JIncroBka: nHGopMauus 32 NAUHEHTA

IMazonanu® G.L. Pharma 200 mg ¢puamupanu radJieTKH
Pazopanib G.L. Pharma 200 mg film-coated tablets

IMazonanu6 G.L. Pharma 400 mg ¢puamupanu Tabnerkn
Pazopanib G.L. Pharma 400 mg film-coated tablets

nazonaHub (pazopanib)

[IpoueTreTe BHHMATEIHO USJIATA JIHCTOBKA, MPEAH /12 3all0YHETE 1a NpHeMaTe TOBA JIEKAPCTBO,

Thil KATO TS ChAbP’Ka BakHa 3a Bac ungopmanus.

- 3anasere Ta3u JIMCTOBKA. MOXKe 1a ce HAJIOXKH J1a A MPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JOINBJIHUTEIHH BbIIPOCH, nonuTaiite Bawus nekap unu ¢papmauesT.

- ToBa nekapcTBO € npeanucaHo Ju4HO Ha Bac. He ro npeorcronBaiiTe Ha Apyru xopa. To moxe
J1a UM HaBpeJH, HE3aBUCHMO Y€ MPU3HALIMTE Ha TAXHOTO 3a0oJigsBaHe ca ChlUMTE KaTo Bamure.

- AKO MOJIyYHTE HAKAKBH HEXKEJIaHH JIEKAPCTBEHH peakLUMH, yBeJaoMeTe Baluus iekap wiu
¢hapmaueBT. ToBa BKJIHOYBA U BCHYKH BB3MOXKHH HEXEJIAaHH PEaKLIMH, HEOMHUCAHH B Ta3H

nucToBka. Buxkte Touka 4.

U3NLJIHATEA

KakBO CbhbABbpKa Ta3H JIHCTOBKA:
Kakso npeacrasnspa [Tazonanu6 G.L. Pharma u 3a kakBo ce

T ————
HA ATEHLIR NO NEXAPCTBATA

k

2 KakBo Tpsa0Ba na 3Haete, npeau aa npuemete [lazonanu6 G.L.|Pharma

3., Kak na npuemare [lazonanu6 G.L. Pharma

4. Bb3MOXHHU HEXKEJIAaHU peakLUH

5. Kak na cpxpansaBare [lazonanu6 G.L. Pharma

6. CwbappkaHHe Ha OMAKOBKaTa M AOMBJIHUTEIHA HH(POPMALIMA |
R Kaxkso npeacrasiasBa Ilazonanun6 G.L. Pharma u 3a kakBo ce H3no.13Ba

[Tazonanu6 G.L. Pharma e Bua nekapcTBo, HapeyeHO uHxubumop na npomeur kunazama. To 1eHCTBa,
KaTo NpeaoTBpaTABa aKTUBHOCTTA Ha MPOTEUHUTE, KOUTO Y4acTBAT B pacTeka M pasnpoCTPaHEHHETO

Ha PAKOBHUTE KJICTKH.

[Tazonanu6 G.L. Pharma ce u3non3sa rnpu Bb3pacTHH 3a JICYEHHE Ha:

- pak Ha Ob0OpeuurTe, KOWTO € HanpeAHall WK Ce € pa3npoCTpaHWl B IPYrd OpraHH.

B HIKOH (D)OPMHM Ha CAPKOM Ha MEKHTE TbKaHH, KOHTO € BHUJ paK, KOMTO 3acsra rnouibpxxalure
TbKaHH Ha TAJ0TO. MOXe a c€ NnosiBU B MYCKYJIH, KPbBOHOCHH CbJOBE, MaCTHa ThbKaH HJIH
APYTrH TbKAaHH, KOUTO MOAAbPIKAT, OOrpaXkaaT M 3alllMTaBaT OPraHMTe.

2. Kakso TpsaOBa na 3Haere, npeau aa npuemere Ilazonanu6 G.L. Pharma

He npuemaiite [Iazonanu6 G.L. Pharma

- AKO CTe AJIEPrHYHH KbM TMa30MaHUO WIM KbM HSAKOS OT OCTAHAJIMTE CHCTAaBKM Ha TOBA
JIeKapcTBO (M30pOeHH B TOYKa 6).

Oo0bpHeTe ce kbM Bamus nekap, ako cmsaTare, 4e ToBa ce oTHacs 3a Bac.

[IpenynpekaAeHHs H NpeANa3HH MEPKH

["oBopere ¢ Bauus nekap, npenu na npuemerte [1azonanud G.L. Pharma :
- aKo UMaTe CbpAeuHo 3a00.15BaHe,

- aKo MMaTe 4epHoaApoOHO 3a00/19BaHe.

- aKO CT€ UMAJIH CbpJeYHA HEeJOCTATHYHOCT HJIH ChpAeYeH yaap.

- aKo NMpeau CTe UMaJIM KoJianc Ha Oesus apo0.




- aKo CTe HMaJii mpobJeMH CbC cTOMAaXa WJIH vepBaTra Kato nepgopayus (NpoOMB) WM
ucmyna (06pasyBaHe Ha HEECTECTBEH MPOXOA MEXKIY YYaCTBhLIH Ha YEPBATa).

- aKO UMaTe NMpodJIeMH ¢ IHTOBHAHATA XKJIe3a.

- aKko umare npobnemy ¢ GnOpeunara pynknus.

- ak0 HMMaTe WIH CTe uManu aneBpH3ma (pasludpsaBaHe WU orcinabpaHe Ha cTeHaTa Ha

KPBBOHOCCH C'I:Il) HWiIH pa3sKbCBaHE HAa CTCHATA HA KPbBOHOCCH ChA.

Kakere na Bamua jgekap, ako HAkoe oT H30poeHUTE ce OTHaca 3a Bac. Bawwuar nekap we peiuu
nany Ilazonanu6 G.L. Pharma e noaxoasmo 3a Bac. Moxe na ce Hyxaaere OT AONbJHHTEIHH
H3C/Ie{BAHMA, 32 1a Ce MpoBepH AanMu ObvOpeumre, cbpueTo U yepHuar Bu apobd paborar npasuano.

Bucoko kpbsHo naaarade H [lazonanu® G.L. Pharma

[Mazonanu® G.L. Pharma moxe na noBumm kpeBHOTO By Hanarane. KpvsHoTo BH Hansrane we 6bae
H3MepsaHo npeau aa npuemere [lasonaund G.L. Pharma u gokato ro npuemare. AKO HMaTe BUCOKO
KPBbBHO HanAraHe, we Obaere NeKyBaHU C ICKapCTBa 332 HAMAJISBAHETO MY.

Kaxere na Bamusa jekap, ako HMaTe BHCOKO KPBBHO HaJisraHe.

Axo Bu npeacTou onepauus

BammsaT nekap uie cnipe [Tazonaun® G.L. Pharma nHaéi-Manko 7 JHM Nipeaud onepauuara, Thd KaTo TO
MOXE€ Aa MOBJIMAE HA 3a31PABSBAHETO Ha paHH. Baweto seueHue e ObA¢ MOAHOBEHO, KOraTo paHara
3a3/paBee A0 3a10BOJIHTETHO HHBO.

CheronHue, 3a KOMTO TpsaOBa 1a BHRMABaTe
[Tazonanu® G.L. Pharma moxke na piown HAKOM 3a00NsABaHMUSA WM J1a TOBERE 10 CEPHO3HHK HEXeNaH!
peakuud. Tpabea na caenurte 3a onpenesieHd cuMNTOMHU, Aokato npueMmare [1azonannd G.L. Pharma,

3a 13 C€ HaMaJIi pUCKLT OT npobiemu. Bruxkre Touka 4.

llena v WOHOIIH

[Tazonaun® G.L. Pharma He ce npenopbuea 3a 1vua noa 18 roauny. Bce olle He € U3BECTHO KOJIKO
nobpe neiicTBa B Tazn BB3pacToBa rpyna. OcseH toea He TpsabBa Ja ce U3MOMA3Ba NpH Aeua nop 2-
roAyillHa Bb3pacT Nnopajau cboOpakeHus 3a He30MacHoCT.

Apyrn gexkapcersa n Ilazonannb G.L. Pharma

Tpsabpa ma xaxere Ha Bamus nekap unu ¢gapMaLeBT, akO NPHEMATE, HACKOPO CTE NMPUEMAalH HIIH €
BB3MOXKHO J1a MpHeMaTe ApYrH JiekapcTBa. Tosa BKAKOuYBa OUIIKOBH JieKapcTBa H APYTH JIEKAPCTBEA,
KOHUTO CTe 3aKynum 6e3 peLienra.

Hsakou nekapcTaa Moxke Aa NOBNUAAT Ha ToBa Kak [lazonann® G.L. Pharma aekcrea wnu na ysenuuar

BEpOATHOCTTA J1a MOJYUHTE HexxenaHu peakuuu. [lazonanub G.L. Pharma Moxe cbllo 1a NOBNHAE Ha

NEeACTBHETO HA HAKOM APYrH nekapcTea. Cpea TaX ca:

- UTAPHTPOMULIMH, KETOKOHA30Jl, HUTPAKOHa3oJ, pHPaMHUMH, TEIMTPOMULHWH, BOPHKOHA30J]
(M3M10/13BaHH 34 JIeueHHEe HA HHPEKIHA).

- aTa3’aHaBUpP, MHAMHABUD, HE(PHHABUD, PUTOHABUP, CAKBUHABHP (M3MNOJI3BAHHU 32 JIeYeHHe HA
XHMB).

- Heda300H (M3NOJI3BaH 32 IedeHHe HA JAeNpecHn ).

- CHMBACTATHH K €BEHTYANHO APYrd CTAaTHHH (M2MOJI3BAHU 33 JIe4eHHEe HA BHCOKH HHBA HA
Xo0J1ecrepo.n).

- NeKapcTBa, KOWTO HaAMANABAT CTOMAWIHATA KHCeAHHA. BHUALT Ha NeKapCTBOTO, KOETO
NpUeMaTe 3a HaMalxBaHE Ha CTOMAalllHATa KHMCenuHa (Hanp. UHXMOUTOp Ha NpPOTOHHATa
nomna, H2 aHTaroHMCTH WAM AHTHALMAM), MOXKE A IOBIMAE€ Ha TOBa K
[Nazonanu® G.L. Pharma. Mons, koHCynTHpaiiTe ce ¢ Baliua nekap WM Mej

Kaxere na Bamns gexap wiu ¢papMalieBT, ako MIPpUEMATE HAKOE OT TE€3H IEKapCT

IIazonanunb G.L. Pharma c¢ Xxpana 4 HAITHTKH
He npuemaiite [lazomanné G.L. Pharma ¢ xpana, Tb#i Karo T8 BhHSe B



abcopbupaHe Ha jekapcTBoTO. [Ipemaiite ro nmoHe ABa 4aca Cjie[l XpaHeHe WIM €HMH 4ac Mpeau

XpaHeHe (BHXKTe TOuKa 3).
He nuiiTe cok ot rpeiingpyr, nokato ce nexysare ¢ Ilasonanu6 G.L. Pharma, TbHi kaTO TOBa MOXe

13 YBECJIHYH BEPOATHOCTTA OT HCXKCI/IaHH PCAKLIHH.

bpemMeHHOCT, KbpMeHe H (PEPTHIHTET
Mazonann6é G.L. Pharma He ce npenopbuBa, ako cre Opemenna. Edexrsr Ha [lazonanu6 G.L.

Pharma no BpemMe Ha OPEMEHHOCT HE € U3BECTEH.

- Kaxere na Bamus jexap, ako cre OpeMeHHA WIH IU1aHUpaTe J1a 3abpemMeHeerTe.

- H3non3BaiiTe HagexaAeH MeTOoA 3a KOHTpauenuus, nokaro npuemare [lazonanu6 G.L.
Pharma u noHe 2 ceAMHULM CJie]l TOBA 3a NpeAoTBpaTABaHe Ha OPEeMEHHOCT.

- Axo 3a0pemeneere no Bpeme Ha jedennero ¢ Ilazonann6 G.L. Pharma, kaxere Ha Bauius

JieKap.

He xbpmerte, qokaro npuemare Ilazonann6 G.L. Pharma. He e n3BecTHO Janu CbCTaBKHTE B
[Tazonanu6 G.L. Pharma npemunaBat B kbpmarta. ['oBopere ¢ Baiuus nekap 3a ToBa.

MausenTH OT MBbXKKH M0J1 (BKJIIOYMTEHO TAKHMBA, HA KOMTO € U3BbpLIEHAa Ba3eKTOMHSA ), KOUTO UMAT
NapTHLOPKH, KOMTO ca GpeMeHHH WM Morat aa 3abpemMeHesT (BKJIIOYMTEHO TE€3H, KOMTO H3IOJ3BaT
APYrH METOAM 3a KOHTpauernuus), TpsaOBa na M3MoJ3BaT Npe3epBaTHBH M0 BPEME HA IOJIOB aKT,
nokaro npuemar Ilazonanu6 G.L. Pharma u Hai-Majiko 2 CeAMULM CJie]l nocieHaTa 103a.

@epTHANTETLT MOKe Ja Obae moBjHsAH OT jevenueTo ¢ Ilazonmanu6 G.L. Pharma. I'oBopere ¢
Baiuus nekap 3a ToBa.

[llopupane n pabora ¢ MAIIHHH
[Tazonanu® G.L. Pharma Moxe na uMa HeXeJlaHM peaklHdHd, KOWTO MOorat Ja TMOBJIMAAT Ha

cnocobHocTTa BH 3a modupane wiu pabora ¢ MalLIMHH.
- Usbsarsaiite aa wodupaTe iy aa paboTuTe ¢ MalllMHH, aKO C€ YyBCTBATe 3aMasHH, YMOPEHH

WM cabu, WIK aKo HAMAaTe JOCTaTb4HO EHEePrus.

IMazonann6 G.L. Pharma cbabpka HATpHM.
ToBa nekapcTBO ChAbpka no-Manko ot 1 mmol Hatpuit (23 mg) Ha ¢puamHupaHa TabneTka, T.e. TO Mo

CBLIECTBO HE ChAbpPKAa HATPHH.

3. Kak na npuemare Ilazonann6 G.L. Pharma

BuHarun npuemaiiTe TOBa JIEKAPCTBO TOYHO KakTo Bu e kaszan Bammsar jekap. Ako He cre
CUT'YpHH B HelllO, nonuraite Bawus nexap wiu ¢papmalieBT.

KoJixo na ce npuema

Hazonanub G.L. Pharma 200 mg purmupanu mabremxu.
OGuuaiinara xo3a ¢ 4yetupu tabnerku Ilasonmanu6 G.L. Pharma ot 200 mg (800 mg na3zonanu0),

NpHeMaHH BeJHBX JAHEeBHO. TOBa e MakcUMaJiHaTa 103a Ha JeH. Moxe na ce Haoxu Bauwusar nekap
J1a HaMaJIk J103aTta By, ako nosyyuTe HeXXeJlaHH peakLMH.

Hazonanub G.L. Pharma 400 mg ¢urmupanu mabaemxu.
O6uuaiinara no3a e ae tabnerku [lazonann6 G.L. Pharma or 400 mg (800 mg na3zonaHu6),

npHeMaHH BeaHbX qHeBHO. ToBa e MakcHMaiiHaTa f03a Ha neH. Mose na ce Hajloku Bammsar jiekap
1a HaMaJIk go3ara By, ako nony4yuTe HeXXelaHH peakLuH.

Kora aa ce npuema
He npuemaiite I1azonanu6 G.L. Pharma ¢ xpana. IIpuemaiiTe ro noHe jpa 4yaca
€IHH Yac MpeaH XpaHeHe.

Hanpumep mMoxkeTe aa ro npuemMare JABa 4aca CJie[l 3aKyCKa HJIM €IMH 4ac mnpej
[Tazonanu6 G.L. Pharma npuGJIM3KTENIHO MO €1HO U CBILIO BPEME BCEKH JIEH.




[lornswalite TabneTkuTe LEJM C BOAA, eAHa clied Apyra. He uwynere v He pasTpollapaiite TabneTkure,
Tbii Karo TOBa BAHMAE BbPXY Ha4yMHA Ha aOcopOHpaHe Ha NEKApCTBOTO H MOXE JAa YBEIHYH
BEPOATHOCTTA OT HeXKeNaHH peaKLiHH.

AKoO cTe npHeaH noBeye oT Heodxoaumara no3a Ilazonanu0b G.L. Pharma
AKO npHeMere TBbpAE MHOrO TableTkH, CBbpHKETE ce ¢ JeKap HiH PapManesT 3a ChBET. AKO €
Bb3MOXKHO, NOKaXKeTe MY ONAaKOBKATA WM Ta3H JIHCTOBKA.

AKo cte nponycHau aa npueMerte Ilazonanubd G.L. Pharma
He B3emaiiTe aBoiiHa A03a, 32 1a KOMIEHCHpaTe nNpomnycHaraTta no3a. 1lpocto npueMmere cnenpaujara
103a B 0OMYaHOTO BpeMe.

He cnupaiite npuema Ha [lazonanu® G.L. Pharma, 6e3 ga cTe ce moCLBETBAJIH
[Tpuemaiire INazonanu® G.L. Pharma tonkoea awnro, konkoro Bawwuar nexap Bu npenopwusa. He

cnupaiiTe, o¢cBeH ako BawuaT nexap He Bu nocobBeTBa.

4. B1L3MOKHH HeXKeJIaHH peaKIHH

KakTo BCHYKH JICKapCTaa, TOBa NEKapCTBO MOXKE Aa MPCANU3BHKa HCXKCJIaHH pCaKIlMH, BLIIPCKHA 4C HC
BCCKH I'H [TOAY4YaBA.

BBL3MOXHH CePHOIHH HEXKEJIAHH PEeAKIHH

Mo3abuen oToK (CHHAPOM Ha oOpaTHMa 3aHa JieBKoeHUEedanonaTus)

[Mazonanu6 G.L. Pharma Moxe B peaku ciy4au Aa NMPUYKMHH MO3BYEH OTOK, KOETO MOXe Aa Obae
XKHBOTO3acTpaitaBallo. CUMITOMUTE BKJIIOYBAT:

- 3aryba Ha roeop

- NPOMAHA Ha 3PEHHUETO

- rbp4 (MPUNAIbLUH)

- 0O BPKAHOCT

- BUCOKO KPbBHO HANIAraHe

Cnpere na npuemare Ilazonanu6 G.L. Pharma n He3a0aBHO norbpcere MEIHUHHCKA NMOMOIR,
AKO TOJIYYUTE HAKOH OT TE€3W CHMNTOMM HIH aKO MOJYHUTE rnasobonue, NpUAPYXEHO C HAKOH OT

TC3H CHUMIITCMM.

XHNepToHHYHA KPH3a (BHE32NHO H CHJIHO NOBHINABAHE HA KPHBHOTO HAJIATAHE)

[Tazonanu6 G.L. Pharma noHsakora Mo)e Ja NPpHYHUHM BHE3ANMHO YU CU/IHO NMOBUILIABAHE HA KPBHBHOTO
Hansrave. ToBa € HM3BECTHO KaTO XUMEPTOHMYHA Kpu3a. Bawmmsat nekap we cnead KpbBHOTO Bu
HansraHe, nokato npueMare [fazonann6 G.L. Pharma. [Ipy3HauuTe U CHMITOMHTE Ha XUIEPTOHHYHA
KpH3a MOXKE J1a BKJIHO4BAT:

- ocTpa Oonka B repJAMTe
- CHIHO rnapoboue

- 3aMBITIEHO 3pEeHHE

- o6 bpkaHoOCT

- rageHe

- NOBPbLLAHE

- CHJTHO O€3MOKOHCTBO

- EHII;YX

- MpuOBE (NPHUNAIbLN)
- IpUMallABaHeE

Cuapete na npuemate Ilazonanud G.L. Pharma n He3a0aBHO nmoTnpcere Me
aKO pa3BHETE XUNEPTOHHYHA KpHU3a.




ChpaeunH CbCTOSHUS
PuUcKOBeTE 3a Te3H MpoONeMH MOJKE Jia ca MO-BUCOKH 32 XOpa ChC ChLUECTBYBALL ChpACUYEH npobnem
WM KOHTO TipHeMaT Ipyru Jekapcrsa. llle 6vpere mscnensanu 3a CupeyHH MpoONieMH, ROKATO

npueMare [Nazonanu6 G.L. Pharma.

Crvpoeuna Ouchynkyus/copoeuna nedocmamvinocm, Cbpoeier yoap

[Tazonanu6 G.L. Pharma Moe [Ja nopiMse Ha ToBa KOJKO aoOpe cwpuero Bu u3nomnea kpbB WIH
MOE 13 YBENMUYH BEPOATHOCTTA OT cbpaeveH yaap. [IpH3HalluTe H CHMNITOMHTE BKJIKOUBAT:
- HEpPABHOMEPEH WK Obp3 ChpACUYEH PHTBM

- chpucOUeHe

- MpUMaIfiBaHeE

- 0onKa WK NPUCTAraHe B MbpAMTE

- Gonka B peuere, rbpda, BpaTa UK HENOCTTa

- SH,HYX

- NnoayBaHe Ha Kpakara

IoThpcere He3a0aABHO METHIHHCKA MOMOIL, aKO NOJY4YNTE HAKOH OT TE3H CHMITTOMH.

IIpomenu ¢ cvpoeunusa pumvm (Yovancasane na QT unmepeana)

[Tazonauu6 G.L. Pharma Moke 0a noB/iMA€ Ha CbpAEYHHSA PHTBM, KOETO NMPH HAKOH XOpa MOXKe 1a ¢e
pa3BHe B MOTEHLHAIHO CEPHO3HO ChpleuHO 3abonsBaHe, W3BECTHO Karo torsade de pointes. Tosa
MOJKE Aa JOBEAE A0 MHOTO YCKOPEH ChpAeUeH PUTHM, KOETO BOAM A0 BHE3amnHa 3aryba Ha Ch3HAHHE.
Kaxkere na Baming aexap, ako 3abenexxure HiKakBd HeoOHYaHHHA NPOMEHH B CHPACYHHS PHTHM,
KaTo Hanpumep Tebpae Obp30 uin TBbpae 6aBHo Ouene.

Hucyar

[Tazonauu6 G.L. Pharma moxe Aa yBeaHYH BEPOATHOCTTA Aa NOAy4YHTe MHCYNT. llpH3HauuTte n
CUMITTOMMUTE Ha HHCYJIT MOXKE J1a BKJIFOUBAT:!

- M3TPEIBAaHE WIH ¢1a00CT OT eAHaTa CTpaHa Ha TANOTO

- 3aTPYAHEHO FOBOPEHE

- rnaBobonue

- 3aMasHOCT

IMoThLpcere He3abaBRAO MEeAHIHHCKA MOMOII, aKO MOJIYYHTE HAKOH OT Te3M CHMITTOMH.

Kbpsene
[Mazonanu6 G.L. Pharma Moxe 1a NpHYMHHA TEXKO KbPBEHE B XpaHOCMMIATE/NHATa CUCTEMA (Karo

cTOMAaxa, XpaHONPOBOAa, PEKTyMa WK YeppaTa) Wwin B Henunre apobose, 6nOpeumre, ycraTa, BarnHata
1 MO3bKa, BBITPEKH 4€ C€ Cy4sa paako. CHMNTOMHUTE BKIIIOYBAT:

- KPBB B M3NPAXKHEHUATA WIM YepHU U3NPAKHEHHA

- KPBLB B ypHHaTa

- donku B cTOMaxa

- KalllJIsHE WIH NOBPbIIAHE Ha KPBB

IloThLpceTe He3a0ABHO MeTHIHHCKA MOMOILL, AKO NMOJIYYHTE HAKOH OT T€3H CHMITOMH.

Ilepdopanus u Ppuctyaa

Mazonauu® G.L. Pharma moxe na npydyYMHM pa3kbeBaHe (nepopauus) B CTOMaxa HIHM CTeHATa Ha

yeppaTa WIM pa3BUTHe Ha HeoOuualiHa Bpb3Ka MEXAY [ABE€ 4acTH Ha XPaAHOCMHNATENHMA TPAKT

(buctyna). [Ipy3HauKUTE H CHMATOMHUTE MOJXKE [1a BKIHOYBAT:

- octpa Oosika B cTOMaxa

- raJieHe W/uan NoBpbUaHe

- MOBUILIECHA TEMIIEpaTypa

- obpasysane Ha npoOue (nepdopaurs) B CTeHaTa Ha CTOMaxa, TbHKOTO HIH JeOENOoTO YepBo,
OT KOWTO ce OTAeNA FHOH ¢ KbpBaBa WIH HEMPHUATHA MUPH3Ma

HoTbpcere He3a0aBHO MEAHIHHCKA NTOMOI, aKO MOJIYYHTE HAKOH OT TE€3H CHMIOTO

[Ipobiemu ¢ yepHus apod
Maszonauu6 G.L. Pharma moxe na npuurHy npobneMu ¢ uepHus Bu apob, kouto

B CEPHO3HHM CBhCTOAHMA KaTO 4epHOoApoOHa AuchyHKUMA W 4YepHOOpoOHA Hemo



MoraT Aa ObaaT daranHu. BammaTt nekap e mnposepsBa uepHOApoOHMTE BH eH3HMMH, IOKATO
npueMate I[lazonauu6 G.L. Pharma. Tpusrauure, ue uyepHuaT Bu npo6 moxke na He paborn
NpaBUJIHO, MOTaT [1a BK/THOYBAT:

- NOXBLIATABAHE HA KOXKATa WK 6A710T0 Ha ouuTe (OKBITEHHLIA)

- TbMHA YPHHA

- yMOpa

- rajcHe

- NOBpbillaHe

- 3ary0a Ha aneTur

- OoJiKa OT AAcHaTa CTpaHa Ha cToMmaxa (Kopema)

- necHO 0Opa3syBaHe Ha CHHHHH

INoThpcere He3a0ABHO MEAHIHACKA NOMOLI, aKO NONYUHTE HAKOH OT T€3H CHMITTOMH.

KpbBHH ChCHPEIH

Tvaboka eenozna mpombosa ([BT) u benodpobna embonus

[Mazonanu6 G.L. Pharma Moxe jga npuymnp ofpasyBaHe HA KPBHBHH CBCHPEUM BBLB BEHHTE BH,
ocobeHo B kpakaTa (Ab160ka BeHo3Ha TpomGo3a wiu JIBT), KOUTO ChILO MOraT 1a CTHrHaT Ao Genure
Bu apo6oge (6enoapobna embonus). [IpusHauure H CUMIITOMHTE MOXKe 13 BKITIOYBAT!

- octpa 60osika B 'bPAHTE

- 3anyX

- YUYECTEHO QHILAHE

- Oonka B Kpaka
- MOJYBaHE HAa PhLETE M JUIaHWTE WIH KpPaKaTa H CThIIanara

Tpombomuuna muxpoanzuonamusn (TMA)

[Tazonanut G.L. Pharma Moxe Aa nprudHU obpasyBaHe Ha KpbBHHY ChCHPELIH B MAJIKHTE KPBBOHOCHH
choBe B OBOpeLdTe H MO3BKA, NPUAPY>KEHO OT HAMalgBaHC¢ HAa YEPBEHUTC KPEBHH KIETKH H
KJIETKMTE, YYACTBAllld B ChCHpBaHeTo (TpoMOGoTHuHa Muxpoanruonaths, TMA). Ilpu3Hauure W
CHMITTOMHUTE MOXE Ja BKJIIOYBAT:

- necHo odpa3zyBaHe HA CHHUHH

- BUCOKO KPBbBHO HaJfAraHe

- NOBHUILIEHA TEMIIEpATypa

- 00BpKaHOCT

- CBHIUBOCT

- rep4oBe (NMpHUNagbLM)

- HamMaNgBaHe Ha OTAC/IAHETO Ha YPHHA

IMorupcere He3abaBHo MeHORHCKA MOMOMI, AKO NMOJYYHTE HAKOH OT TE3H CHMITTOMH.

CuHApOM HA TYMOPEH JIH3HC

[Mazonanuo G.L. Pharma Moxe aa npuddHH 6bp30 pasrpakiaHe Ha paxOBHTE KIIETKH, KOETO BORH /10
CHHJPOM Ha TYMOPEH JIH3HC, KOMTO NMpH HAKOH Xopa Moxe ja Obae daraneH. CHMITOMWTE MOraT Ja
BIUTIOUBAT HEPABHOMEPEH MYJIC, MbpUOBe (NMpHNaAbUH), 0OLPKAHOCT, MYCKYTHH KpPaMITH HJIH CriasMu
WIM HaMalsiBaHe Ha oTAeNfHeTo Ha ypuHa. IloThpcere He3abaBHO MERHIHHCKA NOMOIM, ako
[IOJIYYHUTE HAKOH OT T€3U CHMITTOMH.

Hudexnun
UHdexiyy, BB3HHKHanY Mo BpeMe Ha npuema Ha [lazonanu® G.L. Pharma, morat jna cranar
cepuo3Hi. CUMOTOMHTE Ha HHPEKLIMU MOraT Aa BKIIOYBAT:

- MOBHILIEHA TEMIEpATypa

. rPUIIONOACGHY CHMITTOMH KaTo KAIUTHLA, yMOpa H GOJIKH B TANIOTO, KOHTO HE OTMHHABAT

- 3ayX W/ WIH XpHINOBE

- 6os1Kka MpH YpHUHHPaHe WWAA Mg

- [OpA3BAHHSA, OXKY/IBAHHA WIM PaHH, KOHTO Ca YEPBEHH, TOIUTH, TOAYTH HItH OgAgIRcHY %

IHoTupcere He3abapno MeAHIHHCKA OMOI, aKO NOJYYHTE HAKOH OT TE3H CHMITT(



Buinanenne Ba fennre Apobose

[Mazonann6 G.L. Pharma MoXxe B peAxd ciaydyad Aa NpUYMHM Bb3naleHde Ha Genwte apobose
(MHTEpcTHUHANHA GenoapoGHa 6onecT, MHEBMOHMT), KOETO NPH HAKOH XOpa Moxe aa Obae ¢aranHo.
CHMNTOMHMTE BKJIIOYBAT 3aJyX WIH KalUlHUA, kouto He orMmuHapar. llie Owaere uacneasann 3a
Oenoapobru npobnemu, aokaro npuemare I1asonannd G.L. Pharma.

IToTupcere He3a0aBHO MEAHIMHHACKA NIOMOIIL, aKO [IOTYYHTE HAKOK OT TE3H CHMITTOMH.

IIpobnemMn ¢ MHTOBHAHATA HKJIe3a

[Tazonauu6 G.L. Pharma Moxke a2 HaMallM KOJMHMYMECTBOTO Ha XOPMOHHTE Ha IHTOBHAHATA JXKIIE3a,
MpoM3BexaAaHH B TAT0TO BU. ToBa MoXKe Aa moBene A0 yBenHuyasaHe Ha TernoTo K ymopa. Hueara Ha
XOpPMOHHWTE Ha LMTOBHAHaTa B knesa me 6baar uscneapadu, nokaro npuemare [Nazonanub G.L.
Pharma.

Kaxere na Bamus siekap, ako 3abeyie:xxuTe 3HAUUTETHO HaJ/laBaHe Ha TErJIo HIIH YMOpa.

3aMBbIJICHO HIH HAPYIIEHO 3PEHHe
[Tazonaun® G.L. Pharma Moxe Ja npUYMHH OTAENIAHE WM pa3KbCBaHe HAa JIHraBHLaTa HaA 3aJHaTa
yacT Ha OKOTO (OTJiENBaHe WIK Pa3KbCBaHE Ha peTHHaTa). ToBa MOXe Ja foBeJe 10 3aMBIJICHO WU

HapyileHO 3peHHE.
Kaxere Ha Bamnga sekap, ako 3a0eexure HAIKaKBH IPOMEHU B 3pEHHETO CH.

Bb3MOKHH HEKEJAHH PeAKNHH (BKJIOYMHTEIHO Bb3MOXKHH CEPHO3ZHH HEXEJAHH pPEAKUHH HpA
CHOTBETRATA KATEIOPHA YE€CTOTA).

MHOr0 4ecTH He)KeJIaHn PeaklMi (MoraT Ja 3acerHat nosede ot 1 ua 10 aymiu):
- BHCOKO KPhBHO HansraHe

- AHApHA

- 4YBCTBO Ha MMOBAWraHe (rageHe Wiu NOBphUIAHE)

- Oonku B cTOMaxa

- 3ary0a Ha aneTur

- 3aryba Ha Terno

- HapylleHHEe Ha BKyca WIH 3aryba Ha Bkyc

- BB3MANICHHAE HA YCTaTa

- rnasobonue

- TyMOpHa bonka

- JIANCA HA €HEpTHA, YYBCTBO Ha ¢nabocT Wik yMopa

- NPOMEHH B LIBE€TA Ha KOCATA

- HeoOHUaeH Kocomnaa Wi opeasBaHe

- 3ary0a Ha KOXX€H TIUTMEHT

- kokeH 0OpHB, BEPOATHO BKIOYBALL JIIOLICHE HA KOXaTa

- 3ayepBABaHEe H NOAYBAHE HA JJIAHWTE HA pbLETE WIH CThIIAJIATA HA KpaKaTa
Kaxxere na Bammns Jexap uian dapManmeBT, akO HAKOA OT TE3H HEKENaHH pPEaKUHH CTaHe
o0e3noKoUTENHA.

MHoro 4ecTH HeXeTaHA PeAKNHHA, KOHTO MOTAT Aa Ce NPOABAT B H3C/JICABAHHATA HA KPbB H/IH

ypHHA:

- MOBHILIABAHE HA HEPHOAPOOHUTE EH3UMH

- HamaJIgBaHe Ha anbyMHHa B KpbBTa

- MPOTEHH B YpUHATa

- HaMaIsBaHe Ha Opod Ha TpoMboumTUTE (KITETKH, KOUTO MOMAarar Ha KpbBTa a ce ChCHpRa) B
KpPLBTa

- HamansaBaHe Ha 6posA Ha 6enuTe KPBBHH KIETKH

YecTH HexKeJIaHK peaknan (Morat ja 3acerHar ao 1 aa 10 aywn):
- JIOLIO XPaHOCMHJIaHe, ITOAYBAHE HA KOpEeMa, METEOPH3IbM

- KbpPBEHE OT HOCA

- CYyXOTa B yCTaTa WIH A3BH B yCTaTa

- HHeKLHH




HeoOH4aiHa CHHIHBOCT

HapyIllleHHA Ha CHHA

6onka B repauTe, 3aayx, 6o/Nka B KpakaTa W NOAyBaHe Ha KpakaTa/cTbrnanata. ToBa MOXe Aa
ca NpM3HaLM Ha KpBBEH ChCHpeEK B TANIOTO BH (TpoMboeMbonHa). AKO CBCHPEKET C€ OTKBCHE,
TOM MOXe Ja cTHrHe 10 Oenvrte Bu apoboBe 1 ToBa MOXe ga ObA¢ KUBOTO3ACTPAILIABAIL0 WIH
AOpH (PaTanHo.

CBPLIETO CTABa NO-MAIKO €(pEKTHBHO MpPU M3MOMMNBaHE HA KPbB KbM TANOTO (ChbpAcyHa
JUChHYHKUHA )

3afaBeHa cbppaeyHa JeHHOCT

KbpPBEHE B YCTaTa, peKTyMa WiH 6enus apob

3aMagHOCT

3aMBIJICHO 3peHHe

FOpPELUH BBIIHH

noiyBaHe, NPHIUMHEHO OT TEYHOCT, B JIHLUETO, PBLETE, [NIE3CHHTE, CTHNANATA WK KIenayuTe
TPBNKH, CI1a0OCT WIH H3TPBIBAHE HA PBLETE, WIAHWTE, KpAKaTa HIK CThIANAaTa

KOXXHH YBpeKIOaHH, 3a4YEPBABaHE, ChpOeX, CyXa KoXa

YBpEKJaHUA Ha HOKTHUTE

ycelllaHe 3a NapeHe, MpaByukaHe, CbpOeX WIH H3TPBINBAHE Ha KOXATa

ycelllaHe 3a CTyH, ¢ TpenepeHe

NPeKOMEPHO H3MOTABAHE

JeXHApaTaLHs

00JIKH B MYCKYJINTE, CTABHTE, CYXOXKWIHATA H bPANTE, MYCKYJ/IHH CNIa3MH

Ape3raBocT

3a0YX

KallJTHLA

KalUIgHEe Ha KpbB

XbALIAHE

konabupan 631 apo6 ¢ BB3AYX, 3aABPKaH B NPOCTPAHCTBOTO MexkAy Oenud apod v rpbaHHA
KOLU, YeCTO MPHYHHABAMKH 3aayX (ITHEBMOTOPAKC)

Kaxere na Bamus jsexap uan GapManeBT, aKO HAKOA OT Te3H peakLHH cTaHe 00€3MNOKOUTENHA.

HecTn HeXKeJIaHH PeakKHH, KOHTO MOTaT A& C€ NPpOABAT B H3CJIeABRHHATA HA KPBEB HJIN YPHHA.

NOHMKEHA (PYHKLMA Ha IUTOBUAHATA XKIe3a

HapylieHa YepHoaApoOHa QyHKLUA

MOBHILaBaHe Ha GuAHpyOHHA (BELIECTBO, MPOH3BEKAAHO OT YepHHS Apod)

NOBHIIABAHE HA JIMMAa3aTa (€H3HM, YUacTBall B XPaHOCMHIIAHETO)

NOBHULIABAHE HA KPEaTHHHHA (BEIUICCTBO, MPOU3BEKNAHO B MYCKYJIUTE)

NPOMEHH B HUBATA HA JPYTH Pa3fIMMHH XHMHYHH EIEMEHTH/EH3HMH B KPbBTA. BaluHAT nekap

liie Bu HHOpMHpa 3a pe3ynTaTUTE OT KPbBHHTE H3C/ICABaHHA

HesecTn HexenanH peaknun (Morat Aa 3acerHar 1o 1 na 100 qyuu):

HMHCYJT
BpEMEHHO HAMA/IABaHE Ha KpbBOCHaOAABaHETO HAa MO3BKa (NPEeX0o/Ha HCXEMHYHA aTaKa)
[peKbCBaHe Ha KPbBOCHAOASBAHETO HA YaCT OT CHPUETO MM HHPApKT (MHOKApAEH HH(ApPKT)
HaCTHYHO NPEKbCBAHE Ha KPBBOCHAGAABAHETO Ha YacT OT CbPLETO (MHOKApAHA HCXEMHS)
KPBBHH CBCHUPELM, NPUIPYKECHH OT HaMaNaBaHe HA YEPBEHHUTE KPbBHU KJIETKH H KIETKHUTE,
y4acTBallld B cheHpsaHeTo (TpoMOoTHuHa Mukpoanrnonatud, TMA). Te morart na yBpensar
OpraHH KaTo MO3bKa H 6n0peLuTe.

OBULIIABaHE HA OpofA Ha YEePBEHHUTE KPBBHH KICTKH

BHe3arneH 3ayX, ocobeHO KoraTo € NpHAPYXEH OT ocTpa O0SKa B I'bpAMTE W/WIH Yy4ECTEHO
auwmane (6enoapodHa embonus)

i 6p0peunTe, BarMHaTa H MO3bKa

HapyLIEeHHE Ha ChpAedYHus puTsM (YabnkaBaHe Ha QT uHTepBana)
aynka (nepdopaiiis) B CTOMaxa Ky YepsaTa

o6pasyBaHe Ha HEECTECTBEHH MPOXOAH MEKIY Y4acThLH Ha YepBaTa (
OOHAHK WK HEPEROBHH MEHCTPYaLIMH




- BHE3aMHO PA3KO MOBHILABAHE HA KPBBHOTO HaJIAraHe (XUMEPTOHHUHA KPH3a)

- Bb3MajIeHHE Ha NaHkpeaca (MaHKpeaTHT)

- BB3MNAJIeH, HENPAaBWIHO PYHKLMOHHPAIL WIH YBPeAeH YepeH Apob

- NOXKBIATABAHE HA KOXATAa WK OA710TO HA OuUTe (KBJITEHHLIA)

- BBL3NANICHHUE Ha JIMFABHLIATa HA KOPEMHATA KYXHHA (TIEPHUTOHHT)

- XpeMa

- o0pHUBH, KOUTO MOTaT Aa 6baaT chpOAIUM WK BB3NAICHH ([LUTOCKH WIH HAQWTHATH NETHA MU
MEXYPH)

- YECTH HIXOKIAAHUA

- NOBHIUEHA YYBCTBHUTEHOCT Ha KOXKAaTa KbM CITbHYEBA CBETVIHHA

- HaMaN€eHo ycelllaHe WIH YYBCTBHTEIHOCT, OCOOEHO Ha KOXATa
- KO’KHa paHa, KOATO HE 3a3ApaBsBa (KO)KHa 13Ba)

Peaxn nexkenann peaxunn (Morart jaa 3acerHat go 1 ma 1 000 ayun):
- Bb3nanicHue Ha Genus apod (MHeBMOHHUT)
- pa3luypsaBaHe M OoTclabBaHe HAa CTEHATA HA KPHBOHOCEH CBbI WM pa3sKhCBaHE Ha CTEHATa Ha

KPBBOHOCEH Cb/1 (RHEBPH3MH H APTEPUATHH JUCEKLIHH)

C HeH3BecTHA YecToTa (OT HAUIMMHUTE JAHHW He MOXe Ja Obe HanpaBeHa OLISHKA):
- CHHAPOM Ha TYMOPCH JIM3KC B PE3yNTaT Ha 6bp30 pasrpaxJaaHe Ha paKOBHTE KJIETKH
- YyepHOApOoGHa HEIOCTATHYHOCT

Crobmapane Ha HeXXeNAHH peaKUHH

AKO NIONTYYHTE HAKAKBY HEXKEJIaHH JIEKAPCTBEHH peakLMH, yBeomeTe Baluns nekap Wi ¢papMauesT.
Topa BKIIOHBa BCHYKH BB3IMOXKHH, HEOMKHCAHU B Ta3H JIMCTOBKA, HEXXENAHH peakuyu. MoxkeTe Chilo
Aa crobLMTE HexeNaHH peakLtil IUPEKTHO Ypes:

HanmpnHUTEIHA areHLMA 110 JICKapcTBaTa

ya. ,,Jaman I'pyes” Ne 8

1303 Codmus

bvarapus

Ten.: +359 2 8903417

yebeait: www.bda.bg

Karto chofiasate HexenaHu peakluMi, MOXKeTe Ja AaACeTe CBOs NPUHOC 3a NOJIyuyaBaHE Ha NoBeve

HHGOPMALMA OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTRO.

S. Kak aa coxpanaparte IIazonaun6 G.L. Pharma

,[Ia CC CbXpaHABa Ha MACTO, HEAOCTBITHO 3a ACila.

He n3noa3BaiiTe TOBA JIEKAPCTBO CJIeAd CPOKA Ha roAHOCT, oTOENA3aH BbpXYy OyTHAKara MIH
OnucTepa M KapTOHEeHara onakoBka cneln ,.l'ogeH n0:*. CpOKbT Ha rOQHOCT OTrOBapA Ha MOCHACAHUSA

J€H OT NOCOYCHHUA MECELL.
To3u nekapcTBeH NMPOAYKT HE H3MCKBA CIICLIMANIHH YC/IOBHS 3a CbXpaHEHHE,
He wusxpwppnsiiTe nexapcTBaTa B KaHaIM3aUMATa WIM B KOHTeHHepa 3a JOMAallHH OTHAIbLM.
[Nonuraiire Bamvsa dapMaueBT kak 12 U3XBbpIATE JiEKapcTBaTa, KOMTO Be4e HE M3ronspare. Tesu
MEPKH 11l€ CITOMOTHAT 3a Orna3BaHe Ha OKOJIHAaTa cpena.

6. CoappkanHe HA ONAKOBKATA H JONLJAHHTE/IHA HHPOPMAUMSH

Kakso coabpxka Ilazonarn6 G.L. Pharma

ITazonanub G.L. Pharma 200 mg gurmupanu mabremxu.
- AKTHBHOTO BELIECTBO € 11a30naHud (KaTo XHAPOXIOPHA).




Beska dpunmupana tabnerka cupabprka 200 mg nasonanuo0.
- Jlpyrure cbCTaBKH ca:
CobpueBvHa Ha Tabnerkara: ueiyJjo3a, MUKpokpuctaiHa (E460), natpueB HHLIeCTEH
rnukonar (tun A), noeuaon K30 (E1201), marnesues creapar (E470b).
[Tokpurne Ha Tabnerkara: xunpomenosa (E464), turanos auokcua (E171), makporon
400 (E1521), uepsen xenesen okeul (E172), nonucopbar 80 (E433).

[azonanub G.L. Pharma 400 mg ¢urmupanu mabremxu.

AKTHBHOTO BEIIECTBO € Na3onaHuo (KaTo XHMAPOXJIOpHA).
Beska ¢punmupana Tabnerka ceabpika 400 mg nazonaHuoO.
- Jpyrure ¢bCTaBKH ca:
CoupueBvHa Ha Tabnerkara: uenyso3a, MUKpokpuctaiHa (E460), HatpueB HMLIECTEH
rnukonat (tun A), nosuaon K30 (E1201), marne3ues creapar (E470b).
[Tokpute Ha Tabnerkara: xunpomenosa (E464), turanos avokeua (E171), makporon
400 (E1521), nonucopbar 80 (E433).

Kak nm3raexaa [Mazonanu6 G.L. Pharma u kakBo ¢bJbpiKa 0OIIaKOBKaTA

Hazonanuo G.L. Pharma 200 mg ¢urmupanu mabnemxu.

[Mazonanu6 G.L. Pharma 200 mg ¢uamupanu tabaeTku ca NpoabJroBatd po3osu, ¢ Haanue 200 ot
e/lHaTa CTpaHa, ¢ pasMepu npubausurento 14,3 mm x 5,7 mm.

JocTaBsT ce B npo3paunu anymunui-PVC/PE/PVDC 6aucrepu no 30, 60, rpynosa onakoska ot 60
(2 onakoBkH 1o 30), 90, cheraBHa onakoBka oT 90 (3 onakoBkH 1o 30) TabneTku.

Hazonanub G.L. Pharma_400 mg dhurmuparu madnremxu.

[Tazonanu6 G.L. Pharma 400 mg ¢unmupaHu TabsieTKH ca npoabiarosatd 0enu, ¢ Haamnuc ,,400" or
eIHaTa cTpaHa ¢ pa3mepu npuoauzurearo 18,0 mm x 7,1 mm.

Jloctassar ce B npo3paund anymunuii-PVC/PE/PVDC 6aucrepu no 30, 60, rpynosa onakoska ot 60
(2 onakosku 1o 30), 90, cberaBHa onakoBka oT 90 (3 onakoBkH 1o 30) TabieTKH.

He BcHuKH BH1I0BE ONAKOBKM MOraT Aa ObAaT IyCHaTH Ha rnasapa.

IIpurexare)i HA pa3pelleHHETO 3a ynorpeda

G.L. Pharma GmbH
Schlossplatz |
8502 Lannach

ABcCTpHus

IIpousBoaHTE/IH

PharOS MT Ltd.

HF 62X, Hal Far Industrial Estate
BBG 3000 Birzebbugia

Majira

Remedica Ltd.

Aharnon Street, Limassol Industrial Estate
3056 Limassol

Kunsp




To3n 1eKapcTBEH NPOAYKT € pa3peuieH 3a ynorpeda B AbpixkasuTe 4wieHKH Ha EUII non
CJICAHHTE HMCHA:

Puamupanu rabnerkn 200 mg:

YHurapua: Pazopanib G.L. Pharma 200 mg filmtabletta

Bunrapug: Ilazonanu6 G.L. Pharma 200 mg dunmupanun tabnerku
Cnosakus: Pazopanib G.L. Pharma 200 mg filmom obalené tablety

POuamupann Tadnerku 400 mg:

Yurapusa: Pazopanib G.L. Pharma 400 mg fiimtabletta

bunrapus: Iazonanuu6 G.L. Pharma 400 mg ¢punmupann tabnetku
CnoBakna: Pazopanib G.L. Pharma 400 mg filmom obalené tablety

ﬂﬂTa HA NOCACAHO NPEPAIIICKIaHe HA JTRCTOBKATA

mapT 2022




