JJMCTOBKA



JlucroBka: vHpopMaLIHA 12 NALHEHTA

EBepo.inmyc Maiiiian 5 mg Tabiierkn
Everolimus Mylan 5 mg tablets

Esepoanmye Maiaan 10 mg rabanerkn
Everolimus Mylan 10 mg tablets

eBepo.IMMyC (cverolimus)

[lpouerere BHMMATEIHO UAIATA THCTOBKA, NPEXH /12 3all0MHETE /12 MPHEMATC TOBA JIeKAPCTRO,

ThH KAaTO TH# ChAbpPiKa Baxna 3a Bac nndopmanns.

- JanazeTre Tazm aMcToBKA. MoXe 1a ce HAI0KHM [1a A MPOHETETE OTHOBO.

- AKO MMATE HAKAKBH /IOIILIHUTETHH BBIIPOCH, LHIONWTaWTE Bauiung nexkap w.in hapvanest.

- Tosa aekapcTBo € npe/inucano siuno Ha Bac. He ro npeorcrnneaifte Ha jpyru xopa. To moxe
1a MM HaBDE/IM, HE3ABUCHMO Y€ NPHU3HALMTE Ha TAXHOTO 3abonsaBaHe ca cbhimre Kare Baiure.

- AKO NO1YyUUTE HAKAKBH HEXKE1aHHW peakuuH, yae1omeTe Baumg aekap woav ¢apmauerr. Tosa
BK.THOYBA M BCHYKH BL3IMOKHH HEXKC/1AHH PEaKIIMM, HEOMNMUCAHH B Ta3y JIMCTOBKA. BHxkTe Touka 4.
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1. Kakso npeiacrasansa Esepo.invyc Maii1an M 332 KAKBO ce H3I10.13BA

EBeponnmyc Mahian € npoTMBOpPaKoB8O JIEKAPCTBO, KOCTO ChAbPKAa AKTUBHOTO BEIICCTBO €BEPOIUMYC.
FEBepostmMyc HamaiigBa KpbBOCHA0AABAHETO Ha TYMOpA W 3alaBs pacrexka v pa3lpoCcTPaHEHHETO Ha

PAKOBHTC KJICTKH.

-sepoiivmyc Ma#tan ce n3no.13Ba 3a Jle4cHHe Ha Bb3PacTHU NalUCHTH C:

- [OJIOXKHUTC/ICH 38 XOPMOHATHY PCUEIITOPH aBAHCUPAJT KaPIIMHOM HA MJEHHATA HJITE3a [1PH XKEeHH
B MOCTMCHOMAY3a, I(PH KOHUTO JIpYI'M TEPANUU (T.Hap. “HECTCPOHIAHHU apOMATa3HH HHXHOUTOPH )
BEYE HEC Ca B CLCTOSAHMUC j1a Abpakat 3a00.1BaHETO 1101 KOHTpO:1. [1praara ce 3aeaHo ¢ eHo
JTEKAPCTRO, HAPEUYEHO CK3CMECTaH, CTEPOUIEH apoMaTa3zeH HHXHUOUTOP, KOCTO Ce U3I10.1384 3a
XOpMOHA/IHA MPOTHRBOPAKOBA TEPAIIUS.

- ABAHCUPAJIA TYMOPH, HAPEYEHH HCBPOEHAOKPHHHH, KOUTO IPON3XOMXAAT 07 11aHKpeaca.
[Ipuiiara ce, ako TyMOpHUTE ca HHONEPaOU.IHK U HE NMPOU3BCHK/IAT CBPBXKO. IMYECTBO
cneUnPUUYHN XOPMOHH U.1H APYI'H CBbP3aHU CCTCCTBEHH BELICCTBA.

- Hanpeana 0bOpeUeH KapLMHOM (HanpeaHal ObOPEeUHOKICTBUYCH KAPLIMHOM), KOTaTO jIPYIrHUTe
BUaOBe Tepanud (T.Hap. " VEGE-npuuenda repanna™) He ca yciieliv 1a Clpar pa3sys ‘
3aD0.19BAHCTO.




2. Kakso Tpa0sa j1a 1naeTe, npeau /1a npuemere EBepontamyc Maiuian

L.sepoaimmyc Makian we Bu Obj1e npe/inucaH camMo O JieKap C ONUT B MPOTHBOPAKOBOTO JICHEHIHE.
(.1e/1BaiiTe BHUMATEIHO BCHYKKW yKazaHuA Ha Bawug siekap. Te Morar na ce paszanuasar ot obwara
HHpOpMAIIMA, KOATO CE ChibPXKa B Ta3u JIMCTOBKA. AKO MMATe HAKAKBHU BBHIIPOCH OTHOCHO EBepoiinmyc
Maiinau v 3auio Bu e 61 npeanucad, tionvraite Bauius jiexap.

He npuemaiite EBepo.iumyc Maiian

- aK0 CTe A, 1IePrHiHH KbM €BepPOIHMYC, [10100HH XHMHYECKH BellleCTBA KATO CHPO.IUMYC H.1H
TEMCHPOJIMMYC HJIH KBM HAKOA OT OCTAHATHTE ChCTABKH HA TOBA JIEKAPCTBO (M3OPOCHHU B
TOUKa 6).

AKO MUCITUTE HYe MOXe j1a CTE altepruytu, nomMoiete Bawus niekap 3a cuBer.

IlpeayupexxkacHHd B npeAlasHA MepKH

| oBopete ¢ Baluua J1ekap uiau gapmaucsT, npeau aa ripuemerte Eseposimmyc Maitan:

- aKo UMmarTe npod.1eMH ¢ YepHHd PO WK HAKOra CTE UMATH 3a00/1IABAHE, KOSTO MOXKE /1a C
3acersa. 1o yepuns Bu apo0. B rakbe cayuad moxe ga ce Haltoxku Bawnuat jiekap 1a Bu
HpefIKIIE pa3iviyHa 103a Eeepomvyc Maiiian;

- ako umare /inader (BHCOKM HYBa Ha KpbBHa 3axap). Erepoanmyc Makian Moxke Aa noByLLM
HUBaTa Ha KpbBHATAa 3aXap W 1a B.OIHK 3axapHua anadeT. ToBa MOXe [1a ;10Be1e 10
HCOOXOAUMOCT OT HHCYJTMHOBO JIEYCHHE W/H.IH JI€YEHHKE € NEPOPATHH aHTHANADCTHH CPE,;ICTBA.
Ungopmuparite Bamus j1exap, ako nMare CUMNTOMM KaTO NPEKOMEPHA JKaXK, 14 MW YECTO
YPUHHUPAHE;

- ako Tpsabdea jia ce BAKCHHHPpAaTe J10KaTo npuemare Ereponnmyc Maitian;

- aKO MMATe BUCOKHM HHBA Ha Xo.1ecTepost. Eeeponumyc Maiiiian MOe 1a MoBHLIM XoilecTepo.a
W/ WIIW APYTUTE MA3IHUHU B KPbBTA;

- AKO HAaCKOPO CTE NPETHPIEIH I'oJIAMA OfiepallHi, WK aK0 BCE OLIE MMATC He3apacTHAJIA paHa
c;iea ongpatins. EeepoanMyc Maiinan moxe 1a MOBHIIM PHUCKa OT Bb3HHKBAHE Ha npodiemu,
CBbLP3aHHA CbC 3apacTBAHETO HA PaHMTE,;

- aKo HMmare HHPexkuka. Moxe Jia ce HATTOXKH /1a 1eKyBaTe UH(PEKLMATA [IpeaU 14 3alloHHeTe
aedenureTo ¢ Eseposimmyc Maiian;

- ako cre nma v xeuatut B, 7ol kato 1no speve Ha JedeHueTo ¢ Esepoanvyc Maiiaan e
BbIMOXKHO PEAKTUBHPAHE HA MHPeKLMATA (BXK. TOUKa 4 “Bb3M0KHM Hewe.1aHH peaklun’);

- aKO CTE MNpeMHUHANU ibUeieueHue unr Bu npelcTom abueiieueHme.

L:sepoanmyc Maiktiatl MO e CblLO Taka:

- Aa otcnabu Batata uMyHHa cucrema. [lopaau Tazv npUUMHA ¢ BL3IMOXKHO [1a CT€ UIIONKEHH Ha
PUCK OT pa3BUATHE HAa UH(PEKUM, /I0KaTO npueMate EBepoitnmyc Maiinan. Ako nmarte BUcoKa
TeMMEpaTypa KK JIpYTH NPH3HALU HAa MHPEKUUS, KOHCYJITHpanTe ¢¢ ¢ Baums nekap. Hsakou
HHDEKUMH MOraT j1a 0b1aT TEXKKH M ;14 /10BC,1aT O CMDbPT.

- 1a nos.nse na Bainara 0vOpeuna ¢yuxums. [o Ta3n npuumnna, jokarto npuemate Esepoaumyc
Mainan, Bainuar aekap e npociieassa Bawara 6v0peuHa pyukuma.

- na NPHYHHMK 3a;1yX, KalLMUa H BUCOKA TeMHEpaTYypa.

- 212 NPUYUHM Pa3BHUTHETO HA aPTHU U A3BH B ycraTa. Moxe 1a cc Halloxku BawwuaT J1iekap aa
[IPEKBCHC H.IM /1A ITpeYyCTaHOBM JieueHHeTo ¢ Esepoiinmye Maiiiian, Moxe (14 ¢ Heo0X0,1MMO ;1a
[IPOBE/IETE NEUCHHUE C BOJIA 32 YCTA, T'Cil MM APYTH NMPOAYKTH. HAKOW BOTM 3a ycTa M resiose
MOI'aT ja BOLWAT A3BHTE, MTOPA/IM KOCTO HE U3IIOI3BAUTE HELLO MNP [1a C¢ KOHCYITUpare ¢
Batuuns nekap. Bauimsr jiekap moxe j1a noanoBu licyeHueto ¢ Esepoiiuvye Maitian ¢se ebluara
/1032 WK C HO-HUCKA j1034.

- 18 HPAYUHU YCIIOKHEHHUA OT JIBbUCACUCHHE. | €KKM YCII0KHEHMS OT NMbYesieueHneTo (KarTo 3aiuyx,
1' 2/ ICHC, JAMAPHSA, KOXKHH OOPHUBH M pa3a3BsBaHUA HA yCTaTa, BEHIIUTE U I'bPIIOTO), B

C.THOBPCMCHHO € [IbYEIEYCHHE MM KOUTO €A NPHUCMAIH CBCPO.ITUMYC CKOPO €I
IPCMHUHATY (IbUeIeYeHHEe. B 1o1b.iHeHne, ¢bo01laBa ce 3a T.Hap. CUHILIPOM H
HAMCT (BKIFOUBALL 3AUCPBABAHC HA KOMKATA W.IW Bb3NAIEHHC Ha De.tuTe [1pod




KOATO MNPe/IU € OnI1a 1O UTOAKEHA HA JIBYEIICHEHHWE) NPH MALUMEHTH, KOUTO €2 NPEMHHAJIN
STBUEICUYCHUE B MUHANIOTO.

Yeenomere Bawius Jickap, ako niiaHdpare a ce NoA10KHTE HA JbueleueHue B 0aH3Ko Ob,reue
WM aKo TIPEAH CTE OMIIHA NOLN0KEHH HA IbUEICUCHHUE.

Hudopmupaiite Bamns nQekap, ako umMarte T€3M CUMIOTOMM.

[lo Bpeme Ha JieueHueTo iie Bu ce npaBaT pe;10BHO KpbBHH TecTose. C TAX WIE ce NpoBepaBa Opos Ha
KPBLBHHUTE KIETKH (OC 1M KPLBHU KIETKH, YEPBEHH KPBBHM KJIETKH U TPOMOOUMTH) B opranuiMa Bu, 3a
1a €¢ BH/IM 1a.1m Leepo.immyc Maiiian HavMa HAKaKbB HEMe 1aH ePeKT BuPXY Te3u KleTkH. KpbaHuTe
TECTOBEC LIE CE H3I10.13BAT CbLLO TaKa 3a rnposepka Ha Bawara On0peuna pyHkums (HUBO Ha
KpCaTUHKH), 4epHOApoOHa (yHKUKWSA (HUBA HA TPAHCAMHUHA3ZM) M 3a HUBATa Ha KpbBHaTa By 3axap u
XO.1eCTEPO.1a, ThH KATO TC CbINO MOrat 4a 0sLaar noe1usHU OT Erepoanmyc Maitaan.

Jdeua u 1oHOII K
E-seposinmyc Makiian He Tpadsa j1a ce npuaara 1ipu jeua 1 ©HowM (o 18-roamiiHa sbwipacr).

Apyru siekapersa v Esepo.iumyc Manjian

Epepontmmyc Marinan moxe Jia 1osiiMsie HA4YMHA HA JACACTBUE HA HAKOM JleKapCTBa. AKO NpHUeMate u
JAPYTH JIEKapCTsa 110 ChLoTo Bpeme KaTo keepoanvyc Maknan, moxe aa ce naioxku Bauust iekap 1a
IIpOMEHK j103aTa Ha keeposinMyc Maiinad Wi Ha ApyruTe JeKapcTsa.

Nudopmupaiire Baurus j1exkap nan dpapmaneBt, ako npuemMare, HACKOPO CTE MPHEMAIIN WIH €
BBLIMOXKHO /1A [IPUCMECTC JIPYI'H JIEKAPCTBA.

HU30poenute BelliecTBa MOIaT /1a IIOBUILIAT PUCKA OT HEXKEIAHU PEaKLIMY, CBbP3aHH ¢ Esepoimmyc

Mamn.1aH:

- KEeTOKOHA30.)I, HTPAKOHA30.1, BOPHKOHA30.1 WK PAYKOHA30.T H Opyou dimuMukomuii,
H3M0/13BalM 3a JIEYCHUE HA MOUUHU MHDEKLIHHA,

- K.JAPHTPOMHIMH, TEJIHTPOMHUMH WIH €PHTPOMHIHH - AHTHOHOTHIIM W3ITO13BaHM 32 JI€HEHUE
Ha DaKTepuaiii HHPCKIIHH,

- PHTOHABHP H 1PYTH JIEKAPCTBA, HIMO.13BaHH 3a 1evende na XU B nndexununa/CINIUH;

- BEpanmaMHu.l UiH AHITHAZEM, H3NMO0,13BAHU 32 JICYEHHE HA CHPACHHH HAPYLICHHS H.IM BUCOKOQ
KPbLBHO HaTAraHe,

- JPOHEIAPON, JICKAPCTBO, U3IO.I3BAHO 3a pery.IMpaHe Ha CbpacHHaTa YeCToTa;

- UHK.IOCTIOPHH, (IEKAPCTBO, H3I10,13BaHO 3a NPEI0TBPATABAHE HA OTXBBP.ISHETO Ha
TPAHCILIAHTUPAHHA OPIdHH OT OpI'aHKU3Ma;

- KaHaDHHO0.1 (M3110,13BAH NIPK Pa3IMYHH NOKA3aHHWSA, BKIHOUHUTEIHO 32 JICYEHHE HA [IPHITA/BLIH);

- HMaTHHHO, U3110.13BaH 3a TOTUCKAle HA pacTeXka Ha PaKOBH KIETKH;

- HHXHOHTOPH HA AHIHOTEH3IHH-KOHBepTHpauud ensuM (ACE) (kato pamunpu.), u3io:3BaHu
34 JICHCHUE HA BUCOKO KPBhBHO HAIAIAHE U 1PYTH ChbPACYHO-CbI0BH [IPOD.IEMH.

- HedA30I0H, U3II0/13BAH 32 JICUCHINE HA ACTTPECHA.

HM30poenuTe BeliccTBa Morar j1a nouvxkart egekTuBHOCTTA Ha EBepoauvyc Maiinan:

- pramMmununm, M3HOI3BAH 32 IeueHue Ha TyOepkynosa (TB);

- epaBHPEHI WM HEBHPANHH, U3110:13BaT ¢ 3a ieueHue Ha XHUB undexuns/CI1UH;

- KBJIT KAHTApHOH (/vpericum perforatum), SUIKOB NPOAYKT, U3MON3BAH 34 JICYEHHE HA
AEIPECHUA W JIPYI'H ChCTOSHUA,

- AEKCAMETAIOH, KOPTHKOCTEPOK/L, H3INOJ13BAH 34 JICHEHUE HA MHOTO pazauutu 3abonasaiivg,
BKJIHOUHUTENHO BL3NAJIWUTEIHHA WM HMYHHU Npob.eMu;

- pennronn, kapdoamMaicuun viv GpenodapoOHTaa U APYTY AHTHENHAECNTHIM, H3
JCHEHHUC HA I'bPUHOBE WK LIPUCTHIIN,

Tesu sickapersa Tpabsa j1a ce w30g1BaT 1O BpeMe HA JeueHUeTo ¢ EBepoiinmyc Maii
HIKOE OT TAX ¢ BL3IMOXKHO Bamvar Jckap j1a Bu Hacour KbM Apyro JICKapcTBO WK J



Ha LBeposivmyc Maitian.

Esepo.inmyc Ma#i1aH ¢ XpaHa U HATIHTKH
M3GareaiiTe na kKoHcyvHpatc rpeiindpyT u cok oT rpeHNpyT /10KaTO CTE Ha JeucHMe ¢ LEBepoanmyc
Maisian. ToBa voxe /1a 110BHILK KOIM4ecTBOTO EBepo:iuMyc Maiiian B KpbBTa, BEPOSTHO /10 BPEJHO

HUBO.
bpeveHHOCT, KbpMeHe W pepTHIHTET

bpemeHHOCT

E.eeponumyc Mainan moxe /a yspear Bawus 1110, 1 He ce npenopbyBa Mo BpeMe Ha OpeMeEHHOCT.
Nudopmupaiite Bauiuns jickap, ako cte OpeMeHiIA WIM AKO MUCIIMTE, Y€ MOXKE 1a ¢Te GpemeHHa.
Bawusar iexkap me Bu nocbBeTBa 1AM € NOAXONAULO Ja NPUEMATE TOBA JIEKAPCTBO 110 BpEME Ha

OpEMEHHOCTTA.

Kenn, KoUTo NOTEHUHATHO MorarT Aa 3adpeMeHCAT, TpAOBA Aa U3110138aT BUCOKOE(MCKTUBHHU METO U Ha
KOHTpaLEIILHS [10 BPEME HA JICUEHHUETO U B IIPOJ/IB/DKEHUE HA 8 CC/MHUIIM CJIg)L TPUKIIOYBAHE HA
JICUEHHETO. AKO, BLIPEKHU B3CTHTC MEPKH, MUC/IMTE, Y€ € Bb3MOKHO fa CTe 3adpeMeninsia, [onuraire
Baluus jiekap 3a CbBET npedu 1a PO, 1b.KUTE Npuema Ha Esepoiuvyc Maiiian.

KbpMeHe

t.eepoanmyc Mainan moxe na yBpeaur kbpmauero Bu. He tps6ea na kbpmute 1o BpemMe Ha JIeUEHHETO
¢ Esepo.irmyc Mataau v B npoab.kenne Ha 2 ceaMULK CICA IIPUEMA Ha NTOCI1eHATA 1033
Eseponumyc Mainau. Ungopmupaiite Bawius 1ekap, ako KbpMure.

KeHCKH dhepTHIHTET
Hal.ro1aBat ce neproM Ha JTMIca HAa MECEYCH LIMKBLT (aMeHOopes ) [IPH HAKOW HKEHM, NEKYBAHH C

Esepoianvyc MaiaaH.
Eseposimyc Malinan MOXKe 1a OKaxke BIIMSHHE BbPXY HKEHCKHUR PepThauteT. ['osopete ¢ Baums sekap,

dKQ UCKATC Ja UMare Actia.

MbxkH bepTUIHMTET
Esepo.inmyc Mainan Moxe aa 3acerne Mbkkus geprsiutet. KoHcyarupaire ce ¢ Bawug nekap, ako

HCKATC 1d UMaTe ACI1A.

lHlopupane n pabora ¢ mamnnm
AKO C€ 4YBCTBATEC HCOOMYAHHO HIMOPEHH (yMOpaTa € MHOTO YECTA HEXe/1aHa peakLus), ObjeTe
OCOOEHO BHUMATCAHHU NIpH modupaHe WM padora ¢ MauIMHM.

Esepoanmyc Maiiian cbabpiKa JIaKTO3a
Escposimmyc Maiaan cbibpika J1akTo3a (MilcuHa 3axap). Ako BaumuaT nekap Bu ¢ kasan, ye umare
HEIIOHOCUMOCT KbM HAKOM 3aXapH, 110CHBCTBANTE CE ¢ HET'O NPE;/1M /13 B3ICMCTE TORA JICKAPCTRO,

3. Kak na npuemate Esepoanmyc Mairan

Butaru npuemaite T0Ba 1eKapcTBO TOUHO KakTo Bu ¢ kazan Bawmar ackap uim dapmaucer. Ako He
CTE CUI'YPHH B HEULO, NMONUTainTe Bawwus ackap uin papvauesr.

[ Ipcnopwunteiinara ;to3a € 10 mg, npucra sBeansx aHceHo. Bawmar nekap we Bu kaxe Ko,
Tad.1erku Eeepoanmvyc Maiian ;1a npuemare.

AKO UMaTe 1IPOOIICMU € YCPHHA j1p0D, € BbIMOXKHO BawusT 1ekap 1a 3aioune 1eucHue
/103a Ha Leepostnmye Manstan (5 v 7.5 myg na nen).




AKO 110JIYYUTE HAKEZKBH HEXKETAHU peakunu, ;1okaTto npuemarte Ereponumyc Maiian (Bx. Touka 4), e
Bb3MOXKHO BauvaT ;tiekap Aa Hamaiu jo3ata By nau aa cnpe S1e4eHHETO 32 KpaThK NEPUOA OT BPEME
WU OKOHYATENHO.

[Tpuemaiite Epeposanmyc Maiinan BeiHBbK AHEBHO, TPUOIUIUTENHO 110 €IHO M ChILO BPEME BCEKH jI1EH,
Wi BUHAIHM CbC HIIM BHHAIK O€3 XpaHa.

[ varakTe TabaeTkata(uTe) ud.1a(1) ¢ yawa Bojaa. He abBuere v He yynere radiieTkure.

AKO cTe IIpHe/Id n1oBewe oT HeobxoauMaTa 103a Esepoanvyc Maii1an

- AKO CTC IIPUECTH TIPCKAICHO MHOI'0 LBepoiinmyc Maitian nin HSKOM [1pyr ¢.1iyyaliHO ¢ B3e OT
Baiuurte TabiieTky, KOHCYITUpalTe ce € JIeKap WK OTHACTe HezabasHo B 00.1HHIIA. Moxke aa ce
HY#/1a€T€ OT CNECLIHO JICYCHUC.

- BicmeTe onakoBkaTta M Tain JIMCTOBKA, 33 /14 € HASACHO JICKapAT KaKBO CTC MPHEIIN.

AKO cTe HponycHa 11 jAa npuevere EBepo.inmyc Maiiian
AKO CTC IPONYCHATH [1a NMPHAEMETE €/1Ha /1033, B3eMETE C,1€/1BalllaTa ;1034 KakTo ¢ 1penmucano. He
B3CMANTE ABOMHA 1034, 34 /1a KOMIIEHCUPATE [PONYCHATHTE TabIeTKH.

AKO c¢Te cnpead npuema Ha kpepoaunmyc Maiiian
He cninpante npuema Ha Epeponumyc Maitnan, nokaro Bawumsit nekap He Bu kaxe j1a 1o nanpasure.

AKO UMATC HAKAKBH J10IIB.IHHTEIHHA BLIIPOCH, CBLP3AHHU ¢ YIIOTpeDaTa Ha TOBA JICKapCTRO, NOINHUTANTE
Bauiusa nexkap WK papMaueBsT.

4. Bb3MOKHH HEXKeJIAHH peakKuMu

KakTo BCHUKH JCRapCTBa, TOBA J1ICKADCTBO MOXKE id NIPEAH3BUKA HECWKE.1aHH PCAKIIMK, BBITPEKH Ye HE
BCCKH I'H [1O0.1v4aBa.

CIIPETE npuema na Esepostmmyc Maidian M noTbhpeete MeJAMUMHCKA MOMOUL He3a0aBHO, aKo MO IYUUTE
HAKOW OT CJIe/IBALIMTE NPU3HALM HA aNepruiHa peakima.

- 3ATPYAHEHO AW LLIAHE WJTH MPErIbLUIAHC

- OTOK HA JIMIETO, YCTHUTC, €3UKA HIIH IbPSIOTO

- CH.ICH CBPOCIK Ha KOXKaTa, ¢ HepBeH OOpUB M.TH 110/IYTHHHU

CepHolHHTE HeXKeTaHH peakKuHu HA Esepo.aumye Maii1an Bx.niouBar:

Miuoro uecrn (vocam ou 3ucesnam nosewe om [ na 10 ovin)

- [loBuiuena remnepatypa, BTpucaHe (NpU3HaUKl Ha HHADCKLINA)

- I'pecka, kawnia, 3aTpy/IHEHO JIMILIAHE, XPUTIOBe (11pU3HALIM Ha Bb3laicHHe Ha Oetua 1po0,
HM3BECTHO KAaTO INHCBMOHMT)

Heeru (vocam oa zaceenam oo | na 10 ovun)

- [lpekomepha xaxia, NOBULICHO OT/IE1HE HA YPUHA, NOBHILIEH ANETHUT CbC 3aryba Ha Ter1o,
yMopa (Ipu3Hatiyg Ha J1Mader)

- KbpBene (XxeMoparua), Hanpumep B 4YpeBHaTa CTeHa

- CHTHO NIOHUXKEHO OT/IC/IAHE HA YpUHa (NpH3Hak Ha ObOpeyuHa Hel0CTaAThUHOCT)




Heuectw (vozam ou 3aceenam oo 1 na 100 oviuu)

- T'pecka, koxeH 0OpHB, 001KA B CTABHTE M BL3NAIICHUE, KAKTO W yMODa, 3a1'yDa Ha arneTuT,
rajeHe, Kb.ITCHULA (MOXKbITABAHE HA KOXKata), 50.1Ka B '0pHaTa j19CHA YacT HA KOPEMa, CBETIIH
W3MTPAXKHEHHA, TbMHA ypHHa (MorarT jJa Obaar npyM3HauM Ha NOBTOPHO aKTHBUPAHE HA XenaTuT B
BUpPYCHa MHDEKLINS)

- 3aayXx, 3aTpyAHEHO JAKIUAHC B JIEMHA0 1OA0KEHHE, OTOK HA CTHIIANATA KW KpakaTa (NpH3HaLIM Ha
ChpPACHHA HEAOCTATBYHOCT)

- OT1ok n/niim B0JIKa B €/IMHUA KpaK, OOUKHOBEHO B Mpacelld, 3aUepBiIBaHE MU 3aTOMJISHE HA
Ko)KaTta B 3acernarara 003acT (Npy3HauM Ha 3anyluBaHe 11a KPbBOHOCEH Cb,l (BEHA) Ha Kpaka,
MPEAH3IBUKAHO OT KPbBCH ChCHPEK)

- BHe3aitHa nosBa Ha 3atyX, rpbata 00aKa Ui KpbBOXpaK (MOTEHIMANHM NPU3HALM HA
0e;10,1poOHa eM0O0:THS, CBLCTOAHUE, KOETO BLIHUKBA TIPH 3aMYIIBAHE HA €1HA WIW MOBEeue
Oc/i0ApoOHU apTepHu)

- CHIIHO HaMaNABAHE Ha KOJIMYECTBOTO HA OT/IE/IEHATA YPHIA, OTOK HAa KPAaKaTa, YyBCTBO HA
00bpKAHOCT, 00.1Ka B I'bpda (MpU3HALM HA ocTpa OLOpEUHA HEIOCTATHLUYHOCT)

- OOpuB, CbpOexX, ypTHKAPHSA, 3aTPYAHEHO JUIIAHC WITN MPErIbUIaHe, 3aMasHOCT (MIPU3HALIM Ha
CEPHAO3HA aNepruyiHa peaxiins, W3BECTHA ChUIO KATO CBPbXUYYBCTBUTEIHOCT)

Peaxu (voeam oa zaceenam oo 1 na 1 000 ovu)
- 3a/1yX MJIM YUECTEHO AUINaHe (NPU3HALM Ha PECTIIMPATOPEH AUCTPEC CHHAPOM)

AKO MOJIy4HTE HAKOA OT T€IH HEXKE.IAHH PEAKUNH, HHPopvupaliTe Bamusa aJekap nezabaBHo, Thii
KaTo € Bb3MOKHO 1a HMAT KHBOTO3ACTPALIABAIRH NOCJI€[CTBHS.

Apyrure BbIMOMKHH HeXe/laHH peakuun na Esepoauviye Maiis1an Bk irouBar:

Muoro wecTH (voeam oua saceenam noseve om [ na 10 ovuu)

- YMopa, 3a/1yx, 1amManHocT, 6,1e/1a Koxa, IPU3HALM HA HUCHK OPOM Ha YcpBEHWTE KPbBHH KIETKHM
(AHEeMHA)

- [loBHinenn HMBa Ha KpbBHATA 3axap (XMNEPriUKeMH)

- 3aryba Ha aneTuT

- BHCOKK HMBA HA TMITMANTE (MA3HUHUTE) B KPLBTA (XHIIEPXOJIECTEPONIEMHUS)

- HapyuicHue Ha Bkyca {(nnucreysus)

- - aBobonne

- (bPBEHC OT HOCA (E€ITHCTAKCHC)

- aurmila

- J13BM B ycTara

- CToMainen nMckoM@OpT, BKTI0YBALLL FAJICHE WIIH JIHapUs

- Koxen obpus

- Copbex (1pypuryc)

- Yceiane Ha ¢1aboct viM yMopa

- OTH4aHe Ha pbUCTE, /L1aHUTE, CTHNAIATA, [VIE3CHHTE MK APYTH YACTH HA TA10TO (NPU3HALM Ha
OTOK)

- 3aryba na terio

Hecru (mocam oa sacecnam oo [ na 10 dviu)

- CNOHTaHHO KbpBEHE MM 00pa3yBaHe Ha CHHHHH (1IPU3HALIM Ha HUCHK BPOoi Ha TpoMBouUTUTe,
W3BECTHO CBULO KATO TPOMOOIMTONEHUS)

- I'pecka, 3auepBeno ropao, 2384 B yeTaTa BCICACTBHE HA HHADCKLMS ([IPU3HALLM HA HA
Ha DEIUTE KPbBHH KIICTKH, JICBKOIICHUS, JIUMMOIECHUS U/ UK HEYTPOIIEHUS )

- JInMdoe1eM (OTOK Ha TBKAHHUTE HA THI0TO, HAR-YECTO HA PHIIETE WM KpaKata

- 3aiyx (/icnues)

(lIpU3HALIK HA Jexuaparallbg)
- be3chLHUC (MHICOMHHA)



I naBoboIMe, 3aMasgHOCT (TPU3HALIM HA BUCOKO KPBLBHO HAIAraHE, M3BECTHO CHUIO KATO
XHIIEPTOHMSA)

Tpecka

BuinasieHne Ha stMraenuara Ha ycrara, ctoMaxa, ucpBara

Cyxora B ycrara

Kuce:tmuu (C1ucnerncusa)

I lospbulane

3aTpyaHeHo nperirbiiiade (aucharus)

Kopemua Gouka

AKHC

Obpus 1 60.1Ka B 001aCTTa HA INAHNATE Ha PbLETE MM MIC3CHUTC Ha KpakaTa (CHHAPOM pbKa-
Kpak)

3aucpBaBaHe Ha KoxKaTa (epuTeM)

>OJIKH B CTaBUTE

DOJIKA B yCTaTa

[apyincHns HA MEHCTPYAUMATA, KaTO HEPCAOBEH LHKDJI

BHCOKK HUBa Ha AMNUAMTE (MA3HHUHWTE) B KPBBTA (XUIIEPIUTIHICMHUR, 1HOBULLIEHH
TPUIIHIICPHJIH)

IMCKHM HMBA HA KAIMA B KPBBTA (XHIOKATHEMMUS )

HUCKK HUBA Ha Qocdart B kKpuBTa (Xunodocharemun)

[MCKM HMBA HA K& LMK B KPBLBTA (XUIOKAILHEMUA)

Cyxa kmka, 0€1eHe Ha KOoXaTa, KOMKHH J1€3UH

Hapyiuenus Ha HOKTUTE, YYTIEHE HA HOKTHUTE

Jlek kocona:

OTK.IOHEHHS B PE3YITATUTE OT YEPHOIPOOHHTE KPLBHH TECTOBE (1MOBULIABAHE HA A1aHUH H
acriaprar avuHoTpatichepazara)

OTKIOHEHNUS B pE3y.ITaTHTE OT OB0peYHHUTE KPBbBHHU TECTORE (NOBHLLIEH KPEATHHHH)
OTOK Ha Kjienaya

besrbk B ypynara

HeuwectrH (viocam Oa sacecnam oo 1 na 100 oyuu)

Ciabocr, ClioHTaHHO KbpBEHE UK 00pa3yBate HA CUHHHK W YCCTH HH(EKIIMH, ChC CUMITTOMM
Karo Tpecka, BTPUCAHE, 3a4E€PBEHO IbPJIO HilM #3BU B YCTaTa (1IPU3HALIM HA HHCHK Opoit Ha
KPbBHUTC KIICTKH, H3BECTHO CbLIO KATO NAHUUTONCHHWS )

3aryDa Ha BKyc {areysus)

KpbBoxpak (xemontusa)

Hapyuucuuns Ha MeHCTpyaLMaTa, KaTo JMIca Ha MK/ (aMeHOpEs )

lo-decTo oT/ie/IsHE HA ypUHA Npe3 JeHs

[ pbj1Ha 00.1Ka

lapyiucHo 3apacrTeatie Ha paHu

OPCIIH BbIHH

Cexpelms 0T OKOTO Che ChpOEK, 3auepBABaHE, 3a4EPBCHO OKO (KOHIOHKTHBHT)

Peakwn (stocam Oa saceeonam oo 1 na 1 000 oyuu)

C HeM3BecTHA 9€CTOTA (OT HUIMYHUATE JaHHU HE MOXKC Jia O'bJIC HanpaBeHa olenka)

YMopa, 3a/1yX, 3aMasHoCT, B1e1a Koxka ([IPH3HAIM HA HACHK OPOH Ha YCPBCHUTE KPbBHH KIIE€TKH,
BB3MOMHO € /12 C€ /IB/KHK Ha €1MH BHA aHEMHA, HAPEUEHA YMCTA al1.1a31s HA YCPBEHHTE KPbBHH
KJICTKH)

Orok Ha -1neTo, B 00:1aCTTa Ha OUMTE, YCTATa M BLTPEILHOCTTA HA YCTATa WKW MbpIIOTO, KAKTO
H Ha C3MKA, U 3aTPYAHCHO AMUIAHE WilK NpEriablUaHe (M3BCCTHO CHILO KAaTO aHrHOeAeM ), MOXKe J1a
ca NpY3HAalKM Ha ajicplvyHa peakLius

Peakis B 00siacta Ha npeaxoiHO U3BBLPILECHO JBUYCICUCHKC, HATP., 3A4ECPBSB
BL3HAICHAE Ha OCiuTe ApOo0OoBE (T. HAP. CHHAPOM HA PajIHAUMOHIA aMcT)
Baowasate na HEXEI1aHMTE peakLrM OT TbUeCYEHHETO



AKO TE€3IH HEXKEJAHH PEAKIHH CTAHAT TeXKKH, M0. 18 HHpopMupailiTe Bamus jiekap u/n.iu
tdhapmanesr. [loBedeTo 07 HEXeTaHHTE PeAKIHH €A JICKH /10 YMEPEHH 110 TEKECT H OOHKHOBEHO
H34YE3BAT NPy NpeKbCBaHe HA ,ICHcHHeTO BH 3a HRKO.IKO THH.

CrobuiaBaHe HA HeXeETaHH peaKkiHH

AKO NMOJIYYHTE HAKAKBU HCKEIAHH JIEKAPCTBEHH PeakilMK, yBeomeTe Baiuns nekap nau ¢papmauest.
ToBa BK104Ba BCHUKHM Bb3MOXHHM HEOINMCAHU B Ta3W JIMCTOBKA HEXENAHHU peakurn. Moxere cbluo 1a
CHOOUIMTE HEXKETAHU PEaKlMK AMPEKTHO Ype3 HallMoHAIHATA CHUCTEMA 33 ChoO1IABaHE;

MinbsaHATeHaA areHuMa no aekapcersa (MAJ)
y.1. Jdavau I 'pyer Ne 8

1303, rp. Codus

P. bvarapus

Tea.: +359 2 8903 417

Gakc: +359 2 8903 434

e-mail: bda@bda.bg

yedcanT: www.bda.bg

Karo ¢bhODIIlABATE HEWCIAHN PCAaKIIHH, MOKCTC J4 /1a.€Te CBOA INMPHHOC 3a 1O 1y4aBaHC Ha [NOBCUHe
HHCIJDPM&[IHH OTHOCHO D€30MacHOCTTa HA TOBA JCKAPCTBO.

5. Kak na cexpanasarte Esepoitmvyc Maii.ian
/la ce cbXpangBa Ha MACTO, HEJOCTBLITHO 34 JEllA.

tle u3nonssaite ToBa JIEKAPCTBO C/IE]l CPOKA HA I'OJIHOCT, 0TOE1A3aH BLPXY KapTOHCHATA OIIAKOBKA U
O.imctepa. CpoKbT Ha I'OJHOCT OTTOBAPA Ha MOCJIE/(HHNS JIEH OT 110COYEHHUS Mecell.

Jla ce cbxpanaBa B OpUrvMHA/IHATA ONIAKOBKA, 34 14 CE Mpealia3n OT CBET.IMHA.
To3u 1lekapeTBeH NMPOAYKT He HIMCKBA CIIELMATHA TCMIEPATYPHH YCTOBUSA 1A ChbXPAHEHHUE.
He u3xbpiisiTe nekapeTBara B KAHATH3AIIMATA KK B KOHTEHHEpa 3a JoMatidd otnaabim. | lonuraiite

Bamus apmaucsT Kak J1a H3XBbPSIATE JICKaPCTBATA, KOUTO BEUC HC M3N013BaTe. €31 MCPKH e
CMOMOCHAT 32 OI1a3BaHE HA OKO.1HATa ¢peAaa.

6. Chabpkansic Ha OIIAKOBKATA K /IONbJIHNTEIHA HHpOpMAaLIHA

Kakso csabpxa Eseponumyc Mai1an

- AKTHBHOTO BEUECTBO ¢ eBeposinmyc. Besika rabnerka Eseposmmyc MaitnaH ceabpxa 5 mg wiau
10 mg epepo.iumyc.

- Hpyrure cbetasku ca: OyTuiaxuapokcuTtoayen (E321), xunpomeiosa (E464), sakro3a, 1akTo3a
MOHOXUIpAT, kpocnoBuaoH {111202) n martesuer ¢reapat (E470b). Buxre Touka 2
~EBepoanMyc Maiaan ceiabpka n1akTos3a”™

Kak uirsieskiaa Esepoanviye Maii.1an # KakBo ¢bAbp:ka OIIAKOBKATA
E.BEpo.IMMyc Tabi1eTKM €4 HA.IMYHK B JIBC KOHIEHTPAIIUM:

Eseponumyc Maitiian 5 mg Tabnetkm ca Geau, oBaiiHKu, ABOHHO U3MbKHA 1M TadICTKH
Haanue "E9VS 57 or canara crpana,




I-eepostumyc Maisian 10 mg rabsieTkn ca 6¢id, OBaTHH, ABOHHO HIMBKHATH TA0ICTKM, C FPABUPAH
Haanuc “E9VS 107 ot eiHara ¢TpaHa.

EBeponumyc Maikinan ce npejiara B KApTOHEHU OfIAKOBKH, ChibpKaulk 30 viin 90 tabaeTku B
O.tuctepu. Tlpeiiara ce B kapToHeHa onakoska o1 30 Tab:1etku B nepdopupanu 6aucTepm ¢ EAMHUYHM

HJO3H.

He BcHukH BU10BE ONAKOBKU MOrar j1a ObJaT 11ycHaTH Ha naszapa.
[Iputexare.1 HA pa3pelleHHETO 3a ynoTpeda U NpoN3IBOANTE.T

[[puTekarte.l Ha pa3pelleHneTo 3a yioTpebda
Viatris Limited

Damastown Industnal Park

Mulhuddart, Dublin 15

DUBLIN
UpaaHus

[iponisoauTen
Synthon Hispamia S.1.., Castello 1, Poligono [.as Salinas, 08830 Sant Boi de Llobregat, MUcnanus

Synthon BV, Microweg 22, 6545 CM Nijmegen, Hunepnaraus

Tosa JiekapcTBo ¢ paspenieno 3a ynuorpeda B AbpkaBure-u.ieHkn Ha EBpoueiickoTo
HKOHOMHYECKO NPOCTPAHCTRO H B OQ0eannenoro kpa.icteo (Cesepna Mp.aanausa) noa caeanure
HMEHA:

Ctpana Hme Ha rekapceTBO

Hupepaanaus Everolimus Mylan 2,5 mg, tabletten
Everolimus Mylan 5 mg, tabletten
sverolimus Mylan 10 mg, tabletten

ABcTpHA tverolimus Mylan 2,5 mg Tabletten
toverolimus Mylan 5 mg Tabletten
Fverolimus Mylan 10 mg Tabletten

buarapuas L.ecpoavmmyc Maiinan 5 mg tabnerkw
t-eepoinumyc Mainan 10 mg rabiierku

XbpBaTus Everolimus Mylan 2,5 mg tabletc
Everolimus Mylan S mg tablete
Everolimus Mylan 10 mg tablete

Yexus Lverolimus Mylan

Janua E:verolimus Mylan, 2,5 mg tabletter
L-verolimus Mylan, 5 mg tabletter
Lverolimus Mylan, 10 mg tablctter

PDHHIAHIHNA Everolimus Mylan, 2,5 mg tabletti
Everolimus Mylan, 5 mg tablett:
Everolimus Mylan, 10 mg tablett

Opanuun Everolimus Viatris 2,5 mg comprimés
Loverolimus Viatnis 5 mg comprimés
E-verolimus Viatns 10 mg comprimeés
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Crtpana Ume na nekaperso

['epmanusn -verolimus Mylan 2,5 mg Tabletten
Everolimus Mylan 5 mg Tabletten
Lverolimus Mylan 10 mg Tabletten

Uranns Everolimus Mylan 2,5 mg compresse
Everolimus Mylan 5 mg compresse
L-verolimus Mylan 10 mg compresse

Hopserus Everolimus Mylan, 2,5 mg tabletter
L-verolimus Mylan, 5 mg tabletter
Everolimus Mylan, 10 mg tabletter

[lopryra.ius l-verolimus Mylan

PymMbHHR Loverolimus Mylan 2,5 mg comprimate
Lverolimus Mylan 5 mg comprimate
Fverolimus Mylan 10 mg comprimate

Henanus Everolimus Mylan 5 mg comprimidos EFG
Everolimus Mylan 10 mg comprimidos EFG

IIIBenus Lverolimus Mylan, 2,5 mg tabletter
t:verolimus Mylan, 5 mg tabletter
l-verolimus Mylan, 10 mg tabletter

O0eauHeHO KPaAICTBO Everolimus Mylan 2.5 mg tablets
(CeBepua Upaanaun) Everolimus Mylan 5 mg tablets
Everolimus Mytan 10 mg tablets

3a JIONbAHUTENIA HHPOPMALIMA OTHOCHO TOBA JIEKAPCTBO, MO.TH, CBHPIKETE CE C JTOKATHUS
NPC/ICTABUTE) HA NIPUTEKATENSA HA Pa3peUICHUETO 3a y10Tpeda:

brnirapus

Maiinan EQQO/]

O¢muc crpaia ..Cepavka Oducu™
by:1. CutHakoso Ne 48, er1. 7
1505 Codus

Ten: +359 2 44 55 400

Jdara Ha mocaeHO 11pepasiekaane HA JIMCTOBKATA
06/2024
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