JIMCTOBKA



JIncroBka: nH(popMamus 32 NAUEHTA
EBepoaumyc Kpka 2,5 mg Tadaerkun
EBeponumyc Kpka 5 mg Taéaerku
EBepoaumyc Kpka 10 mg TaéaeTkn
EBEPOIIUMYC
Everolimus Krka 2,5 mg tablets
Everolimus Krka 5 mg tablets
Everolimus Krka 10 mg tablets

everolimus

IIpoyeTeTe BHUMATEIHO LSJIATA JIMCTOBKA, NPEAM 1a 3all04YHeTe 1a pueMaTe TOBA JIEKAPCTBO,
Thil KaTO TS ChAbPsKa BaskHa 3a Bac undopmanus.

3amaseTe Ta3u JMCTOBKA. MOKe 1a ce HAJIOKU J1a s [IPOUETETe OTHOBO.

AKO UMaTe HSIKaKBH JIOMIBIIHUTEIHN BBIIPOCH, TIonuTaiiTe Bamus nexap wnu gapmanesT.

ToBa nekapcTBO € npennucano JnyHo Ha Bac. He ro mpeorcrrnBaiite Ha npyru xopa. To Moxke
Ja UM HaBp€an, HE3aBUCHUMO Y€ IPU3HAIIUTEC HA TAXHOTO 3a00J1BaHe ca ChIIUTE KaTO Bammure.
AKO TIoNTyYnTe HAKaKBH HEXKEJIaHU peakiuy, yBegoMere Bamms nexap wim gapmanest. Tosa
BKJIIOYBA M BCUYKH Bb3MOXHHU HEKEJIAHU PEaKLMH, HEONMCAHH B Ta3H JUCTOBKA. BiokTe

TouKa 4.

Kakgo CbAbPiKa Ta3u JJUCTOBKA

S wdE

Kaxgo npencrasnssa Eseponrmyc Kpka u 3a kakBo ce U3M0J13Ba
Kakgo TpsiOBa aa 3Haete, npeau Aa npuemere Epeponumyc Kpka
Kax na npuemare Ereponmmyc Kpka

BB3MOXXHU HEXETaH! peaKuu

Kak na cexpansiate EBeponumyc Kpka

ChabpskaHHe Ha ONIAKOBKATa ¥ JIOMBITHUTENHA HHPOPMALIUS

Kakso npeacrasiassa EBepoinmyc Kpka u 3a kakBo ce H3noJs3Ba

EBepommmyc Kpka e mpoTuBOpakoBo JEKapCTBO, KOETO ChABPKa aKTUBHOTO BEIIECTBO €BEPOIIUMYC.
EBeponumMyc HamassiBa KpbBOCHAOASBAHETO HA TyMOpa M 3a0aBsi pacTeka M pa3pOCTPAaHEHUETO Ha
PaKOBHUTE KIICTKH.

EBCpOHHMyC KpKa CC H3II0JI3BA 34 JICUCHHUC HA Bb3pPACTHM MMALIMCHTH C.

TIOJIOXKHTEIICH 32 XOPMOHAIHHU PEIeNTOPH aBaHCHPaJl KAPIIMHOM Ha MIIEYHATA JKJIe3a TIPH KEHH
B IIOCTMEHOIIay3a, IPY KOUTO JPYTH Tepanuu (T.Hap. “HeCTepOHIHH apoMaTa3HH HHXUOUTOPHU)
BeYe He ca B ChCTOSIHUE JIa IbprKaT 3aboisiBaHeTo 1o KoHTpod. [Ipunara ce 3aeqHo ¢ exHo
JIEKapCTBO, HAPEUCHO €K3EMECTaH, CTEPONJICH apOMaTa3eH MHXHOUTOP, KOETO ce M3II0JI3Ba 32
XOpPMOHAJIHA IPOTHBOPAKOBA TEPAITHSI.

aBaHCHUPAJIH TYMOPH, HApEUEHH HEBPOCHAOKPHHHH, KOUTO MTPOM3X0KAAT OT CTOMaxa, yepBaTta,
Oenus xpo0 wim nankpeaca. Onpenens ce, Jajdu TYMOPHUTE Ca HHOTIEPaOUITHY 1 He
IMPOU3BEKIAT CBPBXKOJIHNYCCTBO CHeIII/I(i)I/I'-IHI/I XOpPMOHHU WK APYT'U CBBP3aHU €CTCCTBCHU
BEIIECTBA.

HarpeaHan Ob0pedeH kapuuHoM (HanperHaa ObOPeUHOKIEThYEH KapIMHOM), KOTaTo JPYTHTe
ButoBe Tepanus (T. Hap. “VEGF-npuiienna Tepanust”) He ca ycIienu Jia Cipar pa3BUTHETO Ha
3a00JI9BaHETO.

KaxBo Tps6Ba 1a 3naerte, npenu 1a npueMmere EBeposaumyc Kpka



EBeponmnmyc Kpka mie Bu Obzie mpenmnuican camMo OT JieKap ¢ OIUT B IPOTUBOPAKOBOTO JICUCHHE.
CrenpaiiTe BHUMAaTETHO BCUYKH yKa3aHus Ha Bamus nekap. Te morar aa ce pa3nuuaBaT oT o01maTta
MH(pOpMALYSL, KOSTO C€ ChABPKA B Ta3U JMCTOBKA. AKO UMaTe HAKAKBH BBIIPOCH OTHOCHO
EBeponmumyc Kpka wnu 3amo Bu e 6un npeanucan, nonuraiite Bamms nekap.

He npuemaiite EBeposimmyc Kpka

- aKO0 CTe AJIEPrUHYHE KBM €BEPOJTUMYC, TIOJJOOHN XUMHUUECKU BEIIECTBA KATO CUPOJIMMYC UITH
TEMCHUPOJIMMYC UM KbM HSAKOS OT OCTAHAJIUTE ChCTABKU HA TOBA JICKAPCTBO (M30pPOEHU B TOYKA
6).

AXO MHUCIUTE Ye MOXKE Ja CTC aJICpTrU4HHU, ITOMOJICTE Bamms JICKap 3a CbBET.

IIpenynpesxkneHust ¥ MpeanasHu MepKH

T'oBopere ¢ Bamms nekap, npeau na npuemere Eseponumyc Kpka:

- aKo MMare MpodJieMH ¢ YepHHUs APOd WK HIKOTa CTE€ UMalu 3a00/19BaHe, KOETO MOXeE J1a €
3acertHaJio yepHusi Bu a1po6. B TakbB ciiyuail Moxe J1a ce Hayoxu Bamust nekap aa Bu
npeanuile pasnuyna go3a Eseponumyc Kpka;

- ako umare quadeT (BUCOKM HUBA Ha KpbBHa 3axap). EBeponumyc Kpka Moxe J1a TOBUIIH
HUBaTa Ha KpbBHATa 3axap M Ja BJIOIIX 3axapHus nuadet. ToBa Moxe J1a 10Bese 10
HEOO0XOIUMOCT OT HHCYJIMHOBO JICUCHUE W/WIIN JICYEHHUE C TIEPOPATHA aHTUANAOECTHH CPEICTBA.
Wudopmupaiite Bamms nekap, ako iMaTe CHMITOMH KaTo MPeKoOMepHa Kax/1a MIH YeCTO
YPUHHUPAHE;

- aKo TpsIOBa J1a ce BAKCHHHUPAaTe TokaTo mpueMate EBeponmmyc Kpka,

- aKo MMaTe BUCOKH HMBA Ha xoJiectepoJi. EBeponnMyc Kpka Moske 1a MOBHIIHN XOJIECTEPOIIa
W/WIK IpyTUTE MA3HUHU B KPBBTA;

- aKO HaCKOpO CT€ IPETHPIIENIU IOJIMA ONePanys, WU aKo BCE OLIE UMATe He3apacTHaJIa paHa
cinen onepaunsi. EBeponumyc Kpka Moxke na moBUIIN pUCKa OT Bb3HUKBAHE Ha MPOOIeMH,
CBBP3aHU ChC 3apacTBAHETO HA PAHUTE;

- ako nmare nHekus. Moxe 1a ce HaJIOXH J1a JIeKyBaTe HHMEKIUITA TIPE/IN J1a 3al0YHETe
neuyenueto ¢ EBeponumyc Kpka;

- aKo cTe umMaiy xenatuT B, Thi KaTo 1o Bpeme Ha neueHnero ¢ EBeponumyc Kpka € Bb3MOKHO
peakTuBUpaHe Ha HHMEKIUITA (BIKTE TOUKA 4 “BB3MOXKHH HeXeNlaHH peakiun’”);

- aKo CTe IPEMUHAIN JIbYesedeHne i Bu nmpencron ap4esnedeHue.

EBeponmumyc Kpka Moxe chIio Taka:

- na orcrnabu Bamata umyHHa cuctema. [lopaan Ta3u mpudmHa € Bb3MOXKHO JIa CTE U3JI0KCHH Ha
PUCK OT pa3BUTHE Ha MH(peKws, JokaTo npuemare Eeponmnmyc Kpka. Ako nMate Brcoka
TEeMIIEpaTypa WK APYTH MPU3HAIM HAa HHPEKIUs, KOHCYITHpakiTe ce ¢ Bamms nekap. Hsxou
WH(EKIUY MoraT Ja ObJIaT TeKKH U J1a JIOBEAAT 0 CMBPT;

- na oByusie Ha Bamrara 60peuna ¢yHkus. [1o Tasu npuunHa, J0KaTo MpuemMare
EBepommmyc Kpka. Bammst nexap mie npocnesnssa Barmara 650peuna GyHKIus;

- Jla IPUYMHYU 3a4yX, KalllJIMlla 1 BUCOKA TEMIIEPATYpa,;

- Jla IPUYHHY Pa3BUTHETO HA aTH U A3BH B ycTaTta. Moke Aa ce HalloxKu Bammsar jiekap na
MPEeKbCHE WIIH JIa TPEeyCTaHOBU JieuenneTo ¢ Ereponmmyc Kpka. Moxke na e HeoOxoaumo s1a
MPOBEJIETE JIEYEHUE C BOJIA 32 YCTa, T'eJl WK JPYTry NMPOAYKTH. HKou BoM 3a yCTa U Te€JIOBE
MOraT Jia BJIOIIAT SI3BUTE, HE U3IMOJI3BaNTE HEIO NPEIU Jla ce KOHCYJIThpare ¢ Bamus nekap.
Bamusar nexkap moxxe 1a mogHoBH JieueHueTo ¢ EBeponumyc Kpka cbe cbliaTa 103a WM C 1o-
HHCKa J1034;

- Jla TIPUYMHN yCIIOKHEHHS OT JrbuesieueHre. TeXKN yCI0KHEHUS OT IhYelIeIeHHETO (KaTo
3a1yX, TajieHe, Auapus, KOXKHU OOPUBH U pa3s3BsiBAHMS HA YCTaTa, BEHIIUTE U I'bPIIOTO),
BKITFOUUTEITHO U (haTallHU CIIy4yau, ce HaOIr0aBaT py HAKOU MAIUEHTH, KOUTO IpUeMar
€BEPOJIMMYC €THOBPEMEHHO C JIbYEJICUCHHUE WIIM KOUTO Cca MPUEMaJIU €BEPOJIUMYC CKOPO CIIE
KaTo ca MPEeMHUHAJH JIbuelieueHne. B qomsHeHne, ch001aBa ce 3a T.Hap. CHHIPOM Ha
paananoHHa aMeT (BKJIIOYBAIL 3a4epBsABaHEe Ha KOXAaTa WIX Bh3IAJICHHUE Ha OelnuTe IpoOoBe
B 00J1acTTa, KOSTO MPEan € OIa MOAJI0KEHA Ha JTbUeIeUeHIe) TIPH MAIUeHTH, KOUTO ca
MIPEMUHANHN JIBYEJICYCHUE B MUHAJIOTO.

YBenomere Bamms iekap, ako TutaHupate Ja ce MOJIOKUTE Ha ThUeliedeHUEe B OJTM3KO OB



WM aKO TIPEIH CTe OWIIH TOJUTIOKECHU Ha JIbUeICUeHHE.
HNudopmupaiite Bamuus jekap, ako umaTe T€31 CUMIITOMHU.

ITo Bpeme Ha sieuenneTo me Bu ce mpassT pegoBHO KpbBHE TecToBe. C TAX IIe ce mpoBepsiBa Opost Ha
KpBbBHUTE KJIeTKH (0 KphbBHU KJICTKH, YePBEHN KPBBHU KICTKH U TPOMOOLIMTH) B opranu3Ma Bu, 3a
na ce Buau nanu Eeponumyc Kpka Hsima HAKakbB HexelaH eeKT BbPXyY Te3H KieTku. KpbBHHUTE
TECTOBE IIIe CE MU3MOJI3BAT CHIIO TaKa 3a MpoBepka Ha Barrata 6b0peyna GpyHkuus (HUBO Ha
KpEaTUHUH), 4epHoIpoOHa QyHKIMs (HUBa Ha TpaHCAMUHA3M) M 32 HUBAaTa Ha KpbBHATa Bu 3axap u
X0JIecTepodia, Thi KaTo Te ChUI0 Morart Ja ObaaT nmoBnusiau oT EBeponumyc Kpka.

Jeua v roHOIIN
EBeponimyc Kpka He TpsiOBa a ce mpuiiara npH aetia u ronom (o 18-roauiinHa Bb3pacr).

Apyru aexkapcrea u Eseposiumyc Kpka

EBeponumyc Kpka Moxe 1a moBnusic HAUMHA Ha IEUCTBHE HA HAKOU JEKapcTBa. AKO MpueMate u
JpyTy JIEKapcTBa o ChLI0TO BpeMe kato Esepomumyc Kpka, Moxe na ce Hanoxxu Bamusr nexap na
npoMeHH Jo3ata Ha EBepoinmyc Kpka nim Ha npyrure jiekapcTsa.

Nudopmupaiite Bamus jiekap i papmManeBT, ako IpUeMaTe, HACKOPO CTE NPUEMAIIHU WU €
BB3MOJKHO J1a IPUEMETE IPYTH JIEKapCTBa.

N30poeHuTe BemecTBa MOraT J1a MOBUILAT PUCKA OT HEXEJIAaHU PEaKLMH, CBbP3aHu C

EBeponumyc Kpka:

- KeTOKOHA30J1, HTPAKOHA30J1, BOPUKOHA30.J WK (PIYKOHA30J U APYTH AHTHMHKOTHIIH,
M3I0JI3BaHH 32 JIeYeHUE Ha TbOMYHU HH(EKIIH;

- KJIAPUTPOMHUIUH, TEJIMTPOMMIUH WU ePUTPOMMIIUH - aHTHOMOTHIM M3II0JI3BAHHU 32
JieueHre Ha OaKTepHaTHu MHDEKINH;

- PHUTOHABMP U JPYTHU JIEKapCTBa, U3MOJI3BaHU 3a JieueHne Ha XU B nndexuns/CITNH;

- BepanamMuJl Wiv JWJITHA3eM, H3II0J3BaHH 32 JICYEHUE HA ChPACYHHN HApYILICHHUS WIH BUCOKO
KPBHBHO HAJIATAHE;

- APOHEAAPOH, JIEKAPCTBO, U3IOI3BAHO 3a PETyIHpaHe Ha ChbpACYHATA YECTOTA,;

- LHMKJIOCIIOPHH, JIEKAPCTBO, U3II0JI3BAHO 32 IPEAOTBPATABAHE HA OTXBHPIISTHETO HA
TpaHCIIJIAHTUPAHU OPTaHH OT OPraHU3Ma;

- HMATHHUO, U3I0JI3BaH 32 MOTHCKAHE Ha pacTeka Ha PaKOBU KIIETKU;

- WHXHOMTOPH HA AHTMOTeH3MH-KOHBepTHpamus ew3um (ACE) (kato pamunpu),
W3M0JI3BaHH 32 JIEYeHHE Ha BUCOKO KPBBHO HAIISITaHE U IPYTH ChPACYHOCHIOBHU MPOOIEMH;

- Heda3010H, U3MOJI3BaH 3a JISYSHUE Ha JeTPEcHs;

- KaHa0MIMoJ1 (M3M10J13BaH MPH PA3TUYHU [TOKa3aHMs, BKJIIOUUTEIHO 32 JICUYCHUE Ha MPHUIIAIbLN).

N30poenuTe BelecTBa Morat Jia moHmkar epextiuBHocTTa Ha EBeponnmyc Kpka:

- pudaMIUIKH, U3MI03BaH 3a JedyeHue Ha Tyoepkyio3a (TB);

- epaBupeHI] WM HEBUPANUH, U3M0I3BAT ce 3a jedenue Ha XMB nndexnus/CIINH;

- KBJT KanTapuoH (Hypericum perforatum), GHITKOB POIYKT, M3MONI3BaH 3a JICUCHUE Ha
Jlenpecus U IPYTH ChCTOSHUS;

- AeKcaMeTa30H, KOPTUKOCTEPOU/I, U3IOJI3BaH 3a JICUEHHE HA MHOTO PAa3JIMUHH 3200 IsIBaHNS,
BKIIFOUYUTEHO BH3NAINTEIHN MM UIMYHHH POOIEMH;

- (enutoun, kapéamazenun uiau geHoOAPONTAN ¥ APYTH AHTHENMIENTHIH, U3ITOJI3BAHA 32
JIEYEeHUE Ha I'bPYOBE WM IPUCTHIIH.

Te3un nexkapcTBa TpsOBa 1a ce u3bsATBatT 1Mo Bpeme Ha Jieuennero ¢ EBepoammyc Kpka. Axo mpuemate
HSKOE OT TSX € Bb3MOXKHO Bammsr iexap Aa Bu Hacoun KbM IpyTo JIEKapCTBO MIIK J1a HaMallk 103aTa
Ha EBeposmmyc Kpka.

Egeposumyc Kpka ¢ XxpaHa 1 HanuTKH
U36srBaiiTe 1a KOHCYyMUpaTe rpeingpyT 1 COK 0T rpeidndpyT JOKATO CTE HA JICUCHHE C



EBeponumyc Kpka. ToBa Moke Aa moBHIM KonndecTBoTo EBeponumyc Kpka B KpbBTa, BEpOSTHO 10
BpEIHO HUBO.

BbpeMeHHOCT, KbpMeEHe U (pepTHIINTET

BpemenHoct
EBeponumyc Kpka Moxe J1a yBpenu IIIo/1a U He ¢e IPernopbyBa Mo BpeMe Ha OPEMEHHOCT.

WNudopmupaiite Bamms nekap, ako cTe OpeMeHHa WK aKo MUCIIUTE, Y€ MOKE Jla cTe OpeMeHHa.
BammsaT nekap me Bu moceBeTBa fany € MoAXOIAIIO 1a IPUEMaTe TOBa JIEKapCTBO T10 BpEMe Ha
OpeMeHHOCTTa.

JKenn, KonTo MOTEHIMATHO MOTAT Jia 3a0peMeHesT, TPsIOBa J1a U3MOJI3BaT BUCOKOS(EKTUBHA METOTU
Ha KOHTPALEIIH [10 BpeMe Ha JICYEHUETO U B IPOIABDKEHHE Ha 8§ CEAMUIIM CIIEH IPUKIII0UYBAaHE Ha
Je4eHUeTo. AKO, BBIIPEKH B3€TUTE MEPKH, MUCIIUTE, Y€ € Bb3MOXKHO J]a CTe 3a0peMeHsIa, IOMUTanTe
Bamus nekap 3a cbBeT npeau Aa npoabinkute npuema Ha Eseponumyc Kpka.

Kbpmene
EBeponumyc Kpka Moxe na yBpenu kbpmadero. He TpsOBa 1a kbpMuTe 10 BpeMe Ha JICYCHUETO C

Eseponumyc Kpka u B mpoabikeHre Ha 2 CeIMHLIM CIIE/ IIpUeMa Ha [ocieHaTa 103a
EBepommmyc Kpka. Undopmupaiite Bamms nekap, ako KbpMHTE.

Kencku deprunurer

HabnroaBaT ce epruoan Ha JIMIca Ha MECEYeH LUKBII (aMEHOpest) P HIKOH JKSHH, JISKYBaHH C
EBeponumyc Kpka.

EBeponnmyc Kpka Moxe Ja okake BIMSIHHE BBPXY *KeHCKUs GpepTunureT. ['oBopere ¢ Bamms nekap,
aKo MCKaTe Jja UMaTe JIena.

MbxkH hepTHInTeT
EBeponmmyc Kpka moxe 1a 3acerne Mmbxkust peprumter. Koncynrupaiite ce ¢ Bamus nekap, ako
UCKaTe Ja uMare Jena.

Hlo¢upane u padora ¢ MalIMHA
Axo ce uyBcTBaTe HEOOMYaHO n3MOpeHH (yMOpaTa € MHOTO YeCTa HeKeJlaHa peakius), ObaeTe
0COOCHO BHUMATEHH TpH Mo HpaHe win padoTa ¢ MaITuHH.

Esepoaumyc Kpka cbabpaka 1akTo3a
EBeponumyc Kpka cbabprka gakro3a (Miaeuna 3axap). Ako Bammust iekap Bu e kazai, uye umare
HEMOHOCHMOCT KbM HSKOM 3aXapH, TOCHBETBAITE ce C HEro MPe/Iu J1a preMare TOBa JIeKapCTBO.

3. Kak na npuemare EBeposmnmyc Kpka

Bunaru an/IeMaﬁTe TOBa JICKAPCTBO TOYHO KAKTO Bu e xazan Bammusr JICKap Win (bapMaL[CBT. Axo He
CTC CUT'YPHHU B HCIIO, nonuTante Bamms JICKap njin (bapMaueBT.

[penopbunrennara nqo3a e 10 Mg, nprueTa BeAHBXK AHEBHO. Bamusr nekap me Bu kaxe koiko
tabnetrku EBeponnmyc Kpka na npuemare.

AKo umare pobseMu ¢ YepHUs 1po0, € Bb3MOKHO BamusT nexap /1a 3aroyHe JIeUeHHEeTo C Mo-HUCKa
no3a Ha Esepommmyc Kpka (2,5, 5 wiu 7,5 mg Ha nen).

AKO TIoNTyunTe HIKaKBY HEKEIaHU peakinu, qokato nmpuemare EBepomumyc Kpka (Brmxkre Touka 4), e
Bb3MOXKHO Baiust nekap 1a Hamainu jo3ata Bu wiu Jja cripe Je4eHUETO 3a KpaThK NMEPUOJ1 OT BpeMe
WJIM OKOHYATEJIHO.

IIpuematite EBeponmmmyc Kpka BeqHB X THEBHO, IPHOIM3UTEIIHO IO STHO M CHITIO BPEME BCEKH JICH,
WJIM BUHATH ChC WJIU BHHArH 03 XpaHa.



I'viitaiite TabneTkara(ute) mwsuia(u) ¢ yama Boga. He abBueTe u He dyneTe TabJeTKUTE.

AKO cTe pHeJN MoBeYe 0T HeoOxoanMaTa 103a Esepoiaumyc Kpka

- Ako cte npuenu npekajaeHo MHoro Eseponumyc Kpka wnu HAKOM Ipyr Ciy4ailHO € B3€Jl OT
BammTe TabieTky, KOHCYNITHPANTE CE C JIeKap MW OTHAeTe He3abaBHO B OomHuIa. Moxe n1a ce
HY’KJ]aeTe OT CIEIIHO JICYEHHE.

- BsemeTte onakoBkaTa 1 Ta3u JUCTOBKA, 32 Jja € HasICHO JIEKAPST, KAKBO CTE MPHUEIH.

AKo cTe mponycHaJm 1a npueMere Eseposmmyc Kpka
AKO cTe NIPOIyCHAIM Ja IIPUEMETE €1HA J103a, B3eMETe cie/BallaTa 103a KakTo € npeanucado. He
B3eMaiiTe 1BOIHA 1034, 3a 1a KOMIIEHCHpATe MPOIyCHATUTE TaOJIEeTKH.

AKko cTe cipesau npuema Ha EBeposiumyc Kpka
He cnupaiite npuema Ha EBeponumyc Kpka, nokaro Bamust nekap He Bu kaxke 1a ro HampaBuTe.

AKO UMaTe HSIKaKBH JIOMIBIIHUTEIHN BBIIPOCH, CBBP3aHU C YIOTpebaTa Ha TOBa JEKapCTBO, MOMUTANTE
Bammst nexap wim gapmanesnT.

4, Bb3MOKHHU HeKeJTaHU peaKkuumn

Kakro Bcuukn JIEKapCTBa, TOBA JICKAPCTBO MOXKE Jia IMMPECAU3BUKA HEXKECIIaHU PCaKIIUH, BBIIPEKU Y€ HE
BCCKM I' I10JTy4aBa.

CIIPETE nmpuema na Eeponmmyc Kpka 1 moThpceTe MEIUITMHCKA ITOMOII He3a0aBHO, aKO MOTyIUTe
HAKOH OT ClIeJIBAIlIUTE NPU3HALA HA aJIEpTUYHA PEAKLINS

- 3aTPYIHEHO JUIIaHe WIIN MPETIbIIaHe

- OTOK Ha JINLETO, YCTHUTE, €3UKa WU I'bPIIOTO

- CHJIEH ChpOEX Ha KOXKaTa, C YepBEeH OOPUB WU MOy TUHH

CepuosHure Hexkel1aHu peakuun Ha EBeponumyc Kpka Briarousar:

Mmuoro yectu (mozam oa 3aceznam nogewe om 1 na 10 oyuiu)

- [ToBumiena Temmneparypa, Brpucade (IpU3HaIW Ha UHQEKIIHs)

- Tpecka, Kanunna, 3aTpyJHEHO AMIIaHE, XPUIIOBE (IIPHU3HALM Ha Bh3MaJIEHUE Ha Oenust apo0,
M3BECTHO KaTO ITHEBMOHMUT)

Yectu (noeam da 3acecnam oo 1 na 10 oywu)

- ITpexoMepHa *xax/1a, MOBUIIICHO OT/ENISTHE HA YPUHA, TOBUIIICH alleTUT ChC 3aryda Ha Tero,
yMopa (TIpu3HaIy Ha 1uadeT)

- KbpBene (xemoparusi), HanpuMep B YpeBHATA CTEHA

- CHITHO TOHMXKEHO OT/EIISTHE Ha ypuHa (MIPU3HaK Ha ObOpeYHa HeJJOCTATHYHOCT)

Heuectu (Mocam oa zacecnam 0o 1 na 100 oywu)

- Tpecka, koxxeH 00pHB, O0JIKa B CTAaBUTE U Bb3MaJICHUE, KAKTO U YMOpa, 3ary0a Ha areTur,
rajieHe, XXbJITEeHUIa (MOXKBIATIBAHE Ha KOXKaTa), 00JIKa B ropHaTa JsCHA YacT Ha KOpeMa, CBETIH
M3IIPaKHEHUS, ThMHA ypHUHA (MOTaT 1a ObJaT MPU3HAIM HA TIOBTOPHO aKTHBHPAHE HAa XEMaTHUT
B Bupycna undexuus)

- 3anayx, 3aTpyIHEHO TUIIAHE B JIETHAIO MOJIOKEHHE, OTOK Ha CThIIaNaTa U KpakaTta (Ipu3Halu
Ha Chp/IeyHa HEJOCTATHYHOCT)

- Otoxk w/umu 0oJIKa B €IMHUS KpaK, OOMKHOBEHO B TIpacenia, 3auepBsBaHe WK 3aTOIUISTHE Ha
KO)KaTa B 3acerHarara o0jacT (Ipu3HaLM Ha 3amylIBaHe Ha KpPbBOHOCEH ChJl (BeHa) Ha Kpaka,
MPEIN3BUKAHO OT KPbBEH CHCHPEK)

- BHezanHa nosisa Ha 3a1yX, TpbJHa O0JIKAa WM KPbBOXpaK (IOTEHIIMATHU IPU3HALU Ha
6enoapoOHa eMOoNus, ChCTOSHUE, KOETO Bh3HUKBA MPH 3allylIBaHe Ha €HA WM MTOBEYE



OenoapoOHM apTepun)

CuitHO HamalsiBaHe Ha KOJIMYECTBOTO Ha OTJICNICHATa YPHUHA, OTOK Ha KpaKara, YyBCTBO Ha
00BpKaHOCT, O0JIKa B THpOa (TIpu3HAIM Ha ocTpa OBOpeTHa HETOCTATHUYHOCT)

OO6puB, cbpOeK, ypTUKAPHS, 3aTPYJHEHO JUILIAHE WK MPETIbINAHe, 3aMastHOCT (IPU3HAILY Ha
CEpUO3HA allepriUyHa PEeaKIlisl, U3BECTHA ChIIO KATO CBPHXUYBCTBUTEITHOCT)

Penxn (voeam oa zaceenam oo 1 na 1 000 oyui)

3aayx WK y4eCTeHO ulaHe (MPU3HALM Ha PECITUPATOPEH JUCTPEC CUHIPOM)

AKO MOJTy4nTe HAKOS OT Te3H HexKeJIAaHM peakunu, nHgopmupaiite Bamms Jiexap He3adaBHoO,
ThH KaTo € Bb3MOKHO 1a HNMAT KHBOTO3aCTPAIIABAIIHU NOCTE/ICTBHS.

JApyrure Bp3MO:KHHU HexxkeJaHU peakuuu Ha Esepoiumyc Kpka BkirouBar:

MHoro yectu (voeam oa 3aceecnam noseue om 1 na 10 oywu)

[ToBumeHn HUBa Ha KpbBHATA 3aXap (XUIIEPTITUKEMUS)

3ary0a Ha aneTuT

Hapyienue Ha BKyca (Iucrey3us)

I'maBoGonue

KbpBeHe oT HOCa (EMHCTAKCHUC)

Kanmmuma

S3BU B ycTara

CromanieH 1uckoM(opT, BKIIIOYBAII TaIeHE WIH JHAPUS

Kosxxen obpus

CopOex (mpypuTyc)

VYcemane Ha cnaboct 1 ymopa

YmMopa, 3a1yX, 3aMasiHOCT, OJie/1a KoXKa, MPU3HAIM Ha HUCHK OpO Ha YepBEHUTE KPHBHU
KJIETKU (aHEeMU)

OtnyaHe Ha phIIeTe, JUTAHUTE, CThIIANATa, TIIE3EHUTE WM JPYTH YaCTH Ha TUIOTO (TIPH3HAIM Ha
OTOK)

3ary0a Ha Terio

Bucoku HuBa Ha mMnEaUTe (Ma3HUHATE) B KPBBTA (XHIIEPXOJIECTEPOIEMHS)

Yectu (moeam 0a 3aceernam 0o 1 na 10 oywiu)

CrioHTaHHO KBPBEHE WM 00pa3yBaHe HAa CHHUHY (TIPU3HAIM HA HUCHK Opoil Ha TpOMOOIUTHTE,
M3BECTHO CBHINO KAaTO TPOMOOIIMTOTICHHS)

3anyx (nucrmHest)

Kaxna, HamaneHo oTAeNsiHe Ha ypyHa, ThMHA ypHHA, CyXa 3adepBeHa KOXKa,
pa3apa3sHUTETHOCT(IIPU3HALN Ha IEXHUIPATAITHIS )

bescbvHue

I'maBoGonue, 3aMasHOCT (TIPU3HALIM Ha BUCOKO KPHBHO HaJISTaHe, H3BECTHO CHIIO KaTo
XHUIIEPTOHU)

ITomyBane Ha yacT win Ha msIaTa Bu pbka (BKIIOYUTETHO MPBCTUTE) WK KPaK (BKIIFOUUTEITHO
NPBCTHTE HA KPaKa), 9yYBCTBO 32 TEKECT, OTpaHNYaBaHEe Ha JBIKCHHUATA, TUCKOM(OPT
(BB3MOXKHH CUMIITOMH Ha JIUMpEIeM)

Tpecka, 3a4epBEHO I'bPIIO, A3BU B yCTATa BCIEACTBHE Ha MHPEKIMA (IPU3HALM HA HAMAJICH
Opoii Ha OenuTe KPHBHU KIIETKH, JICBKOTICHUS, TUM(OTICHHSI W/WUIIN HEYyTPOTICHHS )

Tpecka

Bb3nanenue Ha nuraBunaTa Ha ycrara, cromaxa, yepsataCyxota B yctaraKucenuau
(mucriencust)

IIoBpbiane

3arpyaHeHO nperirbinane (qucharus)

Kopewmna 6onka

Axne

OO6puB u Ooka B 00acTTa HA JUTAHUTE HA PBHIIETE WIH TJIE3EHNUTE Ha KpakaTa (CHHIPOM phKa-
KpakK)



- 3ayepBsiBaHE Ha KOXKaTa (EpUTEM)

- bonku B craBuTe

- Bonka B yctaTta

- Hapymenus Ha MeHCTpyalusaTa, KaTo HEpEIOBEH UKD

- Bucoxu HuBa Ha nunuauTe (MA3HUHUTE) B KPBBTA (XUNEPIUINAEMUSL, TOBUIIECHH
TPUTITALICPUIH )

- Hucku HuBa Ha Kanuii B KPBBTA (XUIIOKATUEMUS )

- Hucku HuBa Ha docdat B kpbBTa (xunodocdaremrist)

- Hucku HuBa Ha KaaIuil B KpbBTa (XUTTOKATITHEMIS )

- Cyxa koxa, OeJieHe Ha KO)KaTa, KOXXHH JIe3UN

- Hapymienus Ha HOKTHTE, YyTlIeHE Ha HOKTUTE

- Jlex xoconan

- OTKIJIOHEHUS B PE3YITATUTE OT YePHOAPOOHUTE KPbBHH TECTOBE (IIOBUIIABAHE HA aTaHUH U
acrmapTar aMUHOTpaHc]epasara)

- OTKJIOHEHUS B pE3yNTAaTUTE OT ObOpPEYHUTE KPHBHU TECTOBE (TIOBUIIICH KPEATHHIH )

- Cekpenys OT OKOTO CbC ChPOEXK, 3aUePBIBAHE U OTOK

- OTok Ha KJenaya

- benrpk B ypuHarta

Heuectn (Moeam oa zacecnam 0o 1 na 100 oywuu)

- CnabocT, CIOHTaHHO KbPBEHE MJIM 00pa3yBaHe HA CUHUHU M YeCTH WH(PEKIUH, ChC CHMIITOMH
KaTo TPEeCcKa, BTPUCAHE, 3aUEPBEHO T'bPJIO WIIH SI3BH B ycTaTa (MPU3HAIM HA HUCHK Opoit Ha
KPBBHUTE KIJICTKH, H3BECTHO CHIIO KATO MAHI[UTOICHUS)

- 3ary0a Ha BKYC (areys3usi)

- KpbBoxpak (xemonTusa)

- Hapyienus Ha MeHCTpyaImsTa, KaTo JMIca Ha IIUKEI (aMeHopes)

- [To-decTo oTAEISIHE HA YpUHA TIPE3 ACHS

- I'pbnna G6onka

- HapyieHo 3apacTBane Ha paHH

- l'opemu BbIHU

- Cexperus OT OKOTO ChC ChpOEXK, 3aUepBsIBaHe, 3a4epBEHU 0UH (KOHIOHKTUBUT)

Penxu (voeam oa 3aceenam 0o 1 na 1 000 oywu)

- VYMopa, 3a1yx, 3aMasiHOCT, OJie/ia Koxka ([PU3HAIM Ha HUCHK Opoii Ha YepBEHHUTE KPhBHH
KJIETKH, BB3MOXHO € J1a C€ IbJDKU Ha €/IMH BH/] aHEMHUS, HApEUCHa YKMCTa allula3ks Ha YSPBEHHUTE
KPBHBHU KIIETKH)

- OTOK Ha JIMIETO, B 00J1aCTTa Ha OYUTE, YCTaTa M BHTPEHIHOCTTA HA YCTATa H/UIIH THPIIOTO,
KaKTO U Ha €3WKa, U 3aTPYAHECHO JHIIIAHE WK TPErbiiane (M3BECTHO ChIIO KATO AaHTHOEIEM),
MO’e JIa ca MPU3HAIIM Ha aJlepruyHa PeaKiius

C Heu3BeCTHA 4eCTOTA (OT HAIMYHUTE IAHHU HE MOJXKeE J1a ObJIC HAallpaBeHa OIICHKA)

- Peaknust B 061acTTa Ha MPEIX0THO U3BHPILIEHO JThUYEIICUCHNE, HAIPUMED, 3a4epPBsIBaHEe Ha
KOXaTa WIK Bh3NaJeHne Ha OennTe MpoOoBe (T. Hap. CHHIPOM Ha pajlalliOHHA TTaMET)

- Bromasane Ha HeXXETTAaHUTE PEAKITHH OT JIbUEICUSHUETO

AKO Te3H He:KeJIaHH PeaKIHU CTAHAT TEKKH, MOJIsi HH(popMupaiiTe Bamms aexap n/wian
(apmanent. [loBedeTo 0T HeskeTaHUTE PEAKIUH €A JIEKH 10 YMEPEHH M0 Te:KeCT H 00MKHOBEHO
H34e3BaT NPH NPeKbCBaHE HA JeYEHHETO 32 HAKOJIKO THU.

Cho01aBaHe HA HeXKeJIAHH PeaKIuu

Axo IMMOJIYYUTE HAKAKBH HEXKCIJIAaHU JICKAPCTBEHU PCAKINU, YBEIOMETC Bamms JICKap, Q)apMaueBT HIIn
MCIUIIMHCKA CECTpa. ToBa BKiII0UBa BCUYKH BB3MOKHH HEOITMCAHHU B Ta3H JINCTOBKA HEKEJIaHU
peakiuu. MoxeTe ChIIO /1a ChOOIIUTE HeXKENaHU PEAKIIUU TUPEKTHO Ype3

U3mpnauTenHa arcHuus 110 JICKapcTBaTa

yi1. ,,Jdamsta ['pyeB” Ne 8

1303 Codus



Ten.: +359 2 8903417
yebOcaiT: www.bda.bg.

Karo cpobiiaBare HexenaHu peakiuy, MOXKETe a JaleTe CBOS IPUHOC 3a [I0Jy4YaBaHe Ha IIOBEYE
uH(OopMaLHsl OTHOCHO 0€30I1aCHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate EBeposimmyc Kpka

[a ce cpxpaHsBa Ha MSICTO, HEIOCTBITHO 32 JACLa.

He uznon3paiite TOBa JICKApCTBO CIIE] CPOKA HA TOJHOCT, OTOSsI3aH BEPXY KapTOHCHATA OMTAaKOBKA U
ommcrepa. CpoKBT Ha TOTHOCT OTIOBAps Ha TOCISAHIS ICH OT MIOCOYCHUS MECEII.

[a ce cpxpaHsBa B OpUIMHAJIHATa OMAKOBKa, 32 Jja c€ Mpe/a3y OT CBETINHA.

To3u nekapcTBEH MPOAYKT HE M3UCKBA CHELMAIIHU TEMIIEPaTypHH YCIOBUS HAa ChbXpaHEHUE.

He usxBbpiisiiTe nekapcTBara B KaHAJIM3alKsITa WIK B KOHTEWHEpA 3a IOMAIIIHU OTIAIbLIH.

[Hommuratite Bamus dapManieBT kKak ga H3XBBPIATE JIEKapCcTBaTa, KOUTO Beue He u3noin3pare. Te3un

MEpKH 1€ CIIOMOTHAT 3a Ola3BaHe Ha OKOJHATa Cpefa.

6. Cpabp:kaHNe HA ONMIAKOBKATA M I0NbJIHUTEIHA HHGOpMaus

KakBo cbabp:ka EBepotumyc Kpka

- AXTHBHOTO BEIIECTBO € eBeposumyc (everolimus).

Bcesika Tabnerka cpawpika 2,5 mg, 5 mg unm 10 mg eseponumyec.

- Jpyrute cbeTaBku ca: Oyrunxuapokcuronyer (E321), xunpomenosa (E464), nakrosa, 1akTo3a
MoHOXHIpaT, kpocrnoBuaoH (E1202) u maruesues creapar (E470b). Bikre Touka 2
,»EBeponnmyc Kpka cpabppika nakro3a.

Kak m3riexna Esepoiiumyc Kpka 1 KakBO ¢bIbpika ONIAKOBKATAa

EBeponmyc Kpka TabneTku ca HaIUYHU B TPH JJ030BH HOpMHU:

Eseponumyc Kpka 2,5 mg: Oesu 10 moutu Oeu OBaJIHU IBOHHOM3IIbKHAIM Ta0JIETKH
(mpubmmsurento 10 x 5 mm), ¢ penedro o3Hauenue E9VS or ennara crpana u 2,5 ot npyrara
CTpaHa.

EBeposmmmyc Kpka 5 mg: 6emnu 10 nouty 6e1u OBTHH U JBOHHOM3ITBKHAIN TaOJIETKU
(mpubamsurenno 13 x 6 mm), ¢ penedno oznauenne EOVS 5 ot ennata crpana.

Eseponmumyc Kpka 10 mg: O6enu 10 mouty OeIu OBaJIHU U JIBOMHOU3IIBKHAIM TaOJICTKN
(mpubmmsurento 16 x 8 mm), ¢ penedro osnauenne EOVS 10 ot eqnara crpaHa.

EBeponmmyc Kpka 2,5 mg TabneTku € Hann4eH B OTakoBKH, chabprkamy 30 mwin 90 tabnerku.
EBeponumyc Kpka 5 mg tabnetrku u EBeponumyc Kpka 10 mg tabneTku ca HaTM4HHU B ONTAKOBKH,
cpabpxarty 10, 30 umu 90 TabneTku.

He Bcuukn BHJOBE OITAaKOBKU MOTaT Aga 6’b,Z[aT ITyCHATH Ha I1a3apa.

IlpuTe:kaTes Ha pa3pelleHHETO 32 YOTpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Criosenus

IIpousBoaurenn


http://www.bda.bg/

Synthon Hispania, S.L., C/ Castell6 nol, Pol. Las Salinas, Sant Boi de Llobregat, 08830 Barcelona,

Hcmanns

Synthon BV, Microweg 22, 6545 CM Nijmegen, Hupepnanaus
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CroBeHus

ToBa JekapcTBO e pa3pelieHo 3a ynoTpeda B Ibp:KaBuTe — WieHKH Ha EBponeiickoTo
HKOHOMMYECKO NMPOCcTPaHcTBO U B OdeannenoTo kpajcTeo (CesepHa Upnanaus) mox ciegnure

HMeHa:
CTpaHa-ujeHKa Thproecko nMa nMpoayKTa
Hunepaangust Everolimus Krka 2,5 mg, tabletten
Everolimus Krka 5 mg, tabletten
Everolimus Krka 10 mg, tabletten
Bboarapust EBepomumyc Kpka 2,5 mg tabnetku
EBepommmyc Kpka 5 mg rabnerkn
EBeponumyc Kpka 10 mg tabneTku
ABcTpuUst Everolimus HCS 2,5 mg Tabletten
Everolimus HCS 5 mg Tabletten
Everolimus HCS 10 mg Tabletten
Besarus Everolimus Krka 2,5 mg tabletten/comprimé/Tabletten
Everolimus Krka 5 mg tabletten/comprimé/Tabletten
Everolimus Krka 10 mg tabletten/comprimé/Tabletten
XbpBaTus Everolimus Krka 2,5 mg tablete

Everolimus Krka 5 mg tablete
Everolimus Krka 10 mg tablete

Yemka Penyoinka

Everolimus Krka

Jdanus

Everolimus Krka 2,5 mg tabletter
Everolimus Krka 5 mg tabletter
Everolimus Krka 10 mg tabletter

EcTronuns

Everolimus Krka

dunaanaua

Everolimus Krka 2,5 mg tabletti/tablett
Everolimus Krka 5 mg tabletti/tablett
Everolimus Krka 10 mg tabletti/tablett

®paHuus

Everolimus HCS 2,5 mg comprimé
Everolimus HCS 5 mg comprimé
Everolimus HCS 10 mg comprimé

Yurapus

Everolimus Krka 2,5 mg tabletta
Everolimus Krka 5 mg tabletta
Everolimus Krka 10 mg tabletta

HNpaanaus

Everolimus TAD 2.5 mg
Everolimus TAD 5 mg
Everolimus TAD 10 mg

Hranus

Everolimus HCS
Everolimus HCS
Everolimus HCS

JlaTBust

Everolimus Krka 2,5 mg tabletes
Everolimus Krka 5 mg tabletes
Everolimus Krka 10 mg tabletes

Hopgerus

Everolimus Krka

HopTyranus

Everolimus TAD

PymbHus

Everolimus Krka 2,5 mg comprimate
Everolimus Krka 5 mg comprimate
Everolimus Krka 10 mg comprimate

CiaoBakus

Everolimus Krka 2,5 mg
Everolimus Krka 5 mg




Everolimus Krka 10 mg

CaoBenust Everolimus Krka 2,5 mg tablete
Everolimus Krka 5 mg tablete
Everolimus Krka 10 mg tablete

HUcnanus Everolimus TAD 2,5 mg comprimidos EFG
Everolimus TAD 5 mg comprimidos EFG
Everolimus TAD 10 mg comprimidos EFG

HIBenus Everolimus Krka 2,5 mg tabletter
Everolimus Krka 5 mg tabletter
Everolimus Krka 10 mg tabletter

O0eTUHEHOTO KPAJICTBO Everolimus Krka 2.5 mg Tablets
(CeBepna Upaanausn) Everolimus Krka 5 mg Tablets
Everolimus Krka 10 mg Tablets

JlaTa Ha nocJieiHO npepasriie:kaaHe Ha JUCTOBKaTa
18 Mait 2023

IMoxpo6Ha uH(pOpPMAIHs 32 TOBA JICKAPCTBO € MPeI0CTaBeHa Ha yebcaiiTa Ha V3mbIHUTEIHA ATCHITHS
o JlekapctBata (MAJI) http://www.bda.bg.






