JIncroBka: nndpopmauns 3a nanuenra

Copadennt 3entnBa 200 mg puamupann Tabaerkn
Sorafenib Zentiva 200 mg film-coated tablets
copageHund (sorafenib)

[IpoveTeTe BHHMATEIHO USJIATA JIHCTOBKA, NPEIH A 3aM0YHETe 12 IpHEeMAaTe TOBA JIEKAPCTBO,

ThH KaTO T8 Chbp:Ka BaxHa 3a Bac nndopmauns.

- 3anasere Ta3u JIMCTOBKA. MOKe /1a ce HAJIOKH J1a MPpOYETETE OTHOBO.

- AKO UMaTe HAKAaKBH JIOITbJIHUTE/IHH BBLIPOCH, nonuTaiite Bamus JIeKap, HIH (papMaliesT.

- ToBa niekapcTBo e npeanucaHo MyHo Ha Bac. He ro npeorcrsnpaiite Ha Apyru xopa. To Moxe
Ad UM HaBpPC/IH, HE3aBHCHMO Y€ NMPHU3HALIUTE Ha TAXHOTO 3a00sBaHe ca ChlMTE KaTo Bamure.

- AKO MOJIy4HTe HAKAKBH HEXKEJIAHH JIEKAPCTBEHH PEaKLIHH. yBeaomere Baiums nexkap, uiu
(papmanieBT. ToBa BKJIIOUBA M BCHYKH BB3MOXKHH HEXKe/1aHH peaKkLHH, HEONTUCAHHU B Ta3H
nucToBKa. Buwxkre Touka 4.

KakBo cbabpika Ta3H JIHCTOBKA:

Kakso npesacrasnssa Copadenud 3eHTHBa M 338 KaKBO ce
Kakso TpsiOBa a 3naere, npenu na npuemere Copadenntc
Kak na npuemare Copadennt 3eHTHBa

Bb3MOXKHM HekeNlaHH peakuuu

Kak na cexpanssare Copadenn6 3enTHBa
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1. Kakso npeacraBassa Copadennt 3enTHBa M 32 KAaKBO ce H3NMO13BA

- CopadeHnd 3eHTHBa ce H3MO0NI3BA 3a JIEYEHHE HA PAK HA YEPHHUS Apob (xenamoyenyiapen kapyunom).

Copagdennd 3eHTHBa ce W3MON3Ba CHLIO M 32 JICYEHHE Ha pak Ha ObOpeuuTe (Hanpeonan Gvopeyno-
Kiemvyen kapyuxom) B HanpeaHan CTaMi, Korato CTAaHAapTHOTO JIeYeHHE He € MOMOrHAJIO 1a cnpe
Bainero 3abonsBaHe WK ce cunTa 3a HEMOAXOAALLLO.

Copadennd 3eHTHBa ce M3M0/13Ba 32 JIeUEHHE HA KAPLIMHOM HA LIMTOBHIHATA %KJ1e3a (Oughepenyupan
KAPYUHOM HA WUMOBUOHAMA JHCle3a).

Copadenu® 3eHTHBa e T.Hap. Myrmuxkunaszen unxuoumop. Tok nelicTBa kato 3a6aBs CKOPOCTTA Ha
PACTEXK Ha PAKOBUTE KJICTKH H MPEKPATABa KPbBOCHAO1ABAHETO, KOETO MOUIbPKA pacTexka Ha
PaKOBHUTE KJIETKH.

y KakBo TpabBa 1a 3naeTe, npean a1a npuemere Copadennd 3enTusa

He npuemaiitre Copadennt 3enTuna |
- A4KO €Te aJIePru4HH KbM copapeHHO WK KbM HAKOS OT OCTAHAJIMTE ChCTABKM HA TOBA
JIEKapCcTBO (M30poeHH B TOUKa 6)

[Ipeaynpexaenns u npeanasuu mepkn
| oBopete ¢ Bawms nekap unu dpapmauesT, npeau aa npuemere Copadennd 3entupa

OObpHeTe cneunanHo BHUMaHHUe 1pu ynotpebara Ha Copadenund 3enTuna
- AKo0 umare koxun npobaemu. Copadenuc 3eHTHBa MOXKeE na NPHYHHH OOPHBH M KOKHH _
peakumnu, ocobGeHo Mo puleTe u kpakata. Te OGUKHOBEHO MOTaT J1a ce JIEKyBaT OT Ja:ﬁi;yrsi'nelgap., B
MPOTHBEH Cily4al BalunsaT jekap Moxke /1a NPeKbCHE JIEYEHHETO MITH J1a Cripe Jie HBHETO. | * 1
— AKO HMaTe BHCOKO KpbBHO Haasrane. Copadenu6 3eHTHBa MOsKe na nﬂﬂuuf_ﬁ Bawero- |
KPBBHO Hansirane, 3aToBa Baumsr jiekap e ro npocaeassa v Moxe 1a Bu rtltpéfginume**f i
JIEKapCTBO 3a JIeYeHHEe Ha BUCOKO KPbBHO HAJIATaHe. ) el e



— AKO HMATE HJIH CTe HMAJIA aHeBPH3MA (pasLIMpaBaHe W OTCIabBaHe HAa CTeHa Ha
KPBLBOHOCEH CbA) HJIH PA3KBCBAHE HA CTEHA HA KPLBOHOCEH Ch/.

— Ako pmare anaber. Hupara Ha kphBHaTa 3aXap Npy Nau4eHTH ¢ Anabet tpaGea fa ce
NpOBEPSABAT PEOBHO, 3a 1a CE MPELICHH any A03aTa Ha aHTHAHAOETHOTO JleKapcTBO TpAbBa
na 0b/ie KOpHrHpaHa, 3a /a ce CBe€ A0 MUHHMYM PHCKBT OT HHCKA KpbBHA 3axap.

— AKO HMAaTe HAKAKBH NPobJeMH ¢ KPBBOCLCHPBAHETO HJIH AKO npHeMaTe BapdapHH HIH
pennpoxkymon. Jleuenueto crc Copadennd 3enTnBa MOxe na nosese 10 NO-BUCOK PHCK OT
KbpBeHe. Ao npuemare BapdapuH WM HEHNPOKYMOH, KOHTO paspesaa KPbBTA, 34 a He ce
00pasyBaT CHCHPELIH, MOXKE 1a HMa MO-TONAM PHCK OT KPbBOU3JIME.

~ AKoO DOJIy4HTe GoKAa B rbpAHTE HJIH cbpae4HH npobaemn. Baimar nekap Moxke na peLuy
[a NPEKbCHE JICYCHHETO WM Ja TO CIIpe.

— AKO HMATE CbpPAeYHO HAPYIIEHHe KAaTO HapyWIEHHE Ha NPOBOANMOCTTA, HAPEUEHO
»~yAbmKkapaHe Ha QT uxreppana”.

— Axo BH npeacTon onepauns MM cKOpO ¢Te HMaIR onepanns. Copadennt 3eHTHRa MOdKe
Aa MOB/IHAE 3apacTBaHeTO Ha Bawure patn. Bawero neyenne cuc Copadenut 3eHTHBa we ce
NpeKbCHE, aKo Le BY onepHpar. Bawnar nexap uie pewd, Kora aa 3afiodyHe OTHOBO
nevyeHHeTo cbe Copagennd 3enTuBa. |

— AKO npHeMATe HPHHOTeKAH HAH By ce npriara gomerakces, KOUTO ¢a CbLLO JEKapcTBa 3a
pak. Copaenn® 3enTHBa MOXMKe Na 3aCiTH eeKTHTE Ha JIEKapCTBATA OCOBEHO TEXHHTE
HEXKEJIAaHH PeaKLIMH.

— AKO NpHEeMATe HEOMHUNHH HAH ApYrH auTHOHOTHUN. EdexTnT Ha Copadenn6 3enTusa
MOXe na ObAe HaManeH.

— AKO AMaTe TEXKKO 4epHoApoGHO yBpexaane. Bue Moxe N1a pa3BHeTe NO-TEXKH HEKENaHH
peaKkLHH, KOraTo B3€MaTe TOBAa JIEKapCTBO.

— Ako gmaTe BAOmweHa 6b6peuna pynxkuns. Bamuar nexap wie cneay 6ananca Ha TEYHOCTH U
eJIEKTPOJIMTH B OpraHu3Ma Bu. |

~  Pepraanrer. Copadennt JenTHBa MOXE 12 HAMATH PEPTHIMTETA H NPH ABaTa noaa. AKC
CTE 3aCerHaTH, ropopere ¢ Bauina nekap.

— CroManiHaTa HIN YPEBHATA CTEHA MOKeE Aa ce NpobHe (cTomalHo-4peBHa nepdopanus)
Mo BPEME Ha NEUCHHETO (BHXKTE TOUKA 4: BB3MOXKHH HexeNaHn peakunu). B To3u ciyyai
BawuaT nekap uie npeycTaHOBH JIEHEHHETO.

— AKO HMATe PaK HA HIHTOBHAHATA xKJje3a. Bawuat nekap me npociensea HMBAaTa Ha Kanuus
H Ha LHIHTOBHIHHATE XOPMOHH B KpbBTa BH.

— AKO NPOSIBHTE HAKOH OT C/IeIHHTE CHMIITOMH He3a0aBHO ce cBbLpkeTe ¢ Bamus JeKap,
ThH KATO TOBA MOKe 13 Ce 0KaAKe KHBOTO3ACTPAMABANO CHLCTOAHHE: r'ajeHe, 3aAYX,
HepaBHOMEpPER NY./C, MYCKY/IHH KPAMIIH, MbP90Be, NOMBbTHABAHE HA YPHHATA H YMOPA.
Te3n cuMnToMHU Morat Aa 6s1aT NIPHYHHEHH OT IPYNa OT MeTabOHTHH YCIOKHEHHSA, KOHTO
MOraT BE3HHKHAT IO BPEME Ha JICYCHHE Ha pakoBO 3abonsBaHe, NPHYMHEHH OT NPOAYKTHTE OT

'Pa3najaHeTo Ha pakoBH KIETKH (CHHAPOM Ha TyMopeH pasnana (TLS)) u Morar aa aosenat 1o
npomeHH B O1LOpeuHaTa GyHKLMA 1 ocTpa GBOpeYHa HEROCTATHYHOCT ( BHKTE CBLIO Ta
Touka 4.4 Bb3MOXHMN HexenaHu peakimn). |

KaxeTe Ha Bamng Jiekap, K0 Helll0 OT HANHCAHOTO NMo-rope ce oTHAcH 38 Bac. Moxe na ce
HyX7a€Te OT neyeHne nunu Bauar nexap moxe na npomenn ao3zata Bu Copadenut 3entusa, wiu na
CIIpe JIEYEHHETO (BHXKTE CHLIO TOYKA 4: Bb3MOKHM HeskenaHH pPeakLHH).

Jdena n onomn
He ca nposexaaHu m3nuTBaHus cbe Copadennt 3eHTHBA NPH AeLA H IOHOLLIH.

Apyru nexapctBa H Copadennt SenTnna
Hakou nekapcTsa morat aa noenusst Copadenn6 3eHTHBa WM Aa 6baaT NOBTHAHH

OTITycKaHH 6e3 peuenTa; | L Ce \ T )
— PudamnuuuH, HeOMHLIHH MK APYTH JIEKAPCTBA, H3MOM3BAHH 3a JICUCHHE HA Hmﬂexunu | SR
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— YKBAT KaHTapHOH, OUNKOB NPOAYKT 32 NIEYEHHE Ha ACTPECHSL.

— MeunToMH, KapbaMasenuu unu deHobapOUTan, nekapcTsa 3a JICHEHHE HA eMAJICIICHHA U ApyTH
3abondaBaHy.

— JlekcaMeTa30H, KOPTHKOCTEPOK, H3MOI3BaH NPH Pa3iMiHU 3aQoABaHMA.

— BapdapHH unn QeHNPOoKyMOH, AaHTHKOAryJIaHTH, W3MNO/I3BaHu 32 NPeAna3Bane ov ofpasyBane
Ha TpoMOH.

— JlokcopyOHLMH, KaneuMTab1H, AOUETAKCEN, MAKIUTAKCEN HTH MPHHOTCKAH, KOWUTO ¢a
nexapcraa 3a JieueHHe Ha pak.

~ JIUroKCHH, IEKApCTBO 3a IEKA 10 YMEPEHA ChpAeYHAa HeAOCTATHLYHOCT.

BpeMeHHOCT H KbpMene

H36areaiiTe 1a 3a6peMensBaTe, Korarto ce nekyparte ¢be Copadennd 3enTnBa. AKO € BEPOATHO
na 3abpemenceere, uznonisadte NOAXOAAWIA KOHTPALEUHKS MO BPEME HA JICHEHHE. Axo 3abpemeHeere,
nokato ce nekysate che Copaennt 3enTHBa, BeaHara vHhopmupaiite Bawns nexap, KOHTO W pely
A4y Aa POABIKHU JICUEHHETO.

He Tpafsa 1a kbpmuTe Baiero-0ede no speme Ha JNeHEHHETO CBC Copadennd 3enTHBa, THH
KATO TOBa IEKApPCTBO MOXKE A MOB/HsAE PacTexka v pa3sBHTHETO Ha BaueTo Hebe.

IHo¢pupane u paboTa ¢ MAIIUHH - |
Hsma nannu, e Copadenud 3enTHBa uie nosiuse cnocobHOCTTA 3a Wodupaxe Uiy paboTa ¢
MaLlHHH.

Copadennt 3enTHBa CHABLPKA HATPHA |
ToBa JiekapcTBO ChAbPIKA N0-Malko OT | mmol HaTpui (23 mg) Ha 1034, TaKa Y€ Ha NMPaKTHKa He
CBLAbPXKA HATPHH.

3. Kak na npnemarte Copadernd 3entuna

BuHaru npuemaiite TOBa IEKapcTBO TOUHO KakTo B € kasan Baiwsust nekap. AKO HE CT€ CUTYPHHU B
HeLlo, nonuraiite Bamusa nexap vy QapMauesT.

HNpenopbuntenaata A03a Copadennb 3eHTABA 32 BL3PACTHH € 2 x 200 mg TabaeTkH, ABa ABLTH

JHEBHO.
Tosa e eKBUBLICHTHO Ha AHEBHA 1032 oT 800 mg unu yeTHpH Tab1eTKH NHEBHO.

Ipuemaiite Copadennt 3enTHBa TAGAETKH ¢ HAWA BOAA, HA MNA/IHO MM C XPaHa ¢ MaIKO MK
yMEpeHO ChAbPKaHHe Ha MasHHHH. He npuemaliTe TOBA NEKAPCTBO € XpaHa forara Ha MAa3HWHH, THil
KaTo ToBa MOXe Aa Hamanu edexta Ha Copadennd JenTusa. AKO Bb3HAMEPSABATE 3 CE& XPAHUTE C
xpaHa, 6orata Ha Ma3HHHH, B3emeTe TalleTKUTE HaH-MaNKO | yac npeay 1K 2 4aca cnea XpaHa.
BHHary npHeMaiiTe TOBa NEKapCTBO TOUHO KakTo By € kasan Bauius nekap. AKO He CT€ CHI'YPHH B
HeLwo, TonuTaiTe Baluna nexap unu gapMaLesT.

BaxxHo € na mpHeMarTe TOBa JeKapcTBO NO €XHO U ChIILO BPEME BCEKM ICH, Taka HE B
KpbBOOOPaLIEHHETO Ja HMa MTOCTOSIHHO KONTMHECTBO.

O6ukHOBeHO BHe e B3eMaTe TOBa JIEKAPCTBO, KOMKOTO € HE0OX0AHMO, IOKATO NOAYUNTE
61arONPUATHO KIMHUYHO MOBIUABAHE M HAMATE CEPUO3HH HEXKEIAHH PEAKLIHH.

AKO0 cTe npHesn nosede oT Heobxoaumara s03a Copadenntd 3enTHBA
Hudbopmupaiite Bawus nekap BeaHara, ako Bue (1 HAkor ApPYT) CTEe NMpUEU NOBEYE

Yy o TE.F. o R
npeanucanara ao3a. [lpyeManeTo na no-sMcoka no3a Copadenud 3enTnsa npagu no-s @fug: pETA

HEXENAHHTE PEAKUMH MUITH MO-TEXKKH 0COOEHO A1apus U KOXKHH PEAKLIHH. BawusT nex
KaKe J1a CNpeTe IPUEMA HA TOBA JIEKapCTBO.
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AKO cTe NnponycHan 28 npHeMete Copadennt 3enTuna

AKO CTe MpOoIyCHaNM A03a A NPHEMETE KOJIKOTO € Bh3MOMHO IO-CKOPO C/1€R KaTO CT€ CH CIIOMHMJIH.
AKO HabmkaBa BpeMeTO 3a CrieiBaILaTa 103a, 3a6pareTe NpoNycHaTaTa u NPOABLDKETE KAKTO
obukHoBeHo. He B3emalite nBoiiHa f034, 32 1a KOMNEHcHUpaTe NPONyCHATATA.

4. BL3MOXKHH HEXKEJAHH PEAKIHH

KakTo BCHYKM JIekapcTBa, TOBA IEKAPCTBO MOME Aa NPEIH3BUKA HExXeTaHH PEaKUHH, BLOPEKH Ye He
BCEKH TH MoNy4aBa. ToBa JIEKapcTBO MOXe Aa NOBJIMSE HA PE3YNTATHTE HA HAKOM KPpbBHH TECTOBE,

MHoro gecTH:
MOX€ Aa 3acerHat noseue ot | Ha 10 aywn
-  Huapms.
— Tanenre.
— YysctBO Ha cnaboct wnm ymopa.
— bonka (Bxtousa Gonka B yctara, kopema, rnaeobonue, KOCTHTE, TyMOpHa 6onka).
~ Koconan (aroneyus).
— 3auepeiBaHe WiK G0NE3HECHH IAHKM WK CTBNIANA (KONCHA PeaKyus PoKa-Kpax).
—  Copbex unu obpus.
— [loBpbinane.
—  KpbBOU3NHB (BKIOUMTENHO KPBBOH3NME B MO3BKA, YPEBHATA CTEHA M IMXATE/THMS TPaKT;
KPbEOUINUB).
— BHCOKO KPBEBHO HanAraHe WNH NOBMILIARAHE HA KPBBHOTO HAISraHe (xunepmonus)
—  Hudexium.
— 3ary0a na anetur (anopexcus).
—  3anex.
— bonkH B cTasuTe (apmpancus).
— Bwcoka remneparypa.
— 3ary0a Ha Terno.
—  Cyxa koxa.

Yecrn: :
MOXe na 3acerHat ao | Ha 10 qywy
— I'punononobua Gonecr.
— CroMaillHO pa3cTpolicTBO (Oucnencus).
— 3aTpyAHeHo rvaTaHe (Qucghazun).
— Bm3nanesa wiM cyxa ycra, GoneseH eauk (cmomamum u ev3naienue na auzasuyume),
— Hucku HuBa Ha kanuuii B KpbBTa (XUnokaryuemus).
— HuckM HHBa Ha Kanuii B kpbBTa (Xunoxaruemus).
— Hucko HUBO Ha KpbBHaTa 3axap (xunoaruxemus).
— Bonku B MycKynuTe (Muanzusn).
~ Hapyiiena yyBCTBUTENHOCT Ha NPBCTHTE Ha PBLETE H KPaKaTa, BKITHOYMTETHO MpPaBY4YKaHe WIH
BLENEHEHOCT (nepupepra cenzopra nesponamus).
— Henpecus.
— Ilpobnemu ¢ epexumsra (umnomenmuocm).
— IlpomsHa B rnaca (Qucghonus).
— AkHe. |
— Bbananena, cyxa koxa nnu Genewa ce koxa (Oepmamum, OCCKEAMAYUR HA KOXCama).
— CbpaeyHa HeJOCTATBYHOCT. -
— Copneuen ynap (vuoxapden ungbapxm) win rpbasa 6oxka.
— LllymM B yure.
— brbpeuna HegocTaTLYHOCT:
— Heobuuafino BUCOKH HHBa Ha mpPoTEHHH B ypUHATA (npomeunypun).
— OOwa cnaboct unu 3ary6a Ha cuna (acmenus).
— Cnanane Ha 6pos Ha 6esiuTe KpbBHE KIETKH (1eakonenus u HEYMPONEeHUR).
— Cnanane Ha 6post Ha YepBeHHTe KPbBHH KIETKH (anemus).




— Hucnk bpoii Ha TpoMGounTTe B KpBBTA (Mpomboyumonernus).

— Bu3nanenue Ha kocmenruTe honuky (dorurxynum).

— Hamanena pyHkuns Ha wuToBUAHATAE Xie3a (xunomupeouduzvm).

— Hucku HHMBa Ha HaTPU# B KpBLBTA (XUnoHampuemus).

— HapywapaHe Ha BKycoBHTe ycelanus (Quceeysus).

— 3ayepBABaHE Ha IMUETO H YECTO Ha APYTH oGNacTH Ha Koxata (ghrawe).
— Xpema (punopes).

— Kucenunu (cacmpo-ezopazeanna pepayxcna 6onecm).

— Pak Ha koxara (kepamoarxanmoma/naockoxremvyen KApYUHOM HQ KOdcamcl).
— 3anebenaBaHe Ha BLHLIHHUA CAON Ha KOXKATa (xunepxepamosa).

— BHesanHo, HEBONIEBO CBHBaHE Ha MYCKYJIH (MYCKYIHU chazmu).

HeuecTn:
MOXe Ja 3acerrart Ao 1xHa 100 gymmu

— Bb3naneHa cromalHa nuraBuUA (2acmpum).

— Bonka B kopema, PUYHHEHA OT NAHKPEaTHT, BL3NANEHHE HA HTHYHHAS MEXYP W/HIH ATbUHHTE
KaHaJIu.

— IoxnaraBane Ha KoXKaTa WM OuUTE (MCbamenuya), IPUYHHEHA OT BHCOKH HHBA Ha 3KITbUHH
NHTMEHTH (xunepburupybunemus).

— ANEpruyHu peakuuH (BKIIOYHTENHO KOXKHH PEaKiiMH W KOTIDHBHA TPECKa).

— Jexunparauus. _

— YBe/lHYeHHE Ha MIICUHHTE XKIIe3H (2unexomacmus).

— 3atpyaHeHo axlane (berodpobro 3abonasane).

— Ex3ema.

— IloBHIIEHA AKTMBHOCT Ha HIMTOBHAHATA K1€3a (xunepmupeououzom).

— MHoxecTBeHH KOXKHH 0OpUBH (epumema myamughopme).

— Heobwnuaiino BHCOKO KpbBHO HansraHe.

— Epo3uu Ha 4upeBHaTa cTeHa (cmomamuno-ypeenu nepgopayuu).

~ OOpaTUM OTOK Ha TWJIHATa YaCT HA MO3BKA, KOATO MOMKE /1a 6be CBBp3aHa ¢ rmasodonmue,
YBPEACHO CBH3HAHWC, MPUTIANLLUM H 3PHTCITHE CHMITOMH, BIJIIOYHTENHO 3ary0a Ha 3peHHeTo
(06pamuma 3a0na neexoenyeganonamus).

— BHesanna Texka anepriuyHa peakums (anaguiaxmuuna peaxyus).

Peaxn:
MOJke na 3acernar Ao | Ha 1 000 gywm

— AnepruyHa peakuHs ¢ MoqyBaHe Ha KoxkaTa (Hamp. JIMUE, e3UK), KOETO MOXKe aa NMpeAN3BHKa
3aTpyAHEHHE NPH JHILAHE HIH NpernbllaHe (aH2uoedem).

— Hapyuwien cepaeden pursM (yowvascasane na Q7).

— Bu3nanenune Ha yepHus apo6, koeTo Moxe na AoBeae Ao rajaexe, NOBPbIUIAKRE, KOpeMHa Donka M
KBITEHHUA (UHOYYUpaKr om aexapcmeomo xenamum).

- — O0pHuB, nonobeH Ha CTLHYEBO H3rapsHe, KOHTO MOXe 1a Ce NOSBH BbpPXY KOXKa, KOATO € Ouna
H3j1araHa Ha TbHeTeparins, H MOXKeE J1a € TeXbK (06pu6, nodoben Ha rvyues depmamum).

— CepHno3Hu peakliMn Ha KoXKaTa H/UNH JIMraBULMTE, KOMTO MOTaT A2 BKIIOYBAT GONE3HEHH
MEXYPH H TPECKa, BKITIOYHTEIHO OTJICNBaHE Ha KOXKATa HA FONEMH YYacTbLM (CUNOPOM Ha
Cmuevnc-Lxconcvn u moxcuuna enudepmanna nexporusa).

— [1aTONOrnYHoO paspyuiaBaHe Ha MyCKYJIUTE, KOETO MOXE Aa JOBEE O npobnemMu ¢ 6u6peLuTe
(paboomuonuza). -

— YBpexaaHe Ha Ou0peLTe, B pe3yTaT Ha KOETO Te NPONYCKAT rofleMH KONHYEeCTRa [POTEHH
(Hegppomuuen cunopom).

— Bp3nanenne Ha cb0BeTE Ha KOXKATa, KOETO MOKE Ja JOBENE 10 obpus (ﬂea?xoqumomr .; e
BACKYAUM). - R L AN

C HeH3BecTHA yecTOTA: .
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A T T A S
— Hapywena ¢pyHkums Ha MO3bKa, KOATO MOXe 1a 6bae CBBp3aHa HanP. ChC CLHH“BQCT? npoMoHIf =~ , |

B NNOBEACHHETO UM 0OBbpKBane (enyedanonamus). \,:H\ .o e
. _-‘-.II.:,‘J - | v .
E\\\";h .' 'LEJ '}.‘M"\..I‘ \ bﬁ\,’. : o
- : .__::::-:—---#*""':,:""

] Cl P
e - am
- L - 5 -I
. i |II -
LI - L.



— Pasuminpapane v oTcnabbaHe Ha CTEHa Ha KPHBOHOCEH ChJ HIIH pa3KbCBaHE Ha CTEHa Ha
KPBBOHOCEH CbAl (AHe8pusMu u apmepuannu oucexayuu).

— T'anene, 3anyx, HepaBHOMepeH MyJic, MyCKY/IHH KPaMITH, FbpUOBE, MOMBLTHABAHE Ha YpHHATa U
ymopa (CHHApom Ha TymopeH pasnaf (TLS)) (Bx. Touxa 2).

CrobimaBane Ha HeXeIAHH peaKUHH

AKO MOJTy4HTe HAKAKBH HEXE/aHH JIEKAPCTBEHH peakLIiK, YBeaoMeTe Balus win ¢papmauesT. Tosa
BIJTIOYBA BCHYKH BE3MOXHH HEOTHCAHH B Ta3H JIMCTOBKA HEXENNAHHW PeakLnu. Moxere chiuo aa
CHOOIUMTE HEXKENAHN PeakLHH AHPEKTHO Ypes U3nbiHuTeNHa areHuMa no neKapcTBara, ya. ,Jlaman
I'pyes” Ne 8, 1303 Cotns, Ten.; 02 8903417, yeGeaiir: www.bda.bg. Kato crobiuasare Hexenaum
PEAKLMH, MOXKETE A2 1aJeTe CBOA NPHHOC 32 MOJYYaBaHe Ha MoBeye HHPOPMALHS OTHOCHO
bezonacHocTTa Ha TOBa JiekapcTBoO.

5. Kak aa coxpanasate Copadennt 3enTnBa
/la ce CbxpaHsBa Ha MACTO, HEAOCTBITHO 3a Jela.

He u3non3BaiiTe TOBa NeKapCTBO C/1EA CPOKA HA FOAHOCT, OTHE/IA3aH BbPXY KapTOHEHaTa
onakoBka ¥ Onucrepure cnea “I'ogen no:”. CpoKbT Ha FrOAHOCT OTTOBAPA HA MOCJCAHHS E€H OT
NOCOYECHHUA MECELL.

Ha He ce cbxpausBa Han 30°C.

He u3xBbpnsgifte nekapctsara B KaHANH3aMSTA WIH B KOHTEHHEpa 32 JOMAaLIHN OTNaTIbLM.
IHonwuTaiite Bawna dapmauesr kak 1a H3IXBLPIATE NEKAPCTBATA, KOMTO Beye He w3no/eare. Tean
MEPKH LIC CIIOMOTHAT 3a Ona3BaHe Ha OKOJTHATa cpeaa.

6. CoabpkaHHe HA ONAKOBKATA H J0UbJIHHTENHA HARopManHs

Kaxso cbabpixa Copadennd 3enTnpa
—  AKTHBHOTO BellecTBO € copadenn6. Beaka dunmupana tabnerka cpabpka 200 mg
copagennd (karo Tozwnar).
— TloMolnuTe BelllecTsa ca;

Aapo Ha tabnerkara: xunpomenosa 2910 (E464), Kpockapmenosa HaTphii (E468),
- MHKpOKpHCTanHa uemynosa (E460), maruesues creapar (E470b), Hatpues naypuicyndar

(E514)
OOBHBKa Ha TabneTkara: xunpomenosa 2910 (E464), THTaHOB [HOKCHA (E171), makporon
(E1521), yepeeH xkenezeH okcun (E172)

Kax usraexna Copadennt 3enTupa B K2KBO ChABPKA ONAKOBKATS

Copagennt6 3enrnra 200 mg dunmmupann TabneTKH uyepseHO-Ka(ABH, KPLI/IH, ABOHHOM3ITBKHAIH
(punMupanu TabneTky, ¢ BTbGHATO penedHo oznavenue 200 oT eqHaTa CTpaHa H rNajJKy OT Apyrarta
CTpaHa ¢ AMaMeThp Ha TabaeTkara 12.0 mm £ 5%.

[Ipennarar ce B onakosku ot 112 punmupanu Tabnerku B AnyMuHuesu-PVC/PE/PVDC baucrepm.
Ilpennarar ce B onakoeky oT 112 x 1 huaMupaHu TabneTku B Anymunnesu-PVC/PE/PVDC
CAHONO30BH, nepdoprpaHH biHcTepy.

He Bcuuxu BuoBe onakoBkn Morat ga 6aaT nycHaTH B npogax6a.




[Ipurexaren na paspeuleHneTo 3a ynorpeba

Zentiva k.s.
U kabelovny 130,
Dolni Mécholupy

102 37, Prague 10
Yewrka penybnuka

Ilpon3BoanTenn:

Remedica Ltd
Aharnon Street, Limassol Industrial Estate
L.1tmassol 3056
Kunsp |

Unu

PharOS MT Ltd.

HF62X, Hal Far Industrial Estate,
Birzebbugia BBG3000

Manra

To3u nexapcrTeen npoayxr e paspemen 3a ynorpeGa B ALpAKaBATE WieHKH Ha EsponeiickoTo
HKOHOMH'ECKO NpocTpaHcTBO H B ObeanHenoTo kpasicTBo (Cesepra Hpaanang) nog creanure
HMENna: |

Hunepnaunus Sorafenib Zentiva 200 mg, filmomhulde tabletten
Ecrouns Sorafenib Zentiva .
DOpanuns o SORAFENIB ZENTIVA 200 mg, comprimé pelliculé .
Hranus ~ Sorafenib Zentiva
JlaTBus | Sorafenib Zentiva 200 mg apvalkotas tabletes
JlnTea Sorafenib Zentiva 200 mg plévele dengtos tabletés
bunrapus Copadenud 3entura 200 mg punmupany ‘rabnerku
[Tomua Sorafenib Zentiva

- Cnosakns | Sorafenib Zentiva |
PyMEBHHA Sorafenib Zentiva 200 mg comprimate filmate
Heuika penybnuka Sorafenib Zentiva

Obennneno Kpancreo (Cesepra Upnanaus) Sorafenib Zentiva 200 mg film-coated tablets

/laTa ua nocaexHo Npeparaekiane Ba JHCTOBKATA
19.06.2026 .




