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Esepoanvyc Kpka 2,5 mg tabaetku 3 1 m mn
Esepoanmyc Kpka 5 mg rabaersn /Do
Egepoanmyc Kpka 10 mg tabaerxn

€BEPOJIUMYC

Everolimus Krka 2,5 mg tablets
Everolimus Krka 5 mg tablets
Everolimus Krka 10 mg tablets

everolimus

Hpoqere*re BHHMATE/IHO US./1AaTA JIKCTOBKA, NpeaH aa 3anmo4HeTe Ja NpHeMaTe ToBA JIeKapcTBO,

Thii KaTo T8 chAbp:ka BazkHa 3a Bac undopmanus.

- 3anasete Ta3u siMcToBKA. MOXKe /12 ce HAMOXkH J1a i POYETETE OTHOBO.

- AKO MMaTe HAKaKBH JI0MbAHUTETHH BBIPOCH, NonuTaiite Bawus nekap wiu dbapmauesr.

- Toea nekapcTBo € npeanucaHo auuHo Ha Bac. He ro npeotcrbnpaiite Ha apyru xopa. To moxe
J1a UM HaBpe/lH, HE3aBUCHMO Y€ MPH3HALIMTE Ha TAXHOTO 3ab0/iBaHe ca ChilMTe KaTo Bawure.

- AKO Moy4HTe HAKAKBH HEXKE/IAHH peakuuu, yBeaomere Bawuus nekap win dhapmauest. Tosa
BKJIHOYBA H BCHYKH Bb3MOKHH HEXKE/TAHH pCaKLIMH, HEOMUCAHH B Ta3H JIMCTOBKA. Buxre
Touka 4.

KakBo cbabpka Ta3n JHCTOBKA

Kakso npeacrasnsasa Eseposumyc Kpka v 3a kakBo ce u3non3ea
Kakso Tpsa6ea na 3naete, npeau na npuemete EBeponumyc Kpka
Kak na npuemare EBeponumyc Kpka

BBb3MOKHH HEXKENAHHU peakLuu

Kak na cvxpansasare Epeponumyc Kpka

Chbabp:kaHHe Ha OMaKkoOBKaTa M AOMBIHHTEIHA HH(OpPMALIUS

I e

1. Kakeo npeacrasasisa Esepoinmyc Kpka u 3a kakBo ce H3no0138a

Eeeponumyc Kpka e npoTHBOpPaKoBO 1€KapCTBO, KOETO ChAbPrKa AKTHBHOTO BELLECTBO €BEPOJIUMYC.
EBeponumyc Hamansea KpbBOcHa0/15BaHETO HAa TYMOpA M 3abaBs pacTexa W pasnpoCTPaHEHHETO Ha
PaKOBHTE KJIETKH.

Esepoaumyc Kpka ce u3non3ea 3a eyeHHe Ha Bb3pacTHH MaLMEHTH C:

- MOJIOXKHMTE/IEH 33 XOPMOHA/IHH PELIENTOPH ABaHCHPAJI KAPLMHOM Ha MJIEYHATA HKJIE3a [PH KEHH
B [I0CTMEHOMNAY3a, MPH KOHTO JIPYrH TEpPanuu (T.Hap. “HECTEPOMIHH apoMaTa3zHW HHXHOMTOPH™)
BEYE HE Ca B ChCTOSAHHME /a AbpKaT 3abonsBaHeTo noa koutpoi. [Ipunara ce 3aeano ¢ eaHo
JIEKapCTBO, HAPEYEHO EK3EMECTaH, CTEPOHIEH apoMaTa3eH HHXHOUTOP, KOETO ce M3M0JI3Ba 3a
XOPMOHA/IHA POTHBOPAKOBA TEPAINHA.

- ABaHCHPAIIH TYMOPH, HapeYeHH HEBPOEHIOKPHHHH, KOUTO MPOM3XO0MAAT OT CTOMAxa, YepBara,
Oenunsa 1pod win nankpeaca. Onpeaens ce, Aain TYMOPHTE ca HHOMEPAOUIHH U He
NPOU3BEKIAT CBPLXKOIMUYECTBO CELIMPUUHH XOPMOHH HITH JIPYTH CBbP3aHH €CTECTBEHH
BELIECTRA.

- HanpeaHan 6xOpeueH KapunHom (HanpeaHan GbOpeuHOKIETBYEH KAPLIMHOM), K
Bu0BE Tepanus (T. Hap. “VEGF-npuuenHa tepanus™) He ca ycnenu aa cn
3abos1aBaHeTO.

2. Kakso Tpa6Ba 1a 3naere, npean 1a npuemere Epeposanmyc Kpka



Eseponrmyc Kpxa e Bu Obae npeanucaH caMo OT Niekap ¢ OMUT B NPOTHBOPAKOBOTO NEUCHHE,
CnengaiiTe BHUMATENHO BCHYKM yKa3aH#a Ha Baums nekap. Te morat ga ce pasnuuagar ot o6iuara
HH(pOpMAaLIHA, KOATO CE ChABPIKA B TAZH JAUCTOBKA. AKO HMATE HAKAKEM BBIPOCH OTHOCHO
Egeponumyc Kpka wnu 3amo Bu e Oun npeanvican, nonuraiite Bawmus nekap,

He npuemaiite Egepostnmyc Kpka

aKo cTe aJepra‘viid KM €BepOJIHMYC, NOACOHH XMMHUECKY BCUISCTEA KATO CHPONHMYC HAH

TEMCHPOIHMYC HITH KbM HAKOA OT OCTAHAITHTE ChCTABKH Ha TOBA JIEKApCTBO (@30GpoeHH B Touka
6).

AKO MHCITHTE Ye MOXME [1a CTe ajlepruyHu, nomosere Bauys nekap 3a cohper.

Ipeaynpe:xaenus ¥ npelfiazHA MEPKH
['oBopete ¢ Bamua nexap, npeau aa npuemere Eseponumye Kpka:

aKko umaTte NpobaeMu ¢ UepHEA APOG WIH HAKOra CTe UMK 3260 1ABaNe, KOETO MOKE 14 €
3acerdano Yepuus Bu apo6. B rakbe ciyual Moxe Aa ce Hanoku BaiuaT nexap aa Bu
npeanuue pasnHyHa 1o3a Eseponnmyc Kpka;

aKo HMare THaGer (BMCOKH HUBa HA KpLBHA 3axap). EBeponumyc Kpka Moxe Aa NoBHIIK
HHBATA HA KPBBHATA 3axap M Aa BiOLUM 3axapHua Auaber. Tosa Moxe 1a noeeae a0
HEOOXOMMOCT OT HHCYTTHHOBO JIEUEHHE M/HIH JIEYeHHE ¢ NepopaiHK aHTHANAOETHH Cpe/ICTRa,
WUndopmupaiite Bamns nekap, ako HMaTe CHMIITOMM KaTo MPEKOMEPHR XKaXKIE WIH YECTO
ypHHUDaHE;

ako TpabBa Ja ce BakcuuHpare gokaro npuemare Epeponumyc Kpxa;

aKO MMaTe BHCOKH HHEBA Ha xojecTepoa. Egeponumyc Kpka moxke Aa noeuin xonectepona
W/UIH APYruTe MasHAHU B KPBBTA;

AKO HACKOPO CTe NPETHPIIENH ro/IAMa ONepAlHs, WIH aKO BCE OLUE HMaTe He3apacTHAA PaHa
caej onepauns. EseponuMyc Kpka Moxe Ja MOBHLIN PHCKA OT BB3HMKBaHE Ha Npod.1eMH,
CBbP3aHH ChC 3aPACTBAHETO HA PAHKTE,

ako umate HHpekHA. MOoXe 1a C¢ HAl0XKHU A4 NEKYBaTe WHhEKUHATA Nped Ja 3aN0YHETe
neueHneTo ¢ EreponnmMyc Kpxa;

2KO CTe HMasn XenaTuTt B, Toil kaTo no Bpeme Ha jeueHHeTo ¢ Epeponumyc Kpka € Bu3moxHo
peakTHBHpaHe Ha HH(pekuMATa (BHKTE TOUKE 4 “BB3MOKHH HeKenaHH peakiiun’);

aK0 CTe MPeMHHANH IbMeleden e win By npencroun anuencuenne.

Epeponvmyc Kpka mosxke ¢bio Taka:

na orcnabu Bawara nmyHHa cuctema. [Topaau Ta3H NPHYHHA € Bh3IMOXKHO 13 CTE M3JIOKEHHN HA
PHCK OT pa3BHTHE Ha HHekUuA, fokaTo npueMare Eseponumyc Kpka. Ako umare BHCOKa
TEMIEPATYPA KK APYTH [IpU3Hauy Ha undiekuus, xoucysmupaiite ce ¢ Baius nexap. Hakou
HH(eKIHH MoraT 1a Ob1aT TEXKH U A2 OBEJAT JI0 CMBPT;

na nosnuse Ha Bawara 6u0pedna dpyukuua. [lo Tazu npuunHa, 10KaTo NnpHemare

Eseponumyc Kpka. Bamuar nexap ue npocneassa Bawara Gu6peuna dyHrups;

Jla MPUYHHY 33ayX, KALUTHLA H BHCOKA TEMNEPATYpa;

Ad OPUHUUHU PA3BUTHETO 1a adTh ¥ 9381 B yoTaTa. Moske ma ce nanoxkw Bawuuar nekap aa
NPEeKBCHE WK 14 NPEYCTaHORH JleueHHeTo ¢ Epeponumyc Kpka, Moxe 12 e HeoGxoaumo aa
NPOBCAETE JIEHEHHUE ¢ BOJA 34 yCTa, F'en KK Apyry npoaykti. Hsakou Boau 3a ycra H refiose
MOTat Ja BIOWIAT 93BUTE, HE H3NON3BaiiTe HEILO MPeay Ja e KoHCynTupate ¢ Bawna nexap.
Bawinar nekap moke Aa NOAHOBK nedeHHeTo ¢ Epeponumyc Kpka cue ¢hiiiaTa /1033 HIH C No-
HUCKA 2034,

Aa MPHYHHH YCTOKHEHHS OT JTbyeneyeHHe. TeXKH YCIMKHEHHS OT JTb4eneveHHeTo (KaTo
3aAyx, rajicHe, IHapus, Koxuy oOpHBH H paza3BSBaHUA Ha yCTaTa, BEHUMTE ¥ IbPIOTO),
BIJIOYHTENHO W GaTanHHu Cilyyau, ce HabNIOJABAT IPU HAKOH NAUMSHTH, KOUTO NPy MBI

KaTo ca NpeMuHany avueneuenwe. B nonunnenue, cuobiaga ce 3a T.Hap. CHH,
paHatHOHHA NaMeT (BIJIOYBALL 3aYEPBABAHE HA KOXKATA HAH Bh3MAJICHHE H
B 001acTTa, KOATO NMpeay ¢ 61na NOATOKEHA Ha JIbHENSHEHHE) NPH MALMEHT
MPEMHHATH JTb4eTeYeHHe B MHHAOTO.

Veenomere Baumsa nekap, ako mranupare aa ¢ NOAIOXKHTE Ha ThHENCUYCHHE



WK aKo fipeny cTe Guik NOLIOXKEHH HA ThYEeEHHE,
Hudopmupaiite Bammus Jiekap, ako HMarte Te3H CUMIITOMH.

Ilo Bpeme Ha neuenneTo wwe By ce npasaT peosHO kppBHH TecToBe. C TaX wWe ce npokepssa 6pos Ha
KPBBHUTE KAeTKH (0eM KPLBHH KIETKH, YEPBEHH KPBBHH KIETKH H TPOMOOUXTH) B OpraHu3Ma Bu, 3a
Aa ce suaM gau EeeponnMyc Kpka HiMa HAKaKsB Hewenad edekr Bupxy Te3u kietkd. Kpuneanute
TECTOBE L CE M3MO3BAT ChLIO TaKA 3a (IpoBepka Ha Baluara 6w0peyuHa dyHiima (HHBO Ha
KpeaTuHut), ueproapobHa bynKuMs (HHBA Ha TpaHCAMHMHA3M) b 32 HHBaTa Ha KpbBHaTa Bu 3axap u
XOJIECTEPONIA, Thid KATO Te ChUIO MoraT Aa 6bAaT nosnusHu oT Epeponumyc Kpka.

Jeua u 10HOIIH
Eeeponnmyc Kpka He Tpabea na ce npunara npy aeiia ¥ roxotu (noa 18-roauiuna swapacr).

Apyrn nexapcrea u EBepoanmyc Kpka

Epeponnmyc Kpka Moxe 1a nosausie HauMHa Ha JeHCTBHE HA HAKOH NEKapeTea. AKO MpHemare H
ApYry NeKapcTRa Mo chiOTO BpeMe Kato Eseponumyc Kpka, moxe fia ce Hanoxw BauwinaT Jekap na
npomenu nosara Ha Epeponumyc Kpka uiM Ha apyrure nexkapcTea.

Hudopmupaiite Bamng nexkap min apmManest, ako npueMare, HACKOPO CTe NMPHEMAIH HITH €
Bb3IMOKHO 12 MPHEMETE APYTH JIeKapCTBa.

H36poennTe BeECTB2 MOraT 14 MOBHLLAT PHCKA OT HEXENAHH PEaKUHH, CBhP3AHH C

Eseponumyc Kpra:

- KEeTOKOHA30J1, HTPAKOHA30.1, BOPAKOHA30.E WIH (hJIYKOHAZO U APYIH AHTHMHKOTHIM,
H3MON3BAHY 3a JeyeHue Ha MbOWYHH HHdekIMy;

- KIAPHTPOMHIUH, TETHTPOMHNMH WY SPUTPOMHUNKH - AHTAOHOTHINN M3NON3BAHH 32
Neuenye Ha DakTepuanHH HHGIEKIIHH;

- PUTOHABHP W IPYTH IEKApCTBa, H3N0N3BaHH 33 nevedHe Ha XHB nndexnns/CIIHH;

- BEPANAMEJI MM THJITHA3EM, M3NO/I3RAHH 33 JIEYEHHE HA ChPAEYHH HaPYLUEHHS HTH BUCOKO
KPBBHO HANAT3HE;

- APOHEIAPOH, NEKAPCTRO, HIMOM3BAHO 23 Peryaupane Ha ChpaeuHaTa 4ecTOTa;

- UAKJIOCHOPHH, JIEKAPCTBO, H31013BaHO 3a NPEAOTBPATABAHE HA OTXBLPAAHETO Ha
TPAHCTIIAHTHPAHH OPTaHH OT OPraHu3Ma;

- HMATHHEO, H3NON3BAH 332 NOTHCKAHE HA PACTEXa HA PAKOBH KIETKH;

- HHXHOHTOPH H3 AHrMOTeH3IHH-KOHBepTHpAmuA en3uM (ACE) (kato pamunpun),
M3TION3BAHM 33 IEUEHHE HA BUCOKO KPHBHO HANSTAHE K APYTH CHPAEUHOCHAOBH Npobnemu;

- Hedaz0 10K, HINOT3BAH 34 JIeUEHHE Ha AenpecHs,

- KaHaGuAnoN (M3M0JI3BaH MPU pa3IMYHH MOKA3AHHS, BIITIOUHUTEIHO 3 AeUCHHE HA MPHIAAbLM).

Hs6poenure BeluecTra Morat aa noHHxkar edekTHsHocTTa Ha Eepoanmyc Kpxka:

- praMoHuHe, U3MQI3BAY 33 feyeHne na TyDepkynola (TB);

- edaBHpEnN WK HEBHPANHH, U3NOM3BAT ce 3a neyeHue Ha XHUB uudekuns/CITUH;

- #baT Kantapuol (Hypericum perforatum), 6unKOB NPOIYKT, H3MON3BAH 33 NEYEHHE HA
AENpPECHs H JIPYTH ChCTOAHHS;

- AEKCAMETa30H, KOPTHKOCTEPOH /I, H30/I3BAH 32 JIEYEHHE HA MHOTO paz/IMYHM 3a00/19BaHHA,
BKJIHOUHTEHO BBL3NANUTENHN KM UMYHny nipoSiemu;

- (pennTOHA, KapbaMasenHH WK PeHOGAPGUTAN M APYTH AHTHENHICOTHINH, H3N0I3BaHH 32
JIeYEHHE HA IEPYOBE HITH NPHCTBIH.

HAKOE OT TAX € BLIMOKHO Batiuat nexkap na By Hacouy KbM ApYro NeKapeTBO MM
Ha EBepoaumyc Kpka.

Eseponumyc Kpka ¢ xpana 0 HROHTKH




Epeponumyc Kpka. ToBa Moxke na nosuum komnuecTBoro EReponumyc Kpka B kpbBTa, BEPOSTHO 10
BPEAHO HUBO.

Bpemennocr, Khpmene H epTHAHTET

BpemeHHocT
Ereponumyc Kpka Moxe /1a yBpeau M104a U He ¢¢ Npenopbypa Mo BpeMe Ha GpeMeHHOCT.

HMudopmupaiite Batins nexap, ako cTe SpeMeHHa WIH akO MUCIIHUTE, Y€ MOXE 12 cTe OpeMeHHa.
BawmaT nexap me Bu nocweersa Jaimn € Noaxoaqiio Ja NpueMate ToBa NeKApCTEO N0 BPEME Ha
OpeMeHHOCTTA.

Kenu, kouTo NOTEHIMANRO MoraT Aa 3a0pemesenT, TpaOea fa MINO3BAT BUCOKOCHEKTUBHU METOAM
Ha KOHTpauenuus Mo BPpEME Ha JICYEHHETO H B NPOAbIKEHHE HA § CeiMHIIH ¢llen OPHKIHOYBAHE HA
AC€UEHHETO. AKO, BBIIPEKH B3ETHTE MEPKH, MHC/IUTE, Ye € Bh3MOKHO J1a CTe 3afpeMensna, nonytaiite
Baiups siekap 2a cbBeT npeAH Aa NpoAb/kUTe NpHeMa Ha Eseponnmyc Kpka.

KnpMene
Eseponumyc Kpka Moxe aa yepeau knpmadyero. He TpaOBa 1a KbpMHTE N0 BPEME HA IEHEHHETO C

Eseponumyc Kpka v B npoabmkenHe Ha 2 c€IMHLM Cllef NPHEMA Ha 11OC/IE/(HATa 1032
Ereponumyc Kpka. Mndopmupaiite Baiuus nekap, ako KbpMHTE.

Kencku depTuiinter

Habmogasar ce mepHoau Ha nurca Ha MecedeH UMK (AaMEHOPES) MPH HIAKOM KEHH, NEKYBAHY ¢
Eseponumyc Kpka.

Eeponumyc Kpka Moxke 1a okaxe BrdsaHHe BbpXY xeHekus deprunuteT. [oBopere ¢ Batns nekap,
aKo HCKaTe Ad MMarte Jeila.

Mubxkgudeprunmrer
Eseponumyc Kpka moxe na 3acerde mbxkuf feprunurer. Koncynupaiite ce ¢ Bawus nexap, ako
uckKare 0a UMaTe Aena.

Mlognpane 1 paGora ¢ MALIHHH
AKO c€ YyyBCcTBaTe HeOOHYAaHHO H3MOPEHH (YMOPATa € MHOTO YeCTA HEKEIaHa peaklipa), Ghaere
ocobeHO BHUMATENHH NpH WogHpaHe WM paboTa ¢ MAILIHHH.

Enepoanmyc Kpka cbabpika akrosa
Ereponnmyc Kpka chabpika nakToza (MneuHa 3axap). Ako Bawuart iekap By e kazan, ue umare
HEMOHOCHMOCT KbM HAKOH 3aXapH, IMOCHBETRANTE €€ C Hero OpcaH Ja NpHEMAaTe TOBA JICKApPCTEO.

3. Kak 1a npnemare Eseponavyc Kpka

Bunarv npuemaiite ToBa ekapcTBo TOMHO KakTo Bu e ka3an Bammar nekap win gapmauest. AKO He
CTE€ CHIYPHU B Hewlo, nonuradTe Bawusa nexap unu dapMauesr.

[penopbunrennara jo3a € 10 mg, mpueTa BeAHBXK AHeBHO. Baminat nekap we Bu kaxe konko
Tabierku Eseponumyc Kpka na npuemare.

AKo umare npobaeMH ¢ yepHHa JApo0, € Bb3MOXKHO BamuunaT nekap Aa 3anodde neueHHeTo © No-HHCKA
no3a Ha Eseponumyc Kpka (2.5, 5 wiu 7.5 mg ua pew).

AKO nonyunTe HAKAKBH HEXETAHH peaKLUH, JokaTo npuemare Eseponumyc Kpka (B
BB3MOKHO Bauiuar nexap aa Hamanu Ao3ata By Wi ma cnipe ieveHHeTo 3a KpaThbK e
HIH OKOHYaTC/IHO.

[lpuemaiite Eseponiumyc Kpka BeHBK JHEBHO, MPUGIIU3HTEIHO 10 €IHO W ChIUO BP
WK BUHATY CHC Wik BHHary Oes xpana.



I'turratite Tabnerxara(ure) usna(u) ¢ yawa Bosa. He aeBuete M He dynete TabneTkure.

Axo cTe npHenn HOBeUe 01 HeobxoauMaTa 303a Esepoanmyc Kpxa

- Axo cTe npueny npekaneno Muoro Eseponumyc Kpka wiun HaKo# Apyr cnyyaiiHo € B3e oT
Bawnte Tabnericu, KOHCYTHpAIITE ce ¢ JieKap WIH oTHAeTe HezabaBHO B Soasnuua. Moxe aa ce
HY}/aeTe OT CMeLHO JEUYCHHE.

- B3emeTe onakoBKaTa M TazW JIHCTOBKA, 32 A3 € HAACHO AEKAPAT, KAKBO CTE MPHENH.

Axo cTe nponycHaaa A3 npuemere EBeponrumyc Kpka
AKO cTe nponycHanH Aa NpHEMETe €/1Ha /1034, B3IEMETe C/IC/BALIATA 034 KaKTo e npeanucaHo. He
B3eMaiiTe 1BOHHA 1032, 32 1a KOMIIEHCUPATE NPOITyCHATHTE TadNeTKH.

AKo cre cnpean npunema Ha Esepoanmyc Kpxa
He cnupaiite npuema Ha Ereponumyc Kpka, nokato BawusaT nexap ue Bu kaxe na ro Hanpagure.

AKO ¥MaTC HAKAKRYW JOMBIHUTENHN BBAPOCH, CBLP3aHu ¢ ynoTpebara H2 TOBA JICKAPCTBO, NOMuTaiTe
Bawiusa nexap wiau dapmMauesT.

4. BL3MOKHHE HeXKe/IAHH PeaKIHE

KakTo BcHuks JICKapCTBa, TOBA JJCKAPCTBO MOXKE N4 MPEOW3BHKA HEXE/NaHH pEAKIMH, BRIIPEKH Ye HE
BCCKH I'" nOJIyvara.

CIIPETE npuema Ha Eseponnmyc Kpka 1 noTbpceTe MeTHUHHCKA NOMOLI He3a6aBHO, AKO NOJy4YHTe
HAKOH OT clieaBallHTe MPH3HALIH HA ajlepruyHa peakuH;

- 3aTPYAHEHO [HIIAHE WK NPErtbilaHe

- OTOK Ha JIHLIETO, YCTHHTE, €3HKA MITH MbpPJIOTO

- cHiIeH ChPOeK HA KOXKaTa, C YePBeH OOPUB HITH NOIYTHHH

Cepuo3nnTe Hexxe1anH peakunn Ha Eeeponumyc Kpka Barousar:

Muoro gecTn (Mozam oa 3aceznam nosewe om I na 10 dywu)

- [ToBHwena Temnepatypa, BTpUcade (MpHU3HaLH HA HHOEKLHA)

- Tpecka, Kawnuua, 3aTpyaHEHO AHIAHE, XPHIIOBE (NPH3HALM HA Bb3naneHne Ha Genua apod,
H3BECTHO KATO NTHEBMOHHUT)

Yeeru (vocam da zaceenam 0o 1 na 10 dyuu)

- [IpexomepHa kask1a, MOBUILEHO OTACNAHE HA YPHHA, MOBULIEH aMeTUT Che 3aryba Ha Terno,
yMopa (NpuzHauy Ha guaber)

- KbpBene (xeMoparus), HanpdMep B YpeBHATa CTEHA

- CUIHO ROHWKEHO OTAENSHE Ha YPHHA (IPH3HAK Ha OBOpEUHa HeAOCTATHYHOCT)

Heuectn (vozam da sacezram do 1 na 100 oywuw)

- Tpecka, koxen oOpuB, Sosika B CTaBHTE W BL3NAJIEHHE, KAKTO H yMOpa, 3ary6a Ha ancTur,
rajese, KbATEHUUA (MOKHLITABAHE HA KOKATA), GONKA B rOpPHATA AACHA 4ACT HA KOPEMa, CRETAU
M3NPaXHEHNS, TbMHA ypuHa (MoraT Aa 6bAaT NPH3HALK Ha [IOBTOPHO AKTHBHPAHE HA XEMATHT
B pupycHa nndrekuus)

- 3aayx, 3aTpyJHEHO QHINAHE B JIETHAIO NONMKEHHE, OTOK HA CTHIANATA H KpaKaTa
Ha ¢ChpAedHa HeJOCTATBYHOCT)

- Orok n/vnu Gonka B eTUHUA KPaK, OOMKHOBEHO B [1pacela, 384EpPBABaHe HIH
KO’KATa B 3acerHarara obnact (TIPH3HALM HA 3aMyUIBAHE Ha KPhBOHOCEH Ch/l
ApEeAU3BUKAHO OT KPbBEH CHCHPEK)

- Buezanna nossa Ha 3aayx, rpbaHa G0MKa WIH KPbBOXpaK (OTEHIHATIHH Npu
benoapobHa emOONNS, CHCTOSHHE, KOSTO BE3HHKBA NPH 3AMYIIBZHE HA €HA




benonpobuu aprepus)

CunHo HamasABaHe Ha KONMHHYECTBOTO HA OTAE/ICHATA YPHHA, OTOK HA KPaKaTa, YyBCTRO HA
obbpKaHocT, Gonka B repba (npH3HaLM Ha ocTpa 6BOpeUHa HEIOCTATBYHOCT)

Obpue, cupbex, ypTHKApPHA, 3aTPYAHEHO AHIIAHE HIH NPErThIAHE, 3aMasHOCT (IPH3HALIA HA
CEPHO3HA AIEPTHUHA PCaKLIHA, H3BECTHA ChILO KATO CBPBbXYYBCTBHTETHOCT)

Penxn (mozam oa 3aceznam oo [ na 1 000 dyuu)

3ayX WM y4eCTeHo AuINaHe (MPH3HAUM HA PECAMPATOPEH IHCTPEC CHHOPOM)

AKO MOTYYHTE HAKOH OT Te3H HEXXETAHH peaklHH, HHpopmHpaiTe Bamnan gekap uezabasno,
TbH KATO € BbIMOXKHO 12 HMAT )KHBOTO3ACTPALIABALIH NOCTEACTBHA,

Jpyrurte Bb3IMOKHH HexkeNaHH peaknun Ha Eerepoanmyc Kpka skmousar:

Mmuoro 4ecTH (Mozam Oa 3aceznam nogeve om 1 na 10 oyvuum)

Ilopuiieny HuBa sa KPbLBHATA 3aXap (XHITEPrITHKEMHS)

3ary0a Ha aneTur

Hapyuenue Ha Bkyca (JTHCTey3H1)

['nasoGonue

K®peeHe OT Hoca (emHcTakcHe)

Kawnuuoa

SI3BH B yeTaTa

CroMaitieH THCKOMGOPT, BKIIOUBALI FaAeHe WK JHapus

Koaxen obpus

Crpbex (mpypuryc)

Vcelane Ha cnabocT U ymopa

YMopa, 3aayx, 3aMasHoCT, Oeaa Koa, Npu3HaLH Ha HUCKK GPo Ha YEePBEHHTE KPbBHH
KNeTkH {aHemMs)

OtuvuaHe Ha phleTe, JIAHUTE, CTHIANATA, ME3eHHTE WIH APYTH YACTH HA TAIOTO (IPH3HALM Ha
OTOK}

3ary6a Ha Terno

BHCOKH HHBA Ha NMNKUMTE (Ma3HHHHTE) B KPBBTA (XHIIEPXOIECTEPOTIEMHSA)

Yecn (Mozam oa 3aceznam 0o | na 10 Oviuu)

CnoHTaHHo KbpeeHe WM 00pa3yBaHe Ha CHHHHM (MPH3HAUW Ha HHCHK Gpoi Ha TpoMBoUMTHTE,
M3BECTHO CBLIO KATO TPOMOOLIUTONEHHS )

3aayx (aucnHes)

XKaxksa, HaMaNneHo OTAENAHE HA YPUHA, ThBMHA YPUHA, CYXa 3a4EPBEHa KOKA,
Pa3apasHHTEAHOCT{ IPH3HALIH HA ACXHAPATALHA }

BezcbHue

['naBoGonue, 3aMasHOCT (MPH3HALN HA BUCOKO KPbBHO HANAraHe, H3BECTHO ChILO KATO
XUAEPTOHHA)

Tpecka, 3a4€pBEHO PO, A3BH B YCTATa BCASACTBHE HA HHdeKums (MPHU3HALM HA HAMAJIEH
Opoit Ha GesiuTe KPBLBHU KIETKH, TEBKOTICHHS, THMPONEHH H/H/TH HEYTPOIICHHA)

Tpecka

Bw3nanenue Ha nuraBuuarta Ha yerara, ctomaxa, yepsataCyxora B ycraraKucenuuu
{aucnencus)

Tospniane

3aTpyaHeHo npermbLiaHe (AHcharks)

Kopemna Gosnka

AKHe ST

OO g S
O6pue 1 Bonka B 061aCTTa HA ANTAHWTE HA PBLETE WM [JIE3EHUTE HA KPAKATa Hgﬁ,b%%{}l—p%ér Fo.
KpaK) X7 e
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JaueprABaHE Ha KOKATA (EPUTEM)

Bonku B cTaBuTe
Bonka B ycrata



- HapyilieHus Ha MEHCTpyaLMATa, KATO HEPEIOBEH LKL

- BHCOKH HHBA HA NHMHANTE (MA3SHUHMTE) B KPBBTA {XUNCPIIHITHAEMHA, TIOBHUIISHH
TPHITIMUEDHAN)

- Huck# HuBa Ha KATTHiA B KPBBTA (XHIOKAIHEMHS)

- Hucky HuBa Ha gocdar B kpbeTa (xunodochareMus)

- Hucku HHRa Ha KanLWit B KpbBTa (XHTOKANLHEMHA)

- Cyxa koxa, OeIeHe Ha KOKATA, KOKHH E3HK

- Hapylneuus Ha HOKTUTE, YyNEHe HA HOKTHTE

- Jlek koconan

- OTKI0HEHUA B PE3Y/ITATHTE OT YepHOAPOOHUTE KPLBHY TECTOBE (MOBHILNABAHE Ha ATAHHH H
acnapTaT aMHHOTpaHCcpepasaTa)

- OTKIOHEHHUA B pe3ynTaTHTe OT OBOPEUHHTE KPBBHH TeCTOBE (MOBHILEH KPEATHHHH)

- Cexkpenus oT 0KOTO cbe ChPOeK, 3auepBaRaHe i OTOK

- Orok Ha knenava

- benTsk B ypuHarta

Heweern (Mozam da zaceznam do 1 na 100 oyuiy)

- CnabocT, cMOHTAHHO KbpseHe Wiy 00pa3yBaHe Ha CHHUHM U YecTy WHPEKLMY, ChC CHMATOMH
KaTo TPecKa, BTPUCAHE, 3a4EPBEHO MbPNIO MIIH A3BH B yCTaTa (MPH3HALM HA HUCHK OpoH Ha
KPbBHHTE KNETKH, H3BECTHO CHIIO KATO NAHLHTONEHUS)

- 3ary6a Ha Bkyc (areysus)

- Kpueoxpak (xeMoMTH3a)

- HapyleHus Ha MEHCTpyauusaTa, KaTo JIMICa HA UKL (aMeHopes)

- [o-uecTo oTaCNsHE HA YPHHA Npe3 AeHs

- 'pbana Gonka

- Hapyineno 2apacTBaHe Ha paHH

- Topewnt REAHK

- Cexpeuns oT 0KOTO ¢bC ChpOeiK, 3auepeaBaHe, 3a4epBeHH 04K (KOHIOHKTHBHT)

Penxn (vozam Oa zaceznam oo 1 na I 000 oywu)

- Ywmopa, 3aayx, 3amadaHocT, bnena koxka (NMpu3HALIM Ha HUCBK OpPO#i HAa YEPBEHUTE KPLBHU
KJIETKH, Bb3MOKHO € Jia C€ JILJIXKK Ha €14H B aHEMHS, HAPeUueHa YHCTA anna3ua Ha YepBEHUTE
KPBBHH KJIETKH)

- OTok Ha NHLETO, B 00/1aCTTa Ha OUHTE, YCTATa M BBTPEUIHOCTTA HA YCTATA W/HIIH MbPJIoTO,
KaKTO H Ha €3HKa, H 3aTPY/HEHO IHLIAHE WIH NPEerTbiiaHe (H3BECTHO ChLLO KATO HTHOENEM),
MOKE /12 Ca MPU3HALY HA AIEPrHYHA peakilus

C Hen3BecTHA ecTOTA (OT HANWYHHTE JaHHH He MOXe Ja Obae HAMpaBeHa OUCHKA)

- Peakuus 8 0061a¢TTa Ha MPEXOAHO UBBBLPILCHO TBUE/ICUSHHUE, HATIPHMED, 3a4EPBABAHE HA
KOKaTa WK Bb3naneHue Ha Gennte ApoboBe (T. HAP. CHHAPOM Ha paJMALHOHHA IAMET)

- Brnoilapane Ha HEKETAHHUTE peakuuu OT NTBYEJISHECHHETO

AKO Te3H He)KETAHHN PEAKIHH CTAHAT TEKKH, MO HHpopMUpaiiTe Bamun nexap n/nan
dapmanenT. HoBedyeTo 0T HekeTaHNTE PEAKIHHE €A JIEKH 10 YMEPEHH [0 TEXKeCT H 00MKHOBEHO
H34€3BaT APH NPEKBLCBANE HA JEQICHHETO 33 HEKOIKO JIHH,

Crolimaeane Ha HEXKENAHH PeAKIAH
AKO NOJLy4HTE HAKAKBH HEXENAHW NEKAPCTBEHH PeaKiliu, YeeaoMeTe Bauns nekap, papManieBT Wik
MEIMLMHCKA cecTpa. ToBa BKIIIOYBA BCHUKH BB3MOMXKHH HEOMHUCAHM B TA3Y JIHCTOBKA HEKETaHH
peakunu. MoXeTe ChUIO /1a ChOOILMTE HEKENaHH peakUHH AHPEKTHO upes
H3nbanMTeIHa areKUUs No nekapeTsata

yi. L Jlaman I'pyes” Ne 8

1303 Codua

Ten.: +359 2 8903417

yebcaliT: www.bda.bg.




Karo cwobLiaBate Heskenanu peakiMu, MOKeTE Aa AafeTe CBOS MPUHOC 33 NOTy4aBaHe Ha MOBeue
vHdOpMaLIHg OTHOCHO De3011aCHOCTT2 HA TOBA NIEKAPCTRO.

5. Kakaa cexpanaBate Epeponamye Kpka

Ja ce cbxpaHaBa Ha MACTO, HEAOCTBITHO 32 ASLIA.

He u3nosrseaiite ToRa NEKapCTBO CJIEA CPOKa Ha FOAHOCT, OTOE/A3aH BbPXY KAPTOHEHATA ONAKORKA H
6Jmc1'epa. CpOK’bT Ha roaHoCT OTrOBApSA HA MMOCASCIAHHA J€H OT NOCOMEHHA MECeL.

Jla ce cpXpaHABa B OPMIHHATHATA ONAKOBKA, 3a Ja Ce NPEeAnasH OT CBET/IMHA.
To3u nexapcTBeH NPOAYKT HE W3UCKBA CNEIMATHH TEMIIEPATYPHH YCIIOBHA HA ChXPAHEHUE.,
He w3xBbpasiiTe JIcKapeTBaTa B KAHANH3ALIMATA WITH B KOHTEHHEPA 32 JOMALIHHE OTNadbLH.
lonuraiite Bauing apMaleBT Kak 2a W3XBBLPAATE NEKAPCTBATA, KOMTO Beue He Hianoaseate. Tesu
MEPKH L€ CIOMOTHAT 3a OMa3BaHe Ha OKOJHATA Cpead.
6. CoabpxaHHE HA ONAKOBKATA H AONbAHHTEIHZ HHpOpMATHA
Kakso ceaspika Eseposmumyc Kpxa
- AKTHBHOTO BELLECTBO € CBEPONUMYC (everolimus}.
Beska Tabnetka cuaspixa 2,5 mg, 5 mg unn 10 mg eseponumye.
- Apyrure cheTaBkH ca: GytunxunpokcutonyeH (E321), xunpomenosa (E464), nakrosa, nakrosa
MOHOXHIpPAT, Kpocnouaod (E1202) u marnesunes creapar (E470b).
Kaxk n3raexsa Esepoaamye Kpka n kakBo cbabpxa onakoBraTa
Eseponumyc Kpka TabieTkH ca HANKYHH B TPH A030BH (OpMH:
Esepoaumyc Kpka 2,5 mg: 6enu a0 noutH Gein oBainy ABOWHOW3MbKHAIA Tabnerku
(mpubnuszutesto 10 x 5 mm), ¢ penedo ozHaueuue E9VS ot ennara crpana u 2,5 ot apyrarta

crpana.

Esepoaumyc Kpka 5 mg: 6enu g0 moutH G6e/n 0BajIHK H ABOHHOM3TbKHANM TabneTky
(mpubausurento 13 x 6 mm), ¢ penedHo o3Havenre E9VS 5 ot eanara crpana.

Esepomumyc Kpka 10 mg: 6enu a0 nourH Gend opaniy W JBOHHOHIMBKHATH TabNeTKH
(mpubu3urendo 16 x 8 mm), ¢ penedHo ozHavenne E9VS 10 or eguara cTpaHa.

Erepoaumyc Kpka 2,5 mg TaOneTkH € HaMueH B ONaKoBKH, Chaspkatim 30 win 90 tabnerxwu.
Eeeponumyc Kpka 5 mg Tabnerku 1 Eeponumyc Kpka 10 mg Tabnerku ca HATHYHH B OTIAKOBKH,
cbappacaiu 10, 30 unu 90 Tabnerku,

He Bcuuxy BHAOBE ONAKOBKH MOraT Ja ObAaT MyCHATH Ha nasapa.

Tipurexaren wa paspemieHHeTo 3a ynorpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Cliopenus e

Hpouzsoaurenn

Synthon Hispania, 8.L., C/ Castell6 nol, Pol. Las Salinas, Sant Boi de Llobregat, 0
Henanus

Synthon BV, Microweg 22, 6545 CM Nijmegen, Huaepnanaus

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Cnosenns



Tosa nexapcrso € pazpeuleno 3a ynorpeda B AbpkaBHTe — "iedkH HA Esponeiickoro
HKOHOMHYECKO npocTpancTBo u B OGegnnenoro kpancrso (Cesepna Hpaanaus) noa clieHaTe
HMEHA:

Crpana-uyienka Tohproeeko uMa npoaykra

Hupepaanaua Everolimus Krka 2,5 mg, tabletten

Everolimus Krka 5 mg, tabletten

Everolimus Krka 10 mg, tabletten

Bbarapns Epeponnmyc Kpka 2,5 mg Tabnetku

Esepoaumyc Kpka 5 mg Tabnerku

Eseponumyc Kpka 10 mg TabneTku

ABcTpHA Everolimus HCS 2,5 mg Tabletten

Everolimus HCS 5 mg Tabletten

Everolimus HCS 10 mg Tabletten

Benrnsa Everolimus Krka 2,5 mg tabletten/comprimé/Tabletten
Everolimus Krka 5 mg tabletten/comprimé/Tabletten
Everolimus Krka 10 mg tabletten/comprimé/Tabletten

XbpBaTns Everolimus Krka 2,5 mg tablete
Everolimus Krka 5 mg tablete
Everolimus Krka 10 mg tablete
Yemka Penybanka Everolimus Krka

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

OHENAHIHA Everolimus Krka 2,5 mg tabletti/tablett
Everolimus Krka 5 mg tabletti/tablett
Everolimus Krka 10 mg tabletti/tablett
®pannun Everolimus HCS 2,5 mg comprimé
Everolimus HCS 5 mg comprimé
Everolimus HCS 10 mg comprimé
Yuarapus Everolimus Krka 2,5 mg tabletta
Everolimus Krka 5 mg tabletta
Everclimus Krka 10 mg tabletta
Hpnauaus Everolimus TAD 2.5 mg

Everolitnus TAD 5 mg

Everolimus TAD 10 mg

Hranus Everolimus HCS

Everolimus HCS

Everolimus HCS

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

Hopeerns Everolimus Krka
Tomura Everolimus Krka
opryraaus Everolimus TAD
Pymuuun Everolimus Krka 2,5 mg comprimate

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

Everolimus Krka 10 mg

Caosenusn Everolimus Krka 2,5 mg tablete




Everolimus Krka 5 mg tablete
Everolimus Krka 10 mg tablete

Ucnaununs Everolimus TAD 2,5 mg comprimidos EFG
Everolimus TAD 5 mg comprimidos EFG
Everolimus TAD 10 mg comprimidos EFG
Msenusn Everolimus Krka 2,5 mg tabletter

Everolimus Krka 5 mg tabletter
Everolimus Krka 10 mg tabletter

ObeaHHEHOTO KPAJICTBO
(CeBepna Upaanaus)

Everolimus Krka 2.5 mg Tablets
Everolimus Krka 5 mg Tablets
Everolimus Krka 10 mg Tablets

I[aTa HAa MOCJICAHO npepasrjieixiaHe Ha JHCTOBKATA

04 Apryct 2022

[TonpoGra nHpopmalms 3a ToBa JIEKapeTBO € NpeaocTaBeHa Ha yebcaiita Ha M3mbiHuTensa Aresius
no Jlekapcreara (MAJI) http://www.bda.bg.
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