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JIncroBka: HHpopManus 32 NALHEHTA

16 -01- 2026
EBepoaumyc Cangos 10 mg radjieTkn /2\9 /‘?_3 7
€BEPOJIUMYC

Everolimus Sandoz 10 mg tablets
everolimus

IIpoyeTeTe BHUMATE/IHO LAJIATA JHCTOBKA, MPEIH 2 3aM04YHETE 1a IPHEMAaTe TOBA JIeKapcTBO,

Thi KaTo T8 ChABbPKAa BaxkHa 3a Bac nundopmanus.

- 3ana3ere Ta3MW JIMCTOBKA. MoOXe 1a ce HaJIOXKH /J1a A NMPOYEeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOITbJIHUTEIHH BBIIPOCH, NonuTaiTe Bammusg nexkap wiu ¢papMauesr.

- ToBa nekapcTBO € npeanucaHo JU4HO Ha Bac. He ro npeorcrensaiite Ha Apyru xopa. To Moxe
Jla UM HaBpeIH, He3aBUCUMO Y€ MPHU3HALIMTE Ha TAXHOTO 3a00JisiBaHE ca ChIIUTE KaTo Bauure.

- AKO NMOJIYYUTE HAKAKBU HEXKEJIAHHU JIEKAPCTBEHH peakluH, yBeaoMere Bamus iekap wiu
¢apmaueBT. ToBa BKIIOYBA U BCHUKH Bb3MOXKHH HEXKEJIAHH PEaKLIMH, HEOTTMCAHH B Ta3H
nucToBKa. Buxkre Touka 4.

KakBo cbaABbpKa Ta3H JIHCTOBKA

1. KakBo npeacraeisasa Eseposiumyc CaH103 M 3a KaKBO C€ M3I10J13Ba
2. KakBo TpsbBa na 3Haere, npeau aa npuemere Eseponumyc Cannos
3. Kak na npuemare EBeponumyc CaH03

4. Bp3MOXXHM HEXEJIaHU peaKLIuM

5. Kak na cvxpanssare Eseposiumyc Cannos

6. ChabprkaHMe Ha OTIAKOBKAaTa U JOMbJIHUTEIHA HHQOpMaLUs

1. KakBo npeacrasiasBa EBepoaumyc Cangos 4 3a KaKBO ce H3110/13Ba

EBEPOHHMYG CaHpo3 e [IPOTHBOPAKOBO JIEKAPCTBO, KOCTO CbAbPiKAd dAKTHBHOTO BCLLICCTBO
CBCPOJ/IHMYC. EEEPDHHM)’C HaMalidBa KPLEOCHaﬁﬂHBaHeTO H4a TYMOpa H 3a0aBs PacTCXa U
pa3nnpoCTPaHEHHETO HA PAKOBHTEC KJICTKH.

EBeponumyc CaHao3 ce u3nos3ea 3a JieHeHUe Ha Bb3PACTHU MaLUEHTH C:

a [MOJIOKHUTEJIEH 32 XOPMOHAJIHH PELIENTOPH paK Ha I'bpJlaTa B HarpeHa/l CTaJWi MPH KEHHU B
[TOCTMEHOIAay3a, MPH KOUTO JAPYrH TEpANuM (T.Hap. HECTEPOHUIHH apOMaTa3HU HHXHOUTOPH)
BeUYe He ca B CbCTOSHUE J1a AbpaKaT 3a00JisiBaHeTO 1o KOHTpoJ1. [Ipunara ce 3aeaHo ¢ eaqHo
JIEKapCTBO, HAPEUYEHO €K3eMECTaH, CTEPOUJIEH apoMaTa3eH HHXUOMTOP, KOETO Ce U3I0JI3Ba 3a
XOpPMOHaJTHA MPOTHBOPAKOBa Teparus.

] aBaHCUpPAJIM TYMOPH, HApEYE€HH HEBPOCHAOKPHUHHHU, KOUTO MPOMU3X0XKIAAT OT CTOMAaxa,
yepBarta, 6esnus Apob WM naHkpeaca. /laBa ce Koraro TYMOpUTE ca HeOnepaOHIIHU U He
MPOM3BEXKAaT CBPbXKOJIUYECTBO OT OTNpeAe/IEHH XOPMOHH HIIH APYTH CBbP3aHH €CTECTBEHH
BEILIECTBA.

® pak Ha ObOpeka B HanpeaHa1 cTaauil (aBaHCHpal ObOPEYHOKIIEThYEH KapLIMHOM), KOraTo
apyrure BuaoBe jieueHue (T.Hap. “VEGF-npuuenHa repanus™) He ca yCriesiv Ja crpar
pa3BUTHETO Ha 3a00/IIBAHETO.

2. KakBo Tps0OBa aa 3naere, npean aa npuemere Esepoammyc Cangos
Eseponumyc Canno3 me Bu Obe npeanucas camo OT jieKap € ONMUT B MPOTUBOPAKOBOTO Heq&)p(e :' S
CnenBaiiTe BHUMATE/IHO BCHUKH yKa3zaHusa Ha Bawuusg nekap. Te Morar J1a ce pa3jinyaBar oT
nHpopMaLIMs, KOATO Ce ChAbPaKa B Ta3H JIUCTOBKA. AKO UMATe HAKAKBU BBIIPOCH OTHOCHO
EBeponnumyc Canno3 wiu 3amo Bu e Oun npeanucatd, nonurante Bawus ekap.
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He npuemaiiTe EBepoarmyc Cangos

® AKO CTe AJIEPrHYHH KbM €BEPOJTHMYC, NOAOOHU XMMHYECKH BELIECTBA KATO CHPOJIHMYC WIH
TEMCHPONHUMYC WIH KbM HAKOA OT OCTAHAJIMTE ChCTABKH Ha TOBA NEKapCTBO (M30pOeHH B
TOuKa 6).

AKO MHCIIMTE Y€ MOXKE Ja CT€ aJepruyHU, KOHCYATHpalTe ce ¢ Bauusa nekap.

peaynpeXA¢HHSA H Npeana3Hn MEePKH
I'oBopete ¢ Bamns Jexkap, npean aa npaemMere Esepoanamyc Cannos:
® axko UMaTe npodiIeMH ¢ uepHUA Apod WIH HAKOTA CTe UMM 3aD0oNIsBaHe, KOETO MOXKE J1a €

3acerHano 4epHud Bu apob. B Takbe ciyyai Moxe z1a ce HUIOKHM Bawmar sekap na Bu
npeanuiIe pasndyHa go3a Eseponumyc Cannos.

¢ axko UMare guaber (BHCOKH HMBA Ha KpbBHA 3axap). EBeponumyc CaHmo3 Moxe [1a IOBHIIH
HHBaTa HA KPBBHATA 3axXap M Aa BAOIIM 3axapHus auaber. ToBa Moxke 1a JoBene a0
HeODXOMUMOCT OT HHCYJIMHOBO JICUEHHE W/HUITH JIYeHUE ¢ NePOpayiHd aHTHIHAO0ETHH
cpeacTa. Undopmupaiite Bannist nexap, ako uMaTe CHMITTOMH KaTO MPEKOMepHa ax/1a
WIH 4€CTO YpHHUpaHe.

¢ axo Tpabma ma ce BakCHHHpaTe AokaTo npuemare Esepoaumyc CaHnos.

® aKo UMaTe BUCOKMU HUBA Ha xonectepoii. EBeponuMyc CaHao3 MOke 1a MOBHILM XOJIECTEpOsIa
W/WIH APYTrHTe Ma3HHHH B KPBHBTA.

¢  aKO HACKOPO CTE MPETHPIIECIM IOJiAMa ONepanus, WK aKkO BCE OIliC KMaTe He3apacHaIa paHa
cnen onepauug. Epeponumyc CaHoo3 MOXE Z1a MOBUILHA PUCKA OT Bb3HMKBaHE Ha Mpobiemy,
CBBP3aHH ChC 3apacTBAHETO Ha PaHMTE.

® aKO umaTe HHPeKuHA. Moxe Aa ce HanOXKHK J1a JIEKyBaTe HHPEKUMATA TIPEIH Aa 3al04YHETe
nedenueto ¢ Ereponumyc Cannos.

® aKo CTe UMaJM xenaTut B, TuH KaTo No BpeMe Ha neueHueTo ¢ Eseponnmyc CaHaos €
BB3IMOXKHO peaKTUBMpaHe Ha HH(peKUMATA (BIKTE TOUKA 4 “Bb3MOXHH HeXelaHH
peakLmn’),

® 3KO CTe MPEeMHHAIH NBUCNCUYCHHE WK BH NpeCcTOH ThueNIeUeHHE.,

Eseponumyc CaHa03 MOXKE CBIHO TaKa:
e 1aorcnabu Bamara uMmyHHa cHcrema. [lopaau Tasu nmpHYHHA € BE3IMOXKHO A3 CTE H3JOXKEHH

Ha PHCK OT pa3sBHTHE Ha HH(eKUHA, JoKaTo npHeMarte Epeponumyc Cango3s. KoHcynTupaiite
ce ¢ Bawus nekap, ako HMare TeMIiepaTypa WiK ApYyTrH NpuU3HalUM Ha UHekus. Hakou
HHPEKIIMHM MoraT aa ObJaT TeXKH ¥ MOraT Ja MMaT (aTanHd NocaeaACTBHA

* 1a nosiuge Ha Bamara 660peuna ¢pyukuus. [1o Tasu npuunHa, 1OKATO NpHeMaTe
Eseponumyc Cannos, Bammar nekap we npocaenspa Baiara 6s6peuna ¢pyHkims.

® [a NIPUYKHH 33/IyX, KAIILIHLA H BUCOKa TeMIIepaTypa.

® Ja NMpeAH3BHKA Pa3BUTHETO HA A3BH B YCTAaTa M paHH. Moxe Aa ce Hanoxu Bamuar nekap na
NpeKbCHE WK npekpaTh eueHueTo Bu ¢ Ereponumyc Cannoz. Moxe na ce HaloKu
NICYEHHE C BOAA 3a YCTa, e/l WK APYTH NPOAYKTH. HAKOU BOAM 33 YCTa M rejioBe MOrar Ja
BJIOLLIAT A3BATA, TAKA Y€ HE OMHUTBANTE HUILO, Oe3 MBPRO Ja ce KoHCynTUpare ¢ Bamus
nexap. BausaT nexap Moxke Ja 3aro4He 0THOBO JiedeHueTo ¢ Eseponumyc Canpos npu
CBILIATA A03a WIH NPH MTO-HHCKA A03a.

¢ Ja NPHYHHH YCIIOXKHEHHA OT NbueeyeHHe. TexKKH YCNOXKHEHHA OT ThYeNeueHHeTo (KaTo
3a0yX, raJiecHe, AMapus, KOXHU OOPDHBH U pa3s3BABaHHA Ha YCTaTa, BEHLIMTE K IBPJIOTO),
BIUTFOUHTENHO U (aTallHH ciyuay, ce HabmoaaBaT Npy HAKOH TIALIHEHTH, KOUTO NMPUEMAT
€BEPOIMMYC EHOBPEMEHHO ¢ ThUEIIEYEHHE WM KOHTO ca MIPHEMAITH €BEPOIMMYC CKOPO
CJiell KaTo ca NMpeMHHATH buelieueHre. B fompaHeHne, cpo0inaBa ce 3a T.Hap. ¢
paavaLHOHHA naMeT (BKIIOYBAIL] 3aUepPBIABAHE Ha KOXKATA WIH BB3NAJICHHE HA
Apobose B 0bnacTra, koATO Npeau € 6rna NoATOXKEeHa Ha JIBYEIICYCHHE) NP
KOUTO Ca MPEeMHHAJIH JIbYeIeYeHHe B MHHAJIOTO.
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YBenoMeTe Baiuug nekap, ako I1aHMpaTte Aa ce MORJMOXKUTE Ha JibueNnedeHue B OIM3Ko
ObAellle WM aKo NMpeau cTe OHIX MOAKEHH HA NIbYC/IeYEHHE.

Hadopmupalite Bamug Jexap, ako HMaTe T€3H CHMIITOMH.

[To Bpeme Ha neueHreTO e BU ce npaBsT peIOBHO KpbBHH H3ciaeaBaHu. C TAX WIE CE MPOBEpABa
Opos Ha KpeBHHTE KeTKH (e KpbBHH KJIETKH, YepBEHH KPbBHH KIETKH U TPOMOOLIMTH) B
opraHu3Ma Bu, 3a 1a ce Brau aaau Eseponumyc CaHno3 HAMa HAKAKBB HEXeEJIaH €PEKT BHPXY TE3H
Ki1eTKH. Ype3 KpBBHUTE H3C/IeABAHHUA ChLIO TaKa Hi¢ ce npoBepH Bawara 610peuna dyHKipA (HUBO
Ha KpeaTHHHH), YepHoApobHa PyHkIMs (HHBA Ha TPAaHCAMWHA3H), KAKTO M HUBaTa Ha KpbBHAaTa Bu
3aXap H XOJIECTEPOII, ThH KaTO T€ CBHIIO Morar Aa Onaar noenusHu oT EBeponumyc Canpos.

Jlena B IOHOIIH
Eeponumyc Cannos He TpaOBa a ce mpynara npy Aewa ¥ ioHoInH (noA 18-roaumua Bu3pacT).

HApyra sexapcTtea B Esepoanamyc Cangos

Eseponumyc CaHao3 MOKe Jla MOBIIHAEC HAYHHA HA ACHCTBHE HA HAKOM NICKAPCTBa. AKO IIPHEMATE H
NPYIH IeKapCcTBa Mo chioTo BpeMe Kato Ereponumyc Cannos, Moxe Aa ce HanoxH Bamuar nekap
na npoMeHH ao3aTta Ha EpeponuMyc CaHIo03 Wik Ha APYTHUTE JICKAPCTBA.

Hudopmupaitre Bamng nekap unu papMalLIeBT, ako IIpHeMaTe, HaCKOpO CTe NPUEMAaTH WIIH €
BB3MOXKHO Jia [ipheMeTe ApYTrH JIeKapCTsa.

HabpoeHnTe BelliecTBa MOraT Ja NOBHILAT PHCKA OT HEXKE/TaHH PeaKkL|H, CBbp3aHu ¢ EBeponumyc
Cannos:
® KEeTOKOHa30JI, HTPaKOHA30J1, BOPHKOHA30/ WK (JTyKOHA30/1 B APYrH aHTHMHKOTHIIH 3a
NeYeHHEe Ha MrbBOMYHH HH(pEKLHH,
® KIAPpUTPOMHLIMH, TEJIUTPOMHMLIMH WU EPUTPOMMIIMH — aHTHOHOTHIIM 34 JICUSHHE Ha
GaKkTepHaTHH HHQEKIIHH.
PMTOHABHD M OPYTH JICKAPCTBa, H3NON3BaHH 33 JieueHne Ha XUB nadexuns/CITHH.
BepanaMHi WIH JWITHa3eM, H3M0JI3BaHH 32 JIeYCHHEe HA ChpAeYHH HapYyLICHHA WIH BHCOKO
KPBBHO HAJIATaHe.
APOHEAAPOH, JICKAPCTBO, H3MOI3BAHO 32 PEryIupaHe HA CbpACYHATA YECTOTA.

LHKIOCIIOPHH, ACKADCTBO, H3NMOJI3BAHO 34 NPECIOTBPATABAHE HA OTXBBP/IAHCTO Ha
TPAHRCILUIAHTHPAHH OpraHH OT OpraHH3Ma.

® HMAaTHHMO, H3MOJI3BaH 33 MOTHCKAHE HA PACTEXKA Ha PAaKOBM KJICTKH.

¢ uHXUOHTOPH Ha aHrHOTeH3HH-KoHBepTHpaluus eH3uM {ACE) (kaTo pamunpun), H3non3saHu
33 JICYCHHE HAa BUCOKO KPBBHO HAJIATaHE U APYrH ChpAEUHO-CHAOBH MpodneMH.

e Hedaz0a0H, M3NOJN3BAH 3a JIEUCHUE Ha AETIPECUs
¢ kaHabuouon (M3MOM3BaH NMpH Pa3/IMYHU MOKA3aHHWs, BKIKUYUTENHO JICUSHHE Ha IbPYOBE)

H36poeHnTe BReLlecTBA MOTaT 1a MOHWKAT edeKTHBHOCTTA Ha Ereponumyc CaHmos:

e pHdaMIIMLMH, H3NON3BaH 3a neueHHne Ha Tybepkynosa (TB).

¢ ¢daBupeHL HWIH HEBMpAITHH, H3MON3BAT ce 3a nedeHue Ha XUB ungexkuus/CITHH.

® KBJIT KaHTapuoH (Hypericum perforatum), OWIKOB NMPOLYKT 3a JIEYSHHE HA ACTIPECHA H
IPYTH CBCTOAHHAL.

® JeKCaMeTa30H, KOPTHKOCTEPOHI, H3NOJ3BAH 32 JICYCHHE Ha MHOTO pa3/IH4HH 3a00nsaBaHMs,
BIJIIOYHTETHO BBLIMATHTENIHM WM UMYHHH MpodiieMu.

* (eHUTOHH, KapbaMazenuH Win geHoOapOHTaN M APYyrH aHTHENWIENTULIH 32 T€YeHHE Ha
BPUYOBE WIK MPUCTHIIH.




Tesu nexapcTBa TpaOBa Ja ce H30AreaT no BpeMe Ha ieyeHHeTo ¢ EBeponumyc Cannos. Ako
MPHEMAaTe HAKOE OT TAX, € Bb3MOKHO Bamiudr nekap na Bu npexnuiue apyro nekapcrso WM aa
HaManu no3ara Ha Ereponnmyc Cannos.

Epepoaamyc CaHno3 ¢ XpaHa H HANHTKH

Ha6areaiiTe aa KOHCYMHparTe rpeAnpyT U COK OT rpedndpyT AOKaTO CTe Ha JieueHHe ¢ Epeponumyc
CaHpo3. Topa MoXxe na MOBUILM KOIHYECTBOTO EBeponuMyc CaH03 B KpbBTA, BEPOATHO 10 BpEOHO
HHUBO.

bpeMeRHOCT, KbpMeHe H QepTHIARTET

bpeMeHHOCT
EreponuMyc CaHao3 MOxe 1a YBPEIH IUIOAA U He Ce MpenophUBa no speMe Ha GpeMeHHOCT.

Hudopmupaiire Bauins nekap, ako cre HpeMeHHa MM aKO MUCITMTE, Y€ MOXKeE J1a cTe OpeMeHHa.
Baumar nekap e Bu nochBeTRa AajK € NOOXOASILO Aa NpHEMaTe TOBa JIEKapCTBO MO BPEME Ha
OpeMEHHOCTTA.

Kenu, kouTo Morar aa 3abpeMeHedT, TpadBa Aa U3M0I3BAT BUCOKOE(DEKTHBHH METOOH 32
KOHTpPALEILKA 10 BpeMe Ha JIEYEHHETO H A0 8 CeIMHIIM clie]l JJedeHHE. AKO, RBITPEKH B3ETHTE
MEPKH, MUCJTHTE, Y€ € Bb3IMOXKHO Ja cTe 3abpeMeHsna, KOHCYaTupaiiTe ce ¢ Bamusa nexkap npean aa
npoAb/KUTE npHemMa Ha Eseponumyc CaHnos.

KipmeHe

Eseponumyc CaHnoz Moxe aa yepeaH xepMadeTo Bu. He tpabra na xspMuTe no Bpeme Ha
JICYEHUETO H B PAMKHUTE Ha 2 CeIMULIM ClIeA nocneaHara a03a Eseponumyc Cannos. Mudopmupaiire
Baiuus nekap, ako KbpMHTE.

XKencku depTHnuTeT
Habarogaeat ce nepuoau Ha JIMIICa Ha MeCEeUeH LIMKBJ (AMEHOPES) NIPH HAKOM >KEHH, JIEKYBAHM C
Ereponumyc CaHnos.

Epeponumyc CaH103 MOXE [1a OKaXKe BAUSHHE BbPXY XKEHCKHA depTnnTer. I'oBopete ¢ Bamus
JleKap, aKO UCKATe a UMaTe Jiela.

Mzxku depTranTeT
Eseponumyc Canno3 Moske Ja noBinue MbKkua peprunurer. KoHcynrupaiite ce ¢ Baums nekap, ako
HCKATE J1a MMAaTe IeLa.

Illo¢pupane v padora ¢ MAIIHHA
AKO ce 4yBCTBaTe HeODUYANHO H3MOPEHH (YMOpATa € MHOTO YeCTa HeXKeJlaHa peakiiui), Obaere
0co0eHO BHUMATENHH NpH wodHpaHe Wi paboTta ¢ MallHHH.

Eneponumyc Cango3 ceabpikKa J1aKT03a
EBeponumyc Canos ceabpxka nakrosa (Mie4Ha 3axap). Ako Bauuar nekap Bu e xasan, ye uMare
HENTOHOCHMOCT KbM HAKOH 3aXapH, MOChbBETBAATE €& € HEro NMpeaH Aa B3EMETE TOBA JIEKAPCTERO.

3. Kaxk aa npuemarte EBepoaamyc Canjgo3

BuHarn npMemManTe TOBa JICKAPCTBO TOYHO KaKTO BH e kasan Bawmuar nekap win ¢papmalte
CT€ CHI'YPHH B HEO, nonuraire Bauus nexkap 1nud papMaLesT. Akt ,}"‘\

IIpenopbuuTennara no3a € 10 mg, npuera BeaHbX AHeBHO. Bamusat nekap uie Bu
tabnerku Eseponumyc Cannos aa npuemare.
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Ako umarte npobneMH ¢ yepHus aApod, € Bp3MOKHO Baluudr nekap ga 3arno4yHe Je4eHHeTo ¢ 110-
HHCKa N03a Ha Eseponumyc Cannos (2,5, S unu 7,5 mg Ha aAeH).

AKO NOJYUYUTE HAKAKBH HEXKENAHU peakuuu, AokaTo npyeMare EseponuMyc Canpos (BHXKTE ToOUKa
4), € Bp3MOXKHO Bamuusar nekap 1a HaMalH A03aTa BH Wi Ja cripe JIEUEHHETO 3a KPaThbK NEpUoq oT
BPEME HIH OKOHYATE/THO.

IIpuemaiite EBeponumyc CaHno3 BEAHEK JHEBHO, TPUOIH3NTEIHO MO €4HO H CBHIIO BPEME BCEKH
I€H, KAKTO M BUHAryd ChC WIH BUHAru 6e3 xpaHa.

["snTaitte Tabnerkara(ure) nana(u) ¢ yama soaa. He guBuere u He uynere tabnerkure.

AKo cTe npHean noBevde oT HeoOxoaumaTa ao3a Esepoaamyc Cannos
e AKO CTe NMpueSH npekaieHo MHOro ot Epeponumyc CaHzo03 WK Opyr YOBEK CIy4alHO €
npuel ot Bainrte TabneTkn, KOHCYNTHpalTE ce C IeKap WK OTHAETE He3abasHo B OonHHU1Ia.
Moxke 1a ¢e HY»KIAeTe OT CNELIHO JieYEHHE.
» BseMere onakoBkaTa ¥ Ta3H JIMCTOBKA, 32 [1a 3HAE NIEKAPAT, KAKBO CTE MPHUECITH.

Axo cTe npomycHaIH aa npremeTe Eseponamyc Cannos
AKO CTe MpOoITyCHAIN Ja MpHEMETE €HA J03a, B3CMETE CICABALIATA A03A KAKTO € npeanucaHo. He
B3€MakTe JBOHHA 4034, 3a 1a KOMIICHCUpATe NpOonycHaTuTe Tadnerku.

AKo cTe cnpean npaema na Eseponumyc Cangos
He cniupaiire npuema Ha Epeponumyc CaHpos, qokaTo Bammar iekap He Bu kaxe Aa ro Hanpaeure.

AKO MMaTe HAKAKBH AOITHJIHMTENIHA BBIPOCH, CBbP3aHH ¢ ynoTpebara Ha TOBa JIEKAPCTRO,
nonuraite Bawua nekap unu ¢apmanesT.

4. BLb3MOXAH HeXKeNaHH PCAKIIHH

KakTo BCHUKH NeKapCcTBa, TOBA JIEKAPCTBO MOXKE [ia MPEAH3BHKA HEKEIAHH PEaKLHH, BBIIPEKH Ue He
BCEKH I'M NOTyUaBa.

CIIPETE npuema Ha EBeponumyc CaHao3 U NOTHPCETe MEAULIMHCKA NMOMOIIL He3abaBHoO, ako
NOJTYYHTE HAKOH OT CIICOHHTE NPH3HALM Ha AJIEPTrHYHa peakums:

® 3aTPYAHEHO AULUAHE WIH NPEriibillaHe
® OTOK Ha JIHLETO, YCTHHTE, €3HKA WM I'bPJIOTO
® CcHNeH Chpbek Ha KOXKATa, ¢ YepBeH OOPHB WM NOXTYTHHH

Cepuo3nnTe Hexe1ann peaknun Aa Esepoanmye Cannos BKIKWYBAT:

Mnoro uyect (Mozam Oa 3acezHam nogeve om 1 na 10 oywu)
o [loBuieHa TeMnepatypa, BrpucaHe (IIpU3HALM HAa HHPEKLUA)

e Tpecka, kalllMKa, 3aTpyAHEHO AUUIAHE, XPUNOBE (MPU3HAUM HA BB3NajlicHHe Ha Oenus apob,
HAPEYEHO NTHCBMOHMT)

Yecra (mozam oa 3aceznam oo I na 10 oywu)
¢ IlpexoMepHa xkaKaa, NOBHIICHO OTAENAHE HA YPHHA, MOBUILICH aNETHT ChC 3ary0a Ha TeLue, .
yMopa (Tpy3HaLi Ha quader)
e KmnpBeHe (XemMoparus), HaNpUMEP B YPEBHATA CTEHA
o (CHJIHO NOHWXKEHO OTAENAHE HA YpHHA (IIpH3HaK Ha 6b0pedHa HeJOCTAThUHOC

S




Heuectn (Mo2am da 3acezrnam oo 1 na 100 oywu)

e Tpecka, koxeH oOpHB, 60Ka B CTABHTE H BB3INAICHHE, KAKTO M YMODa, 3aryba Ha aneTur,
rageHe, XbiITeHHIa (NOXKBITABAHE HA KOXKaTa), H0JIKa B ropHaTa AACHA YacT Ha KopeMma,
CBETJIH M3NpaKHEHHUI, ThbMHA YpHHa (MoraT Aa 6bAaT Npy3HaLi Ha MOBTOPHO aKTMBHPAHE Ha
xenatut B supycHa nHpexums)

¢ 3angyx, 3aTPYAHEHO JAMIIAHE B JICTHAJIO MOJIOXKEHHE, OTOK Ha CThIANATA M KpakaTa (NpH3HALH
Ha ChpAEYHA HEJOCTATHYHOCT)

e (OtoK W/ Gonka B €AHHNA KpaK, 0OMKHOBEHO B Mpacella, 3a4yepBsABaHe WIH 3aTOILIIHE Ha
KOXAaTa B 3acerHarara obnacT (IMpU3HaUM Ha 3aMyLliBaHe Ha KPbBOHOCEH CBbJ (B€HA) Ha
KpaKa, NpeAU3BUKAHO OT KPBBEH ChCHpPEK)

e BHesanHa nosBa Ha 3agyX, rpbAHa O0NKa WIM Xpa4yeHE Ha KpbB (MOTEHIMANHH IIPH3HALM Ha
OenoapobHa eMOoNHS, CHCTOAHHE, KOSTO BE3HHKBA TIPH 3aMyILUBaHE Ha eIHA WIH NOoBeye
Genoapobuu apTepun)

e (CWIHO HaMaJIABaHE HA KOJTHYECTBOTO HA OTAC/IECHATA YPHHA, OTOK Ha KPakaTa, YyBCTBO Ha
oOBpKaHOCT, Honka B repda (NpU3HaLM Ha ocTpa ObOpeuHa HeJOCTATBYHOCT)

e OO0pus, cbpdex, ypTUKapHA, 3aTPYAHEHO AUIIAHE WIH NMperiblilaHe, 3aMasHOCT (TIpH3HALIU
Ha CePHO3HA alepriyHa peaklys, H3BECTHA ChLI0 KAaTO CBPBXUYBCTBUTEITHOCT)

Penxn (mozam oa 3aceznam oo 1 na 1 000 oywiu)
* 3aJyX WIH YYECTCHO AUINaHe (MPU3HALIM Ha CHHAPOM HA PECIHPATOPHO Pa3CcTPOHCTBO HITH
AUCTPEC)

AKO HOJYYHTE HAKOM OT Te3H HeXelaHH PpeaKnuH, HEgopmupaiite Bamuns aexap ne3adbaBHo,
ThH KATO € BhIMOXKHO Ja HMAT XHBOTO3aCTPANIABAIIR HOC/IEACTBRA.

Apyrure Bb3IMOXKHH HEXKEIAHH peaknau HA EBeponumyc Canao3 BKIIOUBAT:

Muoro uecTH (Mocam 0q 3acezHam nogeyve om 1 na 10 oywu)
¢ [JloBuileHU HUBA Ha KPBBHATA 3axap (XUIEPriuKeMus)
3aryba Ha aneTur
HapyuieHue Ha BKyca (aucrey3us)
I'naBofbonue
KnpBeRe OT HOCa (€NMUCTAKCHUC)
Kaunuua
J3BM B yCcTaTa
CroMalueH guckoM¢opT, BKIKOYBALL [TOBIWraHe (raaeHe) WiH aJHapus
KoxeHn obpus
Copbex (mpypHTyC)
Ycemane Ha cnabocT H yMopa
YMopa, 3anyX, 3aMasHOCT, OJiea KOxa, IPU3HALKM HA HUCBK Opoit Ha YepBEHHTE KPBBHH
KJIETKH (aHEeMHA)

¢ OrTHYaHe Ha PBLETE, AJIAHHTE, CTHIANATA, IVIE3EHUTE WIK APYTH YacTH Ha TANOTO (IPU3HALA
Ha OTOK)

e 3aryba Ha Terio
e BucokH HMBa Ha THnIUAUTE (Ma3HUHHTE) B KPBHBTA (XMIIEPXOJIECTEPOICMHE )

YecTn (mozam oa saceznam 0o 1 na 10 oywu)
¢ (CHOHTAaHHO KEpPBEHE HIHM 00pa3yBaHe HA CHHHHH (IPH3HALM HA HUCBHK Opoit Ha e

TpoMOOLIUTHTE, M3BECTHO CBIIO KATO TPOMOOLHTONEHHS ) NGRS

¢ 3agyx (aucnHes)



Kaxna, HaManeHo OT/Ae/NAHe Ha YpHHA, TbMHA YPHHA, CyXa 3a4epBeHa KOXKa,
pasApasHUTENHOCT (PU3HALIM HA AEXUApaTaLKA)

Hapywienus B cbHA (be3cbHUE)

[ nasobonue, 3aMadHOCT (NMPH3HALIM HA BUCOKO KPBBHO HAJIATaHe, H3BECTHO CHILIO KATO
XHIIEPTOHHA)

[TogyBaHe Ha 4acT WK HA 11aTa BH pBKa (BKIIOYHTETHO NPBCTHTE) WM KpaK
(BUTIOMHTENTHO MPBCTHTE HA KpaKa), YyYBCTBO 32 TEXECT, OrpaHNYABAaHE HA JBIKCHUATA,
ITHCKoMGopT (BB3MOXKHH CHMIITTOMH Ha THM$eaeM)

Tpecka, 3auepBeHO BP0, A3BH B YCTATA BCJIEACTBHE Ha HHOEKLUMA (NPH3HALK Ha HaMalleH
Opoi Ha OenrTe KPbBHHU KACTKH, JICBKOIICHHS, THMPONCHNUA H/HIH HEYTPOIICHU )

Tpecka

Bin3naneHue Ha 1yraByLaTa Ha ycTara, CTOMaxa, 4epBara

CyxoTa B ycTara

Kucenuun (nucnencus)

['anexe (noppwliIaHe)

3aTpyaHEHO nperabinade (aMcdarus)

Kopemna bonka

AKHe

O6pue 1 6onka B 001aCTTa Ha AJIAHUTE HA pPhlleTe WIH I'e3eHHTE Ha KpaKaTa (CHHAPOM
PBKA-KpaK)

3auepraBaHe HA KOXKaTa (EpUTEM)

bornkH B cTaBuTe

bonka B ycrata

HapyilieHHsa Ha MEHCTPYaLMATa, KATO HEPENOBEH LIUKDII

BuCOKkHM HHBa HA TUNKAUTE (Ma3HUHHUTE) B KPBBTA (XUIEPIHUITHAEMHS, MOBUILICHH
TPUITIMLEPHON)

Hucku HHBa Ha KaJIHH B KpbBTA (XUNOKATTHEMHA )

Hucku HuBa Ha docdar B kpbBTa (XHNodochareMu)

Hycky HHMBa Ha KAILHA B KPBBTA (XUMOKAILMUEMHA )

CyxoTa Ha KOXKATA, Oe/IcHe Ha KOXKATa, KOXKHHU Jie3uH

HapyiieHusa Ha HOKTHTe, YylleHe HA HOKTHTE

Jlek xoconan

OTKN0HEHHA B PE3YATATHTE OT YepPHOAPOOHHTE KPLBHHM TECTOBE (MOBUILIABAHE HA aJlAHHWH H
acrapTaT aMHHOTpaHcdepasara)

OTKNoOHEeHHA B pe3yaraTuTe oT ObOpeuyHuTe KPLBHU TeCTOBE (MOBULUEH KPEATHHHH)
[logyeaHe Ha Ki1enava

bentek B ypuHara

Heuecrn (mozam Oa 3acezram oo 1 na 100 oywu)

Peakn (Mocam oa 3aceznam oo 1 na 1 000 oyuu)

CnabocT, CIOHTaHHO KbPBEHE WK 00pa3zyBaHe HA CHHMHH K Y€CTH HHQEKLHH, ChC
CHMIITOMHM KAaTO TPECKa, BTpHCaHE, 3aUepBeHO bPJI0 WK 93BH B yCTaTa (NMPH3HALM HA HUCHK
Opoil Ha KPBbBHHUTE KJIETKM, U3BECTHO CHIUO KATO HAHLMTONCHHUA)

3aryba Ha BKyc (areysusa)

XpaucHe Ha KpbB (XeMONTH3a)

HapyuieHHs Ha MEeHCTpyaLMATa, KaTo JIMIICA Ha LKL (aMeHOpes)
[lo-4yecTO OTAENAHE Ha YpPHHA Ipe3 ACHA

I'ppaHa 60mka

HapyuieHo 3apacTBaHe Ha paHu

["opeluy BBIHM

Coba3eHe OT OUUTE ChC ChPOEXK M 3auepBaBaHe (KOHIOHKTHBHT)

v




e VMopa, 3a0yX, 3aMagHOCT, Onea Koxka (MpU3HaLKM Ha HUCHK OpOH Ha YCPBEHHTE KPLBHH
KJIETKH, Bb3MOXKHO € 1a C€ Jb/DKH Ha ¢IMH BUJl AHEMMA, HapeueHa npuaodura annasus Ha
YEepBEHUTE KPBLBHH KIICTKH)

e OTOK Ha THUETO, B 00N1aCTTa HA OYUTE, YCTaTa H BHTPELUHOCTTA Ha YCTaTa W/HIH IbPIoTo,
KaKTO M Ha €3HKa, H 3aTPYJHCHO JHILIAHE WIH NMperabliaHe (M3BECTHO ChUIO KATO
aHrHoeacM), MOXKE J1a ca MPU3HALK Ha allepruyHa peakius

C BeH3BeCTHA UeCTOTA (OM HAUYHUMe OAHHYU He Modice 0a bb0e HanpaseHa oyeHxa)
e Peakuns B o65acTTa Ha NMPEAXOAHO H3BBPIUECHO JIbYE/ICUEHHE, HAMP., 3aUePBABAHE HA KOXKATA
WIH Bb3naneHue Ha Oenure apodose (T. Hap. CHHAPOM HA paJMallUOHHA NAMET)
e BroiiaBaHe Ha HeXXeNAHUTE peakLUUU OT JTBYETICYECHHETO

AKO Te3H Heke/IAHH PeaKIHH CTAHAT TeXKKH, ARPopmMApaliTe Bamusa Jexkap B/da8
dapmaneBT. [IoBeueTo OT HEXKeJITAHHTE PEAKIHHE €A JICKH X0 YMEPEHH N0 TEKEeCT H 00OHKHOBEHO
H34€¢3BAT IPH NpPeKbCBAHE HA JICMEHHETO 34 HAKOJIKO HH,

Crobmapane Ha HeXKeAHA PeaKIHH
AKO NOJTy4YHUTE HAKAKBH HEXEJIaHH JIEKADCTBECHH peaKkuuu, yeeaoMere Bamma nekap wiH gpapmaLeBT.
ToBa BKAXOYBA BCHYKH BB3MOXHU HEOMUCAHM B Ta3H NTHCTOBKA HeXeJTaHH peaKkLiuy,

MoaxeTe CBIIO A ChOOHINTE HEXKeJIaHHU peaKlMH AUPEKTHO Ype3 HALIMOHAIHA CHCTEeMA 34
cpoOlaBane KpM ManbiHUTENNHATA areHUUA 110 JIEKapeTBara, yi. ,.,JlaMad ['pyes* Ne 8, 1303 Codus,
Ten.: +35928903417, yebcaiit: www.bda.bg. Kato chobuiapate HexkelaHH peakLidy, MOKETE fia
najaeTe CBOA MPHHOC 33 INOMy4yaBaHe Ha MoBevye HHPOpMalHa OTHOCHO 0e30MmacHOCTTa Ha TOBA
JIEKapCTBO.

S. Kak aa cexpanssate EBeponamyc Cannos
Jla ce cbXpaHABa Ha MACTO, HEIOCTHITHO 33 Jelia.
He u3nomnspaiite TOBa IeKapcTBO CleA CPOKa HA rOAHOCT, OTOENA3aH BRPXY KAPTOHEHATA OTMAKOBKA H

omucrepHoro ponuo cnex ,l'oaen no:*“. CpoKbT Ha rOAHOCT OTrOBapA Ha MOCAEAHHS O€H OT
MOCOMEHHS MECell.

Ha ce cpxpanssa nox 30°C.
Jla ce cbXpaHABa B OPMIMHANIHATA ONAKOBKA, 32 Aa C€ NpeAra3y OT CBEeTIIMHA M BJara.
OtBopeTe OIUCTEPA HEMOCPEACTBEHO NPEAH Ja NpHEMeTe TableTKUTE.

He u3non3eaiite TOBA JIEKAPCTBO, aKO 3a0eneUTe ONAKOBKA, KOATO € NMOBpPEASHA WM NOKa3Ba
NpU3HalM Ha ganindULIHpaHe.

He HBXB'pr'IHﬁTE JICKAPDCTBATA B KaHANHU34llHUATa HIIA B KOHTBﬁHEPﬂ 34 JOMAIITHH OTINaaAblH.

[lonuTaitre Bamus papManeBT KaKk Ja H3XBBPIATE JICKAPCTBATa, KOUTO BeUe He U3noJI3Bare. Te3H
MEPKH 1lI€ CITOMOTHAT 3a ONa3BaHEe Ha OKOJIHATA Cpeaa.

6. Crabpkanne HA ONAKOBKATA R XOUBLJHHTE/IHA HHPOPMARHS

Kakso coaspka EBeposiamyc Cangos
- AKTHBHOTO BEILIECTBO € €BECPOITHMYC.




Eseponamyc Cannos 10 mg TabieTku
- Bcsaka rabnerka cbabpxka 10 mg epeponumyc.

- JIpyrure ¢ueTaBKH ¢a OyTtunxuapokcuronyeH (E321), MaruesneB creapart, 1akTo3a,
XMITPOMEI03a, KPOCHOBYAOH THI A.
Buwkre Touka 2 “EeponumMyc CaHa03 ChIbpia AAKTO3a .

Kaxk maraexaa Esepoaamyc Canzo3 H KAKBO ChALPXKA 0NAKOBKATA

Bemu no 61en0xxbITeHHKABH, MPOABLATOBATH TabneTku, npubnuznrenso 15,1 x 6,0 mm, cue CKOCeHH
puOOBe H Oe3 aenurenna depra. Te ca rpasupanu ¢ “UHE” ot eanara ctpana 1 “NVR” ot apyrara

TabneTkuTe ca onakoBaHH B GJIHCTEPH OT ATy MUHMEA/IonMamu/anyMuHuil/PVC 1 noctaBeHu B
KapTOHEHa KyTHUA.

Buaose OnaxkoBKH:;
10, 30, 90 Tabnerku.

Enxono3osu 6nuctepy: 10x1, 30x1, 90x1 Tabnerku.

He BcHukH BHIOBE OTIAKOBKH M KOHLIEHTpALMM MOrat aa 6bpaaT MyCHATH Ha na3apa BbB BalliaTta
CTpaHa.

IIpHTEX!KaTe 1 HA PAa3peMEeHNETO 32 YIHOTPeOa B NPOH3BOIHTE
[IpaTekaTesr HA pa3pellleHHETO 3a ynoTpeda

Sandoz d.d.
Verovskova 57,
1000 Ljubljana
CnoseHun

IIpoH3BOAHTETH

Novartis Pharma GmBH
Roonstrasse 25

90429 Niirnberg
['epMaHus

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1
39179 Barleben

I'epMaHus

Novartis Pharmaceuticals S.R.L.
7A Livezeni Street

Targu Mures, 540472
PyMbHUsA

To3n JekapcTBeH NPOAYKT € 0A00peH B cTpanATe-11eHKR Ha EBponeiickoro HkonoMH9ecKo
IIpocrpancrro H B QObeanuenoTo kpaacTeo (CeBepna Hpianansg) ¢bhe CIeanATe
HANMECHOBAHHA:

Hunepnauans Everolimus Sandoz 2,5 mg, table
Everolimus Sandoz 5 mg, tablett
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Everolimus Sandoz 10 mg, tabletten

ABcTpus

Everolimus Sandoz 2,5 mg - Tabletten
Everolimus Sandoz 5 mg - Tabletten
Everolimus Sandoz 10 mg — Tabletten

benarmsa

Everolimus Sandoz 5 mg tabletten
Everolimus Sandoz 10 mg tabletten

bnarapus

Enrepoaumyc Canyos 10 mg tabneTku

Yexug

Everolimus Sandoz

['epmanus

Everolimus HEXAL 2,5 mg Tabletten
Everolimus HEXAL 5 mg Tabletten
Everolimus HEXAL 10 mg Tabletten

JlaHua

Everolimus Sandoz

EcToHUd

Everolimus Sandoz

["sprims

Everolimus/Sandoz 5 mg owxia
Everolimus/Sandoz 10 mg diwokio

Hcnanus

Everolimus Sandoz 5 mg
comprimidos EFG
Everolimus Sandoz 10 mg
comprimidos EFG

Ounnanaus

Everolimus Sandoz 2,5 mg tabletti
Everolimus Sandoz 5 mg tabletti
Everolimus Sandoz 10 mg tabletti

OpaHuua

EVEROLIMUS SANDOZ 2,5 mg,
comprimeé

EVEROLIMUS SANDOZ 5 mg,
comprimé

EVEROLIMUS SANDOZ 10 mg,
COmMprime

YHrapus

Everolimus Sandoz 2,5 mg tabletta
Everolimus Sandoz 5 mg tabletta
Everolimus Sandoz 10 mg tabletta

HUpnanaus

Everolimus Rowex 2.5mg Tablets
Everolimus Rowex Smg Tablets
Everolimus Rowex 10mg Tablets

JIluTBa

Everolimus Sandoz 2,5mg tabletés
Everolimus Sandoz 5 mg tabletés
Everolimus Sandoz 10 mg tabletés

JlaTBus

Everolimus Sandoz 2,5 mg tabletes
Everolimus Sandoz 5 mg tabletes
Everolimus Sandoz 10 mg tabletes

Hopeerns

Everolimus Sandoz

Ilonma

Everolimus Sandoz

111Bertys

Everolimus Sandoz 2,5 mg tabletter
Everolimus Sandoz 5 mg tabletter
Everolimus Sandoz 10 mg tabletter

CnopeHus

Everolimus Sandoz 2,5 mg tablete
Everolimus Sandoz 5 mg tablete
Everolimus Sandoz 10 mg tablete

Cnopaxkusa

Everolimus Sandoz 2,5 mg
Everolimus Sandoz 5 mg
Everolimus Sandoz 10 mg

OO0eIHHEHO KpaJICTBO

Everolimus Sandoz 2.5mg Tablet
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Everolimus Sandoz Smg Tablets
Everolimus Sandoz 10mg Tablets

Jdara Ha HOoCJeAHO Bpepa3raexaane HA JHCTOBKATA
MMTIITIT
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