

He u3xpnpasiire JiekApCTBATA B KAHATH3AILMATA WIH B KOHTElHEPA 38 JOMAINHY OTHIANBIH.
llomaradire Bamua dapMalleBT kak A2 H3IXBBPIATE JIEKAPCTBATA, KOHTO BEUE HE H3IO/3BaTe. Teau
MEPKH e CIIOMOTHAT 32 OMa3paHe Ha OKOJIHATA Cpena. |

6. Crabpaxanne HR OUAKOBKATA B AOULIHATEAHA nEGOpMANHA

Kaxso cpanpxa Copadgennb Tena

.- AKTHBHOTO BEIECTBO € copadeHnb. Beska clmmmpaua TabpeTka ceappxka 200 mg copadenud
(kaTo TO3KNAT).

- JApyraTe ChCTaBKH CA:
Aopo na mabremxama: MEKpOKPHUCTANHA LE/TYI038, HATPHEB JaypHICY/daT, KpOCKapMelIo3a
HATPHH, XKIIPOMEJIO38, MArHE3UEB CTeapaT [pacTuresieH).
Ob6gusxa na mabremxama: XUIIPOMENo3a, Maxporoll, TeraHos auokcuna (E171), qepBeH
xKejie3eH OKCHAL (E172). |

Kaxk marnesas Copadennb Tepa B KAKBO CHABPKA OIAKOBKATS

Copadenut Tesa 200 mg punmMupanu Tabnerku (TabieTkn) ca po3oBH, KPbIv, nnoﬁnommxﬂanu, v
BTEOHaTO penedHo obo3HaueHue "TV" oT eanara cTpana 1 "S3" or apyrara crpana. TaGnerxure ca
nmpubmaprento 11 mm B MaMeTsp. |

Copadenn6 Tepa ca HATHYHH B GMCTEpHN ONAaKOBKH, ChIbpXAmH 1o 28, 30, 56 1 112 dHrIMHpaHH

TabNeTKn B B nep(])opnpmm eAHOHO030BH ONMCTEPHH ONAKOBKH, Chabpkamu 112 x ] q:muupaml
TabneTxH.

" He BCHYKH BHAOBE ONIAKOBKH MOTAT za ObparT NyCHATH B hponmxﬁa.
[IpRTEeXaATEN HA paspemenneTo 38 ynorpeba n nponﬁmnm

IIpRTeXATET HA PA3PLIHEHEETO 38 YHOTpeba
TevaB.V.
Swensweg 5, 2031 GA Haarlem

Iipon3soawTean:
Teva Operations Poland Sp. Z.0.0
ul. Mogilska 80, Krakéw, 31-546

Ionna

DEM/5361/001/WS/017



Merckle GmbH
Ludwig-Merckle-Strasse 3, Blaubeuren, Baden-Wuerttemberg, 89143
['epManus

PLIVA Hrvatska d.o.o. (PLIVA Croatia 1.td.)
Prilaz baruna Filipoviéa 25, Zagreb, 10000
XbpBaTUs

Actavis Group PTC ebf,
Dalshraun 1, 220 Hafnarfjordur
HUcnaspms |

Tosa sexapcTBO € pazpemeno 3a ynorpeba B xnpikaBaTe “wienka Ha Esponefickoro
HKOHOMHYeCKO NPOocTPaHcTBO H B OfeannenoTo kpancTeo (Cesepna Hpaanans) nox caeaunTe
EMEHA:

I"'epmanus ‘Sorafenib-AbZ 200 mg Filmtabletten

Benrus Sorafenib Teva 200 mg filmomhulde tabletten/comprimés pelliculés/
) Filmtabletten

bbnrapus Copadenund Tera 200 mg dbunmupanu TabneTku

Yemka perrybnuxa Sorafenib Teva

Hauus Sorafenib Teva

Ecronns - Sorafenib Teva

['bpius Sorafenib/Teva 200 mg emxoivppéva. pe Aentd vutviodoxio

Hcnanns Sorafenib Teva 200 mg comprimidos recubiertos con pelicula EFG

OHHNAHANA Sorafenib ratiopharm 200 mg tabletti, kalvopaéllysteinen

DpaHims Sorafénib Teva 200 mg comprimé pelliculé

XbpBaTus Sorafenib Pliva 200 mg filmom obloZene tablete

YHrapus Sorafenib Teva 200 mg filmtabletta

Hramms Sorafenib Teva

JIutBa Sorafenib Teva 200 mg plévele dengtos tabletés

JlaTBus | Sorafenib Teva 200 mg apvalkotis tablets

JlroxceMOypr Sorafenib Teva 200 mg comprimés pelliculés

Hunepnannna Sorafenib Teva 200 mg, filmomhulde tabletten

[Mommna Sorafenib Teva

Mopryranua Sorafenib Teva

Hipeipa Sorafenib Teva

CnopeHusn Sorafenib Teva 200 mg filmsko obloZene tablete

Cniopakus Sorafenib Teva 200 mg

ObemuneHo xpancrBo  Sorafenib TEVA 200 mg Film-coated Tablets

(CepepHa Upnannust)

JaTa Ha nOoCaeRHO npepaame:maﬁe Ba nEcTOBKATA — 04/2025
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