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JIncTOBKA: Hm]mpmaunﬂ 34 NAaMACHTA

EBepoanmyc Cangos 10 mg Tabaerkn
€BEPOJIMMYC

Everolimus Sandoz 10 mg tablets
everolimus

IIpoyereTe BHHMATEIHO UAIATA JIUCTOBKA, NPEAH A 3aN04YHETE Ja IPHeMAaTe TOBA JIEKAPCTBO,

ThH KaTO TH ChAbpPKa BaxkHa 32 Bac undopmanus.

- 3anasere Ta3u JUCTOBKA. MOXe J1a ce HaJIO>KH J1a 51 IPOYETETE OTHOBO.

- AKO UMaTe HAKAaKBH JIOITBJIHUTEIIHU BBIIPOCH, nonurante Bawuus nekap wiv dpapMauesT.

- Tora siekapcTBO € npeanucado JU4HO Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeIH, HE3aBUCHMO Y€ TMPHU3HALIMTE Ha TAXHOTO 3a00JI1BaHe ca ChlMTe KaTto Bauure.

- AKO MoJTy4uTe HAKaKBH HEXEJIaHHU JIEKAPCTBEHHW peakUUH, yBeaomere Baius nekap uim
(papmanieBT. TOBa BKJIIOYBA U BCUYKH Bb3MOXKHHU HEXKETAHU peaKIMH, HEOTTMCAHU B Ta3H
JIMCTOBKA. BvkTe TOUKa 4.

KakBo ChbAbpPiKa TA3H JIHCTOBKA

|. KakBo nipeacrasiasa Eseponumyc CaH/1i03 M 3a KaKBO Ce M3M0JI3Ba
2. KakBo TpsaOBa na 3Haere, npeau aa npuemere Eseponumyc Canio3s
3. Kak na npuemare EBeponumyc CaHyio3

4. Bb3MOXXHH HEXeJIaHU peaKLuu

5. Kak na cexpansaBare EBeponumyc Canno3s

6. ChabpKaHue Ha OMAKOBKATa W JOITbJIHUTEIHA HHDOpMaLIMA

1. KakBo npeacrasasasa Eseposmamyc Canao3 H 3a KaKBO ce H3M0/13Ba

EBeponumyc Can03 € NpOTUBOPAKOBO JIEKAPCTBO, KOETO ChAbpKa aKTHBHOTO BELLECTBO
eBepoiMMmyc. EBeponiMMyc HaMasisBa KpbBOCHAOAsSBAHETO HA TYMOpa U 3a0aBs pacTexka u
pa3npoCTPaHEHUETO Ha PAKOBUTE KJIETKH.

EBeponumyc Can03 ce U3rosissa 3a JieYeHHe Ha Bb3paCTHH NMALMEHTH C:

® MOJIOXKHTEJICH 32 XOPMOHAJIHHM PELIENTOPH PaK Ha rbpAaTa B HanpeaHasl CTaIui NMPH )KEHH B
MOCTMEHOIMAY3a, MPH KOUTO APYrd T€panuM (T.Hap. HECTEPOMAHHU apOMATa3HH UHXUOUTOPH)
BEUYE HE ca B ChbCTOSHHME J1a AbpaKaT 3abosisBaHeTo noa KOoHTpos. [Ipunara ce 3aeaHo ¢ eaHO
JIEKapCTBO, HAPEYEHO €K3€MEeCTaH, CTEPOHIEH apoMaTa3eH HHXMOUTOp, KOETO Ce M3IO0JI3Ba 3a
XOpPMOHaJTHa MPOTHBOPAKOBa Teparnus.

J aBaHCHpaJIM TYMOPH, HAPEYEHH HEBPOEHAOKPHMHHH, KOUTO IMPOM3X0XKIAT OT CTOMAaxa,
yepBara, 0esus pod UM naHkpeaca. /laBa ce korato TYMOpHUTe ca HeorepaOHUJIHH U He
MPOU3BEXKAAT CBPbXKOJIHMUYECTBO OT ONpPEAEJI€HH XOPMOHH WK APYTH CBbP3aHH €CTECTBEHHU
BELLECTBA.

s pak Ha ObOpeka B HarpeaHan craaui (aBaHCHpasl ObOPEYHOKIETHYEH KaPLIMHOM ), KOraTo
Apyrure Buaose jgedeHue (T.Hap. “VEGF-npuuenHa tepanus’™) He ca ycnenu aa cnpat
pa3BUTHETO Ha 3a00JIABAHETO.

2. KakBo TpsabBa 1a 3uaerte, npeau aa npuemere EBepoanmyc Cangos
EBeposnmmyc Canpnos e Bu 6ba€ npeanucan caMo OT Jiekap ¢ ONMUT B MPOTHBOPAKO
Cnenpaitte BHUMaTETHO BCUUKH YKa3aHua Ha Baums nekap. Te morar na ce pasiu éﬁ
ks 1 ‘L. e mi
[ X .y
L

UH(pOpMaLMs, KOSTO C€ ChbAbPKA B Ta3M JIMCTOBKA. AKO MMaTe HAKAKBH BBIIPOCH
Eseponumyc Canno3 winm 3auo Bu e 6un npeanucan, nonuraiire Bawmms nekap.
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He npremaiite EBepoaamyc Canaos
® AKO CTe aJePravHH KbM €BEpPOIUMYC, MOJOOHH XHMHUYECKH BELIECTBA KATO CHPOIMMYC WIH
TEMCHPOIMMYC MK KbM HAKOA OT OCTAHAJIMTE CHCTABKH HA TOBA JIEKAPCTBO (n36poeHH B

TO4Ka 6).

AKO MUCJIMTE Y€ MOJKe Ja CTE alepruyHH, KOHCYATUpaiTe ce ¢ Baius nexap.

IIpenynpexaeHns § NpEeANAa3HA MEPKH
ToBopere ¢ Bamus nexap, npeaH Aa npuemere Eseposiamyc Cannos:

® axo MMaTe MpobaeMH ¢ YepHKS Apod HIH HAKOra CTe HMAIH 3abonsBaHe, KOETO MOXE J1a €
3acerHaio YepHus By apo6. B Takss ciyuail Moske na ce Hanoxu Bawmar nexap aa Bu
npeAnUine pasinyHa 1o3a Epeponumyc Canpos.

e axo umare auaber (BHCOKH HHBA Ha KpbBHa 3axap). EpeponuMyc CaHmo3 Moxe Aa NOBHIIIHK
HHBATAa Ha KPbBHATA 3axap Y Ja Biouiy 3axapHus aAuabet. ToBa Moke na noseac Ao
HeOBXOMMMOCT OT MHCYJIMHOBO ICUCHHE WK JIEUCHHE C NIEPOPATTHH AaHTHAHAO0EeTHH
cpenctea. Mudopmupaiite Bainus nekap, ako UMaTe CHMIITOMH KaTO MPEKOMEPHA JKax/1a
WIH YECTO YPHHHUPaHe.
ako Tpa6Ba Jja ce BAKCHHHpaTe JoKaro npuemarte Epeponumyc CaHnos.
aKO MMaTe BHCOKHM HHMBA Ha xonectepos. Eseponnmyc CaHao3 Moxe 1a TOBHILIH XOAeCTEpoIIa
WWIH APYTHTE Ma3HUHH B KPBBTA.

® aKO HAacCKOpO CTE MPEThPNeNH rofaMa onepaiys, Wid ako BCe Ollle UMAaTe He3apacHalla paHa
cnen onepauns. Epeponumyc Canios MOKe J1a NOBHIIM PHCKA OT Bb3HHKBaHe Ha mpobnemy,
CBBP3aHH CbC 3apacTBAHETO Ha PaHHTE.

e axo nMate uHbekuus. Moxe Aa ce HAUIOXKM J1a IEKyBaTe HH(EKLUMATa NPEaH 1a 3aN0vHeTe
neyeHuero ¢ Eseponumyc Canpgos.

® aKo cT€ MMaJIH XemaTuT B, Toil kaTo no Bpeme Ha nedeHueto ¢ Epeponumyc Canaos e
BBIMOMKHO PEAKTHBHpAHE Ha UH(PeKuHATa (BHXKTE TOUKA 4 “BB3MOXKHH HEXEJIaHH
peaxklyu’ ).

® aKo CTE MPEMHHAIH ThHE/CUeHHe WIM BH NpeACTOH IbueneyeHHe.,

Eseponumyc CaHmo3 MOXKe ChIIO TaKA:
e na orcnabu Baulara uMyuHa cucTeMa. Ilopanu Tasu NpHYHHA € BB3MOXHO /18 CTE H3/I0KEHH
Ha PMCK OT pa3BuTHe Ha uH(beKuua, nokaro npuemare Epeponumyc Cannos. KoncynrvpanTe
ce ¢ Bauius nekap, ako MMare TeMNEpaTypa Wid ApyTH NpH3HalM Ha uHgexums. Hikou
nHGpEKLMH MoraT Ja ObAaT TeXKKM M MOTAT a MMAaT (aTajlHi NoCAeACTBHA

e ja noesnuse Ha Bamara 0x6peuna ¢pyHkums. I1o Tasy npuyuKnHa, AOKATO MpHEMATE
Eseponumyc Canaos, Bawuuar nexap me npocnenssa Baiuara §u6peuna dyHkums.
ia PHYMHH 3a0yX, KalllJIAIia ¥ BUCOKA TeMnepaTypa.
[1a NpeM3BHUKA Pa3BUTHETO Ha A3BM B yCTaTa M paHH. Moxe 1a ce Hanoxky Bawuar exap aa
[pexbCHE WITH NpeKpaTH JiedeHueTo Bu ¢ Eseponnmyc Canpos. Moxe fa ce HaloxH
NleyeHHe ¢ BOOA 3a YCTa, I'eJl WIH Apyry MpoayKTy. HAKOH BOAM 3a YCTa H rejioBe MOrar Ja
BJIOLHAT A3BATa, TAKA Y€ HE ONHUTBATe HULIO, 63 MBPBO A4 Ce¢ KOHCYJITHpATe ¢ Baluus
nekap. Baumsar nekap Moxe Aa 3aro4He OTHOBO JledeHHeTo ¢ EBeponmmyc Cannos npu
CBhLUATA J03a WM MPH NO-HUCKA J034a.

¢ ]1a NPHYHHM yCJOKHEHHA OT Nbuenedenue. Texxu yCIoKHEHH OT IbYENICUCHHETO (KaTo
3a/IyX, rajieHe, IMapus, KOXHU OOPUBH H pasA3BABaHUA HA yCTATa, BEHLMTE H I'bPIIOTO),
BIJTIOMMUTETHO H daTaHu clyvau, c¢ Habmoaasat NPH HAKOW MALHEHTH, KOHTO IIPHEMAT
eBEPONKMYC €JHOBPEMEHHO C JIBUEIICYEHHE WIH KOMTO Ca MPHEMAITH €BSpOJIpaye-€
cliell KaTo ca MPEMHHANH ThueneueHue. B fombinenue, crodigaea ce 3a 1-/: M
paavalOHHa nameT (BKIICUBALL 3a4EPBABAHE HA KOXKATA WIH Bh3NATICH, ﬁf’ Oc Nk
apo6oBe B 0611aCTTa, KOATO IpeaH e G11a Mo/IoKeHa Ha buencHeHHGY IiSi TAfaIRgi
KOMTO C& MPEMHUHAJH JIbYeICHeHHE B MHHAJIOTO. e AN N
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YeenoMete Bamus nekap, ako njaHMpaTe Aa ce MOMIOKUTE Ha IbYeNeYeHHe B OJTH3KO
Obaele WIH aKO Mpefd ¢Te OWn NOAIOKEHH Ha JThUYETICUCHHE.

Hudopmupatite Bamud Jekap, ako HMaTe TE3H CHMIITOMH.

ITo BpeMe Ha neueHHeTO e BH ce npaBAT penoBHO KPLBHH H3c/enBaHus. C TAX 1Ue ce NpoBepsBa
6pos Ha KPbBHATE KIeTKH (6€/TH KPhBHH KJICTKH, YCPBEHH KPbBHH KJIETKH H TPOMOOUMTH) B
opranusMa By, 3a na ce Buau nanu EseponumMyc CaHZo3 HAMa HIKaKbB HexeNaH eeKT BbPXy Te3H
ineTky. Upes KpLBHMTE U3C/EIBAHKA CBHILO Taka Lie ce nposepd Bawara 6s6peyuna gpyHKuns (HMBO
Ha KpeaTHHHH), 4epHOApoGHa PyHKUMS (HHBA Ha TPAHCAMMHA3M), KAKTO H HHBATa Ha KpbBHaTa Bu
3aXap M XOJIEeCTEPOJL, Thil KaTo Te ChILO MOoraT Aa 6bp4aT NOBIHIHHM oT EBeponumyc CaHzos.

Jdena H I0HOUIH
Ereposmimyc Canzos He TpsaGBa a ce npiiara pH Aelia i IoHowH (nox 18-roguiuna Bu3pacr).

Jipyra aexkapcrea B Esepoaamyc Canjo3

Eseponumyc CaHm03 MOXe a NOBJIHAE HaYHHA HA ACHCTBHE HA HAKOM JIeKapCTBa. AKO NpHEMaTe U
APYTH JeKapcTBa 1o chuioTo BpeMe Kato Ereponnmyc CaHios, MOXe Aa ce Hanoxu Bawmuar siexap
na nNpoMeHH no3ata Ha EseponumMyc Canno3 Wi Ha ApyryTe JIeKapcTBa.

Hudopmupaitre Bainus nekap wid ¢papMaLeBT, aKO IPHEMaTe, HACKOPO CTe NPHEMAH HiH €
BB3MOXHO Ja TIpPUEMETE IPYTH JEKapCTBa.

U36poeHHTe BEINECTBA MOTAT [1a MOBHIIAT PUCKa OT HEXENAHH peakLiMH, CBbp3aHH ¢ EBeponHMyc
CaHnos:
® KETOKOHA30J, HTPAKOHA30J1, BOPHKOHA30/1 WM QUIYKOHA30/1 H APYTH AaHTHMHKOTHIIH 32
ne4YeHHE Ha M’OUMHH MHPEKLIUY.
* KJIAPUTPOMHLMH, TEJIUTPOMHLHMH HIH €PHTPOMHULIMH — AHTHOHOTHLIM 32 JieYeHHe Ha
OakTepHAIHA HHEKLIUH.
® DPUTOHABHD M JIPYIH JIEKAPCTBA, H3MON3BaHH 3a JieucHHe Ha XMB undexuus/CITHH.
BEpanaMi Wik JWITHA3eM, H3MON3BAHH 38 IEUEHHE Ha ChbpACYHU HAPYILIEHHUA WK BUCOKO
KPbBHO HaJiraHe.
e JpOHEAAPOH, JIEKAPCTRO, U3MOJI3BAHO 32 Pery/iHpaHe Ha ChbpleqHaTa YECTOTA.

ITUKJIOCIIOPHH, JIEKAPCTBO, U3MOA3BAHO 34 NIPCAOTBPATABAHC HA OTXBBPIAHCT O Ha
TpaHCIUTAaHTHPaHH OpraHy OT OpraHHu3Ma.

® MMaTHHHO, H3MON3BAH 32 MOTHCKAHE HA pacTeXa Ha PaKOBH KIIETKH.

MHXMOHUTOPH HA aHMHOTEH3MH-KOHBepTHpaLKa eH3UM (ACE) (kaTo paMHNpHIT), K3MON3BAHH
3a JleyeHHEe Ha BUCOKO KPBBHO HAMATAHE M IPYTH CHPACYHO-CHAOBH MPOOIEMH.

He(a30A0H, H3NOI3BaH 3a JICUCHHE Ha JIeTIPeCHA
KaHaOuauo (M3NON3BaH NMPH pazIHIHH NOKa3aHHA, BKIIOYHTENHO JIeYEHHE HA I'bPUOBE)

U36pocHHTe BelecTBa MOTAT Ja MOHMAKAT eeKTHBHOCTTA Ha EBeponumyc Canpos:

e pudaMnUIMH, H3MOI3BAH 33 JieueHHe Ha Tybepkyo3a (TB).

e edaBHpeEHL WIH HEBMPANHKH, u3non3ear ce 3a jeyeHne Ha XHB undextms/CITHH.

e XBAT KauTapHoH (Hypericum perforatum), GWIKOB IPOXYKT 32 JIEHEHHE HA JETIPECHA B
NAPYrHd ChCTOSHHS.

® JeKcaMeTa3OH, KOPTHKOCTEPOH, H3MO/N3BAH 3a JICYSHHE Ha MHOTO pa3/InyHH 3a00/1aBaHuU,
BK/IFOUHTETHO BB3NMANHTENHN WM UMYHHH NpodieMHu.

¢ (¢eHuToHH, Kapbamazenun WM geHobapOuran K APYrd aHTHETTHICIITHIIA 32 JIgH
rbPUYOBE WIH ITPUCTHIIH.




Tesu nexapcTsa TPAGBA Na ce M30Arear no Bpeme Ha eueHneTo ¢ Eseponumyc Cannos. Ako
pHEMaTe HAKOE OT THX, € Bb3MOxHO BawmsaT nekap na Bu npeansiiie Apyro N€KapcTBo HIH Aa
HaMasu no3ara Ha Ereponumyc Canpaos.

Esepoanmyc Cango3 ¢ XpaHa H HANIHTKH

H36sreaiiTe 1a KOHCYMHpaTe rpeiigpyT 1 COK OT rpeAndpyT AOKATO CTE Ha JleueHHe C EBEpONHMYC
Canno3s. ToBa Moxke Aa NoBULIM koauuecTBOTO EBeponumyc Canio3 B KpbBTa, BEPOATHO 10 BPEIHO
HHBO.

BpeMeRHOCT, KbpMeHe B PepTHAHTET

bpeMEHHOCT
EseponuMyc CaHn03 MOXe [a YBPEAH IUIOJA M He Ce MPENopbuBa Mo BpemMe Ha OpeMeHHOCT.

Hndopmupaitre Baimns niexap, ako cre GpeMEHHA WITH aKO MHCIIMTE, Y€ MOJKe Jia CTe OpeMeHHa.
BammsT nekap e Bu noceBeTsa 1and € NoaxoAAlo Aa npHeMare Tosa JICKapCTBO N0 BpeMe Ha
OpeMeHHOCTTA.

Kenu, kouTo Morar na sabpeMenedT, Tpa6Ba Oa M3MNOA3BAT BUCOKOS(EKTHBHH METOH 32
KOHTpALENLMsA M0 BpeMe Ha JICYCHHETO U A0 8 ceMULIA crief JiedeHHe. AKO, BLIIPEKH B3CTUTE
MEPKH, MHCIIHTE, Y€ € Bh3MOXKHO Ja cTe 3afpeMeHsiia, KOHCY/ITHpaiiTe ce ¢ Bauins nexap npeas 1a

MPOABIDKKTE ITpueMa Ha Eseponumyc CaHnos.

KspMene

Epeponumyc CaHno3s moxe J1a yBpeaH kbpMadeTo Bu. He TpaOea na kbpMHTE 1O BpeMe Ha
JleYeHUETO H B PAMKHTE Ha 2 CEAMHILIM clie/] Toc/eaHata 1o3a Eseponumyc CaHao3. HudopMmupalite
Baiuus nekap, ako KbpMHTE.

XKeHcku depTUIMTET

Ha6nronaBaT ce NEpHOAM Ha JIMIICa Ha MeCe4eH LIMKBJT (aMEeHOpes) MPH HAKOM XKEHH, JIEKYBaHH C
Eseponnmyc CaHpos.

EseponuMyc CaHIo3 MOXeE J1a OKAXKE BIIMAHME BBPXY eHCKH peprivret. FoBopere ¢ Baus
JIEKap, aKO UCKATE Aa HMaTe Jeua.

MbKKH dhepTHIATET
Eseponumyc CaHao3 MOXe Ja IOBIHE MBxXku (epriwmreT. Koncyrrupaiite ce ¢ Balna nekap, ako

UCKATC na UMartTc Acla.

loprpane H pabora ¢ MAINHHH
AKO ce yyBcTBaTe HeoBHUalHO H3MOPEHH (YMOpaTa € MHOTO YeCTa HeXellaHa peakums), Objere
ocofeHo BHUMATEJIHH NPpH 1odHpaHe WK paboTa ¢ MallUHH.

Esepoaamyc Caan03 ChABPXKA JAKTO3A

Eseponumyc CaHIo03 ChABpKA IAKTO3a (MI€4Ha 3aXap). Ako Bawnar nekap Bu e xa3an, ue uMarte
HENIOHOCHMOCT KbM HIKOH 3aXapH, NMOCHBETBAKTE C€ C HEro NMpeaur Aa B3eMeTe TOBA 1EKapCTBO.

3. Kak 1a npaemate EBepoaamyc Cannos

BuHarn npueMaiiTe TOBA JIEKAPCTBO TOYHO KakTo By € kazan Bawuar nexap wis ¢apm
CTe CHI'YPHM B HELUO, nomnuTaiTe Baluua sexap Wid ¢apmalleBT. ?s@-\ulﬂﬂ o

$

[IpenopbuuTenHata a03a e 10 mg, npuera BeAHBK JHEBHO. BauiuaT nekap we
tabnetku Epeponumyc Canos aa npueMare.
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AKo uMare npobneMu ¢ YepHus apod, e Bp3IMOHO BamyaT nekap Ja 3anovyHe JIeYeHHETO ¢ Mo-
HHCKa fo3a Ha Eseponumyc Canaos (2,5, S win 7,5 mg Ha AeH).

AKO NOJYYHTE HAKAKBH HEXKEJIAHM peakuMH, JoKaTo npuemarte Ereponumyc Cannos (BIDKTE TOUKA
4), e BB3MOKHO BainmaT nekap aa HamanH go3ara By WM ga cnipe iedeHHeTo 3a KPaThK NEpHoj Ot
BpeMe WIH OKOHYATEITHO.

[Tpuemaiite Ereponumyc CaHn03 BeAHbXK JHEBHO, NPHOIHU3HTENHO MO €IHO U CBIIO BPEME BCEKH
IIeH, KAKTO ¥ BHHArd ¢bC WJIM BUHAry 6e3 xpaHa.

IMenTaitTe Tabnerkara(ure) uana(u) ¢ yaia Boaa. He qnpuere H He uynere TabneTKkure.

AKO cTe HpHEIR noBede 0T Heobxoanamara no3a Eseponamyc Cannos

* AKO cTe npHeNH npekaneHo MHoro ot Eseponumyc CaHa03 WIK APYT YOBEK CITy4ahHo ¢
npyen ot Bamure TabneTku, KOHCYATHpaNTE C€ ¢ JIEKap WY oTHAETE He3abaBHO B OonHHIIA.
Moxe aa ce HYXIAcTe OT CIELIHO JICUCHHE.

s BieMere onnakoBKaTa H Ta3u JAHUCTOBKA, 34 Aa 3HacC JICKapAT, KaKBO CTC HPHCIIN.

AKxo cTe mponycHani Aa npueMere EBeponnamyc Cangos
AKO ¢Te mpoITyCHAMH J1a MPHEMETE eIHA 034, B3eMeTe Clie[BalilaTta A03a KakTo e npeanucaso. He
B3eMaliiTe ABOMHA 1034, 3a 1a KOMNIEHCUpATe NIPOMycHAaTHTe TabneTkHy.

Axko cTe cnpenn npueMa Ha Esepoaumyc Canaos
He cnupaiire npuema Ha Epeponumyc Cannos, aokaro Bawuuar nekap He Bu kaxe ga ro Hanpapwure.

AKO MUMaTe HAKAKBH JOITRJIHHTE/IHHA BBIIPOCH, CBBP3aHH ¢ ynorpedaTa Ha TOBA JIEKapCTBO,
nonuraidTe Bamua nekap unu dpapMaLeBT.

4, BL3MOXKHH HEXKeJIaAHH PpeaknHH

KaKkTo BCHYKH IEKapCTBa, TOBA JIEKAPCTRO MOXE 1A NMPSAH3BUKA HEXENAHHU peaKliH, BBIIPEKH YE HE
BCEKM I'M MONTy4asa.

CIIPETE npueMa na EBeponumyc CaHA03 U NMOTHPCETE MEOHILIMHCKA NOMoO1L He3abaBHO, ako
MOYYMTE HAKOH OT CNICAHMTE MIPU3HALIM Ha aJlepruMHa peaKLiuA:

® 3AaTPYAHEHO OAMINAHE WM MpPEerThIlaHe
® OTOK Ha JIMIETO, YCTHUTE, €3HKA WIH I'bpIOTO
¢ cuieH ¢ppbex Ha Koxarta, ¢ YepBeH OOPHB WIIH NOAYTHHH

Cepuo3nnre Hexe1aHn peaknin Ha Epeponamyc CaHg03 BRIIOYBAT:

Muoro 9ecTH (Mozam Oa zaceznam noseye om 1 na 10 oywu)

e [JloBHII¢HA TemnepaTypa, BTpHcane (NpHU3HaUy Ha HHOEKLHA)
o Tpecka, kamnuua, 3aTpyAHECHO JHIIAHE, XPUIIOBE (MPH3HALM Ha Bh3NATCHUE Ha Oeaus gpob,
Hape4YeHO ITHEBMOHHT)

Yecrn (mMozam oa 3acezrnam 0o 1 na 10 oywu)
e [IpekoMepHa xaxkaa, HOBHIIECHO OTAE/IAHE Ha YPUHA, OBULIEH ANeTHT Che 4
yMopa (npu3Hauy Ha auaber)
KnpBeHe (xemoparus), HalipuMep B UpeBHATA CTeHa
e CuaHO NOHWKEHO OTAe/IAHE Ha YpHHA (npu3HaK Ha 6pOpedHa HegoCTaTh
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Heuectn (Mo2cam 0a 3acezvam 0o I na 100 oywu)

Tpecka, koxeH oOpuB, GONKa B CTABUTE M Bh3NATEHHE, KAKTO H yMOpa, 3ary0a Ha aneTwr,
rajieHe, XbATeHHLA (TOXKBJITABAHE HAa KOXKaTa), OOJIKa B ropHaTa JAACHA YacT Ha KOPEMa,
CBET/IM M3NpAXKHEHHA, ThMHA ypHHa (MoraT Ja ObaaT Npyu3HalUM Ha MMOBTOPHO AKTHBHPAHE HA
xenaTHT B BUpycHa HHMEKLUA )

3amyXx, 3aTpyAHEHO AULUAHE B JIETHAJIO MOJIOKEHHE, OTOK Ha CTENANATA M KpakaTa (MpH3HaLH
Ha ChPACYHA HEAOCTATHLYHOCT)

Orok wunu Oonka B e JHHHA Kpak, OOMKHOBEHO B Ipacelia, 3auepBABAHE HIIM 3aTOTUIAHE Ha
KOKATa B 3acer{arara obnacT (NpHU3Halid Ha 3aMyLIBaHE HA KPLBOHOCEH Cb/l (BEHA) Ha
KpaKa, NpeAu3BHKAHO OT KPbBEH ChCHPEK)

BHe3amnHa MosgBa Ha 3a0yX, rpbAHa OONKa HIHM XpayeHe Ha KpbB (MOTeHLHATHH NPH3HALIH Ha
GesroapobHa eM6omnus, CHCTOSHUE, KOETO Bb3HHKBA IIPH 3alTyIlIBAHE Ha €JHA WIH NOBEYe
6enoapobun aprepun)

CwiHO HaMaIABaHe Ha KOJHYECTBOTO HA OTAE/IEHAaTa YpUHA, OTOK Ha KpakaTa, YyBCTBO Ha
oOBpKaHOCT, 6osika B repba (npu3HauM Ha ocTpa 6B0peyna HEAOCTaTHLYHOCT)

O6puB, copOexK, ypTHKApHA, 3aTPYAHECHO AMLIAHE WIH NPETILIUIAHE, 3aMasHOCT (IPU3HALIH
Ha CEPHO3HA aNepruyHa peakLys, W3BECTHA CBILIO KATO CBPLXYYBCTBHTEIHOCT)

Peaxkn (mozam Oa 3aceznam oo 1 na 1 000 oywuu)

3aayX WIH y4eCTEHO AulliaHe (TIPU3HALIA Ha CHHPOM Ha PEeCITHPATOPHO PAa3CTPOHCTBO HIIH
JUCTpEC)

AKO0 noJTY9HTE HEKON OT T€3H HEXKEJIAHH peaknnd, HHpopMHEpakTe Bamns Aexap nesabasno,
Thi KATO € Bh3MOKHO Ja AMAT KHBOTO3ACTPALIABAIIH NOCJIeACTBHS.

JApyrare Bb3MOKHEH Hexeaann peaknun Ha Eseponnmyc Cannos Bunousar:

MHoro 9ecTH (Mozam 0a 3aceznam nogeve om 1 na 10 oywiu)

YeeTn (Mozam Oa 3aceznam 0o I na 10 oywu)

[TopwineHH HHBA HA KpbBHATA 3aXap (XUIEPrIHKEMHA )

3ary0ba Ha aneTurT

HapyieHue Ha BKyca (AHCrey3us)

I'nasobonue

KbpBeHe OT HOCa (eITHCTAKCHC)

Kauutrua

J3Bu B ycTaTa

CroMalleH QUCKOMQOPT, BKJIKOUBAILL] [TIOBAUraHe (raAcHE) WK ANapHs

KoxeH obpur

Crp6ex (nmpypHTyC)

¥Ycemanre Ha cnabocT U yMopa

YMopa, 3anyX, 3aMasHOCT, Onea koxa, MPU3HALK Ha HUCEK OpoH Ha YEPBEHUTE KPbBHH
KIeTKH (aHeMuA)

OTH4aHe Ha PBLETE, NIAHWTE, CTHIIANIATa, [JIC3CHUTE WIN APYTH 4aCTU Ha TAJIOTO (TIPH3HALM
Ha OTOK)

3aryba Ha Terno
BucoxH HMBaA Ha NHIIHAKTE (Ma3HHHHUTE) B KPBLBTA (XUMEPXOIecTepoieMHus )

CHnoOHTaHHO KBpPBEHE HIM 00pa3yBaHe HA CHHWUHU (TTPH3HALIM HA HUCHK OpOH K
TPOMOOLIMTHTE, H3BECTHO CHILO KATO TPOMOOLIMTONICHHSA )

3aayx (qucnHes )




Kaxxna, HaMaleHO OTAEAAHE Ha YPUHA, TbMHA YPUHA, CyXa 3a4YCPBCHA KOXKa,
pa3Apa3sHUTENTHOCT (NIPHU3HALH HA JeXUAPATALHA)

HapyuieHus B cpHs (Oe3cbHUE)

['maBoGonue, 3aMagHOCT (ITpH3HAUM HA BUCOKO KPBBHO HalAraHe, USBECTHO CHILO KaTo
XUNEPTOHUA )

[ToxyBaHe Ha 4acCT WK Ha LAIaTa By phka (BIIOYHTENHO MPBCTUTE) WIH Kpak
(BKITIOYHTEJIHO [IPBCTUTE HAa KpaKa), YyBCTBO 3a TEXECT, OTpaHMYaBaHe Ha ABIDKCHHUATA,
IUCKOMGOPT (BB3MOXKHHM CHMITTOMH Ha TuMQenem)

Tpecka, 3auepBeHO I'bPJIO, A3BU B yCcTaTa BCICACTBHE Ha HHPEKIMA (TPU3HALIM HA HAMATICH
6poit Ha OenruTe KPHBHU KIETKH, ICBKOTNICHHS, TUMQOICHHS WY HEYTPOTICHHA)
Tpecka

BranajieHre Ha TMrasuLIaTa Ha YCTaTa, CTOMAaxa, yepBara

CyxoTa B ycTara

Kucenunu (qucnencus)

I"azeHe (MOBpbLIAHE)

3aTpyaueHo nperiblliane (aucgarus)

Kopemna 6onka

AKHe

O6peB H 60Jika B 001aCTTa HA JNTAHUTE HA PBLIETE WIH [VIE3EHHUTE Ha KpaKaTa (CHHApPOM
pbKa-KpakK)

3ayepBABaHE HA KOXKATA (€PUTEM)

bosiku B cTaBUTE

bonka B ycrara

HapylieHHa Ha MEHCTpyaLMaTa, KaTO HEPEeOBEH LIKKBJI

Bucoku HHUBa Ha TUNHAXTE (MA3HHHHATE) B KpbBTa (XUNEPAUITHAEMUA, IOBUILIEHH
TPHITHLECPHAHU)

Hucku HMBa HA KAHI B KpbBTA {XUITOKATUEMHA)

Hucku HuBa Ha ¢ocdar B kpbBTa (Xxunodpocdaremus)

Hucky HuBa Ha Kanuuil B KpbBTa (XHITOKAILMEMHA )

CyxoTa Ha KoxKaTa, 6efeHe Ha KOXKaTa, KOYKHH JIE3HH

Hapyiuenus Ha HOKTUTE, YyNEeHE HA HOKTHUTE

Jlek koconman

OTKIOHEHMA B PE3YATATUTE OT YePHOAPOOHUTE KPBBHHM TECTOBRE (IOBUILIABAHE HA ATTAHWUH H
acrapTaT aMHHOTpaHcdepasaTa)

OTKITIOHEHHA B PE3YITATHTE OT OBOpEUHHTE KPEBHH TECTOBE (ITOBHIIEH KPEATHHHH )
ITomyBaHe Ha Kienava
benTuk B ypuHaTa

HewecTn (Mocam 0a zaceznam 0o 1 na 100 oywuuu)

Peakmn (mozam oa 3acezrnam oo 1 na 1 000 oywu)

CaabocT, CIOHTAHHO KhPBEHE HIM 00pa3yBaHe Ha CHHUHH U YECTH HH(PEKIHNH, CBC
CHMITTOMH KaTO TPECKA, BTPHCAHE, 3aYEPBEHO I'bPJIO WM A3BH B yCTaTa (MPH3HALM HA HUCBK
Opoit Ha KPLBHHUTE KJIETKH, H3BECTHO CBIIO KATO NMAHLMTOIICHHA)

3aryba Ha BKyC {(arcyzus)

XpaueHe Ha KPBB (X€MOINTH34)

HapyiiieHHs Ha MEHCTpYaLMATa, KaTo JIMNCca Ha UMKBI (aMEHopes )
[Io-4ecTO OTAENAHE HA YPHHA IIPE3 JCHA

['ppana Oonka

HapyweHo 3apacTBaHe Ha paHH

['opemu BLIHU

Chi13eHe OT OUMTe ChC ChpOEXK U 3auepBaBaHe (KOHIOHKTHBHT)
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e YMopa, 3a1yX, 3aMagHOCT, Oeaa Koxa (MpH3HaLM Ha HUCHK OpoH Ha YEPBEHHTE KPBBHH
KJIETKH, BE3MOXKHO € Ja ¢€ Ab/DKH Ha €IMH BHJA aHEMHS, HapeueHa NpuaoOUTa arviazHg Ha
YEpPBEHHTE KPbBHU KNIETKH)

e (OroK Ha AMLETO, B 00JIACTTA Ha OMMTE, YCTATA M BTPEUIHOCTTA HAa YCTaTa W/HIU MBPJIOTO,
KAKTO M Ha €3HKa, W 3aTPYJAHEHO JHMLIAHE WU Nperibliale (MU3BECTHO CHIIO KATO
aHTHOEIEM), MOXKe J1a ca MpH3HaLM Ha ajiepry4yHa peaxius

C HeH3BeCTHA YECTOTA (OM HANUYHUMe OQHHU He Modice 0a Ov0e Hanpasena oYeHKka)
e Peaxumsa g 061acTTa Ha NMPEeAXOIHO W3BBHPLICHO JbUEIedeHHE, HalIp., 3a4EPEABAHE Ha KoXaTa
WIH BBb3NajieHue Ha 6enure npodoBe (T. Hap. CHHAPOM Ha paTydalMOHHa NaMeET)
¢ BromasaHe Ha HeXXelTaHUTE peakLHH OT JTbYEIICYEHHETO

AKO Te3H HeXKeJIaHH peaKIHH CTAHAT TeXKH, BHopMmEpaiiTe Bamus Jekap n/nian
bapmanesT. IloBeueTo 0T HEXEJIAHNTE PEAKINH €A JICKH [0 YMEPEHH 0 Te:KeCcT H 00HKHOBEHO
H34€3BAT NPH NPEKLCBAHE HA JIEICHHETO 32 HAKOJIKO THH.

CrhobmaBane HA HEXKEJIAHH PeakIHH
AKO MoNnyyHTe HAKAKBH HEXETaHH JIEKAPCTBEHH peaxiiuy, yeegomete Balliua nexap win ¢papMaliesT.
Tora BiUTIOYBRa BCHUKK BB3MOXKHH HEOMMUCAHU B Ta3Ud JIMCTOBKA HEXEJIAHH PEAKIHH.

MoskeTe ChINo Aa CHOOIIUTE HEXENaHH peakKLMd JHPEKTHO YPE3 HALMOHAIHA CUCTEMA 34
choOlIaBaHe KbM U3NbIHWTETHATA areHIuA 110 JIeKapcTBarta, yi. ., JJamaH I'pyer™ Ne 8, 1303 Codus,
ten.: +35928903417, yebeaiit: www.bda.bg. Kato chobiarare He:kenaHM peakLiMM, MOXKETE 13
AafeTe CBOA NMPHHOC 32 NMoTyYaBaHe Ha MoBe4ye HHPOpMaLUa OTHOCHO 6€30MacHOCTTa Ha TOBA
JIEKapCTRO.

5. Kak aa cexpanaBare Esepoanamyc Cannos
Ha ce cbxpaHsaBa Ha MACTO, HEAOCTBIIHO 34 Aeua.

He u3non3saifTe TOBa JIEKapCTBO CJie CPOKA HAa FOHOCT, OTOENA3aH BbpXY KAPTOHEHATA OMAKOBKa H
6aucrepHoTe donuo cnex .l ogeH mo:“. CpokbT Ha roHOCT OTroOBaps Ha IOCIAEAHUS JEH OT
NOCOMEHHS Mecell.

Ha ce cpxpansaBa o 30°C.
Jla ce ¢cpXxpaHAaBa B OPHTHHAJIHATA OMNAKOBKA, 3a [a ¢¢ Npeanasy oT CBETIUHA U Blara.
OrtBopeTte OnHCTEpa HETIOCPEACTREHO NPEaH Aa MpHeMeTe TableTKuTe.

He u3nonseaiite TOBA NIEKapCTBO, aKO 3a0eJIeXKHTE ONAKOBKA, KOATO € MOBPEACHA WIH NMOKA3Ba
npu3gaud Ha danmuduipane.

He n3xpnpisiite TeKapcTBaTa B KAHAIH3ALUMATA MITH B KOHTEHHEPA 3a NOMAIIIHHA OTNAAbLIM.

ITonwraiire Baimnda dpapmaLeBT Kak Ja H3XBBPJLATE JICKApCTBATa, KOMTO Beye He u3nonspare. Tesn
MEPKH LHe CTIOMOrHAT 34 OMa3BaHe Ha OKOJIHATa cpefia.

6. ChrabpkaHHE HA ONMAKOBKATA H JOOBJIHHTEIHA HHPOPMALIAR

Kakso cbeanpxa Eseposamyce Canmos
- AKTHBHOTO BELIECTBO € EBEPOIUMYC,




Eseponamyc Casnos 10 mg rabnerkn
-  Bcsaka Tabnerka csaspka 10 mg eseponumyc.

- Jpyrure cberaBki ca OyTwixuapokcutoryeH (E321), MarHesres cTeapar, J1akTo3a,
XHIPOMEN03a, KPOCIIOBHIOH THI A.
Biokre Touka 2 “Eeponumyc Canzmos chabpiKa 1aKTo3a™.

Kax nirnexaa Espeponamyc Can103 H KaKBO ChbABPXKA ONAKOBKATA

Benu no 671eX0KBITEHUKABH, MPOABIroBaTH TabneTku, npubnn3urenHo 15,1 X 6,0 mm, ¢be CKOCEHH
ppboBe K 6e3 fenuTenHa Yepra. Te ca rpasupann ¢ “UHE” or ennara crpana H “NVR” ot apyrara

TabneTkuTe ca ONAKOBAHHU B OJIMCTEPH OT ATYMHHH/ oHaMUL/aTyMuHUA/PVC # nocTaBeHH B
KAPTOHEHA KYTHA.

BunoBe orakoBKH:
10, 30, 90 TabneTku.

Ennonosoen 6mucrepn: 10x1, 30x1, 90x] Tabnerky.

He BcHuKM BHAOBE ONAKOBKM M KOHLICHTpAIIMK Morat Aa 6b4aT IMycHaTH Ha masapa BbB Batnata
CTpaHa.

IIpurexaTen Ha pa3pelmIeHHETO 32 YNIOTPeOa H IIPOA3BOAHTEI
IIpaTEeKATE) HA pa3pelienHero 3a ynoTpeda

Sandoz d.d.
Verovikova 57,
1000 Ljubljana
CnoseHus

IIpon3BOAHTE/IH

Novartis Pharma GmBH

Roonstrasse 25
90429 Niirnberg
I'epMaHus

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1
39179 Barleben
['epManus

Sandoz S.R.L.

7A Livezeni Street
Targu Mures, 540472
PymbHUA

To3n nexapcTBEH NPOAYKT € 0400peH B cTpanaTe-wieAKH HA EBponeiickoro HkoHOME
IIpocTpanctso H B O6eannenoro kpajcTso (Cepepaa Hpaanans) ¢be CJICAHHTE
HARMCHOBAHHA:

|
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Hupepnanausa Everolimus Sandoz 2,5 mg,
Everolimus Sandoz 5 mg, tablcHs
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Everolimus Sandoz 10 mg, tabletten

ABCTpHA

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

bearus

Everolimus Sandoz 5 mg tabletten
Everolimus Sandoz 10 mg tabletten

bairapus

Eseponaumyc Canno3 10 mg rabnerku

Yexus

Everolimus Sandoz

['epManus

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

Havns

Everolimus Sandoz

EcToHUA

Everolimus Sandoz

["spLvs

Everolimus/Sandoz 5 mg dwoxio
Everolimus/Sandoz 10 mg diokic

HUcnauug

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

OuraaHauAg

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

Opasums

EVEROLIMUS SANDOZ 2,5 mg,
comprimeé

EVEROLIMUS SANDOZ 5 mg,
comprimé

EVEROLIMUS SANDOZ 10 mg,
comprime

YHrapus

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

Hpnannusa

Everolimus Rowex 2.5mg Tablets
Everolimus Rowex 5mg Tablets
Everolimus Rowex 10mg Tablets

JIurea

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

JlaTBHA

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

Hopserus

Everolimus Sandoz

Ilonma

Everolimus Sandoz

I1IBerus

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

CnoBeHUA

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

Crnopakus

Everolimus Sandoz 2,5 mg /

Everolimus Sandoz 10 mg

O6eHHEHO KPAICTBO
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Everolimus Sandoz 5 mg
Everolimus Sandoz 2.5mg Tab 'j | X




Everolimus Sandoz Smg Tablets
Everolimus Sandoz 10mg Tablets

Jdara HA DocIeAR0 NPepa3riIekAaHe HA JJHCTOBKATA
MMITTT
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