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AxcuTaHH0 Canao3 1 mg puamupann tabdieTKkH
AxkcuTaHH0 Canjo3 5 mg puamupann TabjeTKkn
aKCUTUHHO

Axitinib Sandoz 1 mg film-coated tablets
Axitinib Sandoz 5 mg film-coated tablets
axitinib

IIpoyereTre BHHMATE/IHO HAJIATA JIHCTOBKA, NP/AH Aa 3all04eHeTe Aa NpHeMarTe TOBa JIeKapCTBO,
ThH KaTO TH ChAbpPKa BaxKHa 3a Bac undopmanus.

- 3ana3ere Ta3u JIMCTOBKA. MoOKe /1a ce HaJIOXKH J1a A MPOoYEeTeETe OTHOBO.

- AKO UMarte HAKaKBM JOMbJIHUTEIHK BBITPOCH, nonuTaTe Baiuus nekap, papmaueBT UM

MEeIULIMHCKA CecTpa.
- Tosa niekapcTBO € npeanucaHo JUYHO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxe na

UM HaBpeIM, HE3aBUCUMO Y€ NPU3HALIMUTE HAa TAXHOTO 3a00/1sBaHe ca chiluTe KaTo Bamure.

- AKO NoJly4YuTe HAKAKBHU HEXKEJIaHU JIEKApCTBEHH peakLMH, yBeaomere Bawus nekap, ¢papmaieBt
WA MEAMLIMHCKa cecTpa. ToBa BKJIHOYBA U BCUYKH Bb3MOXKHU HEXKEJIAHU peaKLMU, HEOTTMCAHH B
Ta3u JJUCTOBKA. BXK. Touka 4.

KakBo cbabpikKa Ta3H JIHCTOBKA

Kakgo npeacrasisBa AkcuTHHHO CaHI03 M 3a KaKBO C€ U3I10/13Ba
KakBo Tps0OBa j1a 3Haere, npeau aa npuemere AKCHTHHHO CaH03
Kak na npuemare AkCUTHHUO CaHa03

Bb3MOXXHH HEXEJIaHU peaKkLUH

Kak na cexpansaBare AkcuTHHUO CaH103

ChabpkaHUE Ha OMAaKOBKAaTa U JOMBJIHUTEIHA HHpOpMaLUS

AN S ol S

1 KakBo npeacrasiisBa AKCHTHHHO Cani03 M 32 KAKBO ce H3M0,JI13Ba
AxcuTHUO CaHa03 € JIeKapCTBO, ChAbPXKAIO aKTUBHOTO BEIECTBO AKCUTUHHO. AKCUTHHHUO
HamaJisiBa KpbBOCHaOAABaHETO Ha TyMOpa U 3a0aBs pacTe)a Ha paka.

AxkcutuHuO CaHa03 € NMoKa3aH 3a JieYeHUe Ha pak Ha ObOpeunTe B HanpeaHasa cTaaui (HanpeaHal
OBbOpEeYHOKJIETHYEH KapLIMHHOM) IMPU Bb3PAaCTHU, KOraTo APYro JIEKapcTBO (HApe4YeHO CYHUTHHHO WITH
LIMTOKMHM ) HE MOXE J1a CIIpe NMpOorpecupaHeTo Ha 3abosIsiBaHEeTO.

AKO UMaTe BBIIPOCH MO OTHOLLIEHHE Ha IEHCTBUETO HA TOBA JIEKApCTBO WJIM 3a11o Bu e 6uio
MpeanucaHo, nonuranre Bawmus nekap.

2 Kakso TpsaOBa 1a 3HaerTe, npean Aa npuemMere AKCHTHHHO Canao3

He npuemaiite Akcutuanbd Canpgos:

AKO CTe aJlepruyHy KbM aKCUTHHHUO WJIM KbM HAKOS OT OCTAHAJIMTE CbCTABKH Ha TOBA JIEKAPCTBO
(u30poeHH B TOYKa 6). AKO MHUCIIMTE, Y€ MOJKE J1a CTE aJlepruyHu, NochbBeTBaiTe ce ¢ Bawus nekap.

IlpeaynpexaeHus u npeANasHu MepKH

- AKO HMaTe BHCOKO KPbBHO HAJIAraHe.
AxkcutuHHO CaH103 MOXKe a noBUinK Baero kpbBHO HasiraHe. BaxkHo e 1



NEKyBAaTe C IeKapcTBa, MOHIKABAIIHN KPBBHOTO HajisiraHe. Bawuar nekap Tpadea aa ce yepepy, 4e
BaineTo KpbBHO HanAraHe ¢ 406pe KOHTPOJIUPAHO MPEAN Aa 3allOYHETE M IO BPEME Ha JICUEHHETO
¢ AkcutHuO Cannos.

- Ao uMaTe OpobiieMH ¢ MHTOBHAHATA XKJIE3A.

Axcutuaut Canios Moxke fa NTpHYHHH NpobiaeMu ¢ mUToBHaHATA XJe3a. UHdopmupaiite Bamns
JIeKap, ako AOKATO MPHEMATEe TOBA JIeKapCTBO C€ YMOPABATE I10-J1€CHO, KaTo UsAio Bu e no-
CTYIEHO B CPABHEHHE ¢ APYIUTe XOpa WIH rnachT Bu craBa no-aeben u apesrae. OyHKUMATA Ha
Bamara IATOBHIHA XJie3a TpAOBa Ja ¢ NMPOBEpH TIpeaH Aa 3ano4yHETe Aa puemMate AKCHTHHHO
Canno3 ¥ nepHoguuHO criel ToBa. Ako Bamata IMTOBMAHA »XJI€3a HE NMPOM3BEKAA AOCTATHYHO
THpPEOHeH XOPMOH NpeAH WIH JOKATO CTE HA JICUCHHE C TOBA JIEKApCTBO, TpAOBa Ja ce JIeKyBaTe
CHC 3aMECTUTE) HA TUPEOUIHUA XOPMOH.

-  AKO Hackopo cre HMaJH npobuaem ¢ 00pazyBaHe HR KPLBHH ChCHpEllH BHB BEHHATE H
apTepEnTe (KPHLBOHOCHH ChA0BE), BKIWYHTEIHO HECYJAT, HAPAPKT, eMbo1na AR
Tpombo3a.

BengHara norspcere crielHa nomolil U ce obagere Ha Bawms nekap, ako Noay4MTe CHMITTOMHU
KaTO rpbAHa OONKa UNu cTaraHe; 60jKa B pBUETE, rbpla, MMATA KIIH YENIOCTTA; 3a0yX;
MpaBy4YkaHe WK ¢nabocCT, 3acaralia eiHaTa NONAOBHHA Ha TA10TO Bu; npobnem ¢ roeopa;
rnaBobone; NPOMEHH B 3PEHUETO WIHM 3aMasHOCT, JOKATO CTE Ha JIeYeHHE C TOBA JIEKapCTRO.

- AKO cTpajaTe OT KPbBOH3JIHBH.

AKcHTHHHO Canno3 MOXE a NMOBUMIIM CKJIIOHHOCTTA KbM KpbBOM3IMBH. KaxkeTe Ha Balus nexap,
aKO HMaTe HAKAKBLB KPbBOM3IHB, H3KAlUIAHE HA KPBB WIH KbPBaBH Xpauki J0OKATO CTE Ha
JIEYECHHE C TOBA J1€KApCTBO.

-  AKO HMATE RJIH CTe HMAJIH AHECBPH3MA (pa3iIHpABaHe H OTC/IafBaHe HA CTEHA HA
KPbBOHOCEH Ch) HIE PA3KBCBAHE HA CTEHA HA KPBLBOHOCEH CBA.

- AKO 1m0 BpeMe Ha JIeueHHe ¢ TOBA JIEKAPCTBO NOJYYHTE TOHKKA CTOMAIMAA (KopeMHa) fojika
AN cTOMAamIHa 00/1Ka, KOSTO HE OTHIYMABA.

AxcurHHHO CaHzno3 Mojxe a NOBUILIY PUCKA OT NPOOHUB B CTEHATA HA CTOMAaXa WIH YepBaTa WiIH
oOpa3zyBaHe Ha QHUCTyIa (HEECTECTBEHO KaHATUE OT €Ha TelleCHa KyXHHa JI0 Apyra TelecHa
KYXHH& WIH 10 KOXKAaTa).

Kaxere Ha Balins nexkap, ako HW3NHTBATe CHIHA KopeMHa 60J1ka, 10KaTO CTE Ha JIEeYEHHE C TOBA
JIEKapCTRO.

- AKo Ba npeacron XHPpYPrauna onepanns H/IH AK0 HMATE HE3APACHAJIA PaHAa.

Bawmuar nexap tpabpa na nmpekpar npueMa Ha AKCMTHHHO CaHpo3 noHe 24 yaca npeau
OIepalyaTa, ThbA KaTO JIEKApCTBEHHAT NPOAYKT MOXE [a NMOBJIMAE MPOLIECa Ha 3a3/IpaBRBaHE HA
panH. Jleuennero Bu ¢ ToBa nekapctso TpaOBa aa ce Bb30OHOBH, KOraTo paHatTa € HOpMaJTHO
3apacHana.

- AKO 0 BpeMe HA JievYeHHe ¢ TOBA JIEKAPCTBO ¢€ NOSBAT CHMIOTOMH KATO raasoboJine,

00 pKAHOCT, rEpY0OBe (NIPANAABIN) HJIH IPOMEHH B 3PCHAETO ChC HJIH 03 NOBHIIIEHO
KPbBHO HAJSMAHE,

[Torspcere cneltHa nomou He3abasHO U ce obanere Ha Bamms nekap. Tosa Moxke ga Obae paaka
HEBPOJIOTHYHA HeXKeJIaHA peaklMia, H3BECTHA KATO CHHAPOM Ha 3a]Ha 00paTuMa eHLegaionaTus.

-  AKo aMaTte YepBOApoSHEA npodaemn.

BamuaT nekap 1ie HanpaeBd H3c/eBaHUA Ha KPBETA, 3a Aa NpoBepd QYHKUMATA HA YEPHHS ApoD
MIpeax M No BpeMe Ha J1edeHUeTo ¢ AKCUTHHHO CaHpnos.

- AKO mo BpeMe Ha JieueHHE ¢ TOBA JJeKAPCTBO Ce MOABAT CHMITOMH KATO NMPEeKOMeEpHA
yMopa, NoAYBaHe HA KOpeMa, KPAKATA HJIH IVIe3eHHTE, 33yX HIH H3ITLKBAHE HA BEHATE N0
IIHASATA.

Axkcutuan® CaHzo3 MOXKe Ja YBETHYH PHCKa OT Pa3BMTHE Ha CHOMTHA HA ChpAEUHA
HeZiocTaTbuHOCT. BamimaT nexkap TpsbBea nepuoanyuHo aa HabMOAaBa 3a NPH3HALM HIH CHMITTOMH
Ha CHOHTHA Ha CHPCYHA HEAOCTATHYHOCT 38 BPEMETO Ha IEYEHHE C AKCUTHHHO.

Yoorpeba npa Aena H IOHOIIH
Axcutuanb CaHzi03 He ce npenopbuBa Ha xopa noj 18 rogunu. Tosa n1ekapcTBO HE € I
Aela y FOHOLIH.




Apyra JekapcTBa 8 AkcaTuEE0 Cannos
Hsxou srekapcTBa MOXKE Aa NOBIMAAT HA WK Aa OBaaT noBauaHd oT AKCHTHHHO Canpo3s. Morns

uHopmupaiite Baiua nekap, papMauepT UM MEIULIMHCKA CECTPa 3a BCHUKH JIEKapCTBa, KOMTO CT¢
NpHeMAIH HACKOPO, NpHeMare B MOMCHTA WIH IUTAHHPATE Aa NPHEMETE, BIUTIOYUTEITHO JieKapcTBa 6e3
peLienTa, BUTAMMHH W PACTHTE/IHU NIEKAPCTBEHH NPOIYKTH. JlekapcTBaTa, ONMCAHH B Ta3H JIMCTOBKA,
MO>KE 4 HE ¢a BCUYKH, KOUTO ODMXa MOraH na B3auMoacHCTBaT ¢ AKCHTHHHUO Canpgos.

CneHHTE NEKApCTBA MOXKE Ja NMOBULLAT PUCKA OT HEXENaHH peakliMM ¢ AKCUTHHUO Cannos:

- KETOKOHA30J1 HJIH MTPaKOHA30J1, H3MO/I3BAHH 32 JICYEHUES HA rEOMYHN HHDECKUMH;

- KJIAPHTPOMMLMH, PUTPOMHLIMH MUY TENTUTPOMMILIMH, aHTHOHOTHLM, H3MON3BAHH 32 JICUCHUE Ha
OakTepHaIHH WH(PEKLINH;

- ara3aHaBHUp, HHAMHABHUD, HEIPHHABUD, PATOHABHP HIH CAKBUHABUP, U3HOI3BAHH 32 JIEUEHHE Ha
XHUB undpexumu/CITNUH;

- He(}a300H, M3MNON3BaH 38 JIeUeHHE Ha JEMpecHH.

CnenHuTe JIeKapcTBa MOXKE Ja HaManaT €peKTHBHOCTTa HAa AKCHTHHHO CaHpo3:

- pudamMnuuuH, pudabyTHH win pudanesTHH, H3NOM3BAHU 3a NeucHHue Ha Tybepkynosa,

-  JeKCaMeTa30H, CTEPOHAHO JIEKapCTBO, MPEANMCBAHO 3a pa3indHM CbCTOSHMA, BKTIOUHTETHO
CepHO3HH 3ab0o/IsRaHuU;

- denuTonH, KapbamazenuH wiM geHobapOuTan, aHTHENUNENTHIY, H3NON3BAHU 32
NpeJoTRPATABaAHE HA BPYOBE HIIM NPUNIAABLH;

- XKBIT XaHTapuoH (Hypericum perforatum), pacTUTeNIeH NIPOAYKT, U3NOI3BAH 34 JICYCHUE Ha
DenpecHs.

He TpabBa 1a npuemare Te3d n1eKapcTBa MO BpeMe Ha JedeHueTo Bu ¢ Akeutunud Cannos. Ako
NPHEMATE HAKOU OT TaX, HHGOpMHUpaiiTe Bawus nekap, ¢papmaleBT uan MeaULIMHCKa cecTpa. Bamusar
NIeKap MOX€ 1a CMEHH 103aTa Ha Te3M JIeKapCTBa, Ja NMPOMEHHU J03aTa Ha AKCHTHHHO CaHpo3 uix aa
CMEHM JIeueHHueTo BH ¢ apyro nekapcTBo.

AxcuTHHHO CaHI03 MOXKE Ja 3aCHIIA HEXETTAHHUTE PEaKLMM, CBBP3aHH ¢ ynoTpebaTa Ha TeO(UIHH,
M3M10/I3BaH 34 JICHEHME Ha acTMa Wik ApyrH 6enoapodHu 3abonssanui.

AxcaTaand Cannos ¢ xpana H HAIATKH
He npuemaiite TOBa IEKAPCTBO € rpedNdpyT HIH COK OT IpEeHIQpyT, Thil KATO TOBA MOXKE 12 3aCHIIH
HEXEIAHUTE peakLUHu.

bpeMeHHOCT H KbpMeHe

- Ao cTe OpeMeHHa WIH KbPMHTE, CMATATE, Y€ MOXKE aa cTe OpeMeHHa, WIH IUTaHHpaTe
6peMeHHOCT, NocbReTBaiiTe ce ¢ Balua nekap, gapMaleBsT Wid MEAUIIHHCKA cecTpa Mpeau
yrioTpebara Ha TOBa JIEKapCTRO.

- AxcuruHnb® Canaos Moxe a HaBpeIU Ha HEPOACHOTO JIETe WM Ha KbPMAYETO.

-  He npuemaiite TOBa nexapcTso no BpeMe Ha OpeMeHHOCT. AKO ¢T¢ OpeMEHHa WK MOXe Ja
3a0pemeHeeTe, ropopeTe ¢ Balling ekap npeau Ja ro npueMere.

-  HMsnonzsaifte HageKAEeH METO/ 3a Npeana3BaHe oT OpeMEHHOCT, JOKATO MpueMaTe AKCHTHHHO
Canzos u go |1 cegMHua cnel nocieaHara 403a Ha TOBa JIEKAPCTRO.

-  He xbppMere no BpeMe Ha niedenHe ¢ AKCHTHHHO CaHno3. Ako kepmuTe, BawiuaT nekap tpsbsa ga
obcrau ¢ Bac ganu ga npekparure KbPMEHETO WIM J1a NIPEKPATHTE JIEUEHHETO ¢ AKCHTHHHO

Cannos.

Ilodupane u pabora ¢ MAIIHHHA
AKO MOJTYYHUTE 3aMasHOCT U/WIK YyBCTBATE YMOP&E, JOKATO CTe HA IeYCHHE ¢ AKCHTHHHO
wodupaHe i pabora ¢ MalKMHK O6BHAETE MHOTO BHUMATENTHM.

AxcaTrER® Canao3 ¢chabpika JAKTO3A




Axko Bawusr JICKap Bue Ka3anl, 4¢ HMaTe HECTMMOHOCHMOCT KbM HAKOH 3aXapH, IMOCHBET BaMTeE Ce C Hero
NpeaHd Ja IIpUeMCETE TORA JICKAPCTBO.

AxcaTuanb® Canpos ¢coaAbpxka HATPHH
ToBa nekapcTBO chaAbLpAka no-Manko ot 1 mmol (23 mg) vaTpuii Ha punmupaHa Tabnerka, T.e. MOXe
11a C€ KaKe, Ye NPaKTHYECKHU He ChAbPKa HATPHH.

3 Kak 12 npremate Akcarranb Canagos
Bunary npueMaite TOBa NeKapCTBO TOUHO KakTO BH € ka3zan Bamuar nekap. AKoO He CT€ CHIYPHH B
Hello, nonuraiite Balna nekap, papManeBT UM MEAMLIMHCKA CECTpa.

[TpenoptunTenHaTa a03a € 5 mg Aea MbTH AHEBHO. Cnex ToBa BaiuaT iekap MOXe Ja NMOBUILH WIH
noHxu Bamara 103a B 3aBHCHMOCT OT TOBa KaK MOHACATE JICYCHUETO ¢ AKCHTHHHO CaHno3.

[Mornbusaiire TabneTkuTe LiENH, ¢ BOAa, ¢be HAH 6¢3 xpaHa. I Ipuemaiite AkcutuHuO Canno3
npubaH3MTENHO Nnpe3 12 vaca.

AKO cTe HpHEJH noBede oT Heobxoaumata n103a AkcuTREHRO Canno3

AKO cJTyuaiiHO CTe IpHey TBbp/e MHOr0 TabeTky Wi Nno-BUCOKA 03a OT Heobxoamumara,
He3a0aBHO ce MoChBeTBRaliTe ¢ Bammsa nekap. AKO € BEIMOXHO NOKAXKETE HA JICKapa ONaKOBKATa WiIH
Ta3u JIMCTOBKA. BB3MOXKHO € Z1a ¢€ Hy»KJaeTe OT JIeKapCKa HaMeca.

AKo cTe nponycHann aa npuemMere Akxcaraaub Cannos
[IpuemMere cneasaiara cH ao3a no oduuyaiinoro Bpeme. He B3emaifre aBoiiHa no3a, 3a aa
KOMIICHCHpaTe MpolTycHaraTa TabneTka.

AKO nopnbpHETE A0KATO NpRemMaTe AkcnTuadb Cangol
AKO NMOBBpHETE, He OMBa Ja NpUeMaTe AOMbJAHUTENHA f03a. CneABalllaTa npeanucaHa qo3a Tpadea ga
OBbae npHera B 00M4ANHOTO BpeEME.

AKo cTe cnpean npremMa HA ARCHTRARO Cannos
AKO He MOJKETE Ja IPUEMATE MOBEUY€E TORA JICKAPCTBO TaKa, KaKTo € Npeanucan Baiuus nekap unu
cuuTare, 4e Beue He B € HeoOGxoaumo, He3abaBHO ce cBbpikeTe ¢ Bawmms nekap.

AKO MMETE HAKAKBH JOITBIIHUTEHU BLAPOCH, CBBP3aHH ¢ ynorpedara Ha TOBA JIEKAPCTBO, TIONHTANTE
Baung nexap, ¢apMarieBT WiH MEIHLMHCKA CECTpa.

4 Bb3MOXKHE HEXKEIAHH PeAKIHH
KaxTo BCHYKH JIEKapCTBa, TOBA JIEKAPCTBO MOXKE [a MPEAU3BHKA HEXKeNlaHH peaKLMH, BITPEKH 4€ He
BCEKH ' MOJTy4asa.

Hakon oT HeXKeJTAHHTE peakKIHH Moxe Aa O0baaT cepuosnu. Bue TpatBa me3abaBno aa ce
cBbpKeTe ¢ Bamns 1exap, K0 NOJYIHTE HAKOS OT CJIEAHATE CEPHOZHH HOKEIAHH peaknHn
(BrkTe ¢bil0 TOUKA 2 “KaxkBo TpaOBa na 3HaeTe, npeaH Aa apueMere AkcHTHRRO Cannos”):

- CpOBTHS HA cChpAeYHa HeAOCTATHIHOCT. Cholwere Ha Baua nekap, ako U3nurare
NPEeKOMEpPHa YMOpa, NOAYBAaHE Ha KOPEMa, KpaxaTa Wil I/IE3€HUTE, 3aJyX WIH U3MbKBaHe Ha
BEHMTE 10 IIHATA.

- KpbsBHH ChCHPENR BLB BEHHTE H APTEPHHTE (BHAOBE KPHBOHOCHH CHL/I0BE),
BKJIYTHTEAHO HHCYJIT, HHApPKT, eMb0/ng HaH TpomGo3a. HezabasHo nots 7 x¥ et
MOMOM M Ce CBBpaKeTe ¢ Bamus iexap, ako NOMyuHdTe CHMIITTOMH Karo Oonka HigeTALEN
rEPANTE WIH CTATaHE B rbpAnTe; 00NKA B pbLieTe, rbpda, IMITA WIH YSMIOCTTa} | 3EN K7



CKOBAHOCT WM ¢nabocT B eAHaTa [IOJIOBHHA Ha TAIOTO; 3aTpyAHEH roBOp; rnasodonue;
NMPOMEHHU B 3PSHUETO WIH 3aMasHOCT.

- Kpbeoninus. HezabasHo crobmere Ha Bamus siekap, ako nMare HAKOM OT T3 CUMITTOMH
WJTH CEPHO3€H KPBBOHK3ZIIMB 10 BpEME Ha NeYEHUETO ¢ AKCHTHHHO CaHo3: KaTpaHEeHO YePHH
M3NPaKHEHHUA, H3KAIWIAHE HA KPBB WIH KBPBABH XPA4YKH WIIH MIPOMEHH B IICHXHYHOTO
ChCTOSIHHE,

- IIpo6uB B cToMAXA HJIR YepBATA HJIH 00pazyBaHe HA QHCTYNA (HeeCTECTBEHO KAHAJIYE
0T €HA HOPMAJIHA TeJ/IeCHA KYXHHA KbM JAPYra Te/ieCHA KYXHHA H/IH KbM KOXKaTa).
Kaxete Ha Bainus nekap, ako uMaTe CHIHA KOpeMHa Donka.

- CRAHO NOBHDIABAHE HA KPHBHOTO HAJIAraHe (XHOepTORHYHA KpH3a). Kaxkere Ha Baina
neKap, akO HMaTe MHOrO BUCOKO KPBbBHO HaJIAraHe, CWIHO I1aBOOOIME WIH CIIHA TPBAHA
Oorka.

- OGparaM oT0K Ha MO3BKA (CHHAPOM Ha 3aaHa o6paTama ennedanonarns). [lorbpcere
He3a0aBHO MEAHLIMHCKA NOMOII H e cBbpKeTe ¢ Bawmsa nexap, ako noryuuTe CHMITTOMH
KaTo r1arofonune, oObpKaHOCT, rbPYOBE (MPUTIATHIIM) UK IPOMEHH B 3pEHHUETO ChC HITH Oe3
BUCOKO KPBBHO HAJIATaHE.

HpyrH HexXeNnaHu peakuuu ¢ AKCUTHHHO CaHno3 MoXKe Aa BKIIKOYBAT:

MBoro 9wecTH: MOXKe aa 3acersart nosede ot 1 sa 10 xyymn

- BHCOKO KpbBHO HaJAraHe WiM MOBHUILEHHA Ha KPBbBHOTO HAJIAraHe

- JAuapus, HepasnoaokKeHUe (rageHe Wik NOBpbliaHe), 00yka B croMaxa, HapyleHo
XPaHOCMIWIAHE, BL3MAIEHHE Ha YCTATa, €3UKa WU I'bP/IOTO, 3aMeK

- 3agyx, KauuUiHua, MpecHnHall rjiac

- Jlunca Ha edeprug, cnaboct WK yMopa

-  [loHmwxeHa aKTHBHOCT Ha LWMTOBHAHATA sJle3a (MOXke [a C€ BUAH NPU U3C/IEIBAHE Ha KPBBTA)

- 3auepBABaHe M NOAYBaHE HA J/1aHWTE Ha PBLETE UM CThIANATa HA KpaKaTa (CHHAPOM ,,pbKa-
Kpak™), KO)XkeH oOpMB, cyxa Koxa

- CraBHa Oonka, 601Ka B J/TaHUTE WK XOAWIaTa

- 3ary6a Ha aneTur

-  Hanu4ue Ha GenTek B ypuHaTa (MOXe Aa ¢€ BUIW NPH H3C/IEeABAHE HA YPHHATA)
- 3aryba Ha Terno
- I'maBobonmue, HapyliieH BKYC WM 3ary0a Ha BKYC

YecTR: MOXKe Ja 3acersar a0 1 5a 10 gymn

- JexuapatupaHe (3aryba Ha TEJICCHH TCHHOCTH)

- bn0OpevHa HeAOCTATHEYHOCT

- Obpasyrane Ha ra3zoBe, XeMOPOHMJH, KbpPBEHE OT BEeHLIUTE, KbPBEHE OT PEKTYMA, NMapeHe UK
CMBJCHE B YCTaTa

- CBpBXaKTHBHOCT HA LMTOBKAHATA HU1e3a {MOXKE J1a C€ BHIH NPH H3CNIEBAHE HA KPLBTA)

- Bmn3naneHo rupao WIH HOC M IPa3HEHE HA I'bPIIOTO

-  MyckynHa 6onka

-  KwpBeHe oT HOCa

- Cupbex no koxkara, 3a4epBIBAHE Ha KOXKATa, KOCOMAaJ,

- 3BBbHTEHE/IIYM B YIIMTE (THHUTYC)

-  Hamanspane Ha Opos Ha €epUTPOLIMTHTE (MOXKE 1a ce BHAM MpPH K3CJICABAHE KPHBTA)

- Hamansasaue Ha Opos Ha TpoMOOLMTHTE (KIETKMTE, KOUTO NMOMAraT Ha KpbBTa J1a € Ch
(MOXe fa ce BUAU NPH K3C/Ie]BaHe HAa KPBBTA)

- Hanwnuue Ha epUTPOLIUTH B YpHHATA (MOXE 1a C€ BHAM MPH H3CICABAHE HA YPUHS

- Ilpomens B CTOHHOCTHTE Ha pa3/IMuHH [OKA3ATEIH/€H3MMH B KpBbBTa (MOXe na Je4
H3CNeJABaHE HA KPLBTA)




- IloBuieH 6poil Ha epUTPOLIUTHTE (MOXKE J1a C€ BHIAU MPH U3CIICIBAHE HAa KPBBTA)

- IlogyeaHe Ha KOpeMa, KpaKaTa WIH [TIe3CHUTE, M3ITbKBAHE Ha BEHHUTE I10 LHHATA, MPEKOMEPHA
yMOpa, 3a1yX (NpH3HalH Ha ChOUTHA Ha CHpPAEHHA HEAOCTATHYHOCT)

- ducTyna (HEeCTECTBEHO KAHAMYE OT ¢1HA HOPMAJIHA TEICCHA KyXHHA KbM ApYra WIH KbM
KOXKaTa)

- 3aMmasHOCT

-  BuB3naneHue Ha KNBYHUA MEXYP

HegecTH: MOXke a4 3aceraar 10 1 Ha 100 nymn
-  Hamanasane Ha 6pos Ha 6enure KPLBHU Ki1eTKH {MOXE Ja ¢€ BUAH MPH HU3CIEIBaHE Ha
KpPHBTA)

C Hen3BeCTHA Y€CTOTA: OT HAJTHYHHATE NAHHH HE MOXe Na 0bAe HANpABEHA OINEAKA
- PasmuapaBaHe u oTcnabBaHe Ha CT€HA HA KPHBOHOCEH ChJ WIH pa3KbCBaHe HA CTEHA Ha
KPBbBOHOCEH ChJ (AHEBPHU3MH M apTepUATIHU AUCEKALHH ).

Cro0fmaBane Ha HeXXe/1aHH peakNHA

AKO NOJYUYHNTE HAKAKBH HEXKEJTAaHU NNEKAPCTBEHH peaKUMH, yBeaoMeTe Baius nekap, papMaueBT WiIH
MEIHLIHHCKA CecTpa. TOBA BKIIOYBA BCHUKH BbL3MOXKHH HEONHCAHU B Ta3H JIKCTOBKA HEXKEIaHH
peaxumui. Mokere crmIo Ja CHOOIUTE HEXENAHH PEAKLIMH JUPEKTHO Ype3 HALMOHATHATA CHCTEMa 32
cboOlaBane: ManwnHUTENNHA areHUMA Mo nekapersara ya. . Jlaman I'pyes” Ne 8, 1303 Codus,
yeOcaiT: www.bda.bg. Kato cro011aRaTe HexkeNaHH peakLMi, MOXKETE Ja JaAETE CBOA MIPHHOC 33
NOJIy4YaBaHe Ha MoBesie HHPopMalHi OTHOCHO 6€30MacHOCTTA Ha TOBA IEKAPCTRO.

5 Kak aa chrxpangBate AKCHTHRED CaHR03
Jla ce cbXpaHsiBa HA MACTO, HEAOCTBITHO 3a OELA.
He u3nonasaiTe TOBa JJEKapCTBO Clef CPOKa HA FOOHOCT, 0TOeNd3aH BLPXY KAPTOHEHATAa OTIAKOBKA H

bauctepHoTO onuo unu dyTunkara cnen ,,J oaeH no:“. CpokbsT HA FOOHOCT OTIOBApA Ha MOCIEAHUA
JE€H OT MOCOUEHHI MeCelLl.

,IIa C€ CBbXpdHABA B OPHIrHHAJIHATA OIIaKOBKa, 3a A4 CC IpeAalia3H OT BJiara.

He u3non3seaifte TOBRa eKapcTBO, aKO 330€/IeKHUTE, Ye OMAKOBKATA € HapylleHa WK HMa IIPU3HALM Ha
OTBapAHE.

He n3xpupnsaiTe eKapcTBaTa B KAHAJIM3aLUUATA WIH B KOHTEHHepa 3a JOMALIHH OTNAaAbLH.
[Tormuraiite Baluna dapMaleBT Kak Aa U3XBBPIIATE eKaApCTBATa, KOUTO BEYE HE H3Mo3Bare. Tesu

MEPKH LLUIE CTIOMOTHAT 3a ONa3BaHE HA OKOJIHATA cpeaa.

6 Chabpikanne HQ ONAKOBKATA H JONBJHHTEIHA HAGOpMALAS

AKTHBHOTO BE€IIECTBO € aKCHTHHHO. AKCHTHHHMO Canno3 ¢uiMUpaHd TabneTku ce npeanarar B
pa3iMuHa KOHLEHTpaLMA Ha aKTHBHOTO BELLIECTBO.

Axcutunub Cannos 1 mg: Beaka tabnerka ¢babpxa | mg akCHTHHHG
AxcuTHRMO CaHno3 5 mg: seaka Tabnerka ¢babpXka 5 mg akCHTHHHO

TPHAUETHH.




Kak #3ryexga AxcHTHHHO Canjo3 H KAKBO ChAbPXKAa 0HAKOBKATA

Axkcutuand Cannosz 1 mg punMmupanu TabneTku ca YepBEeHM, KPBINM U ¢ Haanuc “A7TI” ot ennara
cTpaHa v “1” or apyrara.

AkcUTHHMO CaHlo3 5 mg pUIMHpaHU TabJIETKM ca YepBeHH, OBAJIHH M ¢ Haamuc “A7TI” ot equarta
cTpaHa u “5” oT Apyrara.

AKcHTUHHO CaHzo3 ce npeaara B OJIHCTEpH UM nepdopupaH eAHON030BH OaucTepH. Bedka
OMaKkoBKa ceAbpka 14, 28, 56, 56x1 wiu 60 dunmMupann TabreTKH.

He BcHukH BUAOBE ONMAKOBKM MOTaT Aa OBbAAT MycHATH HA Ha3apa.
IIpuTexares HR pa3jpemIeHHETO 32 YNOTpeda H NPOH3IBOAUTET

IlpaTexare/1 HA paspemeHAETO 3a ynorpeba:

Sandoz d.d.
Verovskova 57
1000 Ljubljana
CnoBenus

Ilpoa3BonnTe.I:
Synthon Hispania S.L.
Calle De Castello 1
Sant Boi De Llobregat
Barcelona 08830

HUcnanus

Synthon B.V.
Microweg 22
6545 CM Nijmegen

Hunepnanausa

Salutas Pharma GmbH
Otto-Von-Guericke-Allee 1

Barleben,
Saxony-Anhalt 39179
["'epMmanus

L.ek Pharmaceuticals d.d.
Verovskova ulica 57, SI-1526 Ljubljana,
CrnoBenus

ToBa JieKapcTBO € palpenieno 3a ynorpeéa B AbpxkaBaTe-WIeHKH Ha EBponeiickoTo
HKOHOMHYECKO NPOCTPAHCTBO.

dupxasa THPropcko HEMe

Hupepnanausa (RMS) Axitinib Sandoz 1 mg, filmomhulde tabletten
Axitinib Sandoz 5 mg, filmomhulde tabletten

AgcTpus Axitinib Sandoz 1 mg — Filmtabletten
Axitinib Sandoz 5 mg — Filmtabletten




bvarapus Axitinib Sandoz 1 mg Film-coated tablet
(Akcurunu® Cangoz 1 mg  dunmmpanu TabneTkn)
Axitinib Sandoz 5 mg Film-coated tablet
(Akcutuan® CaHpos 5 mg  gunmupaHd TabneTku)
Kurrep Axitinib/Sandoz 1 mg film-coated tablets
Axitinib/Sandoz 5 mg film-coated tablets
['epmanus Axitinib HEXAL 1 mg Filmtabletten
Axitinib HEXAL 5 mg Filmtabletten
Ecronns Axitinib Sandoz
[ spuma Axitinib/Sandoz
Ounnanaus Axitinib Sandoz 1 mg kalvopiillysteiset tabletit
Axitintb  Sandoz 5 mg Kkalvopiillysteiset tabletit
OpaHmA AXITINIB SANDOZ 1 mg, -comprimé pelliculé
AXITINIB SANDOZ 5 mg, compnmé pelliculé
YHrapus Axitinib Sandoz 1 mg filmtabletta
Axitinib Sandoz 5 mg filmtabletta
Hranus Axitinib Sandoz
JluTBa Axitinib Sandoz 1 mg plévele dengtos tabletés
Axitinib Sandoz 5 mg plévele dengtos tabletés
JlaTBUA Axitinib Sandoz 1 mg apvalkotas tabletes
Axitinib Sandoz 5 mg apvalkotas tabletes
Hopserns Axitinib Sandoz
[1IBerms Axitinib Sandoz 1 mg filmdragerade tabletter
Axitinib Sandoz 5 mg filmdragerade tabletter
CnoBeHnA Aksitintb Sandoz 1 mg filmsko obloZene tablete
Aksitinib Sandoz 5 mg filmsko obloZene tablete

JaTa Ha NOC/IeAHO Npepa3riiekiaHe HA JHCTOBKATA
09/2025




