JIHcTOBKA: HHGOPMARES 32 HANMEHTA

Hazonann6 Tepa 200 mg primupann TabaeTks
Pazopanib Teva 200 mg film-coated tablets

Haszonanut6 Tepa 400 mg paamupann Tabrera
Pazopanib Teva 400 mg film-coated tablets

nazonanu® (pazopanib)

IIpovereTe BAAMATEIHO NEIATA JJHCTOBKA, NPeAH A2 3AN0YHETE AR NPHEMATE TOBA JEKAPCTBO,

Thil KATO TH CHAbPXA BaXkua 33 Bac nandopmanns,

- 3anaseTe TasH JuCcTOBKa. MojKe a ce HANIOXKH Ja 1 IIPOYETETE OTHOBO.

- Ax0 HMAaTe HAKAKBH JONBITHATENIHH BLIPOCH, NonuTaiiTe Bawns nexap wnn gapmanesT.

- Tosa nexapcTBO € npeqmHcano JmuHo Ha Bac. He ro npeotcrrnBaiite Ha ApyrH xopa. To moxe
A2 UM HaBpe]IH, HE3aBHCHMO Y€ TIPH3HALMTE Ha TAXHOTO 3a00MABaHe Ca ChIIMTE KaTo Bammre.

- AKo NoJyunTe HAKAKBH HekenaHH peakiu, yeeaoMere Bamns nexap unu gapmanest. Tosa
BKIIOYBA H BCHYKH BB3MOKHH HEXETAHH PeakiMH, HeONMCaHH! B Ta3H AHCTOBKA. Brkre

TOYKa 4.
Kakso ¢LIALpKa TA3H JHCTOBKA W3MbLIHATENHA ATEHLLUS NO NEKAPCTBAT! %
1. Kakgo npeacrasnasa [Nazonanu® Tepa H 33 KaKso ce H3ON3  Tipusowene 2 "
2. Kakso Tpa6ea aa 3Haere, npeau aa npuemere [azonannt Tef AoAL T 1/ J2 :
3. Kax na npuemare Iazonann6 Teea KiM Pes. Nt .. - :
4.  BB3MOKHH HEKENAHH PEAKIMH 3¢/ 7)) f7 - J’,}:Pw
5. Kax na cwxpansasare [Tazomanu6 Tesa Paspewenue Ne =2l onsceenennnnd, 1. L-HZ-ZBZZ ......
6.  CooppxaHne Ha ONIAKOBKATa M JOITKIHATENHA HHGOpMALHS i
1.  Kakso opeacrasasba Ilazonann6 Tera K 3a KaKBO ce H3M0I3BA

IazonaHu$ Tera e B IEKAPCTBO, HAPEYEHO NpomMeunKunasen unxubumop. HeiictBa xato 6nokupa
AKTHBHOCTTA H& POTEHHH, YHACTBAIIH B PACTEXA ¥ pa3slIPOCTPAHEHHETO HA PAKOBHTE KIICTKH.

Nasonann® Tera ce H3NON3BA NPH BH3PACTHH 3a JIEUEHHE Ha:

- pax Ha 616perTe, KOHTO e HanpeaHaN WIH C€ € Pa3npPOCTPAHMA KbM APYTH OPTaHH.

- OIIpENCIICHE BHIOBE CapKOM Ha MCKHTC TBHKAHH, TOBa © BH] pax, KOHTO 3acara NOAOBPAAIMTE
TBKAHH Ha TAN0T0. Moxke fa ce HaMHpa B MYCKYJIHTE, KPBBOHOCHHTE ChA0OBE, MACTHATA THKAH
WK APYTH THKAHH, KOHTO NOJIBPXKAT, 3200HKAIIAT WAH NpeANasBaT OPTaAHHTE,

2.  Kaxkso Tpn0Ba aa 3H3eTe, npean aa npremere [fazonanu6 Tesa

He npremaiite Ilazonanat Tepa

- aKo CTe anepriyHM KhM NMAa30NaHHG HIH KM HAKOA OT OCTAHAMHTE CBCTABKH Ha TOBa JICKAPCTBO
(u3bpoern B TOuKa 6).

Ob6nprete ce keM BamBg jgexap, ako MHCITHTE, Y€ TOBA ce OTHacd Ao Bac.

Dpeaynpexaecnns B npeanazng MepKy

T'osopete ¢ Bamusa nexap, npean na nphemere Tazonauut Tesa:

- aKo HMaTe ChLpaetno 3a0ongBane;

- aKO HMaTe 9epuoaApotno 3abongsane;

- 4KO CTe HMANH CHPACIHA HeJOCTATHIROCT HIIH CLpACUeH YAAD;

- aKo Dpead CTe MManiH Koaanc Ha Geante Apobose;

- 4KO CTe UMAaJIH pod/ieMH, CBBP3aHH ¢ KbpBeHe, KPLBHA ¢HLCHPEIH HIIH ¢
ApTepHHTE;

-
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- aKO CTe HManH NpoOIeMH ChbC CTOMAXA HJIH YePBATA, KaTo nepdopayus (NPoOHB) Win
ghucmyna (oGpasyBaHe Ha HeecTECTBEH NPOXOA MEXTY YIACTHUM HA HEPBATA);

- aKO ¥Mare MpobneMy ¢ IMHTOBAIHATA XTE3A;

- ako uMate npobneMH ¢ 6bOpeunara pynknuxs;

- aKO HMAaTe WIH CTe UMaNH AHeBPH3MA (pasmmpaBaHe H oTcnabBaHe Ha CTEHA HAa KPLBOHOCEH
Cb/[) WIH pa3KBCBAHE HA CTEeHA HAa KPBBOHOCCH ChA.

Ysenomere Bamraa sexap, ako Hemo OT ropenocoYeHHTe ce 0THACK Ao Bac. BawmsaT nexap me

npeueny nanH Iazonanu® Tepa e noaxonsm 3a Bac. Moxe na ce nanoxu aa Bu ce nanpasst

AONLJIHATE/IHH H3CJeIBARKN, 34 1a C¢ MPOBepH AanH Ob6peunTe, CHpLETO H YepHUAT BH 1pob

paSoTar npaswIHO.

Bacoxo xppBRo naasrane B IIazonanné Tesa

INazonann® Tesa moke fa NOBHINY KpBRHOTO BH Hamaraxe. Bawero KpeBHO HanATaHe wWe Gbae
H3MEPBaHO Npeay Aa sanovudere Na npHemare [azonannd Tepa, KAKTO H JAOKATO ro mpHemate. AKo
HMaTe BHCOKO KPLBHO HanArane, e Obaete iekyBaHH ¢ N€KapCTRa 3a [IOHIDKABAHETO MY.

- ¥VBepomere Bamns jiexap, ako IMAaTe BUCOKO KPBBHO HATAraHe.

AKko 1II¢ ce HOAJIAraTe HA ONEPARHS

Bauiust nexap e crpe nphema Ha [Masonasu Tepa Hali-MaiKo 7 HH NpeiH ONEPALMATA, ThH KaTO
JICKApPCTEROTO MOXKE Ja NOBJTHAS HA 38pacTBaHCTO HA paHaTa. Jleuennero Bu e 3ancHHe OTHOBO,
KOraTo paHata ¢ Aobpe 3apacHana.

CreTosnng, 38 KOHTO TPEGBA ClIeAHTE

TlazonannG Tesa morke fa BIOIIH HAKOH CHCTOSHUA WIH AQ IPHUMHH CEPHO3HM HEMKENAHW PEAKLIMH.
HAokarto npuemare Iasonanu6 Tesa Tpa6Ba Aa cieauTe 32 ONpeAENeHH CHMITTOMH, 3a 11 Ce HAMATHA
PHCKBT OT Pa2BHTHE Ha npobnieMH. Brakre Touka 4.

Jena H WHOIMER

ITazonanu6 TeBa ne ce MpenopLYBa NpH Xopa Ha Bb3pact noj 18 rogwuu. Bee ome He € H3BECTHO
KOnX0 106pe AeHCTBA IEKAPCTBOTO PH TA3H BL3pacToBa rpyna. CHINO Taka He TpAbBa aa ce
ynorpe0sBa NpH iella Ha BB3pacT noA 2 roAHHM 0T CHo0pakeH s 3a 6e30MmacHOCT.

Apyra aexapcrsa u Hazonanab Tesa

Tpabea na xakete Ha Baumas nexap wim papMauesrT, ako NpHeMaTe, HACKOPO CTe MPHeMANH HITH €
BB3IMOXHO 32 NpHeMaTe APYTH JIEKapCTBa. ToBa BIovBa OHIKOBH JIEKapCTBa W APYTH JIEKApCTRA,
KOHTO ce KymmyBat 0e3 perierrra.

HskoH NlekapcTBa MOraT J1a NOBNMAST HAYWHA Ha AciicTBHe Ha Ilazonann6 Tepa WIH na NOBRIIAT
PHCKA OT pa3BHTHE Ha HeXXeJlaHW peakiH. ITazonannb Tera MoXe CBINO Aa MOBNHAE ASHCTBHETO HA
HAKOH JIPYTH JIEKapcTBa. Takuea ca:

- KIapUTPOMHIIMH, KETOXOHA30]1, HTPAKOHA30J, pHhaMHLIH, TEIHTPOMHIMH, BOPHKOHAZ0N
(w3non3saHy 3a NeuenHe Ha ARGEKNHN);

- aTa3aHaBUP, MHAHHABHD, HENGHHABUD, PUTOHABHP, CAKBHHABHP (M3NOJNI3BAHH 34 JleYeHHe HA
uidexnns c XHB);

- He(a30soH (M3N03RaH 32 Jledense Ha Jenpecns);

- CHMBACTATHH H BEPOATHO JPYTH CTATHHH (H3NOJI3BAHK 34 JledeHHe HA BHCOKH HHB2 HA
X0JeCTEPOIA);

- JIEKAPCTBA, KOHTO HAMAJIABAT CTOMAIIEATA KACEIHAROCT. BHALT HA IGKaPCTBOTO, KOETO
MPHEMATE 33 HAMAJIABAHE Ha CTOMAILIHATA KHCeTHHHOCT (Hanp. HHXMOHTOP Ha MPOT:
nomna, H2 aHTaroHHcTH Wik anTHalMIH), MOXKE 1a [TOBJIHSE HA TOBA KAK G II
Tlazonanu6 Tesa. Mons koHcyaTHpaiiTe ce ¢ Balmma neKap WM MeBIMHC

Yeeaomere Bamug jiexap win hapMauesT, AK0 NPHEMATE HAKOE OT NIOCOCHHTE
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Ilazonann6 Tesa ¢ xpana B BANMTKE

He npremaiite Ilasonana6 Teea c xpana, Thii KaTo 15 NOBIMARA HAYHHA HA YCBOSBAHE Ha
nexapcTeoTo. IIpHemaiite nexaperBoTo Hal-Manko ABa Yaca ClieAl XpaHeHe WIH €IHH Hac Mpeu
XpaHeHe (BHXTE Touka 3).

He nniire cox ot rpeiingpyr, fokato ce nexypare ¢ Ilazonanut Tera, Thi kaTo TOBa MOXeE 1a
MOBHITH PUCKA OT Pa3BHTHE HA HEKEIAHH PEakLHH.

BpemennocT, KbpMene B GepTHARTET

ITazonanuG Tepa ne ce npenopbuBa, ako cre SpeMenna. EdexrtT Ha Nazonaiu6 Tesa no Bpeme

Ha OpPeMEHHOCT HE € H3BECTEH,

- YBepomere Bamus nexap, ako cTe GpeMenHa WIN InaHHpaTe Aa 3a0pemeHeeTe;

- HsnonzpaiiTe HajexAEE METO 33 KOHTpANEenUAs, 10kaTo npuemate [lazonanub Tesa u B
NPOANDKeHke Ha ToHe 2 CeIMHIM Cle)l CHMPaHe HAa IpHeMa, 3a a l3berdeTe OpeMeHHOCT;

- Axo 3abpeMeneere mo Bpeme Ba nevenne ¢ Ilazonann6 Tena, yBenomere Bamns nexap.

He xppmeTe, noxato npuemate [lazonann6 Tesa. He e m3pecTHO famm chcTaBkuTe Ha [Tazonanut
Tea npemunapar B xspMara. O6cpaeTe ToBa ¢ Bawms nexap.

HanmearaTe 0T MEKKE N0J (BKTIOUHATETHO TE3H ¢ Ba3eKTOMHA), KOHTO UMAT MApTHHOPKH, KOMTO
HWIH ca GpeMeHHH, WM MOraT Na 3a6peMeHeaT (BKIIOYATEIHO TE3H, KOHTO H3MON3BAT APYTH METOAH
3a KOHTpaLenipis), Tpabsa Ja H3NON3BAT MPE3SPRATHBH MO BpeMe Ha NOJIOB 4KT, AOKATO IPHEMAT
Tasonarm® Tepa H B NPOAB/IKEHHE HA NOHE 2 CEAMHEITE el NPHEMA Ha NMOCEHATA A03a.

Jleuenuero c Ilasonankt Tera Moxke Aa noBaAse Ba depruaaTera. O6craere ToBa ¢ Bamua nekap.

IMlogupase u paGora ¢ MAmMARK

Tazonann6 Tepa Moske 1a mMa cTpatiunK ebexTr, KouTo Gxa MOTNH Aa MOBIHSAT criocofHOCTTa Bu

3a modwupane ¥ pabora ¢ MALIKHM,

- H3bareaiire mogupane Wik paboTa ¢ MalikHy, aKo Ce YyBCTBATE 3aMadHH, YMOPEHH WiH ciabu,
MM 8KO YYBCTBATE, Y€ HAMATE CHEPrid.

Iazonanub Tena crappixa HaTpni
Tosa nekapcTBO CBABPAKA Mo-Manko oT 1 mmol HaTpwii (23 mg) Ha pHIMupana TabneTka, T.e. MOKe
Ja C¢ KavKe, Je NPAKTHYCCKH HE ChABPKA HATPUIA.

3.  Kak aa npremare Ilazonann6 Tepa

Budars npremaiiTe ToBa IeKAPCTBO TOWHO KaKTO B ¢ ka3aa Bammar aexap. Ako He cTe
CHTYpPHH B Helllo, NonMTaiite Bauris nekap win ¢apmManesr.

Koako IMazonaan6 TeBa ga npaemare

Ilasonanub Teea 200 mg drunmupanu mabremuu

IIpenopbunTennaTa 203a e uyernpu Tabnerkyu Mazonanu6 Tepa 200 mg (800 mg nazonanut),
[PHETH BEAHEXK AHCBHO. TOBa € MaKCHMAa/IHATA HEBHA 11033, BampsT jiekap Moxxe 13 HaMajli
Batuara 1032, ako pa3BueTe HexeaHy PeaKIHu.

llasonanub Tesa 400 mg duwimupanu mabnemsu

IlpenopnumrennaTa fAo3a ¢ B¢ Tabnerku INasonanu6 Tesa 400 mg (800 mg nazonanwG), npuern
BEAHBK JHEBHO. ToBa € MakCHMaIHATA AHEBHA 103a. BALIMAT JieKap MOXKe Oa Hamanx Baiara 1o3a,
aKO Pa3BHETE HEKEIAHM PeaKiiky.

Kora aa npremare IIazonanat Tesa
He npnemaiite Iasonanuat Tesa ¢ xpana. [Ipuemaiire ro naii-Manxo ra yaca e
€IWH Yac Npean XpaHeHe.

Hanpumep, moxke na npreMare JIeKapCTBOTO [Ba 9aca CIIEHA 3aKYCKA HITH ¢AHH
Npuemaiire Masonanan6 Tesa mo eqHO M CHIRG BpeMe BCEKH JIEH.
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Horasinaiire Tabnerxure nenu ¢ Boga, eaHa cies Apyra. Heaetite aa uynure win pasrpoilagare
TabNeTKHTe, Thit KATO TOBA MOBNHABA HA HAYHHA Ha YCBOSBAHE HA NEKAPCTBOTO H MOXeE 12 TIOBMILH
PHCK2 OT Pa3BHTHE Ha HEKEJIaHH PeaKIHH.

AKO cTe IPHeJH noBeYe 0T HeoGxoaaMaTa 1032 Ilazonann6 Tepa
AKO npHeMeTe NpeKANeHO MHOTO TabneTky, CBhPIKETE Ce ¢ AeKap BN PADMANEBT 33 ChBET. AKO €
BE3MOXKHO, ITOKAXKETE MM ONTAKOBKATA HIH Ta3H JHCTOBKA.

Ako cTe nponycaand na npaemete IasonaanG Tera
He r3emaire npoiina oza, 3a 1a kOMNERCHpaTe MpOITycCHATATA [1034. Ipuemere crnenpamara A02a B
obH4alHOTO BpeMe.

He cmapaiite nprema #a Ilazonann6 Tena Ge3 aa cTe ce NOCHLBETBANN
TIpremaiite ITasonann Tera TonkoBa ABAro, KOMKOTO BH € npenopedan Bampsar nekap. He
COHpaifTe, OCBeH ako ToM ke Bu e nockeeTsa.

4. Bun3MOKHH HeXKeNAAH PEAKMHH

Kakro BcHuxn JICKAPCTEA, TOBA JIEKAPCTBO MOXKE J1a NpeaH3BHKa HEXCTAHH peaKIHMH, BBIIPEKH ue He
BCCKH T'H NONIYYaea.

Bramoxan CEPHOIHH HEHKEJIAHH peakKnan

Mosnaen oTok (cHnIpPoM Ha o6paTHMa NOCTEPHOPHA neBkoeHNehaTonaTHA).

[azonatu® Tesa B penkn caydan Moxke 13 NpHIMHH MO3BYEH OTOK, KOHTO MOXE 713 €
XKHBOTO3acTpalasany. CHMITOMHTE BKTIOMBAT,

- 3aryba Ha peura;

- NMpOMSHA B 3PEHHETO;

- FBPYHOBE (IIPHNAABLM),

- obBpKaHoCT;

- BHCOKO KPLBHO HansraHe.

Copete nprema na Hazonasu6 Tesa n He3abaBEO HOThpPCETE MEJHIOHBCKA NOMOIN, aKO
NIONyHTE HAKOH OT Te3H CHMITTOMH HJIM aKO [OMTy9HTE MNaBoGoiue, IPHAPYXEHO C HAKOMH OT Tesu
CHMITTOMH.

Xuneprosnyna Kpaia (BHe3ANHO H CHINO MOBHMABAHE HA KPBBHOTO HAJIATAHE)

Iazonaumb Tera B penxH cmy4an MoXe 12 IPHYHHA BHE3ANHO M CHJIHO [IOBHIIABAHE Ha KPBBHOTO
Hangrase. ChCTOSHACTO € M3BECTHO KATO XHIIEPTOHAYHA KpH3a. Bamus Jiekap e caeau Baurero
KpPEBHO Halrane, nokaro npueMare Ilazonamn6 Tepa. IlpusHaumTe 5 cCHMITOMHTE Ha
XHNEPTOHHYHATA KPH3a MOTAT A3 BKAIOUYBAT:

- CHIIHa TpBAHA Gonka;

- CHIIHO raBoCoue;

- 3aMBIJIEHO 3PSHHE;

- obspkaHocrT;

- rajeHe;

- MOBPHIIAHE;

- CHJIHA TPEBOXKHOCT,

- 3anyx;

- TBPUOBE (PUNAABIH);

- NpHMaNnABaHe.
Cupete npuema ua Iazonanu6 Tena a we3ababno ROThHpCeTe MEAHIHHCKA TOM
HOMY"HTE XHIEPTOHHYHA KPH3a,
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Crpaeanan npobaeMn

Puckoeete ot Pa3sBHTHE Ha T¢3H CBCTOAHHA MOXE J1a Ca NMO-BHCOKH FIPpH X0pa CbC CHIIECTBYBAILL,
CBpACHEH MPoO/IeM, HIIH K XOpa, KOMTO MPHEMAT ApYTH NekapeTsa. Jokaro npueMare [lazonannd
Tepa me By npocneasBar 3a HAMHYHE HA CHPACHHH TIpoOIeMH.

Hapywenue na copdewnama @yuxyus/copoeuna HedocmamvyHoCH, chpoeyer ungapxm
Ha3zonan6 Tesa Moxe na nopnuse pabotaTa Ha CEPLIETO WK A MOBHIIH BEPOATHOCTTA Ja NONyYHTe
chpacyeH MHGapkT. [IpH3HauuTe H CHMITTOMKTE BKJTIOUBAT:

- HeTIpaBHIeH WITH YCKOPEH ChpACYCH PHTBM;

- chplicbuene;

- [pHMAJIABaHE;

- rpuaHa 0oNKa HiIM TEXECT B MbPIMTE;

- Oonka B peliere, repOa, BpaTa WIH 9€IIOCTTa;

- 3anyx;

- OTOK Ha KpaKara.

TloThpceTe He3a0ABHO MeAHIAHECKA HOMON, AKO MIONYIHTE HAKOH OT T€3H CHMITTOMH.

IIpomenu 6 copoeunwi punrom (Yovraxwcasaie na QT unmepsana)

Tlazonanut® Tesa Moke Ia NOBIHAE CHPASUHHA PHTHM, KOETO NPH HAKOH XOpa MOMKE Aa MPEpacHe B
MOTEHUHATHO CEPHOZHO CHPAEYHO CHCTOSHHE, H3BECTHO KaTo forsade de pointes. Toea Moxe na
JOBEJE A0 MHOTO YCKOPEH CBPACUYEH PHTEM, KOWTO Ja MPHYHHH BHE3alHa 3aryba Ha Ch3HAHKE.
Yeenomere Bamusa Jexap, ako 3abellesknTe HAKAKBH HeoOuuAAA NPOMERH B CHPACINHS CH
PHTBM, KaT0 TBBEpIE OLP30 WIH TEBpHE Gasno OheHe,

Hncyar

TTazonanub TeBa MoKe Aa MOBMIIM BEPOATHOCTTA 12 NOTY4YHTE HHCYAT. [IpH3HalTEe H CHMIITOMHTE
Ha HHCYJIT MOTAT Ja BKITIOYBAT:

- H3TpBNBaHe WK c1aboCT Ha e{HATA CTPAHA Ha TAJIOTO;

- 3aTpy/AHEH roBoOp;

- raaBoGomue;

- 3aMagHOCT.

IlorbpceTe He320aBAO MeAHNHACKA NOMOMT, AKO NONYYHTE HIKOH OT TE3H CHMITTOMH.

Knpsene

[TazonmanuG Tepa Moxke a NpHUYMHE TEKKO KbPBEHE B XPAHOCMMJIATENIHATA CHCTEMA (KaTo CTOMaX,
XPaHOTIPOBOA, PEKTYM HJIH YepBa), U B Oenute apobose, OuOpeLMTe, YCTaTa, BIAraHINeTO H
MO3BKA, BRIIPEKH 4€ TOBA HE ce CTy4sa YecTo. CHMITTOMHTE BKIIOYBAT:

- KPBB B H3MPOKHEHHATA HITH YEpHH H3MPAKHEHHA;

- KPBE B yPHHATA;

- cromamHa 6oska;

- KallJisHe WIH NOBPBINaHe Ha KPbB.

Horhpcere He3abaBHO METRIBACKA MOMOI, AKO NOIYYHTE HAKOH OT TE3H CHMITTOMM.

Tleppopanus B ducTYIA
ITazonanu6 Teea Moxxe fa npeau3sHKka npoGus (Mepgopaliia) HA CTOMALIHATA WIH YPEBHATA CTEHA
HAK Pa3BHTHCTO HA HEECTECTBCHA BPB3Ka MEXKIY OBE 4aCTH Ha xpauocuunarenna‘m CHCTEMA
(puctyna). [IpH3HAIMTE U CHMITOMHTE MOTaT A2 BK/IFOVBAT:

- CHIHA CTOMAINHA 00JIKa;

- razeHe H/HIN [I0OBpbLIAHE;

- BHCOKA TEMIEpaTypa;

- obpasyBase Ha OTBOp (nephopanus) B CTOMaxa, TBHKOTO WIH Je6esioTo 9epBo, OT
OTAENA KLPBABA HJTH HENPHATHO MUPHINEINA rHOH.

MorkpceTe He3abapE0 MEARNMACKA MOMO, AKO NOIYYHTE HAKOH OT TE3H C

Yepnoapobna npodieMn
Tazonaunt Tepa MoKe 1a NpeAU3BHKA NPOGNEMH ¢ YepHHS Apod, KOHTO MOMaT Aa
Pa3sBHTHETO Ha CEPHO3HH CHCTOAHMA KaTO HApy(ICHHE HA YepHoApoOHaTa §
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HEAOCTATBYHOCT, KOATO MOXeE Ja NoBeAE A0 CMLPT. Baluar nekap e npoeepasa 4epHOAPOOHUTE
eH3MMH, hokato npuemMare [lazonannt Tesa. [IpH3HALMTE H CHMITTOMHTE, Y€ HepHUAT /ipod He
(byHKIMOHMpA NPaBAJIHO MOraT Ja BKIIOYBAT:

- MIOKBITABAHE HA KOKATA WIH Ha OA10TO HA 04MTE (3KHIITEHHLA);

- THMHA YPHHA;

- yMOpa;

- rajeHe;

- MOBPEILIAHE;

- 3aryba Ha aneTur,

- 6osika B nAcHATa YacT Ha cToMaxa (KopeMa);

- JIECHO NOMyYaBaHe Ha CHHMHMH.

HorbpceTe He3abABHO METHNEACKA HOMOMI, aKO NOTYIHTE HAKOH OT TE3H CUMNTOMM.

KpuBna cLcHEpenn

Hwvaboxa eenosna mpombosa (IBT) u 6erodpoben mpomboembonznm

Tazonamn6 Tera Moxke na npean3BHKa 0OpasyBaHeTO HA KPBBHH CHCHPEIM BBB BamuTte peny,
ocobeHo Ha Kpakara (AB100Ka BeHo3Ha TpomMGo3a win JIBT), KOHTO MOrarT ChINO Taka J1a ce
NpHABIKAT KbM Genute Apobose (Genoapoben TpomGoembonuzbM). TIpH3HALMTE H CHMITTOMHTE
MOTAT A8 BKJIOYBAT:

- OCTpa rPbana Oonka;

- 3anyXx;

- YCKOPEHO RulliaHe;

- foka B Kpaka;

- OTOK HA PBUETE H NNAHWTE WK Ha KPAKaTa ¥ CTHANATA.

Tpombomuuna muxpoanzuonamun (TMA)

Iazonannt Tepa Moxe na npeausBiKa 00pa3yBaHETO Ha KPHBHH CHCHPEIIH B MATKHTE KPhBOHOCHH
ChAOBE Ha OBOpenTe H MO3BKA, MPHAPYKEHO OT HAMANNBAHE HA OPOA HA JEPBEHUTE KPHRHM KICTKH
M KJIETKHTE, y4acTBAIH B KPHBOChCHPBaHeTo (TpoMGoTHIHa MHKpoaHrHonatua - TMA). [lpusuaumre
H CHMITTOMHTE MOT'aT /1a BKJHOYBAT:

- JIECHO MOJTy4yaBaHe HA CHHHHH;

- BHCOKO KPBBHC HAIATAHE,

- BHCOKa TeMIIEpaTypa;

- 00BpKaHOCT;

- 3aMAasHOCT;

- rbpuose (MpHNaabLH);

- TIOHHXKEHO OT/IC/IAHe Ha YPHHA.

Hotwpcere He3abaBao MEARNEACKA NOMOI, AKO NOJYUHTE HAKOH OT TE3H CHMITTOMH.

CHHAPOM HA TYMOPEH pa3man

Tlazonanu6 Tera mosxe na npraunu 6BP30 pasrpakIaHe Ha PaKOBHTE KIETKH, KOETO Aa A0BE/E 1O
CHHIPOM Ha TYMOPEH pasnajl, KaTo TOBa IIPH HAKOH Xopa Moxke Aa € daranHo. CHMIToMHTE MOXKE fa
BKIIIOYBAT HEPABHOMEPEH ITy/IC, IEPYCBE (IPHOATBIM), OOBPKAHOCT, MyCKYJIHH KPaMITH HJIH CIA3MH,
HJIH HaMaJIeHO KonHYecTBo yprHa. IIoThpceTe He3a0aBHO MeIRMABCKA NOMOML, AKO ITOJTYMATE
HIKOH OT Te39 CHMITTOMM.

Hadexnuu
Hudexuuure, BR3HAKBAIM O BpeMe Ha npHema Ha [Tasonanu6 Tepa e BB3MOXHO Ja CTaHAT
cepPHO3HH. CHMITTOMHTE HA HAGQEKUMMTE MOTAT A BKLIOYBAT:

- BHCOKa TEMIEpaTypa;

- rPHRONOAOOHM CHMITTOMH KATO KAULTMIA, YMOPa ¥ GONKH [O TROTO, KOMTO HE
- 3a7yX W/WIH XpHIOBE;

- 6onka npH ypHHHpAHE;

- MOPA3BAHKA, OXXY/TBAHHA HITH PAHH, KOUTO ¢a 3a4€PBEHH, TOIUIH, OTOYHH HIIH,
IHoTnpceTe He3abaBRO MEAHIANCKA NOMOIN, AKO [IOIYYHTE HAKOH OT TE3H CHM
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Br3panenne ga 6enure apobose

ITazonanu6 Tepa B peakn cirysan MoXe 1A NpUYHHK BB3NancHue Ha Oemmre npobose
(uHTepcTHUMANHA GenoapoGHa GoecT, MHEBMOHMT), KOETO MPH HAKOH XOpa MOXe J1a JOBEE 10
cMEBPT. CHMITTOMHTE BKJIFOYBAT 3aJyX HWIH KallUTHIA, KOHTO He OTMHHaBaT. JlokaTo npHemMare
Hasonanu6 Teea, e GpaeTe npernexknaun 3a npobnemu ¢ Genure apobose.

ITorppeere He3alaBHO MeARMHACKA IOMOMI, AKO [IOTYTHTE HAKOH OT TE3H CHMITTOMH.

po6aemn ¢ mMATOBAABATA X132

MNazonanuG Tesa MoMKe Aa NOHWKH HHBATA Ha IMUTOBMAHNTE XOPMOHH, IPOM3BEKAAHHA OT Bawus
opraiusbsM. ToBa MOMe ia foBege A0 MOBHIIABANE HA TErNOTO H yMopa. JloKaro cTe Ha JeYeHHe ¢
IMazonanu6 Tera, mwe Gbaar u3cHenpaHl HUBATA HA IMTOBMAHUTE XopMonn, HadopMupaiite
Bammnas Jexap, ako 3abenexure 3Ha9MMO HAJAJABAHE HA TEMIO HITH YMOpA.

3aMBriIeno BIH HAPYWIEHO 3PpeARE

[lazonann6 Tesa Moxe Ja NPHYMHHA OTAENAHE WiIH pa3KECBaHE Ha BBTPElIHATA O0BHEKA HAa OKOTO
(oTnenBaHe HAH pa3KbCBaHe HA peTuHara). Tosa Moxe Ja J0BeAE A0 3aMBITIEHO HIH HapYLICHO
3peHue.

Yrenomere Bamng nexkap, ako 3a6enexxure HAKAKBA MPOMAHA BBB BameTo spenne.

Bb3MOXKEH HeXkeAHA PeAKIAH (BKAIOYATENHO Bb3MO0XKHA CEPHOZHH HEXe/IAHH PEAKUHH B
CHOTBETHATA KATErOpHs MO Y€CTOTA).

MHEoro YecTH Heke/IaBH peAKIME (Morar Ja 3acerHar moseue ot 1 ma 10 gymn):
- BHCOKO KPBLBHO HANIATAHE;

- AuapHs;

- TAACHE WK NOBPHINAHS;

- cToManmna 60IKa;

- 3aryba Ha aneTwr;

- 3ary6a Ha Terno;

- HApYIIABaHe Ha BKYCa WM 3aryba Ha BKyca;

- BB3NAJICHHE Ha YCTaTa;

- riaeobonwe;

- TyMoOpHa Goska;

- JIHTICA Ha €HEPTHS, Ycellane 3a cnabocT HIH yMOpa;

- TIPOMEHH B 11BETa HAa KOCATA;

- HeoOHaaiina 3aryba HnH M3THHABAHE HA KOCATa;

- 3ary0a Ha KOXEH NUIMEHT;

- KOKeH OOpHB, Bh3MOKHO € 1a BKIIOMBA MRTIOIBAHE HA KOXKATA,

- 3a4CPBABAHS W NOAYRAHE HA AIAHWTE HA PBLETE WK CThNANaTa HAa KpaxaTta.
Yeegomere Bamng siexap nas gapManeBT, ako HIKOA OT TE€3H HEKEIAHN peaKilHH 3anoYHe aa Bu
6e3nokomn.

MHRoOro 2ecTH HexKeIAHH PEeAKIMHHA, KOHTO MOMAT 14 ¢¢ HAGNIOZARAT B KPLEHHUTE HIC/IeIBAHAA

HJIH H3C/EABAHMATA HE YPHHATA:

- NOBHHUIABAHE HA YEPHOAPOOHUTE EHIHMM;

- NOHKKABAHE HA al0yMHHA B KPHBTA,

- GenTEK B ypHHATa;

- noHmKaeaHe Ha Gpos Ha TpoMOOLMTHTE B KPBBTA (KJIETKH, KOHTO CTIOMArar 32 ChCHPBAHETO Ha
KpbETa);

- NoHKXaBaHe Ha 6pogq Ha Denure KPLBHH KIIETKH.

YecTH HeXeNAHR PEAKIAR (MOTaT Aa 3acernar Ao 1 ma 10 ayum):
- JI0LIO XPaHOCMMIIAHE, TTIOAYBaHe, ra3oBe;

- KbpBEHe OT HOCA,

- CYXOTa B ycTaTa Wil adpTH B ycTaTa;

- AHbeKLMH;

- HeoOHvaliHa CLHIIMBOCT,
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- TPYAHO 3aCIHBAHE;

- rpeana Gonka, 3anyx, 60/1ka B KpakaTa H NOLYBaHe HA kpakaTa/cTbnanara. Tosa Moxe na ca
IPH3HAIH 3a KPBBEH ChCHpEK BbE Bamreto ™10 (TpoMGoeMOONHIEM). AKO CBCHPEKBT Ce
OTKBCHE, TOH MOXe 1a JocTHrHe Ao Oenure BH ApoGoBe, KOeTO MOXKE 1a €
JKHBOTO33CTPAINABAINO HIH JOPH C (aTaNcH KpaH;

- CHPLIETO CTaBa NO-MANKO eheKTHBHO MPH H3OMIIBAHE HA KPBB KBM TATOTO (ChpAeYHa
AMCQYHKIAA),

- 6aBeH chpAeUeH PHTEM;

- KBPBEHE B YCTATA, peKkTyMa wim Oemwte apobose;

- 3AMAAHOCT;

- 3aMBIICHO 3peHHE;

- TOpEIlH BRIHH;

- NIONYBAHE, MPAMHHEHO OT 3abPKaHe Ha TEYHOCT B JIMIETC, PHLETE, TTE3EHHTE, XOHIATa HTH
KIeTIayHTe;

- Mpapyukaie, ¢1abocT HIH H3TPBIBAHE HA AJIAHHTE, PHIETe, KpakaTa WM CThIANaTa;

- KOXKHH HAPYLOSHHA, 3aUepBABaHe, ChPOexK, Cyxa Koxka,

- HapylUleHHA HAa HOKTHTE;

- KOXKHO ycelnaHe 3a napeHe, Souxane, chpexk WIH MpaByUKaHe;

- YCEIIaHE 3a CTYA, C TPenepere;

- TIPEKOMEPHO TOTEHE;

- ACXHApaTALHS,

- MycKyiHa 6onka, cTaBHa 60/ka, GONKA B CYXO0KHIHATA HIH IphHE G0NKa, MYCKYTHU CRa3Mu;

- JApesTas rjac;

- 3a/yx;

- KalLTHLA;

- KaljisHe Ha KPbB,

- XBIILIAHE;

- cuiupane Ha BL3AYX MexkIy Geina apo0 U rpBAHATA CTeHa, KOeTO YeCTO ¢ MPHYHHA 33 3a1yX
(mHeBMOTOpAKC).

Yeeaomere Bamns nexap BaR $apMANEBT, aKO HAKOA OT Te3H HEXKEMAHH PEAKIHH CTaHE

00e3MOKOHTENHA.

YecTn HexeIaHH PEAKIMA, KOHTO MOraT Aa ce HaG/II0JABAT B KPbBHATE R3C/ICABAHMSA H/IH
H3C/IeABAHHATA HA yPHHATA:

- TIOHMDKEHA (PYHKIMA Ha [MTOBHTHATA XK/Te3a;

- OTKJIOHEHHA B YepHOAPoOHaTa QyHKIHS;

- NOBHINaBaHe Ha GHITHPYOHHA (BEIIECTBO, KOETO Ce MPOH3BEKAA B HepHHA npob);

- NMOBHINABAHE HA JIMNa3aTa (€H3HM, KOHTO yuacTea B XpaHOCMHIIAHETO);
- MOBHINABAHE HA KPeaTHHHHA (BEIIECTBO, KOSTO C€ MPOHIBEAA B MyCKYITHTE);
- NPOMEHH B HUBATa HA Pa3HYHH APYTH XMMHYHM BEINECTBa/€H3HMH B KPbBTA. Bammuar nekap

me By nadopmupa 3a pesyntardTe 0T KPHBHUTE HICHSRBAHUA.

HevuecTn BeXxeNaHH peaknum| (Morar Aa sacersat o 1 na 100 xymm):

- HHCYIIT;

- BPEMEHHO HAMaABaBe Ha XPbBROOPOCABAHETO HA MO3BKA (TPaH3HTOPHA HCXEMHYHA aTaKa);

- MpeXbCBaHE Ha KPBBOOPOCABAHETO HA YACT OT CHPLIETO HITH Chp/ieyeH yAap (MHOKapaeH
WHpapKT);

- YACTHYHO MPEKBHCBAHE HA NPHTOKA HAa KPBB KBM 9acT OT ChPUETO (MHOKApHA HCXEMHS),

- KPbBHH CHCHPEUH, MPHAPY)KEHH C HaMalsBaHe HAa YePBEHATE KPHBHH KICTKH H KICTKHTE,
Y4acTBalll¥ B KPbBOCHCHPBaHETO (TpoMOOoTHYHA MHKpoaHTHONaTHA — TMA). Tesu kpreHH
ChCHpELH MOTAT Ia YBPEAAT OPraHH KaTo Mo3bka H 6B0peunre;

- NOBHIUABAHE HA Opos HA YEPBEHMTE KPBBHH KNETKH;

- BHE3AMNEH 3ayX, 0COOCHO KOraTo e npHapy#eH oT octpa Golka B rbpAMTE
aumaHe {6enonpoben embonmasMY;

- TEXKO KbpBEHE B XpaHOCMHIIATETHATA CHCTEMA (KAaTO CTOMAX, XPAHOIIPO
6u0pertiTe, BIAraNHIIETO WIH MOZBKA;

- HApYUICHHE Ha CbPAEYHUA PHTHM (YabkasaHe Ha QT uHTepRana);
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. npoOue (Mepdopaliig) Ha CTOMaXa WK YepBaTa;

- o6pasyBaHe Ha HEECTECTBEHH MPOXOAH MEXAY PasHuHH YUacTbUk Ha uepbata (guctyna);

- TEXKKH HJTH HEPEJIOBHH MEHCTPYaHH HHKIIH;

- BHE3AIHO OCTPO NOBHIABAHE HA KPHEHOTO HalArade (XUNepTeH3HBHA KpU3a);

- Bb3MANIEHHE Ha NAHKpeaca (TTaHKPeaTHT);

- BB3MANEH, HEMPABIIHO PYHKIHOHHPALL WK YBPEAeH 96peH Apob;

- MOKHITABAHE HA KOXKATAa WIM 6a/1aTa 4ACT Ha OunTe (ABJITCHHLA);

- BB3MANCHHE Ha KOPEMHHIATA (TIEPHTOHHT);

- OTAENSHE HA TEUEH CEKPET OT HOCa;

- OOpHBH, KOMTO MOTaT Ja ¢a ChpOAIIH HiiH Bb3naneHH (IVIOCKH HH HaAMrHATH NBITKA AITH
MeXypH);

- HECTH H3IXOHAAHHT,

- NOBHINEHA YYBCTBHTEITHOCT HA KOXKATA KBM CIbHUEBA CBETIIHHA,

- HaMa/leHa CEeTHBHOCT Ha KOyKara,

- KOKHa paHa, KOATO He 3a3JpaBsea (13Ba Ha KOJKaTa).

Penxn Hesxenann peaxuun (Morar na 3acersar ao 1 ma 1 000 aymu):

- BB3ManeHHe Ha OenuTe apobose (MHEEMOHHT);

- pasMpABaHe H oTcAabBaHe Ha CTEHAa Ha KPBBOHOCEH Cb/l WIIH PA3KLCBAHE HAa CTeHa Ha
KPBLBOHOCEH CBh/l (AHEBPH3MH H apTEPHATHU JHCEKALMH).

C Hed3BeCcTHA YecToTa (OT HANMYHHTE AaHHK He MOXE Aa (bAe HanpaBeHa OLIEHKA):
- CHHAPOM Ha TYMOPEH pasnajl B pe3yITaT Ha OBp30 pasrpaxiaHe Ha pakoBHTE KIETKH,
- 4¢pHOAPOOHA HEJOCTATBLYHOCT.-

CrofmaBaHe Ha HeXeXAHH PEAKIHH

AKO NONYYHTE HAKAKBA HEXKENAHM JICKAPCTBEHH PeaKLMH, YBEAOMEeTE Bamns JeKaAp HJIH
papmanesT. ToBa BKI0OYBA BCHYKH BB3MOKHH HEOTIHCAHH B Ta3M JIMCTOBKA HEXKEJIAHH PCaKLHH.
MoxkeTe ChILO Aa CHOOIIHTE HEXKETaHK PeaKIHH QUPeKTHO upes ManbnHuTeNHa areHnus no
nexapcrsara, yn. ,,Jlaman Tpyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiit: www.bda.bg.
Kato cpobluasaTe HexkeNaHH peakiliy, MOKETe Ja JaJere CBOs [IPHHOC 33 NOIYy4aBaHe Ha NOBEUES
HHGOPMALIHA OTHOCHO 0E30TIACHOCTTa Ha TOBA IEKAPCTRO.

5.  Kak pa coxpanssarte Ilazonann0 Tesa
Jla ce cbxpaHApa Ha MACTO, HEJOCTRITHO 33 JeLa.
He n3noJsBaiiTe TOBA JIEKAPCTBO C/Ie] CPOKA HA FOAHOCT, OTOCIIA3aH BBPXY BAKMCTEpa H
KapTOHEHaTa onakoska ciel . 'oxen ao:“. CpoKeT Ha rogHOCT OTTOBaps Ha NOCHESIHHA ACH OT
NIOCOYEHHSA MECELL,

Tosa NeKapCTBO He H3UCKBA CIIELIMANTHH YCJIOBHA 33 CHXPAHSHHE.

He uzxpeprsiiTe nekapeTRaTa B KAHAAW3AMWATA WA B KOHTeiHEepa 33 JOMAIIHA OTOANBIIH.
[Monuraiire Baums dhapMaLeBT Kak Ja H3XBBPIATE JEKApCTBATA, KOHTO BeYe He H3NoJ3Bare. Te3x
MEPKH 1€ CIIOMOTHAT 3a ONa3BaHE HA OKOJIHATA Cpea.

6. ChabpikaHBe HA ONAKOBKATA A JONBIHHTEIRA AAGOpManus
Kakpo cbanpika Ilazonanné Tesa

Hazonanub Tesa 200 mg ¢uamupanu matnemuy:

- AKTHBHO BEIIECTBO: NA30MaHKUG (KaTO XHAPOXIIOPHL)
Beska ¢punMupana Tabnetka cuaspka 200 mg nazonanut
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- JIpyTH CBCTaBKH:
TabnetHo aapo: MuKpoxpHcTanha ueaynosa (E460), Hatpuer HHIECTeH rauKonar (Tun A),
noswaon K30 (E1201), marsesnes creapar {E470b).
DUnMOBO MokpuTHe: xunpomeriosa (E464), turanos arokens (E171), Maxporon 400 (E1521),
yepeed xenesed okcua (E172), moymcopbar 80 (E433)

Hazonanub Teea 400 mg dunmupanu mabremsu.

- AKTHBHO BEULIECTBO: Na30naHU0 (KaTo XMIPOXIIOpHA)
Besika dunmupana tabnerka ceabpxka 400 mg nazonannb

- Jpyrd cheraBru:
TabneTHo SAPO: MHKPOKpHCTANHA Ueynosa (E460), Hatpues HUIIECTeH rMKoNaT (THN A),
noeugoH K30 (E1201), marnesuer cteapat (E470b).
PunmMoBo nokpuTre: xunpomestosa (E464), Taranos auokeua (E171), makporon 400 (E1521),
nonucopbar 80 (E433)

Kaxk narnexna Ilazonannt Tepa 4 KAKBO CHABLPKA OHAKOBKATR

Ilazonanu6 Teea 200 mg dunmupany mabremxu:

Maszomanu6 Tepa 200 mg GpunrMupanH TabneTkH ca NPOALJICOBATH, PO30BH, ¢ BITBOHATO pesiedHo
o3Havenue ,,200“ ot eanaTa cTpana, ¢ NpUOGAH3UTENHH pasMepu 14,3 mm x 5,7 mm.

Te ce gocrasar B npo3paynn Agymutuii-PVC/PE/PVDC 6amcrepu no 30, 60, rpynoBH onakoBKH 1o
60 (2 onakoeku no 30), 90, rpynosu onakoeku no 90 (3 onakoeku 1o 30) dunmupanu TabaeTkH.

Hazonanub Tesa 400 mg punmupanu mabremxu:

Iazonauu6 Tesa 400 mg dumHpanH TabIeTKH ca IPOABIAroBaTH, 661H, ¢ BATEOHaTO penedHo
o3HaueHHe “400” or enHara crpana, ¢ NpuGmH3HTEnHH pasmeps 18,0 mm x 7,1 mm.

Te ce aoctaeat B npospavunand Anymuanit-PVC/PE/PVDC 6aucrepn no 30, 60, rpymoeH ONakoBkH Mo
60 (2 onaxosku no 30), 90, rpynosy onaxoeku no 90 (3 onakosku no 30) dunmupanu Tabnerku.

He BCHUKM BHIOBE OMAKOBKH MoTaT Aa 6bJaT MycHATH Ha Nasapa.
liprTexkaTen Ha paspemeHHeTo 3a ynorpeda u npoHIBogHTe

TNpurexaren Ha pa3pemieAHETo 3a YRoTpeba
Teva B.V.

Swensweg 5

2031 GA Haarlem

Hupepnannus

IIpon3BoguTEIH

Remedica Ltd

Aharnon Street, Limassol Industrial Estate
Limassol 3056

Kunnbp

PharOS MT Litd.

HF62X, Hal Far Industrial Estate
Birzebbugia BBG3000

Manra

Tosa nexapcerTso € papemeno 3a ynorpeba B AbpxaBaTe — wieHkH Ha EBpone
HKOHOMHYIECKO HPOCTPAHCTBO DOA CISTHATE HMEHA:

Buurapus IMazonannt Tera 200 mg punmupann TabreTKH
HMazonann6 Tera 400 mg dunmupann Tabnerkn

EctoHus Pazopanib Teva
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XbpeaThs

YHrapusa

JIuTea

JlarBus

PyMmruua

CroBakua

Pazopanib Teva 200 mg filmom obloZene tablete
Pazopanib Teva 400 mg filmom obloZene tablete

Pazopanib Teva 200 mg filmtabletta
Pazopanib Teva 400 mg filmtabletta

Pazopanib Teva 200 mg plévele dengtos tabletés
Pazopanib Teva 400 mg plévele dengtos tabletés

Pazopanib Teva 200 mg apvalkotis tablets
PAZOPANIB TEVA 200 mg, comprimate filmate
PAZOPANIB TEVA 400 mg, comprimate filmate
Pazopanib Teva 200 mg

Pazopanib Teva 400 mg

JaTa Ha noc/aeARo DpepasriekAiHe HA NTHCTOBKATA
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