Jincropka: undopmMaund 33 NALHEHTA

Nazo®ponT 200 mg GpraMupaHu TA0TETKH
PazoFront 200 mg film-coated tablets

Iazo®ponT 400 mg buaMHpaHn TaGNeTKH
PazoFront 400 mg film-coated tablets

nasonaHub (pazopanib)

MpoveTeTe BHEMATENHO LAIATA JHCTOBKA, MPEAH A3 3aM0YHETE 18 NpHEMAaTe TOBA JEKAPCTBO,

THil KATO TA ChALPKA BakHa 3a Bac undopmauns.

- 3danazere Tasyd NMCTOBKA. Moike Aa ¢e HaloKH A3 A NpoYeTeTe OTHOBO.

- AXO UMaTe HAKAKBH JOMBAHHTENHH BHIIPOCH, NonuTaire Bamns nekap Wi dapmalesT.

- ToBa JieKkapcTBO € MpeanucaHo AnuHo Ha Bac. He ro npeoTcThBaliTe Ha APYTH Xopa. To MOXe
[a UM HAaBpeAH, HE3aBHCHMO Y€ NIPH3HALMTE Ha TAXHOTO 3afoNsgBaHe ¢a ChiUTe KaTo Bamwure.

- AKO TNOJIy9HTE HAKAKBH HEKEJAHHW PEAKUHH, YBEIOMETE Bammus nekap win $apmauesr. Tosa
RKITIOYBA Y BCAUKH BB3MOXKHH HEXXENAHH PEaKlMi, HEONUCAHH B Ta3H JIACTOBKA, BIDKTE

TOYKa 4.

Kakso chALPKA TA3H JHRCTOBKA
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1. Kakso npeacrasisBa [1a30@®poHT # 38 KAKBO ce H3M0J3BA

[Tazo®poHT ¢ BHA JIEKAPCTBO, HAPEUEHO NpOMEUHKUHA3EH unxubumop. JetictBa Karo Onokupa
AKTHBHOCTTA Ha NPOTEUHH, YYacTBAllM B PACTEXKa U PaspOCTPAHEHHUETO Ha PAKOBHTE KSICTKH.

[Ma30®poHT ce U3M013BA NIPH BB3PAaCTHH 34 JICHCHHUE Ha.

- pak Ha Gb6peuuTe, KOWTO € HANPEAHAT WM Ce € PasNpOCTPAHWI KbM JpYrd Oprati.

- OnpeAeeHY BUAOBE CApKOM Ha MEKHUTE ThKaHH, TOBA € BHI pak, KOMTO 3aciara NogabpKaluMTe
TEKAHH Ha TI0TO. MOXe [ia ce HaMHpa B MYCKYJNTE, KPbBOHOCHHTE CbIOBE, MacTHATA ThKaH
WY OPYTH THKAHM, KOMTO NMOMLIBPIKAT, 3200HKaIAT WM TIPSANa3BaT OPraHuTe.

2. Kaxso Tpabsa aa 3HaeTe, npeayn 1a NpHeMeTe ITazo®poHT

He npuemaiire [I1a3o®poHT

- aK0 CTe aJePrudlH KbM NasonaHu® Wil KbM HAKOA OT OCTAHANUTE CHCTABKH Ha TOBA NeKapcTBo
(436poeHH B TOUK2 6).

O6npHeTe ce KbM BamHus jieKap, ako MHCJIATE, He TOBa C& 0THACA A0 Bac.

MpeaynpexaeHHa H NpeaNasHH MEPKH

I'oBopete ¢ Bamius nekap, peau 1a npHeMere [TazoPpoHT:

- aKO UMaTe ChpAedHo 3a0oaABaHE;

- ako uMare uepHoapobHO 3a0onnBaHe;

- aKO CTE HMAJTH ChpAeYHA HeAOCTATHIHOCT HAH ChPAEHCH YAAPD,

- aKo TpeH CTE MManK Kosanc Ha Genure apobose;

- aKo cTe MMatd npobneMu, CBbP3aHU C KbpBeHe, KPbBHH ChCHpelUH HJAH €
apTepHHTE,;

- aKO CTe UMANH NPOBIEMH ChC CTOMAXA HAM YePBATA, KaTO nepPopayus (npob

1

M3MLITHATENHA ATEHLMN NO NEXAPCTBATA

W =F 5 ek g e FrredppRddang

AR BRI PR A AR R D RA AR




¢ucmyna (o6pasyBaHe Ha HEeCTECTBEH NPOXOM MEXKAY YJaCThLH Ha yepBara),

- aKo UMaTe MpoOIeMH ¢ WHUTOBHAHATA HUT€3a;

- axo umare npobrnemu ¢ 6pdpedHaTa PYHKUHE;

- aK0 UMaTe WM CTe MMATH aHeBpH3Ma (pa3LiypaBaHe U 0TcnabBaHe Ha CTCHA HA KPBhBOHOCEH CBA)
WIH pa3khCBAHE HA CTEHA HA KPBBOHOCEH CHI.

Ypenomere Bamius Jekap, ako HELIO OT FOPENOCOUYCHHTE CC OTHACA 10 Bac. Bawuuar jgekap 1e

npetend Jamyd Ila3o®poHT € NOAXOJALL 3a Bac. Moxe na ce Hanoxku Ja BH ce HanpasAaT

JONBAHHTEAHH H3CAEABAHMSA, 33 3 Ce MPOBEpH Aar¥ OBOpELMTE, CHPLETO H HEPHUAT Bu apob

paboTAT MPaBHITHO.

Bucoko kprBHO Haaarane # [azo@poHT

[Ma3o®poHT MOXKe Ja MOBUIIM KPBBHOTO By HanAraHe. Bameto XpbBHO HajdAraHe 1¢ ObJe H3IMEPEHO
npemu Ha 3anouHere Aa npuemare I1a3oPpOHT, KAKTO W NOKAaTo ro MpHEMATE. AKO HMaTe BUCOKO
KPBBHO HansATaHe, e ObETe NEKYBaHH C JIEKApCT8a 33 NOHWKABAHETO My.

- YeenoMmere Bauus Jiexap, ako UMaTe BUCOKO KPbBHO HAJIATAHE.

AKO 1Iie ce MoAJIAraTe Ha onepanud

Baumst nekap lue crnpe npueMa Ha [Taso®poHT Hall-MaTko 7 JHW NpeaH onepauusTra, ThH Karo
JNIEKapCTBOTO MOXKE A MOBJIMAE HA 3apacTBAHETO HA paHarTa. Heuenuero Bu e 3anoyHe 0THOBO, KOraTo
paHara € gobpe 3apacHana.

CbCTOAHHSA, 32 KOHTO TpabBa clieanTe
[Ta3o@poHT MOXe Ja BAOIIH HAKOU CHCTOAHHA WK 12 MPUIUHH CCPHO3HM HEXEaH! peaki. JloKaro
npremare [Mazo®ponT TpAGBa [a CleAWTe 33 ONpENCNeHH CHMITOMY, 32 Ja CC HaMalH PHCKBT OT
pa3BuTHE Ha MpobneMH. BrokTe TouKa 4.

Hena o 10HOIIH

[a3z0o@pOHT HE ce MPENnophYuBa NPY X0pa Ha BB3pacT NOA 18 rogrHu. Bee ol HEe € H3BECTHO KOIKO
aobpe nefcTBa NEKapCTBOTO NPH Ta3M BB3pacTOBA Ipymna. Cepmo Taxa [Tazo®poHT He TpAdBa 1a ce
yrnoTpeGABa NPy Aela Ha BL3PACT Noj 2 rOIUHH OT crobpakeHnd 3a 6e30MacHOCT.

JApyru gexapcrsa d Ilazo®poHT

TpabBa na kaxkeTe Ha BamMa fekap Wi (QapMalerT, ako MPHEMATe, HACKOPO CT€ MpUEMAalTH HIIH €
BB3MOKHO Oa NMPHEMATEe APYTd jieKapcTa. 10Ba BKIIO4BA OWIKOBH JIeKapCTBa ¥ APYTH JIEKapcTsa,
KOHMTO ce KyImyBaT 0€3 peuenra.

Hskou lekapcTBa MOraT Aa MOBJIMAAT HAYMHA HA AEHCTBHE Ha [Tazo@pPOHT WX Aa TMOBHILIAT PUCKA OT

pa3BHTHE Ha HexenaHu peakuny. [Ta30PpoHT MOXke ChLIO Aa MOBIHAC AEHCTBUETO Ha HAKOHU JAPYTH

nexkapcTa. Takupa ca:

- KJIApUTPOMHLNH, KCTOKOHA30Jl, HWTPaKoHa3olm, pudaMHLMH, TEJIMTPOMHLKH, BOPHKOHA30I
(M3M10/13BaHH 33 JieeHne Ha HHPEKIHN);

- aTa3aHaBHp, HHAMHABHP, HeNpHHABHP, PHTOHABHP, CAKBHMHABHUD (M3110/13BaHM 32 JeYeHHe Ha
undexuns ¢ XHB),

- Heda30nOH (M3MON3BAH 32 Jedenye Ha [Aefpechs),

- CHMBACTATHH ¥ BEpOSTHO ApYFHM CTaTHHA (M3MON3BaHHM 3a JieWeHHe HA BHCOKM HHMBA HA
X0/1eCcTepoJia);

- IeKapCcTBa, KOMTO HAMAANBAT CTOMAIIHATA KHCCIHHHOCT. BHIBLT Ha NEKapCTBOTO, KOETO

MpueMaTte 3a HaMalfBaHe Ha CTOMAllIHATA KUCEIMHHOCT (Harp. MHXMOMTOP HAa NPOTOHHATA
nommna, H2 aHTArOHUCTH WIH aHTHALMIM), MOXe Jia TIOBNMAE Ha TOBA Kak CC MPHEMa [Tazo®poHT.

Mons KOHCY/ITHpaiTe ce ¢ Bailiya ekap Wil MeAULMHCKA CECTPA 34 CBBCT.

YeenomeTe Bamns gexap wiu ¢apMalLeBT, ako TPHEMATE HAKOE OT NOCOMEHHTE NIO-rope NiekapeTsa.

[Ta3o@pOHT ¢ Xpana, HAMHTKH H AJK0X0JI
He npuemaiite Tlaso®poHT ¢ Xpana, Thit KaTO TS NMOBJIKABA HAYHHA Ha yCBOABANC H
[pueMaiiTe NeKapcTBOTO Haki-Manko ABa Haca CNeJl XpaHCHE WM €HH HaC npeau
TOYKA 3).




He nsiite cox or rpedndpyT, J0KaTO C€ JIEKyBaTC C [Ta3o®PpoHT, TeH KaTo TOBA MOXE [a ITOBHIIH
pHCKA OT pa3sBUTHE HA HEXEJIAaHH PeaKLMH.

BpeMeHHOCT, KbpMeHe H GepTHANTET

[Ia30@poHT He Ce Mpenopb4YBa, aKo cTe Opemensa. Edextsr Ba [la3o®poHT MO BPEME Ha

OpeMEHHOCT HE € H3BSCTEH.

. YpenomeTe Bamms nexap, aKo ¢Te GpeMenHa WM IUIAHHpaTe Ja 3a0PEMEHEETE;

- HMsamoasBailiTe HaaeXIeH MeTod 3a KOHTpaHenuus, IJ0KaTo TIpHEeMaTe [Ta30PpoHT H B
NpOALIKEHHE Ha MOHEe 2 CeMHULIY Cllel CNIMpaHe Ha MPHEMa, 33 1a u3berHere OpeMEHHOCT,;

- AKo 3afpemMeHeeTe No BpeMe Ha jJedeHne c [Ta3oPpoHT, yBeAOMETE Bamnsa nekap.

He knpmere, aokato npHevare Ilaso®pont. He € M3BECTHO JalH ChCTABKHTC Ha [lazo®poHT
npemuHaBat B kbpMata. OGchAeTe TOBa ¢ Baluns nexap.

[anueHTHTE OT MBKKH 10,1 (BKIIOUHTEIHO TE3U ¢ BA3EKTOMHUA), KOUTO UMAT NApTHLOPKU, KOUTO HIH
ca GpeMEHHM, WIM MoraT na 3afpeMeHedT (BIHOUHTENHO TE3H, KOMTO M3NON3Bat OpYrd METOAH 3a
KOHTpALCTILHA), TPAOBa da W3MON3BAT MpPEe3CPBATHBH (O BPEME Ha IIOJ0B aKT, AOKATO mpUeMar
[Ma30MpOHT M B MPOXBNKCHHE Ha TIOHE 2 CEAMMLIH CJICA MPHEMa Ha NOC/CAHATa 1033,

Tleyennero ¢ [Ta30@pOHT Moske A3 MoBausie Ha (eprunurera. OOCHALTE TOBA C Bansa nekap.

[Mlodupane v pabora ¢ MALIHHH

MMa3o®poHT MOXeE Ja UMA CTPAHHYHHM €EKTH, KOMTO 6iXa MOTIM 2 MOBMHAAT ciocobHOCTTa BU 3a

modHupane U paboTa ¢ MalIWHH.

- U3s6arsaiite wodHupane wm paboTa ¢ MallIMHM, aKO C€ TyBCTBATE 3aMaAHH, yMOPCHH MK
cnaby, Wiy aKo YyBCTBATE, Ye HAMATE CHEPru.

Ma30®poHT cHABLPAKA HATPHI
ToBa NeKapcrBo ChALPKA N0-Majko oT 1 mmol HaTpHK (23 mg) Ha ¢punMupaHa Tabnerka, T.e. MOKe
1a ce Kaxke, 1€ MPAKTHYECKH He ChABbPXKA HATPHH.

3. Kak aa npuemare Ilazo@poHT

Buuaru npueMaiiTe TOBA JIEKAPCTBO TOYHO KaKTO By e Ka3a) BawHAT JeKap. AKO HE CT€ CUI'YPHH
B Hello, monuTalite Baluus nekap Wi GapManesT.

Koaxo [Iazo®pouT 1a npuemare

O6uuaiinaTa n03a ¢ nse Tabnerku I[Taso®pout 400 mg tabnerkn (800 mg na3onaHub), MpHETH
pemHbk AHesHo. ToBa € MakCHManHaTa AHEBHA A03a. BalMAT Jekap MOXKCE Aa HaMalu Baiuara go3a,
aKo MOAYYMTE HEKENaHH peakLuu.

Kora na npuemare [fazoPpoHT

He npuemaiite 1azo®poHT ¢ Xxpana, [Ipuemaiire ro Hall-MaJIKO BA Yaca Cnej XpaHeHe, WK €IHH Yac
pegy XpaHeHe.

Hanpumep, MoXe 12 MpHEMaTe JIEKapCTBOTO IBa 4daca CNCA 3aKyCka WM eAVH Yac mpeau odsn.
Ipuemaiire [1a30®pOHT N0 €4HO ¥ CBILO BPEME BCEKH NCH.

[MornbmaiiTe TAGNETKHTE LIENH ¢ BOAA, €AHa Cex Apyra. He na uynure Wi pa3TpouiaBare TabJIeTKUTE,
TEi KaTo TOBA TOBJIMABA HA HayMHA HA YCBOABAHE HA JIEKAPCTBOTC W MOXE Ja MOBHUIIM DHCKA OT
PA3BUTHE Ha HEXEJIAHW pEaKUMH.

AKO cTe NpHeaH nobeye 0T Heo0X0AUMATA 1034 Ta30®@pouT
AKO TIpHeMeTe NpeKaeHO MHOTO TableTKH, CBBPKETE Ce ¢ ACKAP HIH ¢apMaLeBT 3a CHBET, AKO €
BBb3MOIKHO, MOKAXKETE UM ONIaKOBKATa WX Ta3H JTHCTOBKA.

Axo0 cTe nponycHaaun Ja npHemere [1a3o®@poHT
He BsemajiTe npoliHa 1032, 33 [a KOMIEHCHpare mporycHaTara jo3a. [IppeMere ci

o0n4aiHOTO BpeMeE.




He cnupaiite npruema Ha [Iazo®poHT 0e3 1a cTe ce MOCHLBETBAIH
TIpuemalite [Tazo®poHT TONKOBA ABJIIO, KOIKOTO Bu e npenopsuan Baumsar nekap. He cniupanre,
OCBEH aKo ToH He BH € NoChBETRA.

4. B13MOKHH HEKeJIaHH PeaKLRH

KaKTo BCHYKH JIEKApCTBa, TOBA NEKAPCTBO MOXE Ja MPEAN3BAKA HEXKENAaHW peakiyH, BhIPEKH 1¢ HE
BCEKH 'M IOTy4aBa.

B13MOXKHH CEPHO3HH HEXKeJAHH PeAKIHH

Mo3n4eH 0Tox (CHHAPOM Ha obpaTuMa nocTepHOpHA neBKoeHLedaonaTHs).

[Ma30®poHT B peAKH CTy4au MOXKe Ja MPUYHHA MO3BHCH OTOK, KOWTO MOKE A3 € XXUBOTO3acTpallapal.
CHUMITTOMHTE BIKJIHOYBAT:

- saryfa Ha peura;

- pOMsHa B 3pEHHETO;

- repuoBe (MpHIIATBLN);

- oOBpKaHOCT;

- BUCOKO KPBBHO HaJlATaHe.

Cnpete npuema Ha [1a30PponT 1 He3a6aBHO NOTLPCETE MEAHITHHCKR MOMODK, AKO MOTYYUTE HAKOH
0T Te3M CHMITTOMH HTH 2KO MONyHHTe rMapoGonse, IPHAPYXEHO ¢ HAKOR OT TE3H CHMITTOMHY.

XHNepToOHHYHA KPH3a (BHE3AMHO H CHIHO NOBNIIABAHE HA KPBBHOTO HanAraHe)

[Ta3o®pOHT B peAKH C/Ty4au MOXE 1a NPUYHHH BHE3ANHO U CHIIRO NOBUIIABAHE HA KPHBHOTO HAJATAHE.
CBLCTOSHHETO € H3BECTHO KAaTo XHMMEPTOHMYHA Kpu3a. Balluar yiekap L€ CReau Bamero KpBBHO
nangrase, 7okaro npuemare [azo®powt. [IpH3HALMTE ¥ CAMITOMHTC Ha XUINEPTOHUYHATA KpH3a MOraT
Jia BKTIOYBAT:

- ciTHa rpbaHa 6onka;

- CHJIHO TJTaBoOoNueE,;

- 3aMbIIIEHO 3PEHHE;

- 00BPKAHOCT;

- rafeHe;

- NOBPBLIAHE;

- CHIIHA@ TPEBOXKHOCT,

- 3a10yX;

- repuoBe {pHNAAbLUK),;

- MpUMasiBaHe.

Cnpere npuema Ha I[a3o®poHT M He3aGaBHO MOTHpCETE MEIHUMHCKA NMOMOLL, aKO MOTYyHHTC
XHMIIEPTOHUYHA KPH3a,

Corpaeunn npobiemn

PuckoBeTe OT DAa3BHTHE HA Te3H CHCTOAHMA MOXE Ja €2 MO-BHCOKM NPH XOpa CRC ChILECTBY Ball
chpAeveH mpobieM, WIH MPH X0pa, KOMTO NpueMaT IpyrH nexapcrsa. Jlokaro npueMarte [Ta3o®poHT
e Bu npocneadasar 3a HaANMM4HE Ha ChbpACUHH npoOJIEMH.

Hapywenue Ha copdeunama Qynkyus/copoesna HeOOCMaAMbYHOCT, CHPOEYeH UHPApKM

[lazo®poHT MOXe @ noBauAe paboraTa Ha CHpPUETO HiH Ad TOBHILM BEPOATHOCTTA Aa MONMYYHTE
chpoeyeH HH¢apkT. [pu3HaLMTe U CHMATOMMTE BKIIFOUBAT:
- HEMpaBWIEH WIN YCKOPEH ChPAEYEH PHTHM;

. chpucOucHe;

- NpHMasiiBaHe,

- rpbaHa GONKa WIH TEXECT B I'bPAHTE,

- fonka B phLETE, rbpOa, BpaTa WK YETIOCTTE;

- 3aIyX;

- OTOK Ha KpakarTa.

MoTbpcere He3a6aBHO METHUHHCKS NOMOIL, aK0O MONYHHTE HAKOH OT T€3U CHMITTOMH
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ITpomenu 8 copoeuHus pumom (YOLAINCASAHE HA OT unmepsana)

IMazo®poHT MOXE Aa MOBMHAE CBPAEYHMA PUTbM, KOETO IIpH HAKOM XOpa MOMXC Ia TpepacHe B
IOTEHIIHANHO CEPHO3HO CHPAEYHO CbCTOAHUE, H3BECTHO KATO torsade de pointes. ToBa MOXe a OBEJE
10 MHOI'O YCKOPEH ChpIEUYeH pUThM, KOUTO Jia NpHHKHHH BHE3AlIHA 3ary0a Ha Ch3HaHHE.

YBenomere Bainus Jexap, ako 3abeNexuTe HIKaKBH HeoGHualiHH NpoOMEeHH B ChpAeYHHSA CH PHTBM,
kaTo TBbpAE 6bp30 WK TBBEPAE 6aBHO OHEHE.

Hucyar

Tazo®poHT MOXKE 13 NMOBHUIIM BEePOATHOCTTA 1@ MOMyYHTS HHCYIT. [TpyM3HaUWTE H CHMNTOMHUTE Ha
HHCYJIT MOraT 12 BKJIIOYBAT:

- W3TpBIBaHE WIH CNaboCT Ha ¢iHaTa CTpaHa Ha TAJIOTO;

- 3aTpyAHEH rOBOD;

- rnaBoboNHE;

- 3aMagHOCT.

TloTbpcere He3aGaBHO MEAMLIHHCKA NMOMOI,; aKO NOTYHHTE HAKOH OT T€3H CUMIITOMH.

KnpBeHe
[Tazo®poHT MOXe Aa NPUUHHM TEXKO KbPBEHE B XpaHOCMHIATCNHATd cucTeMa (KaTto CTOMax,

XPAHOMPOBOJ, PEKTYM I YepBa), Wiy B OennTe apo6ose, GuOpeunTe, YCTaTa, BAaraTHileTo U Mo3bKa,
BBIIPEKH He TOBA He ce CIyyBa 4ecTo. CHMITOMHTE BKITIOHBAT:

- KPBB B H3NPAXKHEHHATA WIH HepHH H3NPAKHEHNA,

- KpbB B YPHHATA;

- croMatnHa 6onka;

- KallUIAHE WIW MOBPBILAHE Ha KPbB.

Morspcere He3aGaBHO MEIHIIHHCKA TOMOIIL, AKO NOMYIHTE HAKOH OT TE€3U CHMITTOMH.

Hepdopauun 1 GpHCTYAA
[Mazo®poHT MOXKe OJa Mpeau3BHKa npoOuB (nepdopalla) Ha CTOMAIHATA WIH YPEBHATA CTCHA WITH

pa3BUTHETO Ha HESCTECTBEHA BPB3KAa MEXAY ABE HaCTH Ha XPaHOCMMJIATE/THATA CHCTEMA (buctyna).

[Ipu3HauyMTe ¥ CHMNTOMHTE MOTaT Jia BKJIIOBAT:

- CIWIHA cTOoMamHa 00JIka;

- rageHe Wi NoBpbIUAHE;

- BHCOKa TEMNIEPATYPA,

- obpasypaHe Ha OTBOP (nepdopainsa) B CTOMaxa, THBHKOTO WIH nedenoTo YepBo, OT KOATO CE
OTMEN% KbpBABa WK HENPUATHO MUPHILELA FHOA.

MoTupeere He3a0aBHO MEIHIHHCKA MOMOIL, aKO Oy IHTE HAKOMN OT T€3U CUMITTOMH.

YepuoapolGHH NpoldeMH

TTazodpoHT MOXE Aa NMpenv3BHKa NpobneMH ¢ YEpHUA apo6, KOUTO Morart Aa A0BEIaT 10 Pa3BUTHETO
HA CEpPMO3HHM CBbCTOSHHA KaTo HapylICHHE Ha yepHoApoOHaTa (QYHKIHMA H yepHoapoOHA
HEOCTAThYHOCT, KOATO MOXe A3 AOBeAe A0 ¢MBPT. Baluuar jekap Lie nposepAsa YepHOAPOOHHTE
eH3uMu, nokaro mnpueMare [Taso®ponr. [lpusHauuTe U CHMNTOMHTE, HE HCPHHAT apob He
(G YHKUHOHMPA NPABHIIHO MOTaT Ja BKIFOYBAT:

- NONCLITABAHE Ha KOXKATA WIH Ha GA10To Ha ounTe (KBATEHHLA);

- ThbMHA YPHHa,

- yMOpa;

- ranaeHe;

- MOBPBILAHE,

- 3aryba Ha aneTHr,

- 601Ka B JACHATA HacT Ha cToMaxa (Kxopema);

- NIeCHO MOoJy4aBaHe Ha CHHHHH.

MoTepceTe He3aGaBHO MEAHLHMHCKA NOMOLL, aKO MOTYTHTE HAKOM OT TE€3W CHMITTOMHU.

KpbBHH chcHpenH e
Tvnboxa eenosna mpombosa (BT) u 6enoopoben mpomboembonusem .
Ma3o®poHT MoXKe Ja NPEeAU3BUKa 00pa3yBaHeTo Ha KPbBHH CBCHPELIH BB Baumre
kpakata (IBn6oka BeHo3Ha TpoMbo3a wik JIBT), kouTo Morar ChIlo Taka ia ¢c Iip
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npoGose (GenonpodeH rpomGoemBonnzbM). [Ipd3HauyTe H CHMINTOMHUTE MOTaT ia BKJTIOYBAT:
- OCTpa rppaHa OONKa;

- 3a10YX; _

- YCKOPEHO NHILAHE,

- fosnka B KpaKa,

- OTOK Ha PBLETE U IJIaHUTe WK Ha KpaKaTa ¥ CThAaTa.

TpombomuuHa MUKpOan2uonamus (TMA)

IMazo®@poHT MOXKe Jda NMPEAU3BHKa 00pasyBaHeTO Ha KPBBHY CHCHPCLH B MaJIKNTe KPbBOHOCHH CBIIOBE
Ha OBpOpeIMTE W MO3LKA, MPHAPYXKEHO OT HAMANABAHC Ha 6pos Ha YepBeHUTE KPbBHH KJICTKH H
KJIETKUTE, YYACTBAIM B KPHBOCBCHPBAHETO (TpoMOOTHYHA MHKPOaHIMONATHA - TMA). IlpusHauure n
CHMITTOMHTE MOTAT [a BKIHYBAT.

- JIECHO [TOMy4YaBaHe Ha CHHUHH,

- BHCOKO KPBBHO HAJIATaHE;

- BUCOKA TEMIIEPATYPA,

- 0OBPKAHOCT;

- 3aMasHOCT;

- rbp4oBe (NpHMaIbUK);

- NOHMKEHO OTACIIHE HA ypHHA.

MoTbpceTe He3a(aBHO MEIHUHHCKA NMOMOIL, aKkO NOTYHHTE HAKOM OT T€3H CUMITTOMH.

CHHApOM HA TYMOpEeH pa3naj

[Ta30DpoHT MOXe Ja MPUYMHE OBP30 pasrpakiaHe Ha paKOBHTE KICTRH, KOETO Ja AOBSAE A0 CHHIPOM
Ha TYMOpEH pa3najl, KaTo TOBa IPH HAKOH XOpa MOKE /a ¢ daTanno, CUMITTOMHTE MOXE 13 BKIIIOYBAT
HEPaBHOMEpPEH IYyJiC, T'bpPHOBE (npunaxbiy), 06bLPKAHOCT, MYCKYNHH Kpamnu WIH CrasMH, HiH
HaMaIeHO konmuecTso ypiHa. IloTbpcere He3a0aBHO MEAHIMHCKA NOMOI, KO IOTYHHTC HAKOH OT
TE3H CHMITTOMH.

Hndexnunn

Uudekuuure, BE3HHKBALIN 110 BPEME HA MpHEMad Ha [Ta3o®poHT € BE3IMOXKHO A3 CTaHAT CEPHO3HH.
CuMnroMuTe Ha HHPEKIHUTE MOTraT A2 BKITIOYBAT:

- BUCOKA TEMMNEPATYPA,

- FPUTIONIOAO0HH CHMITTOMH Kato Kalnla, yMopa ¥ GONMKH TI0 TANOTO, KOHTO HE OTMHHABAT,

- 3alIyX H/WIH XpHUNOBE;

- foska MpH ypUHHPAaHe,;

- [OpsA3BaHKs, OXKYy/IBAHHA WIH PaHH, KOMTO Ca 3a4CPBCHH, TOTLTH, OTOYHHU WK OONE3HCHHU.
[loTbpceTe He3a6aBHO MEAHIIMHCKA IIOMOLL, aKO MOy THTE HAKOH OT T€3H CUMITTOMH.

Bn3najienune Ba 6ennte npodose

[Tazo®poHT B pelKH CIydaW MOXe [a MPpHIHHH BBINAICHUC Ha Genure ApoboBe (MHTEPCTULHATHA
6enoapobHa 60NeCT, NHEBMOHKT), KOETO NMPH HAKOH XOpa MOXKE Ia noseae 40 CMEpPT. CHMIITOMHTE
BKJIFOYBAT 3aMyX WM KallTMLa, KOMTO HE OTMHHABAT. Iloxato npuemare [1a3otPpoHT, 1WE Obpere
MpernexaaHy 3a npobaemu ¢ Genute apodose.

MoTbpceTe He3afaBHO MEXHIHHCKA NOMOI, AKO TOTYUHTE HAKOM OT T€3H CHMITTOMH.

[MpoGaemMH ¢ IIHTOBHAHATA MKJIE34

[la3o@poHT MOXE Ha MOHIKK HHBATa Ha IIHTOBHHUTC XOPMOHH, MpOH3BEXKNaHU OT Bamus
opraHm3bM. ToBa MOXeE Ia JOBeAe A0 MOBUIIABAHC HA TEMIOTO M ymopa. JoKaTto CTe Ha JIEUeHHe C
[Ma3o®poHT, e GbAAT W3CIENBaHH HMBATA HAa LUMTOBHAHUTE XOPMOHH. HudopmupaiiTe Bamus
neKap, ako 3abesexuTe 3HAUMMO HaJIaBaHe Ha TEMI0 WK yMOpa.

3aMbLIACHO HAH HAPYILIEHO 3peHHE
Mazo®poHT MOXKEe HAa MPUYMHH OTAENAHE WIM Pa3KbCBAHEC Ha BhTpElIHaTa OOBHBKZ Ha OKOTO
(OoT/NEeNBaHe WAH Pa3KbCBAHE HA peruHara). Topa MOXe a HOBEAE A0 3aMBIICHO WK HAPYIUEHO 3PEHUE.
Hudopmupaiite Balda JeKap, ako 3aberne)kure HAKaKsa [IpOMAHA BbB BalmeTo 3peHHe,

BE3MOKHH HEKEJAHH PEaKuud (BKJIOYHTEIHO BbIMOKHH CEPHOIHH HeXxena
CHOTBETHATA KATErOpHA NO YECTOTA).




MHOF0 YeCTH HexeJAHH peaKiuy (MOraT fia 3acerHat nopete or 1 Ha 10 nymu):
- BACOKO KPBBHO HANATAHE;

- IHAPHA;

- ragcHe WM NMOBPBILARE,

- cToManina donka;

- 3ary0a Ha aneTur;

- 3aryba Ha Terno;

- HapyIllaBaHe Ha BKyca WK 3ary0a Ha BKYca,

- BBL3IMAJIEHHE Ha YCTATA,

- rnapobonue;

- TyMopHa OoNka;

- JIANCa Ha eHeprus, ycelnade 3a cabocT Wiy yMopa,

- MPOMEHH B LIBETA HA KOCATA,

- yeoOuualina 3ary0a Wiy H3TbHABAHE Ha KOCATA,

- sary6a Ha KOXEH NHUIMEHT,

- KOykeH 0OpHB, BE3MOXHO € 12 BKII04Ba H3TIOILBaHe HA KOKATa,

- 3auepBABAHE W MOJYBaHe Ha JUTAHWUTE Ha PBLETE WIH CThAANATa Ha KpaKara.
Yeeaomere Bamnsa Jekap niau papMayeBT, ako HAKOA OT TE3H HEXETAHN pCakuHi 3arI04He Ja By
0e3moKoM.

MuOro YecTH HeKe aHH PeaKiHH, KONTO MOTAT 4 ¢¢ HabA101aBaT B KPLBHHTE HICTEABAHUA HIH

H3CJIeNBAHHATA HA YPHHATA!

- [IOBHILIABAHE HA YEPHOAPOOHHUTE EH3UMHU;

- NOHKXABaHe Ha anOyMHHa B KPbBTAa,

- 6enThK B YpUHATA,

- NOHMKABAHE HA GPOA Ha TPOMBOUMTHTE B KPBBTA (KJIETKH, KOHTO CrioMarar 3a ChCUPBaHETO Ha
KpBHBTA),

- oHMXaBaHe Ha Opod Ha OeauTe KPbBHH KICTKH.

YecTH HexXeaHH peaKIKh (Morar aa 3acersar ao 1 #a 10 AYLIH):

- NOLIQ XPAHOCMHUIIAHE, NOLYBaHe, ra3oBe,

- KbpPBEHE OT HOCA;

- CyX0Ta B yCTaTa WiH aTH B YCTara,

- HH}EKLIHNH;

- HeoOW4aliHa CHHIIUBOCT,

- TPYJHO 3aCTTHBAHE,

- rppaHa 6ofka, 3amyX, Goka B Kpaxara W NoAyBAaHC HA Kpakara/cThnanara. ToBa MOXeE na Ca
[pU3HALM 32 KPbBEH ChCHPEK BbB BaeTo TAo (TpoM60eMbOIH3BM). AKO CBCHPEKBT €€
OTKBCHE, TOW MOKeE [ja IocTUrHe 10 Genute By 1poboBe, KOETO MOXKeE /14 € ’KHUBOTO3ACTPAIIABAIIO
Win JopH ¢ daraned Kpau;

- CHPLETO CTABa MO-MaNko e(eKTHBHO TpH H3MOMIIBAHE Ha KpbB KEM TANOTO (ChpAeYHA
archyHKLIMA);

- faBeH ChpACYEH PHTEM;

- KbpBEHE B YCTATa, PEKTyMa UK OenuTe opobose;

- 3aMaAHOCT,

- 3aMBIVIEHO 3PEHNE;

- ropery BLIHH;

- oAyBaHe, MPHYHHEHO OT 3aXbpKaHE HA TEHHOCT B JIMLETO, PBULTE, rne3eHnTe, XOAWwiara Wid
KJ1€Na4yuTe,

- MpaBy4kaHe, C1aboCT WK H3TPBNBaHE Ha JNAHUTE, PHLETE, KpakKaTa WiH CThIIaTa;

- KOKHM HApyLISHMA, 3a9¢PBABAHE, cepbex, Cyxa Koxa,

- HapyLU€HHA Ha HOKTHTE;

- KOXHO YCelllaHe 3a napeHe, GOLKaHe, ChpOex WK MPaByHKAHC;

- yceulaHe 3a CTy[, C TPENECPEHE;

- MPEKOMEPHO NMOTEHE;

- IEeXHAPaTalH;

- MyCKYJTHa 60iKa, cTaBHa §onka, 60/ika B CyXOXWIHATA WM FPbAHa Gonka, Myc

- Apesras I'1ac;




- 3ayX,

- KalLUTALE;

- KALIUIAHE Ha KPbB,

- X'bJILAHE,

- chOMpaHe Ha BB3LYX MEexay Oenus npo6 ¥ IphiHaTa CTEHA, KOETO YECTO € MpH4HHA 3a 3ayX
(MHEBMOTOPAKC).

Yeeaomere Bammus Jgexap HAH ¢apMaueBT, ako HiIKOA OT TO3M HeXXelnaHH peakuuu CTaHe

o6e3noKouTeHA.

YecTn HeXeNaHH PEAKIHH, KOHTO MoraT aa ce Ha6monapaT B KPBBHHTE H3CJICABAHNA HIH

H3CIeABAHHATA HA YPHHATA:

- noHwkeHa QyHKUMA Ha IMATOBUAHATA AUIC3A,

- OTKIIOHEHUS B YepHOIpoOHaTa QYHKLKA,

- IOBHIIIABAHE Ha OWIMpYOVHa (BEIIECTBO, KOETO Ce NPOM3BEKIA B YCPHHA opob);

- [TOBHILIABAHE HA THNAa3ara (EH3UM, KOWTO yHacTBa B XpaHOCMIJIAHETO);

- [IOBUIUABAHE HA KPEeaTHHHHA (BELIECTBO, KOETO CE TPON3BCIKIA B MYCKYJIMTE);

- MPOMEHH B HUBATA HA Pa3INYHH APYTH XHMHHH BeIIeCTBa/eH3UMH B KpBbBTa. BammAT nexap e
By uH@opMHpa 338 pe3yTaTUTE OT KPbBHHTE H3C/ICABAHMKA.

HeuecTH HexkeJaHH PEAKIIHH (MOTaT Ja 3acerHaT Ao 1 Ha 100 gyws):

- HHCYJIT,

- BpEMEHHO HaMaJliBaHe Ha KPbBOOPOCABAHETO Ha MOJBKa (TpaH3HTOPHA UCXEMHYHA aTaKa);

- NpeKbCBAHE HA KPBLBOOPOCABAHETO HAa 4acT OT CHpLETO MM cppAeueH yzaap (MHOKapaeH
Hndapxr);

- JaCTHYHO NPEeKbCBaHe Ha IIPUTOKA Ha KPBB KbM 49aCT OT ChpUETO (MHOKApPIHA UCXEMHA),

- KPBBHH ChCHUpELlM, TIPHAPYXEHH ¢ HamansBaHe HAa HCPBCHWTC KPbBHH KJIETKH H KIETKHTE,
y4acTBall{ B KPBBOCBCHPBAHETO (TpoMOOTHYHA MUKPOAHIHOTIATHA — TMA). Te3u KpbBHH
CBhCUpELIM MOTaT [a YBPEAAT OpraHi KaTo MO3bKa M 6rOpeumTe;

- osHiIaBase Ha Opod Ha YEPBEHHTE KPbBHH KIICTKH,

- sHelaneH 3aayX, oco6eHo xoraro e mpHApyXeH OT oCTpa 6onKka B CbpPANTE W/HIH Y4YE€CTCHO
mumane (Genonpober eMbonu3bM);

- TEXKO KbPBEHE B XpAHOCMHJIATEIHATA CHCTEMA (kaTo CTOMAaX, XpaHOMPOBOJ WK yeppa), WIH B
6p6peurTe, BIArATHLIETO WK MO3BKa,

- HapylleHHe Ha ChPASYHHA PHTEM (yobkasade Ha QT uHTepBana);

- npobus (nepdopauing) Ha CToMaxa MK HepBaTa,

- ofpasyBaHe Ha HEeCTECTBEHM IPOXOAH MEKIY PasiIMiHU yHacTblk Ha uepBaTa (pUCTymna);

- TEXXKKH WIM HEpeLOBHH MECHCTPYaIHH LIHKIH;

- BHE3ATHO OCTPO NOBUIIABaHE HA KPBBHOTO HAIATAHE (XHTIEPTOHUYHA KPH3a);

- BL3naNedye Ha aHKpeaca (MaHKpeaTHT);

- BL3NAIEH, HENPABWIHO (GyHKIMOHHpPAL HIH YBPEEeH YepeH Apod;

- [oXBJITABAHE Ha KOXaTa Wiy OANNara 4acT Ha OHHTE (>XBIITERHLIA);

- BL3NA/IEHNE HA KOPEMHHUIATA (IEPHTOHHT);

- OTAENAHE Ha TEYEeH CEKPET OT HOCA,;

- oGpuBM, KOMTO MOTaT [a ¢a CHPOSALIM M1 BB3MAICHH (MIOCKH WM HAJUIHATH MBIKH HIH
MEXYpH);

- 4YeCTH U3X0KIAHNA,

- MOBHILEHA TyBCTBUTETHOCT Ha KOXaTa KbM CI'bHIEBA CBECTIINHA,

- HAMANEHO YCeIllaHe WITH YYBCTBHTEIHOCT, 0c0o0eHOo Ha KOXKATAa,

- KO’KHa PaHa, KOATO HE 3a3/IpaBsBa (1353 Ha KOXATa).

PeaxkH HeXKe1aHH PeaKIHH (MoTaT 1a 3aCCrHat Ao 1 Ha 1 000 gymu):
- pLInaleHue Ha 6enurte apobose (THEBMOHUT);
- pasliMpABaHe M orcnabpaHe Ha CTeHa Ha KPBBOHOCEH CbJ WM pa3’KpCBaHE Ha CTCHA Ha

KpBBOHOCEH ChJl, (AHEBPU3MH ¥ apTepHAIHH AUCeKaL|y).

C HeM3BECTHA YecToTa (OT HAUTHYHHUTE JAHHH HC MOXE Nid fbe HanpaBeHa OLICHKA): o TN

- CUHAPOM Ha TYMODEH pa3snaj B pe3yJTaT Ha 61p30 pasrpaxaaHe Ha paKOBUTE KII &e@&ﬂ ne Do

- yepHoapobHa HEIOCTATHYHOCT. X P &2
o JUy g '




CrobuiaBaHe Ha HEXKeJIAaHH PEaKUHH

AKO MONY4MTE HAKAKBH HEXENAHH JICKApCTBESHH PEAKLIAH, ypegoMeTe Bamius nekap Wi (papMalLIeBT.
ToBa BKIIOYBA BCHUKH BE3MOKHH HEOTMCAHH B TA3H JIMCTOBK2 HEXC/TAHH PCaKili. MoskeTe ChIIO A
CHOOIMTE HEXETAHH PEakKLMH JTUPEKTHO Hpe3:

M3mbIHUTENHA AreHLMA 110 JICKapCTBaTa

yi. ,,Jdamss I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebGcaiT: www.bda.bg

Kato chobmiapaTe HeXeNaHH PEaKIMH, MOXeTe Ja AaleTe CBOA IIPHHOC 3a MOJIyJaBaHe Ha IMOBEYE
uHdopMaLHs OTHOCHO Ge30MacHOCTTa Ha TOBA JICKAPCTEO.

5. Kak aa cexpansapate [T1a3o@ponT

Ila ce chbXpaHsaBa Ha MACTO, HEAOCTBITHO 3a ACUA.

He manon3paiite TOBA IEKAPCTBO CNEA CPOKA Ha rofHocT (,,] oneH 10:%), orbenszad BppXy OyTHikara
unu 61ucTepa H KApTOHEeHara onakoBka, CpOKET Ha FOIHOCT OTroBapA Ha MOCIEIHHUSA JEH OT ITOCOYCHMA
Mecel.

To3K IEKApCTBEH MPOAYKT HE H3UCKBA CREUMAIHH yCIOBHA 34 ChXPaHEHHE.

He m3xBppsiiTe EKapcTBara B KaHATH3aUNATa MK B KOHTeliHepa 3a JOMalllHY OTNagbLH. [Tonuraifte
Bamns (apmaueBT Kak Aa H3XBLPIATE JiekapCTBara, KOHTO Beye He W3MNoJ3BaTe. 1€3d MEepKH Ul
CTTOMOT'HAT 34 Ona3BaHe Ha OKOJHATa cpeaa.

6. Coabpauue HA ONIAKOBKATA H NONMbIHHTEIHA HHGoOpMauHdA

Kakgo coabp:xa I1azo@ponT

Haso®ponm 200 mg durmupanu mabremiu

A KTHBHO BELLECTBO; N1a30MaHub (KaTo XHAPOXJIOPHN).
Besika Tabnerka cpabpxka 200 mg nazonaHuo.

- IlpyTH CBHCTaBKH Ca:
Snpo Ha TabneTKaTa: MarHe3ueB creapart (E470b), MUKpOXPHCTATHA LIEITYJI03a (E460), noBHAOH
(K30), HaTpHeB HHUILECTEH IITMKONAT (T”I A).
O6BuBKka Ha Tabnerkara: XHIIPOMENO3d, YEpPBCH JKENE3CH OKCHI (E172), makporoa 400,
nonucopbat 80 (E433), THTAHOB THOKCHI (E171).

Hazo®poum 400 mg dunrmupany madremxu

- AKTHBHO BELIECTBO: Na3onaHut (KaTo XUAPOXJIOPHA).
Bcska Tabnerka chabpika 400 mg na3onaHuo.

- Jpyru CBCTaBKH Ca:
SInpo Ha TabneTKaTa: MarHesnes cTeapar (E470b), MUKPOKPHUCTAIHA LIENTY 1038 (E460), noBHIOH
(K30), HarpueB HULIECTEH MIHKONAT (Tunm A).
O6BHBKa Ha TaONeTKaTa: XHMpOMEN03a, YEPBEH MXEAC3CH OKCHA (E172), makporon 400,
nonucopbar 80 (E433), THTAaHOB IUOKCHA (E171).

Kak mraexna [1a3o@poHT H KAKBO ChAbPHKA 0NMAKOBKATA

Mazo®pout 200 mg ¢puiMupany TabaeTKy ca pO30BH, NPOALIroBaTH, ABOMHOM3MBKHATH (UIMHPaHH
rabneTky, MapKUpaHH ¢ ,,200° oT eqHaTa CTpaHa H TVIaikH OT ApyTrara. [Tpeanararce B 6 no 30
TabJIeTK Y.

[Tazo®pouT 400 mg PpunMupanu TabaeTKH Ca pO30BH, NPOABJITOBATH, JBOHHOM3
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TabneTku, Mapkupan ¢ ,,400 oT eaHaTa cTpaHa ¥ TIaiky OT Apyrara. [pennarat ce B GyTrnku no 60
Tabnerky.

He BCHUKHM BUIOBE ONAKOBKH Morat 1a 6baaT myCcHaTH Ha Iasapa.

[IpuTexaTe Ha PA3PCIICHHETO 38 ynoTpeoda

Frontier Biopharma sp. z 0.0.
ul. Grzybowska 2
00-131 Warsaw

[Tonuia

Mpou3BoaHTEN

Pharmacare Premium Ltd
HHF003 Hal Far Industrial Estate
Birzebbugia, BBG3000, ManTa

JlaTa Ha NOC/IeHO MPEPA3TIeKIaHE HA JUCTOBKATA:
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