JIacroBka: nadopmanns 3a nan

HECHTA

IMazonanu6 G.L. Pharma 200 mg ¢pnamupann tabieTkn
Pazopanib G.L. Pharma 200 mg film-coated tablets

nazonanub (pazopanib)

l'lpoqueTe BHHMATE/IHO UAJIATA JIHCTOBKA, NPE/H /12 3aN04YHeTe 1a NpHeMaTe TOBA JIEKapCTBO,

Thil KATO TH CbABbPKa BaxkHa 3a Bac nadopmanusn.

- 3anasere Tasu nucToBKa. MojKe /1a Ce HAJIOKH J1a A [IPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JOMBJIHUTENIHH BLIIPOCH, nonuTaiite Bawus nekap wiun gapmanesr.

- Toea nekapcTBo e npeanucaHo 1uyHO Ha Bac. He ro npeoTtcTbnBaiite Ha Apyr xopa. To Moxe
J1a MM HaBpPe/JH, HE3aBHCHMO Ye MPU3HALIMTE HA TAXHOTO 3abosisiBaHe ca ChIMTE KaTo Bawuute.

- Ako NOJYHYHTE HAKAKBH HEKE/IaHH TEKapCTBEHH pPeaKLUH,

yBenomere Bamus nexkap uiH

(papmanieBt. ToBa BK/IHOYBA W BCHUYKH Bb3MOMKHH HEXEJIAHH PEaKLMK, HEOTTMCAHH B Ta3H

JIMcToBka. Buxkre Touka 4.

KakBo chbIbpka Ta3H JIHCTOBKA:

Kakso npencrasnasa ITazonanu6 G.L. Pharma u 3a kakBo
Kakgo Tpa0Ba na 3Haete, npeau 1a npuemere [1asonaHuo ¢
Kak na npuemare [lazonanu6 G.L. Pharma
BB3MOXKHH HEXENaHH peakiHu
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FYISTISNPARTESTHA ATEH li!feﬂr M0 NEKAPCTBATA
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KiM Pez. Ne XO/‘,Z o 30/9/

Kak na cexpanssare INazonauu6 G.L. Pharma
CobabpiaHHe Ha ONaKoBKaTa M JOMBJIHHTEHA HHPOPMALH

O hhs Lk o

PazpeweHue N

1. Kakso npeacrasansa Iazonann6 G.L. Pharma u 3a ka

OgoBLPEHUE N vvvsivsccriss. T Lo amantis g
KBO €€ H3I0/13Ba

Ilazonanu6 G.L. Pharma e Bun nekapcrBo, HapeueHo unxubumop na npomeun kunaszama. To neHcTsa,
KaTo NpPeAoTBPATABa aKTHBHOCTTA HA MPOTEHHHTE, KOMTO Y4acTBAT B PACTEKa H PasnpoCTPAHEHHETO

Ha paKOBHTEC KJIETKH.

Ilazonanu6 G.L. Pharma ce u3non3sa npu Bb3pacTHH 3a JeYEHHE Ha:
- pak Ha 6B0pennTe, KOWTO € HaNpeaHAN WK ce € Pa3NpPOCTPAHMIT B IPYTH OPraHH.
- HAKOM (JOPMH Ha CAPKOM HAa MEKHMTE ThKaHH, KOWTO € BHJ paK, KOHTO 3acsra rnojuIbpiali1Te

TbKaHH Ha TAM0TO. MoXe /1a ce nosBH B MYCKYJIH, KPb

BOHOCHH CbAOBE, MaCTHAa TbKaH W/IH

APYTH TbKaHH, KOMTO NOUTbP#AT, 00rpas/IaT H 3allUTaBaT OPraHUTe.

2, Kakso TpadBa 1a 3naere, npeau aa npaemere [Iazonanud G.L. Pharma

He npuemaiite ITazonanun6 G.L. Pharma

2 AK0 CTe AJIEPru4YHH KbM Ma3onaHud MK KbM HAKOS OT OCTAHAJIUTE ChCTABKH Ha TOBa

nekapcTBO (M36poeHH B TouKa 6).

O6npuere ce kbM Bamns Jekap, ako cMaTare, ye ToBa ce OTHac 3a Bac.

Ilpeaynpexienns 0 NpeAna3Ha MePKH

l'oBopeTte ¢ Bamus nekap, npeau na npuemere INazonanu6 G.L. Pharma :

- aKo UMaTe CbpAevHO 3a00/1ABaAHE.

- 4KO MMate 4epHoApodHo 3abonsiBaHe,

- aKo CTe HMAJTH Chp/eYHA HeJ0CTATHLYHOCT HJIH Chpaed
- aKo NpeJH CTe UMaJli KoJanc Ha GesiHs apod.

eH yaap.




- aKo CTe HMaJH NpoliieMH ¢ KbpBefie, KPhBHE ChbCHPERH WIH CTECHABANE BA APTEPHHTE.

- AKO CTC HUMAIH HPOG/IEME CEC CTOMAXE HJAH JepBRTR KaTO nepopayus (Aynka) WM
¢pucmyna (oOpasyBaHe Ha HEECTECTBEH (IPOXOR MEKIY YIACTHIIH Ha 4YepBaTa).

- aKO HMaTe MpofJieMd ¢ MAETOBAARATS HK.1€34.

- aKo uMare npobieMu ¢ GebpeanaTa GyRKUHEA,

- KO HMAT¢ WM CTe HUMATH aHespE3Ma (pasiuupaeaHe M oTcnafpase Ha CTeHaTa Ha
KPBBOHOCCH CBhJI) HJIH Pa3KhCBAHE HA CTEHATA HA KPHBOHOCEH CHJ.

Kaxere na Bamus gexap, ako uskoe ot u30pocHHTe ce oTHacH 3a Bac. Baumar sexap me peuin

nanu [lasonanm6 G.L. Pharma e nomxomamo 3a Bac. Moxe fa ce HyxpmaeTe OT NONBIHHTEIHE

B3C/ACABABHS, 33 [J]a c¢ NpoBepH Jamu Gx0petTe, copueTo B Yeprsat Ba apob paGoTay npasmiHo.

Bacoxo xpbeaO Hanarade A ITazonauné G.L. Pharma

[Masonanu6 G.L. Pharma Moxe a moBHIIH KpeEHOTO BH Hansrane. Kpberoro By nandrane me 6uae
H3MEPBaHo Npem Na nipuemere TMazonann6 G.L. Pharma u goxato ro npuemare. AKO HMAaTe BICOKO
KPBBHO HaNATaHE, IS 6’5}131'3 JICKYBAHH C JICKapCTBa 38 HaManaBaHETO My.

- Kakere na Bamas nexap, ako HMate BHCOKO KPBBHO HAISFaHe.

Axo Br npescron onepamag

Bawuar sexap me crpe Iasonanu6 G.L. Pharma wnaii-manxo 7 Aum npean oniepaumsTa, Thil kaTo 10
MOJXKe Ja [TOBJIMSE Ha 3a3JpaBABaHETO Ha paHd. Baimero neuenue me Opae noaHOBeHO, KOTATO paHara
3a3paBec N0 3aJOBOIHTEHO HHBO.

Cuerosung, 32 KOETO Tpabsa g1a BEEMABATE

IMasomanuG G.L. Pharma Moxe f1a Brolud HAKOH 3a60n4BaHHA HIM 12 JOBeAe [0 CEPHO3HH HEXENaHH
peaxupu. Tpabsa na cneante 3a onpefieaeHd CUMITOMH, Aokaro npueMare [Tazonannb G.L. Pharma,
34 1 ¢ HAM&IH PUCKET OT npodnemMu. BaxkTe Touka 4.

Jena v wonomIA

Masonanu6 G.L. Pharma we ce npenopw4sa 3a auna noa 18 roaynu. Bee omie He € H3BECTHO KOJKO
Aobpe neiictea B Tasd BB3pactosa rpyna. OcBeH ToBa He TpabBa 1a ce M3MON3BA NPH Aena nop 2-
FOOHMINHA BE3PACT IOPaAH CHOOpaKeHH 3a He30NaCHOCT.

Apyre aexapersa B Ilasonanaf G.L. Pharma

Tpabea na kaxere Ha Bamus nexap wnH $papmanesT, ako ApHEMaTe, HACKOPO CTE NPHEMATH WK €
Bb3MOKHO 48 MPHEMATS APYTH siekapcrBa. Tosa Bnousa OMkoBy NeKapceTBA M APYTH JIEKAPCTSA,
KOMTO CT€ 3aKyIH 6e3 peuenra.

HaxoH nekapcTsa MOXE 12 NOBJHAAT Ha ToBa Kak [Tazonanu® G.L. Pharma neiicTsa MW Ja yBenwdar

BEPOATHOCTTE Aa NOMYHHTE Hexenawy peakupy. Fazonanub G.L. Phatma Moxe CBILO Nia NOBRHAS HA

AeHCTBHETO HA HAKOM OPYTv Nexapersa. Cpexn Tax ca:

- KNAPHTPOMHIHH, KETOKOHA30J, HTPakoHa3os], puaMHLAH, TEIMTPOMHLMH, BOPHKOHa3zon
(13m0/13B2HA 32 NevenHe HA HEdeXNEE).

- aTa33HABHY, HHIHHABHP, HeIPHHABMD, PHTOHARMD, CAKBHHABMP (M3MNON3BAaHH 33 NevYeHAE HA
XHB). ‘

- Heda3onoH (H3NON3IBaH 32 NEIEHHE HA NeNPECHS).

- CHMBACTATHH H CBEHTYaNHO APYTH CTATHHH (M3V0N3BaHH 33 JICYCHHE HA BACOKH HYBA HA
XeJIecTepoI).

- JIEKAPCTBA, KOMTO HAMAJINBAT CTOMAMHDATA KECeTHRa, BuaeT Ha NEKapeTROTO, KOETO
fIpHEMATE 32 HAMAJIABAHE HA CTOMAINHATA KHCenMHA (Hamp. WHXHOMTOP Ha NpOTOBHATA
nomna, H2 aHTaroHMCTH WIH aHTHANMOW), MOXE Ja TIOBIMAE HAa TOBAa Kak C€ NpHeMa

Ilasonane6 G.L. Pharma ¢ xpaga ¥ BAIHTKH
He npmemaiite Ilasomans6 G.L. Pharma ¢ xpama, Teii KaTo T4 BI




abcopbupane Ha nekapcTBoTo. Ilpuemaiite ro moHe ABa uaca cie/l XpaHeHe WJIM €/IMH 4ac Tpeiu
XpaHeHe (BHKTe Tovka 3).

He nuiite cok ot rpeiinpyT, nokaro ce nekysare ¢ Ilazonanné G.L. Pharma, Thi KaT0 TOBa MOKe
Ja yBeH4YH BEPOATHOCTTA OT HEKEJIAHW PEaKLIMH.

bpemennocT, KbpMeHne H pepTHIANTET

IMazonanud G.L. Pharma ne ce npenopnuBa, ako cte Gpemenna. Edexrst Ha Ilasonann6 G.L.

Pharma no Bpeme Ha GpEMEHHOCT He € W3BECTEH.

- Kaxere na Bamns nexap, ako cre GpemenHa WM riaHupare J1a 3abpeMeHeeTe.

- H3nousBaiiTe HagekIeH MeTOA 3a KOHTpaumenuus, nokaro npuemare Ilasonanu6 G.L.
Pharma u noxe 2 ceamMuLu ciiest ToBa 3a NpeaoTBpaTiBaHe Ha GpeMeHHOCT.

- Axo 3abpemeneere no speme Ha jedennero ¢ [Tazonannd G.L. Pharma, kaxerte Ha Bawus
JieKap.

He xbpmete, nokato npuemare Ilazonanné G.L. Pharma. He e u3BeCTHO Janu CbCTaBKHMTE B
[Mazonanu6 G.L. Pharma npemunasar B kbpMara. ['oBopete ¢ Bauus nekap 3a ToBa.

ITansenTH OT MBKKH MOJ (BK/IOYMTEIHO TAKMBA, HA KOHTO € H3BbPLIEHA Ba3€KTOMHA ), KOHTO MMaT
NapTHbOPKH, KOHTO ca OpeMeHHH WM Morar ja 3abpeMeHesT (BKJIIOYHTETHO TE€3H, KOMTO M3MOJI3BaT
JApYTH METOAM 3a KOHTpauenuMs), TpabBa Ja M3NOJI3BAT NMpe3epBaTHBU M0 BPEME HA IOJIOB aKT,
nokaro npuemar [lazonanu6 G.L. Pharma u Hail-manko 2 ceZIMHLIM C/le/] MOocTe HaTa 103a.

DepTHIHTETET MOKe Aa Obae mopamsH oT neyeHueto ¢ Ilasonanud G.L. Pharma. ['osopere ¢
Bauuus nekap 3a Toea.

Illo¢pupane i paGora ¢ MamuEn

[lazonanu6 G.L. Pharma Moxe na vMMa HeXenaHd peaKLMH, KOMTO MOraT Ja TMOBJIHAAT Ha

cnocobHocTTa By 3a modupane uiun pabora ¢ MalkHHU.

- Hsbsrpaiite na wodupare wiu na paboTHTE ¢ MALIKMHK, aKO Ce YyBCTBaTe 3aMasHH, YMOPEHH
WK c1abM, WM aKo HAMATE J0CTATHYHO SHEePrus.

Iazonann6 G.L. Pharma cuanpka narpuii.
Tosa nekapcTBo cbabpxka no-manko ot 1 mmol Hatpuii (23 mg) Ha punamupana Tab/ieTka, T.e. TO Mo
CBUIECTBO HE ChAbPIKA HATPHH.

3.  Kak na npuemare ITasonanu6 G.L. Pharma

Banarn npremaiite ToBa JiekapcTBO TOYHO KakTo Bu e xazan Bammart nekap. Ako He cre
CHIYPHH B Hello, nonuTaiite Bawus nekap uiu gpapmauesr.

Koako na ce npuema
Hazonanud G.L. Pharma 200 mg ¢purmupanu mabaemru:

O6unuaiinaTa no3a ¢ yetHpu tabnetku [lasonanu6 G.L. Pharma ot 200 mg (800 mg ma3zonaHu6),
npUeMaHu BEIHBLXK JHeBHO. ToBa € MakcUMaliHaTa 103a Ha JAeH. Moske fa ce Hajmoxku Bawusar nexap
Ja Hamanu go3ata Bu, ako nonyuute HexenaHH peakiuH.
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Kora na ce npuema

€/IMH Yac Npejiy XpaHeHe. \
Hanpumep moxete na ro npuemare ABa yaca cliefl 3aKycka WM eJMH Yac mp
ITazonanu6 G.L. Pharma npu6ausuTeHO M0 €HO M CHINO BpeMe BCEKH JIEH.
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Hornemaiite TabneTkyTe Henu ¢ BOAa, eaHa cnel Apyra. He dynete H He pa3TpolnaBaifTe TabneTKHTE,
ThH KaTo TOBa BIIMAE BBPXY HaYWHA Ha abcopOHpaHe Ha NEKAPCTBOTO ¥ MOXE Na YBeNHYH
BEPOATHOCTTA OT HEXKEMaHH PeaKIHi.

AKO CTe NpHEIH NOBeYe OT HeoOXoAEMAaTa g03a [Tazonannb G.L. Pharma
AKO MpHEMETe TBBPAC MHOTO TableTKY, CBbPMKETe Ce ¢ JeKap B apMaleBT 33 CHBET. AKO €
BE3MOXKHO, TIOKAXKETE My ONAKOBKATA HIIH Ta3H JIHCTOBKA.

Axo cTe nponycrans na npuemere Ilazonann6é G.L. Pharma
He B3emaifTe nBoiiHa n03a, 3a Na KOMIMEHCHpaTe nNponycHarata A03a. [Ipocto npueMere cneapawata
J03a B 0OHUaiHOTO BpeMe.

He cnupaiite npaema ua Ilazonanu6 G.L. Pharma, Ge3 xa cre ce HOChBeTBAIR
ITpuemaiire Ilazonanu6 G.L. Pharma Tonkosa AmAro, xoakore Bammsar nekap Bu npenopsysa. He
cnMpaiiTe, ocben ako BammsT nexap He Bu nochpeTsa.

4. BLIMOXKHH HEKCIAHH PEAKIEN

'KakTo BCHUXH NeKapcTBa, TOBA NIEKAPCTBO MOXKE A2 NPeH3BHKA HEKENAHH PeaKklHH, BEIPEKH Y€ HE
BCEKH I'M MOJIy4aBa.

BL3IMOXHE CePHO3HE MEKEIAHR PEAKIHE

Mosbuen oTok (CHHAPOM Ha 00paTHMA OCTEPHOPHA AeBKOcHUEdaNonaTn)

[Nazonann6 G.L. Pharma Moxe B pefku ciiydav fa NpHYKHH MO3BYEH OTOK, KOETO Moxke Aa 6nie
KHBOTO3acTpamasamo. CHMITOMHTE BIUTIOYBAT:

- 3ary6a Ha roBop

- NPOMAHA HAa 3PCHHETO

- rbpY (MpHNaTBLM)

- o0BpKaHOCT

- BHCOKO KPBBHO HaJIsAraHe

Cnpete pa npuemare Ilazonaaué G.L. Pharma u ne3aGapro NOThpceTe MeAHNHHCKA TOMOIR,
AKO TIOMyYHTe HAKOW OT Te3HW CAMITTOMH WJIH aKo NOMy4HTe rnaBobosne, MPHAPYKEHO ¢ HAKOH OT
TE3H CHMITTOMH.

XHnepToBRYHA KPH3A (BHE3ANHO W CHJIHO NOBHIIABAHE HA KPHBHOTO HAISraHE)

Iazonanu6 G.L. Pharma norskora Moxe Ja MPHYHHH BHE3AIIHO H CHIHO MOBHIIABAHE Ha KPBHBHOTO
Hanjarane. Topa € M3BECTHO KAaTO XMIIEPTOHMYHA KpH3a. Bammar sexap me clead KpbeHOTO B
Handrase, nokaro npuemare ITasonawu6 G.L. Pharma. [IpusHanyTe H CHMIITOMHTE HA XHNEPTOHHYHA
KPH33a MOXKE ]2 BIJTIOMBAT:

- ocTpa Gonka B repauTe

- CHIIHO rnaBobonue

- 3aMBITICHO 3PEHHE

- obBpKaHoCT

- rajene

- NIOBpPBIAHE

- CHJIHO Ge3nokolcTso

- 3a7yX

- rbpY0BeE (IPUNATBIIM)

- [IpHMaNABaHe

Cuopete aa upremate Iazonana6é G.L. Pharma 8 me3abasno notn
aKO Pa3BHETE XHIICPTOHHYHA KPH3a.




ChpaeusE CHCTOSHES

PucxoBeTe 3a Tesn npobneMu MOXe Ja ca MO-BUCOXH 32 XOPa CBC ChHIECTBYBAIl ChpaeyeH mpobiem
HIH KOMTO MpHeMaT Apyrd nekapcrsa. llle GbmeTe WicielBaHM 3a CHPACYHH NpPoOJIeMH, AOKATO
npuemare Iazonanu6 G.L. Pharma.

Cupoevna Jucyrkyun/copoeuna Hedocmamsuocm, copoeyen yoap

TMasonauu6 G.L. Pharma Moxe Ja noBnxse Ha TOBAa KOJIKO A00pe ¢hpueTo BH M3NOMIBa KPBB HIH
MOXeE [Ia YBEeJIHYH BEPOATHOCTTA OT ChpAcyeH yaap. IIpH3HALMTE M CHMITTOMHTE BKIIKOYBAT:
- HEepaBHOMEPEH WK 6Bp3 CHpAeYeH PHTHEM

- cppuebHeHe

- npHMaTaBaHe

- Oonxa WK NpHCTATaHe B IBPAHTE

- Honka B pruere, rbpba, BpaTa WIK 4EMOCTTa

- 3ayx

- NOXyBaHE HA KpakaTa

IloTnpcete Re3rbaBRO MeARRHACKA HOMOLI, AKO TIOTYYHTE HIKOH OT TE3H CHMITTOMM.

Ilpomenu 6 copoeunus pumom (yovrncasane na QT unimepeana)

INasonanub G.L. Pharma moxe fa noBmuse Ha CHPASTHHA PUTHM, KOETO MPH HAKOH XOpa MOXe Ja ce
pa3sBie B MOTCHUMATHO CEPHO3HO CHpAcuHO 3abonfBame, m3BecTHO Kkarto torsade de pointes. Tosa
MOKE J1a IoBeJie IO MHOFO YCKOPEH ChPACYEH PHTHM, KOETO BOAY 0 BHe3anHa 3aryba Ha ch3HaHue.
Kaxere Ba Bamiaa Jexap, ako 3abenexure HAKAKEH HeoOHTANEE NpPoMeHn B CHPACTHAY PATLM,
KaTo HanpHMep TBBpIe Ohp3o Wik TBLpAE HaBHO CueHe.

Hucyar

ITasonann6 G.L. Pharma moxe na yBenwdd BepOSTHOCTTA Aa OoiyunTe HHCynT. Ilpmsnaimme u
CHMIITOMHTE Ha HHCYJIT MOKE /1a BIUTIOYBAT:

- H3TPBIIBAHE WIH C1abocT OT e/IHaTa CTpaHa Ha TANOTO

3aTpy JHEHO rOBOPEHE

- riapo6onue

- 3aMagHOCT

IMoTupcere He3aGapHo MeARNEACKA NOMOME, AKO TONYYHTE HAKOH OT TE3H CHMITTOMH.

Knpsene

[azonann6 G.L. Pharma mMoxe na npHuMHE TeXKO KbpBeHe B XPAHOCMIIIATEIHATA CHUCTEMA (KaTo
CTOMAaxa, XpaHOTIPOBO/IA, PEKTYMa WiIH YepBarta) wiH B Genute Apobose, 6BOpelmTe, ycTara, BATHHATA
M MO3BKa, BBIIPEKH 9¢ C¢ cAy4Ba paako. CHMIITOMHTE BKIIOYBAT:

- KPbB B H3NPLKHEHUATA WIH YEPHH H3NPAXKHEHHA

- KPbB B YpHHaTa

- GONKM B cTOMAaxa

- KalUIAHE WM NOBPEIAHE HA KPBB

IoTupeere He3abaABHO MEARNEHCKA NOMON, AKO MOXYYHTE HAKOH OT Te3H CHMITOMH.

Ilepdopanas n ucryna

[azonann6 G.L. Pharma mosxke ga npHusHE paskbcBaHe (nepgopalps) B CTOMAXa WM CTEHATA Ha

YepBaTa HIM pa3BUTHE Ha HeoOWuaiiHa BpB3Ka MEKAY JBE YaCTH HA XPAHOCMHJIATENHHS TPAaKT

($uctyna). IIpusHaumre ¥ CHMITTOMHTE MOXE 14 BKJTIOYBAT:

- ocTpa Gonka B cToMaxa

- raficHe H/WIH TIOBPBINAHE

- NOBHILICHA TEMIIEPaTypa

- obpasypaHe Ha orop (nepdopauns) B CTOMAaXa, THHKOTO Wik JebenoTo qﬁ\’wﬁ’ﬂdﬁl}}
OTAE/IA FHOM ¢ KbPBaBa HIH HEIPHATHA MHPH3Ma

IToTbpceTe He3aGaBHO MEIHNAECKA HOMOII, AKO MONYYHTe HAKOH OT TE3H C

IIpo6nemn ¢ wepuans Apobd
Ilasonanu® G.L. Pharma moxe ga npaaunau npobnemu ¢ uepHua Bu apob, ko
B CEPHO3HH CBCTOAHMA KAaTO YepHOApoOHA AHCOYHKUHMA H YepHOApOOHA HEX



morar na Obaar QaramHu, Bawust nekap we nposepsBa 4YepHonpoOHATE BH eH3MMMK, AOKATO
npuemare [lazonanm6 G.L. Pharma. Ilpusnaumre, ue uwepHuar Bu apo6 moxke na He paboru
NPaBHIHO, MOTAT Ja BKITIOYBAT;

- MOXEBJITABAHE HA KOXKATA HIM GAOTO HA OYHMTE (K HITSHHLIA)

- TbMHA YPHHA

- yMopa

- rafeHe

- MOBPbINaKe

- 3aryba Ha aneTuT

- Bonxa OT nACHATA CTpaHa Ha cTOMaxa (Kopema)

- JiecHo 00pa3yBaHe HA CHHHHH

IToTupeere He3alaBHO MEARNHECKA HOMOIN, AKO IOYYHTE HIKOH OT TE3H CHMITTOMU.

KpbBHE cheHEpena
Hvnboxa eenosna mpombosa (BT) u 6erodpobna embonus
~ Masonann6 G.L. Pharma moxe fma NMpuuHHH oGpasyBaHe Ha Kp’bBHH ChCHpeLH BBB BeHHTE B,
ocofeHo B Kpakara (xpn6oka Beno3Ha TpomMGo3a uin JIBT), KOUTO ChHINO MOTAT Aa CTHTHAT 10 Genure
Bu apo6ose (benonpobna eMGonus). IIpusHauHTe 1 CHMITOMHTE MOXe /2 BIJIIOYBAT:
- ocTpa 60nKka B rbpAHTe
- 3aayx
- YHECTEHO AHLIAHE

- 6onka B kpaka
- NOAYBAHC Ha PBUCTC M JUTAHHTE WITH KpaKaTa H CThIAaTa

Tpombomuuna muxpoanzuonamus (TMA)

Iasonamu6 G.L. Pharma Moxe fa npuauHH 00pasyBaHe HA KPBEHM CECHPELIH B MA/IKUTE KPBBOHOCHH
chioBe B OBOpPRUMTE W MO3IBKA, NPHADYKEHO OT HaMaliBaHe HA YCPBEHHTE KPBBHE KIETKH H
KIETKHTE, Y4acTBAllH B ChcHpBaHeTo (TpomGoTHynHa MukpoanrHonarid, TMA). [Ipusnanmre W
CHMITTOMHTE MOXKE JIa BKTIOYBAT:

- necro 00pazyBaHe HA CHHMHH

- BHCOKO KPBBHO HAIAraHe

- MOBHINEHA TeMIlepaTypa

- obBpkaHocT

- CHHJIHBOCT

- rHPY0BE (NPHOAKBLIM)

- HAMAJIIBAHE Ha OTACIAHETO Ha YPHHA

- IloTnpcete Be3ataBHO MEZAMENCKA TOMOI, 4KO MOYYHTE HAKOM OT Te€3H CHMITOMH.

Canrgpom Ha TYMOpeH NH3HC

[asonann6 G.L. Pharma Moxke xa npHYHHH GBp30 pasrpax<AaHe Ha PaKOBHTE KIETKH, KOETO BOAH A0
CHHZIPOM Ha TYMOPEH JIH3HC, KOHTO IpY HAKOH Xopa MoxXe jJa Obje daraneH. CHMOTOMHTE MOraT Aa
BKJIIOUBAT HEPABHOMEPEH ITYJIC, I'bPYOBE (NPHNAAbIH), OGBPKAHOCT, MyCKYJIHHM KpaMIli WM CNa3MH
WIH HAMALIBAHEe Ha OTAeniHeTo Ha ypuHa. IloThpcere He3aGaBHO MEARMHHCKA HOMOM, AKO
NOTy4HTe HIKOH OT Te3H CHMITTOMH.

Hadexnnn
Undexunn, BBIHUKHANA 10 BpeMe Ha mpuema Ha [lazonanuG G.L. Pharma, morar jga craHar
cepuo3Hd. CUMOTOMHTE Ha HHgEKLMH MOTAT Aa BKIIIOYBAT:

- NOBHINIEHA TEMIIEPaTypa

- TPHIONOAO00HH CHMINTOMY KATO KAIUTHLEA, YMOpa H 6ONKH B TAIOTO, KOUTO HE OTMHHABAT

- 3aayX M/AIH XpUnose

- 6os1ka npu ypHHApaHe

- NOPA3BAHKSA, 0XKYNBAHHA WIH PAHH, KOHTO €4 YepBEHH, TOIUIH, 110,
ITorbpeere He3n6ABHO MEAMMHACKA HOMOIN, KO NOTy4MTe HAKOH OT Te:




Brananense Ba Genate qpobose

IMasonmanu6 G.L. Pharma Moxe B penxm caydyad Ja npudMHH Bh3naneHHe Ha Genure japobGose
(uHTEpcTHIManHA GenonpobHa GonecT, MHEBMONHT), KOETO NMPH HAKOH X0opa Moxe 1a 6bne paTanHo.
CHMITOMHTE BKIIOYBAT 3aJyX H/JM KAHUIMIIA, KOMTO He oTMHnasar. [lle ObaeTe HicnensaHM 3a
6enoapo6HK npobaemu, nokaro npuemare IMaszonann6 G.L. Pharma.

IToTbpcere Be3alaBEO MeARMBECKA MOMOI, AKO MTOTyYHTe HAKOH OT TE3H CHMOTOME.

IIpoGnemMn ¢ MAETOBRABATA X132

IMTazonanu6 G.L. Pharma Moxe [a Hamanu KOJMYECTBOTO HA XOPMOHHTe Ha LIMTOBHAHATA MIC3a,
MPOH3BEX/IaHA B TAAOTO Bu. ToBa MOKe aa nosee A0 YBelMuaBaHE Ha TersioTo H yMopa. Hupata Ha
XOPMOHHTE HA LHTOBWAHATA BH *kne3a me 6waT H3chenBanH, Aokato mpuemare Ilaszomaaub G.L.
Pharma.

Kaxere a Bamag nexap, ako 3a6enexyTe 3HAUMTEIHO HAAJaBaHEe Ha TErno M yMopa.

3aMBIIeH0 HJIE HAPYMIEHO 3peHEE

Masonann6 G.L. Pharma Moxe Ja NpH4HHK OTAeNsHEe WIM Pa3sKbCBAaHE Ha JIMTABHIATA HA 3a1HATa
4acT Ha okoTo (OTNENBaHE WIHM pasKbeBaHe Ha peTHHaTa). ToBa MoXe [ia AOBE/E /10 3aAMBIICHO WIH
HApYIIEHO 3pCHHE.

Kaxere na Bamusa aekap, ako 3a6eJiexuTe HAKAKBH IIPOMEHH B 3pSHHETO CH.

Bu3MOXKHE HeXelaHA peaKnHH (BKANYHTE/IHO Bh3MOXKHE CePHO3EHW HeXeJAdHH PEAKNHA UpH
ChOTBETHATA KATeTOPHA 1€CTOTA).

MBoroe wecTH HexkelauH peAKNERA (MOraT Ja 3acersat nosede o1 1 a 10 gymm):
- BHCOKOQ KPBBHO HAAraHe

- OuapHs

- YyBCTBO Ha NOBMraHe (rajieHe WIH NOBPBINAHE)

- 6onkH B cTOMAXa

- 3ary0a Ha aneTdT

- 3aryba Ha Terio

- HapyHICHHE Ha BKyca Wid 3ary0a Ha BKyc

- Bh3NAJICHHE HA YCTaTa

- rnasobonue

- TYMOpHa 6onka

- JIMIICa HAa €HEPrHA, YyBCTBO HA ¢nabocT WIH yMOpa

- MPOMEHHK B I{BETA Ha KOCATa

- HeoOHYaeH KOCOTIAM HITH OpPesBaHe

- 3ary0a Ha KOXKeH HTMEHT

- KOKEH OOPHB, BEpOSTHO BKIIOUBANL IOLIEHE Ha KOXKATa

- 33a4epBABaHE H NMOLYBaHE Ha JUIAHHTE HA PHUCTE WIH CTHNIANIATA Ha KPAKaTa
Kaxere na Bamms aexap man dapmaneBT, ako HAKOS OT TE3H HEXKCIaHH Peakuuu cTaHe
obe3nokouTenHa.

Muoro YecTH HeXKe/IAHH PeaKnEH, KOHTO MOTAT A4 Ce HPOSBAT B H3CJIEABAHAATA Ha KPLB HIH

ypuma:

- TIOBHIIIABAHE HA YePHONPOOHHTE eH3HMH

- HaMaligBaHe Ha anbyMHHA B XPBBTa

- APOTEHH B YPHHATA

- HamansBaHe Ha 6pos Ha TpoMGoumrruTe (KIETKH, KOMTO TIOMAraT Ha KPbBTa Ja Ce ChCMpPBa) B
KPBBTa

- Hamasseane Ha 6pos Ha Genure KPHBHU KICTKH

YecTn HexkeNaHA peaxmuu (Morar ia 3acersat Ao 1 ma 10 qyuru):
- A0MMO XPAaHOCMHNaHe, NOMYBaHe HA KOPEMA, MECTCOPH3bM

- KBPBCHE OT HOC2

- CyXoTa B yCTaTa WIH A3BH B ycrara

- HHPEKIUH




HeoOHyaiiHa CHHITHBOCT

HapyIIEHHS Ha ChHA

Donxa B repauTe, 3aayX, Gonka B KpakaTa H IOAYBaHE HA KpakaTta/cTenanata. ToBa Moxke aa
¢a MPH3HALK Ha KPbBEH CBCUPEK B TANOTO BH (rpoMboeMbonus). AKO CBCHPEKET CE OTKBCHE,
TOH MOJe Aa cTurte 1o Gerure Bi npoGoBe 1 ToBa Moxke Ja 0ble XHUBOTO3aCTPAIABALLO HIH
JOPH daTaiHo.

CBPLETO CTABA NMO-MAIKO €(pEKTHBHO NPH MINOMIBAHE HAa KPBB KbM TANOTO (ChpAcYHA
AvichyHKIwm)

3abaBeHa chpIevHa NeiHOCT

KBEPBEHE B YCTATa, PeKTyMa HnH Genus apob

3aMasHOCT

3aMbITIEHO 3peHHE

FOpelllH BRJIHH

MOAYBaHe, NPHIHHEHO OT TEYHOCT, B JIHIIETO, PBLETE, INIC3CHHTE, CTHITANIATA HIIH KICIA9MTe
TPBITKH, ¢N1ab0OCT WIH H3TPBNBAHE HA PBUETE, JUTAHKUTE, KPAKaTa WIH CThANAT

KOXHH YBPCKIAHHA, 3aUcPBABAHE, CHPOEK, cyXa KOxka

YBPEKIAHUA HA HOKTHTE

YCel[aHe 3a napeHe, MpaBy4KaHe, chbpOek M H3TPhIBaHE Ha KOXKATa

YCelaHe 3a CTYA, ¢ TPenepexHe

TIPEKOMEPHO H3MOTABaHE

AeXHApATALHAS

GONKH B MYCKYNUTE, CTABHTE, CYXOKWIHATA M TBPAMTE, MYCKYJIHH CA3MH

Jpe3raBocT

3a0yX

KalLTAHA

KalUUIAHE Ha KPBB

XBIIlIaHe

xonaGupan 6an Apod ¢ BEIAYX, 3aABPXKAH B IPOCTPAHCTBOTO MEXKAY Genvs ApoS W rpbaHus
KOlll, 9€CTO NMPUYHHABAHKH 3a11yX (THEBMOTOPAKC)

Kaxere na Bamias exap 518 apManesT, ak0 HAKOA OT Te3H PEAKLMH CTaHe 06e3MOKOHTENHA.

YecTH HexeNanA PeakiHH, KOETO MOTAT AA Ce NPOSBAT B H3C/I€ABAHRNITA HA KPHB HIIH YPHHEA!

MOHKKEHA QYHKHMS Ha MHTOBUAHATA KJ1€3a

HapylleHa YepHOapoOHA yHKIMA

noBHINABAHE Ha 6UTHPYGHHA (BemeECTBO, NPOH3BEKAAHO OT YePHHA Apob)

TIOBHINABAHE HA IMNa3ara (€H3WM, Y4acTBall B XpPAHOCMIUIAHETO)

NOBHIIABAHE HA KPEATHHUHA (BeINECTBO, NPOU3BEKIAHO B MYCKY.THTE)

NPOMEHH B HHBATA HAa JPYTH PAlIMYHH XMMHYHH e/leMEHTH/eH3HMH B KpbETa. Bamusr nekap
e By uHbOpMHpa 33 pe3yNTaTUTE OT KPEBHUTE H3C/C/IBaHHA

HegecTn mexenann peaxnun (Morar 1a sacernar no 1 ma 100 xymmu):

HHCYJT
BPEMEHHO HaMaNfBaHe Ha KPBBOCHAOAABAHETO Ha MO3BKA (NpeXo/iHa HCXEMHYHA aTaKa)
NPEKLCBaHE HA KPBBOCHA0AMBAHETO Ha YacT OT ChPLETO HIIH HHGApKT (MHOKapACH HH(DAPKT)
YaCTHYHO NMPEKbCBAHE Ha KPHBOCHAGAABAHETO HA YaCT OT ¢hPLETO (MHOKApAHA HCXeMHA)
KPBBHH CHCHPCLH, OPHAPYKCHH OT HAMATSABAHE Ha YSPBCHUTE KPbBHH KICTKH H KNETKHTE,
Y4YACTBAIM B CbCHpBaHeto (TpomGoTHuyHa mukpoanrmomartusa, TMA). Te moraT na yepeaar
OPraHH KaTo MO3BKA B OLOpewmTe.

TIOBHIIIABAHE Ha OPOA HA YepBEHHTE KPHBHH KIICTKH

BHE3aNeH 3adyX, 0cOGEHO KOraTo € nMpMApyskeH oT octpa Gonika B I'bp. YECTEeHO
avwane (benoapobHa eMGOTHA)

TEKKO KbPBEHE B XPAHOCMINIATE/IHATAE CHCTeMa (K4TO CTOMAaxa, Xp.
Hnu 666perMTe, BATHHATA H MO3BKa

HapylleHHe Ha ChpACYHHA pUTHM (yawpkasade Ha QT unrepsana)
aynka (nepdopanis) B cTOMaxa HIH 9epBaTa

OOWIHH HIH HEPEACBHH MCHCTPYatIHH



- BHE3QITHO PA3KO MOBHIIABAHE HA KPBBHOTO HANAraHe (XMNEPTOHHYHA KPH3a)

- BB3NANEHHE Ha MAHKpeaca (TaHKPeaTHT)

- BBIMNAJIEH, HEMPABKHIHO (QYHKLHOHHPAL] HIIH YBPEALSH YepeH apob

- MOMBIITABAHE HA KOKATa WIH ORN0TO Ha 09HTe (KLJITCHHLIA)

- BB3NAICHHE Ha IHT'ABH1IATA HA KOPEMHATa KyXHHa (IepHTOHHUT)

- xpeMa

- oOpuBH, KOUTC MoraT ja 6bAaT chpOAIM KK Bh3NajJeHH (IJIOCKH HIH HAJIHTHATH NIETHA WIH
MEXYPH)

- YeCTH HIXONTAHHA

- [OBHINIEHA YYBCTBHTENHOCT Ha KOXKATa KbM CITBHYMEBA CBET/IMHA

- HAMAJICHO YCellaHe WM 9yBCTBHTEITHOCT, 0CODEHO Ha KoXKaTa

- KOXKHA paHa, KOATO He 3a3paBaBa (KOXKHA A3Ba)

Peaxn HexkeNanH peakndn (MoraT Aa 3acerrar oo 1 ma 1 000 gymm):

- BB30aCHME Ha Oelisd apob (nHeBMOHNT)

- pasmHpaBaHe W OTCNA0BaHe HA CTEHATA HA KPBBOHOCEH CBI WIM Pa3KeCBaHe HA CTEHATa Ha
KPBbBOHOCEH ChJ (AHEBPH3MH H apTEPHAITHH JHCEKLIHH)

C men3BecTHa 9ecToTa (OT HANMYHKMTE AAHHH He MOxke Aa (bJ¢ HanpaBeHa OLICHKA):
- CHHZAPOM Ha TYMOPEH JIH3HC B Pe3yiITaT Ha Obp30 pasrpakAaHe HA PAKOBHTE KIIETKH
- 4epHOApo6HA HENOCTATEYHOCT

Crodmapane Ba HeXeIAHH peaknuH

AKO NONYUMTE HAKAKBH HeXeNaHH JIEKAPCTBEHH peaKiiy, yseioMeTe Bamus nekap unu papMauesT.
ToBa BKIHOYBA BCHIKH BB3MOMXHH, HEOIIMCAHH B TA3H JINCTOBKA, HEXCJIAHH PeakLHH. Moxere cbIIO
Na cHOGUIMTE HEXENAHH PEaKIMH AUPEKTHO Ypes:

H3rmuAHUTENHA aTeHUMA TI0 JIEKApCTBaTa

ya. Jlaman Ipyes” Ne 8

1303 Codmus

bunrapus

Ten.: +359 2 8903417

yebGeaiiT: www.bda.bg

Karo chofmaBare HexKe/IaHH peakiivi, MOKETe Ja Aajere CBOA PHHOC 32 [10Jly9aBaHe HA MOBeYe
HAGOpMALMA OTHOCHO 6€30MMacHOCTTa Ha TOBA JIEKapCTBO.

5.  Kax ga coxpanssare IIazonanu6 G.L. Pharma
Ha ce ChXpaHABa HA MACTO, HEAIOCTBITHO 33 JIeTia.

He m3nonspaiiTe TOBA JieKapcTBO cllejl CPOK3 HA TONHOCT, oTGeNsA3aH BLPXY OyTHikaTa WM
6aucTepa M KapTOHEHATa onakoska crief .. oneH go:“. CpOKBT Ha FOOHOCT OTTrOBapA Ha TOC/EIHHA
JeH OT MOCOYEHHS Mecell.

To3u nexapcTBEH HPOAYKT He H3UCKBA CTIEIMATHH YCIIOBHA 33 ChXPaHEHHe.

He wusxpepndiiTe ekapcTBaTa B KAHANM3ALMATA HIHM B KOHTelHepa 3a JOMAIHH OTHAjbLA.
ITonuTaifre Bamms $apManest kax Ja HIXBHPAATE JIEKAPCTBATA, KOHTO Beye He H3nonssate. Tedn
MEPKH [I€e CIIOMOrHAT 33 OTa3BaHe Ha OKOJIHATA Cpeaa.

6. ChabpxanEe HA ONAKOBKATA B AOTbJAHETETHA RHEGOpPMANHS

Kaxepo ceappaxa Ilasonanné G.L. Pharma

Ilazonanub G.L. Pharma 200 mg purmuparnu mabnemiu:
- AKTHBHOTO BEIIECTBO € Ma3onaHub (KaTo XHAPOXIOPHI).




Beska puamupana tabnetka chaspika 200 mg nazonanub.
- Jlpyrure cbeTaBKH ca:
CopueBuHa Ha Tabnerkara: ueny/osa, mukpokpucraiHa (E460), HaTpMeB HMILECTEH
ravkonar (tun A), nosunon K30 (E1201), maruesues creapat (E470b).
Ilokputue Ha Tabnerkara: xunpomenosa (E464), TuranoB nuoxcua (E171), makporon
400 (E1521), uepBeH xenesen okeua (E172), nonucopbar 80 (E433).

Kaxk n3rnexna [Mazonanu6 G.L. Pharma u KakBo chbABbpkKa ONaKOBKATa

He BcHukwu BH/IOBE OMIAKOBKHM MOrar fa Objar NMyCHATH Ha rasapa.

IlpaTexaTen Ha paspemienHeTo 3a ynorpeba

G.L. Pharma GmbH
Schlossplatz 1

8502 Lannach
ABcTpus

Ilpon3BoauTeH

PharOS MT Ltd.

HF 62X, Hal Far Industrial Estate
BBG 3000 Birzebbugia

Manta

Remedica Ltd.

Aharnon Street, Limassol Industrial Estate
3056 Limassol

Kunsp
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To3x nexapcTBen HPOAYKT ¢ pazpenien 3a ynorpeba B AnpxkasaTe Wienkn 1a EHIT non
c1eAHATe HMEHA:

Puamupans rabaerkn 200 mg:

Yurapus: Pazopanib G.L. Pharma 200 mg filmtabletta

Brarapus: [Tazonanu6 G.L. Pharma 200 mg punmupansu tabnetku
Cnoeakus: Pazopanib G.L. Pharma 200 mg filmom obalené tablety

Duaamuapans Tabiaerks 400 mg:

YHurapus: Pazopanib G.L. Pharma 400 mg filmtabletta

bwirapus: Iazonanu6 G.L. Pharma 400 mg dunmupanu Tabnetkn
Cnopains: Pazopanib G.L. Pharma 400 mg filmom obalené tablety

I[a'ra HA HOCJIEAHO NPepAsICKIaHe HA JECTOBKATA

Jexemppn 2021
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