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JIucroBka: nHpopmanusa 3a nanHesra = . — éé’j"‘? 3 J'l?

Esepo.mamyc Buarpuc 5 mg rabaerku sl i At A

Everolimus Viatris 5 mg tablets

EBepoanmyc Buarpuc 10 mg rabierkn
Everolimus Viatris 10 mg tablets

eBeposiMMyc (everolimus)

IIpoueTreTe BHEMATE/IHO IAJIATA JIHCTOBKA, NPE/1H /1A 3all04HETE 1a IPHEMAaTe TOBA JIEeKapCTBO,
ThH KATO TH ChABbPKA BaxKHa 32 Bac uHpopmanus.

-

3anasere Ta3v JUCTOBKA. MOXe /1a C€ HaJIOXKH /1a i [IPOUYETETEe OTHOBO.
AKO MMaTe HAKAKBH JIOIMbJIHUTEIHHU BbIIPOCH, nonutante Bawus nekap wiau ¢papmauesr.
Tosa niekapcTBO € npeanucaHo JUu4HO Ha Bac. He ro npeorcrenBaiTe Ha Apyry xopa. 1o moxe

Ja UM HaBpE€/1H, HE3ABHUCHUMO HC TPH3HALIMTC HA TAXHOTO 3a00J19BaHe ca CbUIMTE KaTo Bamwure.

AKO 110JIy4uTe HAKAKBU HEXEJIaHU peaklM1u, yBeaomere Bawus sekap wiau papmauest. ToBa
BKJIFOYBA U BCHYKH Bb3MOXKHH HEXEJIaHU peaKliMy, HEOIMCaHHW B Ta3M JIMCTOBKA. Bukre Touka 4.

KakBo cbAbpKa Ta3M JIHCTOBKA

i Ty il B9

1.

EBeposinmyc Buarpuc € npoTUBOpPaKoOBO JIEKAPCTBO, KOETO Ch/IbpPiKa aKTUBHOTO BEILECTBO €BEPOIMMYC.

KakBo npejcrasisasa EBeposiumyc Buatpuc 1 3a KakBo ce U310J13Ba
Kakso Tpsa0OBa na 3Haere, rnpeau aa npueMmere Esepoiumyc Buarpuc
Kak na npuemare Eseponumyc Buarpuc

BBb3MOXKHH HEXKEIaHH peaKlivu

Kak na cbxpausiBate EBeposiumyc Buarpuc

CbabplkaHHE HA OTIAKOBKATA W JAOIbJIHUTEIHA HHDOpMaLIUs

KakBo npeacrasiasBa EBeposinmyc BuaTpuc 4 3a KakBo ce H310.13Ba

EBEP{}HHM)/C HaMaJisdB4d Kp’hBDCHHﬁﬂHBﬂHGTG Hd TyMOp4ad H 3a0aBs pacTCKa H pasiipoCTpaHCHHUCTO HA
PAKOBHTEC KIICTKH.

EBEPOHHM}/C BHEITPHC CC HM3I10/13Ba 34 JICHCHHUEC HAa BB3PACTHH MNMALIUCHTH C!

MOJIOMKMUTEJIEH 32 XOPMOHAJIHM PELENTOPU aBAHCUPAJI KAPLIMHOM HA MJIEYHATA »J1e€3a IPH XKEHH
B [NOCTMEHOIAay3a, MPH KOUTO JApYrU Teparvu (T.Hap. “HeCTEpOM/IHH apoMaTa3HU HUHXUOUTOpH )
BEUE HE Ca B CbCTOSHME J1a AbpaKaT 3abosssBaHeTo noja koHTpoa. Ilpunara ce 3aeaHo ¢ €1HO
JIeKapcTBO, HAPEUYEHO €K3EMECTaH, CTEPOU/IEH apoMaTa3eH HHXHOUTOP, KOETO Ce M3I10/13Ba 3a
XOpPMOHAJIHA NPOTHBOPAKOBA TEPAIIUA.

aBaHCUPAJIH TYMOPH, HAPEYECHH HEBPOCH/IOKPUHHH, KOUTO MPOU3X0XK/1aT OT NaHKpeaca.
[Ipunara ce, ako TymMOpHUTE ca HHONEPAOHITHHU M HE NMPOU3BEXK/IAT CBPbXKOJIHYECTBO
crieUMMUYHUA XOPMOHH HUJIM IPYTH CBBP3aHU €CTECTBEHH BELLIECTBA.

HanpeaHal ObOpeyeH KapuMHOM (HarnpeaHal ObOPEYHOKIIETbYEH KAPLIMHOM ), KOraTo Jpyrure
BH/10B€ Tepanus (T.Hap. “VEGF-npuuesnHa repanus™) He ca ycrniesid aa cripaTt pa3BUTHETO Ha
3a00J19BaHETO.




2. Kaxkso TpubBa aa 3naerte, npeau aa npueMere Eseponumyc Bratpuc

Eseponumyc Buarpuc e Bu Obae npeanncad camo OT jieKap € ONHT B NPOTUBOPAKOBOTO JIEUEHHE.
CrnensaiiTe BHUMATETHO BCHYKHM yKa3aHua Ha Bawiusa nekap. Te Morar aa ce pa3nvuasar oT o0uara
MHOOPMaLIHS, KOATO CE ChAbPIKA B Ta3H JTUCTOBKA. AKO KMATe HAKAKBH BBIIPOCH OTHOCHO Eseposnmyc
BuaTtpuc nnm 3amo Bu e Oun npennucay, nonuraiite Bawua nekap.

He npuemaiite Eseponumyc Buatpuc

- AKO CTe UIEPradHE KbM €BePOJIHMYC, NOJ00HA XEMHYECKH BEIECTBa KATO CHPOJIHMYC HIIH
TEMCHPOJHMYC H/IE KbM HAKOS OT OCTAHAJIHTE CHCTABKH HA TOBA JIeKapcTRO (M30pocHH B
TOUKa 6).

AKO MHCJIUTE Y€ MOKE /1a CTe allepru4Hy, noMoJiete Bainusg nekap 3a CbBer.

[IpeaynpexieHHs H NPEeANAIHH MEPKH

[loBopete ¢ Baumna nexap win dapmaiiest, npeau xa npuemere Eseponnmyc Buarpuc:

- AKO MMaTte npobJieMH ¢ 9epHHA APod WK HAKOra cTe UMATH 3abojgBane, KOETO MOXKeE J1a €
3acerHano yepHHus Bu apo6. B TakbB ciyuail Moxe na ce Ha10k4 Bawuusar nekap na Bu
npeanuuie pasnuyHa go3a Eseponumyc Buatpuc;

- ako HMmarte AnadeTt (BUCOKHY HMBA Ha KPbBHA 3axap). EBeponumyc BuaTpuc Moxke A2 IOBULIH
HUBATa H& KPbBHATA 3aXap M Ja BJAOLLM 3axapHua Auadet. Toea MOXke 1a aoBeae 10
HeoDXOAHMOCT OT MHCYJIMHOBO JIeYEeHHe W/ WM NIeUeHHE C nepopanty aHTuauabeTHu cpeacTea.
Hugopmupaiite Bauua nekap, ako UMate CHMITTOMHA KaTO NIPEKOMEPHA kKaKAA WIH YECTO
YPUHHUPAHE;

- ako TpabBa 1a ce BAKCHHHpAaTe A0KaTo npueMare Eseponumyc Buarpuc;

- axKo HMaTe BHCOKH HHBA HA XoJecTepo.. Eseponumyc BHaTpuc MoOke 1a MOBHLIM XOJIECTEPOJIA
W/HAK APYTUTE MA3HUHH B KPLBTA,

- aKO HACKOPO CTE NMPETHLPIICAH roJiSMa OREPANHN, HIH aKO BCE Ol UMATe He3apacTHAIA paHa
cnen onepauus. EseponuMyc Buarpuc MOke 1a NOBULUIM PHCKA OT Bb3HHKBaHE Ha npobaemu,
CBBP3aHH CHC 3apacTBAHETO HA PAHUTE;

- ako uMate mHPpexnua. Moxe a ce HaNOXKHU J1a IEKYBATEe HHPEKUHATA MNMPEOX 1a 3aN0YHETE
neuyeHueto ¢ EBeponnmyc Buarpuc;

- aKo ¢Te HMaJTH xenaTHT B, Thii kaTO no BpeMe Ha aeyeHHeTo ¢ EBeponumyc Buarpuc e
BBb3MOXKHO pEaKTUBUpaHe Ha HHPeKLUATA (BXK. TOUYKE 4 “Bb3MOXKHH HEKEJIaHH PeaKLMU™);

- aKO CTE MPeMHHATH TbuesicueHne Wik Bu npecTon npyeneyeHue,

Eseponnmyc BuaTpuc MoXe ChLIO TaKa:

- na orcnabu Bauata iMyHHa cdctema. [lopaam Tasu npyuyuHa € Bb3MOXKHO Ja CTE U3MOXKEHH Ha
PHCK OT pa3BHTHE Ha nHekLms, nokato npueMate Epeponumyc Bruarpuc. AKO HMATE BUCOKA
TeMreparypa Wid APyrd Mpy3HalM Ha HH(EKUHA, KOHCYATHpailTe ce ¢ Bawnsa nekap. Hakowu
UHpeKLnK MoraT aa 6bJaT TeXKH M Aa JOBeAAT A0 CMbPT.

- na nosiuge Ha Bamara 66peuna ¢pyukuus. [To Tazn npuunHa, gokato npuemarte EBeponnmyc
Buatpuc, Baunst nexap me npocneassa Baiara 650peuna GyHkuuA.

- Ia MPHYHHY 3a0yX, KAUJIKUA U BUCOKa TEMIIEPATYpA.

- Na NPpUYMHHA pa3BHTHETO HA adTH M A3BU B ycTaTra. Moxe Aa ce Hanoxu Bawust nexap na
NnpeKbCHE UMK N1a peycTaHoBu neueHUeTo ¢ Epeponumyc Buarpuc. Moske aa e Heodxoaumo aa
MpoeejeTe NCUCHHUE ¢ BOAA 34 YCTa&, Me/l WM ApYrd NPpoaAyKTU. Hiikon BOAM 3a ycTa U reose
MOIaT Aa BJIOLIAT A3BHUTE, [I0OPAaH KOETO HE HINOM3BAMTE HELLO MPEaX Aa C€ KOHCYJITHPATE C
Baiuus nexkap. BatiuaT sexap Moxe aa nogHORH neueHueTo ¢ Eseponumyc Buarpuc cue chuiara
1033 WIH ¢ MO-HUCKA J034.

- Ja MPUYHHH YCIOKHEHHUA OT TbYeneHeHre. TeXKH YCIOXKHEHHA OT TbUEICUEHHETO (KaTO
rajcHe, 1Map1a, KOXHN OOPHUBKH K pa3A3BABAHUA Ha YCTaTa, BEHUUTE H MbpAOTO), BKI
daTanHu cnydyay, ce HabaaaBaT MpH HAKOW NALMEHTH, KOUTO NPUEMAT EBEPOIHM
€IHOBPEMEHHO C JILYECJICUEHUE HITH KOUTO Ca NMPHEMANH €BEepPOJIUMYC CKOPO cleA
NnpeMHHAIM Jib4eedyeHue. B fonbwaHeHue, cho0ana ce 3a T.Hap. CHHAPOM Ha p
nameT (BKIKOYBALL 3a4E€pPBABAHE HA KOXKATA WM Bb3naneHue Ha benure apobose

.....
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KOATO NIpeH € OKna NoMIOKEHA Ha JTbUSJICUCHHE) [PH MALMEHTH, KOUTO Ca ripeMUuHay
ABYETICUEHHE B MHHAJOTO. ‘

VeegoMete Baiilia nekap, ako MJ1aHUpaTe 4a ¢€ MOUIOKHTE Ha Jb4esedeHHe B Oi1kM3ko Obaetite
WJIH aKo Mpeau ¢te OMIH NOJUTOXKEHH Ha JIbUEICUCHHE.

Hudopmupaiite Bamns Jekap, ako HMaTe TE3H CUMITTOMH.

[To BpeMe Ha neuenneTo we BH ce npassT peaoBHO KpbBHU TecToBE. C TAX WIE ce MpoBepsasa 6poa Ha
KPbBHHUTE K1eTKU (Oenu KPbBHU KNETKH, YEPBEHU KPBbBHU KIIETKH M TPOMOOUMTH) B opraHv3ma By, 3a
aa ce suau nanu Eeseponumyc Buatpuc HAMa HAKaKbB HEXenaH edeKT BbpXY Te3M KieTkd. KpbBHuUTE
TECTOBE LIl C€ M3IO0JI3BAT ChLIO Taka 3a npoepka Ha Bawara 6v0peyuHa gyHKUMA (HUBO Ha
KpEaTHHHH), yepHoapoOHa PyHKLUMA (HHBA Ha TpaHCAMHMHA3MW) M 34 HUBATa Ha KpbBHATA By 3axap u
X0JIECTEPOJa, ThiH KaTO TE ChIHO Morar aa 6baat nosinusHu ot EBeponumyc Buarpuc.

Jlena H IOHOUIH
Eseponumyc Buarprc He TpabBa na ce npunara npu aeua v roHowH (nog 18-roauinHa Bb3pact).

JApyrn Jexapcrsa # Esepoanmyc BHaTpHc
Epeponnmyc Buatpuc Moxe 1a NosHAe HAYMHA HA JEHCTBUE Ha HAKOM JIeKapcTaa. AKO NMpUeMate

APYTrd NCKapCTea MO CbLUOTO BPpEME KaTO EBEPOHHMYG BH&T]JHC, MOXKE [a ce Hanoky Bauuar JICKap jJa
MNpoOMEHH 103aTa Ha EBBPOJ'[HM}’C BHHTPHC WIIH HA JPYTHUTEC JTCKAPCTEBA.

Hadgopmupaite Bamus aexap H1H dapManeBT, ako MpUeMare, HACKOpPo CTE NMPUEMAITH WITH €
Bb3MOXKHO Aa NpUEMETE APYTH JIEKapCTRa.

HU30poeHuTe BeulecTBa MOTaT Ja MOBUILAT PUCKA OT HEXENAHU peaKL UM, CBbp3aHHu ¢ EBeponumyc

Buatpuc:

- KE€TOKOHA30./1, HTPAKOHA30./1, BOPHKOHA30J WIH (PIyKOHAION U OpYeU GHMUMUKOMULU,
H3MOA3BAHH 32 JIeYEHUE HA FbOUYHH WHPEKIIHH,

- KJIAPATPOMHAIMH, TEJIHTPOMHIIHA WIH EPHTPOMUIIHH - AHTHOHOTHIH WU3MOA3BAHH 34 ICYEHHE
Ha OakTepHanTHH HHEKLNH;

- PHTOHRBHP U JIPYrd JIEK&RPCTBA, H3NO0./13BAHH 32 JiedeHHe Ha XHB nidexuna/CIITHH;

- BEpanaMuJ WIH JHATHA3EM, H3N0JI3BAHH 32 JICYEHHE HA CHPREYHH HAPYIICHHUS WIH BUHCOKO
KPbBHO HaJIAraHe;

- ApOREAAPOH, 1€KAPCTBO, HU3MOA3BAHO 38 PEryjMpaHe Ha CbpACYHATA YeCTOoTa,;

- HHKJOCHOPHH, JJEKAPCTRO, H3NOJ38aHO 3a NPEACTBPATABAHE HA OTXBBPJISHETO HA
TPAHCIUIAHTAPAHU OpraHH OT OpraHu3Ma,

- KAaHAOHAMO. (M3MON3BaH NPU PA3TUMHU N0KA3aHUA, BKTIOUYHTENHO 32 JIeHeHHEe Ha NIPUNAabLH);

- MMATHHHO0, U3MNOI3BAH 32 NOTUCKAHE HA PAacTeka Ha PAKOBH KIIETKH;

- HHXHONTOPH HA AHTNOTEHIRH-KOHBepTHpalHA eH3uM (ACKE) (kaTo pamunpu.I), U3N0N3BaHU
34 JIeYEHHE Ha BUCOKO KPbBHO HAiraHe ¥ Apyru CupAeHHO-CbAOBK Npodnemu.

- He$a3010H, H3TOI3BAH 3a JICYEHUE HA ACTIPECHS.

U30poeHnTe BelliecTBa MOraT 1a noHwkart epexkruBHocTTa Ha EBeponumyc Buatpuc:

- pudaAMNHIHA, U3NOJI3BAH 3a JicucHUe Ha TyOepkynosa (1B);

- epaBHpeHH WK HEBHPANHH, U3non3sar ce 3a neueHne Ha XHUB undexuns/CITHH;

- KBJIAT KanTaprou (Hypericum perforatum), OWNKOB NPOAYKT, H3NOA3BAH 3a IEYCHUE Ha
Aenpecus U APYrd CbCTOAHMA,

- AeKCAMETA30H, KOPTHKOCTEPOK, H3MO/I3BaH 3a JICUEHHE Ha MHOTO pa3nHyHHU 3abongaean
BIJTIOYHTEJTHO BB3IMATUTENHH HIH UMYHHH NpoOaeMH;

- dennronn, kapbamazenun U1K penobapORTAN U APYIH AHTHENHICNTHIH, H3MOJ
JICYEHUE HA IbPYOBE WK [TPUCTDBIIH.




HamMaay go3ara Ha Eseponumyc Buarpuc.

EBepoanrmyc BuaTpuc ¢ xpaHa H HRATHTKH
U3bsarsaitre na koHCymMupaTe rpengpyT ¥ coK oT rpeiinppyr A0KaTO CTE Ha JieueHHe ¢ EBeponuMyc
BuaTtpuc. Tosa moxe aa noBHINK KonuuecTBOTO EBeponMMyc BHaTpHC B KpBBTa, BEPOATHO 10 BPEAHO

HHBO.
bpemMeHHROCT, KbpMeHe H PepTHIRTET

bpeMEHHOCT

Eseponumyc Buarpuc Moxe aa yBpeau Bauius roiog v He ce npenopbuBa Mo BpeMe Ha OpeEMEHHOCT.
Hudopmupaiite Bawuus nekap, ako cre OpeMeHHa WITH aKO MHUCIIMTE, 4e MOXKe Ja cTe OpeMeHHa.
Batuusat nekap e Bu nocbBersa Jand € NoAXOAALIO0 Aa NPHEMATE TOBA JIEKAPCTBO 110 BpEME Ha

OpeMeHHOCTTA.

JKeHH, KOMTO MOTEHLMAIHO MOraT aa 3abpemMeHenT, TpabBa Aa U3NOJI3BAT BHCOKOE(EKTUBHU METOIH HA
KOHTPALEMNLKE 110 BPEME HA JICUCHHETO U B IIPOBLIIAKEHHE HA 8 CEAMHLIM CJie]l MPHIUTIOYBAHE Ha
NIeYeHHETO. AKO, BHIIPEKH B3ETUTE MEPKH, MHCITHTE, Y€ € Bb3MOXKHO Ja cTe 3adpeMeHsna, nonuranre
Batuus nexkap 3a CbBeT npedu Aa NpoaBIDKHATE NpueMa Ha Eseponumyc Buarpuc.

KnpMmene

Eseponumyc Buarpuc Moxe Oa yepeau kbpMadeto Bu. He TpsabBa na kepMuTe no Bpeme Ha JIeYeHHETo
¢ EBeponumyc Buarpuc 1 B MpoaAnDKEHHE Ha 2 CeIMMUM CNE TPHEMA Ha MOCIeHaTa 1034
Eseponnmyc Buatpuc. Hudopmupaiite Baliua nekap, ako KbpMHTE.

XeHcky DepTUaUTET
HabronaBaT ce NepHOAM Ha JIMICA HA MECEUYEH UKD (AMEHOpEA) NP HAKOH XKEHH, JIEKYBAHM C

Eseponumyc BuaTpuc.
EBeponnmyc BuaTtpuc MOXe Aa OKaXKe BIKWAHME BBPXY KEHCKUA pepTiuuter. ['opopete ¢ Bauns
JleKap, ako HCKATe Aa HMaTe acta.

Mbxku hepTHIHTET
Eseponumyc Buarpuc Moxe aa 3acerHe MbxXKus geprunurer. KoHcyntupaite ce ¢ Bawums nekap, ako

HCKATC Jda HMATC ACLA.

Hlopupane u padboTa ¢ MALIHHH
AKO ce 4yyBCTBaTE HeoOMYaHO H3MOpEHH (YMOpaTa € MHOTO YECTa HEXeJlaHa peakuus), Obaere
oc0o0eHO BHUMATEITHH MpH twopupane win padota ¢ MallIMHH.

Enepoaamyc BraTpHC ChABpXKa JIAKTO38
EBeponumyc BuaTpuc cbabpika nakrosza (Miae4Ha 3axap). Ako BawuaTt nexap Bu € kazan, ue umare
HENMOHOCHMOCT KbM HAKOH 3aXapH, MOCHBETBAaNTE Ce C HEro NPEeIX Aa B3EMETE TOBRA JEKAPCTRO.

3. Kax na npuemarte EBepoanmyc Buatpuc

BuHarn npuemaiite ToBa NeKapcTBO TOMHO KakTo BH € kazan Bawusat nekap wnu papMaueBT. AKO He
CTE CUTYPHH B HELLO, nornuTaiTe Bawmus nekap unu apmaliesT.

[TpenopbuKTeHaTa 103a € 10 mg, npueTa BeaAHbXK JHEBHO. Bawvar iekap we Bu kaxe Konko
Tabnetku Epeponumyc Buatpuc na npuemare.

Ako UMate npobsieMu ¢ yepHHa Apo0, € Bb3MOXKHO BamunsaT nekap Aa 3anouHe JeUeHHeT
no3a Ha Eseponumyc Buatpuc (5 mnu 7,5 mg Ha acH).




AKO 10oNy4HTE HAKAKBH HEXENaHU peakLuH, AokaTo npuemare Eseponumyc Buatpuc (Bxk. Touka 4), €
BBL3MOXKHO BalunsT nexap Aa HaMau Ao3aTta Bu WK Aa cripe JIeYEHHETO 3a KpaThK MEpUO OT BpEME

HJIH OKOHYATCITHO.

[Tpuemaiite EBeponumyc Buatpuc BegHbK AHEBHO, MPHOAUZUTENHO [10 €HO M ChLIO BpEME BCEKH AeH,
WK BUHATH ChC WIM BHHAru De3 xpaHa.

'nnraiire Tabnerkara(ure) uana(y) ¢ yawa soaa. He apBuete U He uynere Tabnerkure.

AKO CTe NpHeJH noBede oT HeoOXxoanmara 103a Esepoaumyc Buatpuc
- AKO cTe npHeny npekaneHo MHoro Epeponumyc Buatpuc WM HAKOH Apyr Ciy4akHO € B3eA OT
BaiiuTte TabneTkn, KOHCYATUpATE Ce C Jiekap MK oTuAeTe He3abaBHO B HonuHua. Moxke na ce

HYXJA€TC OT CIICIUHO JICHCHHC.
- BiemMeTe onakoBKaTa M Ta3u TUCTOBKA, 32 Na € HAACHO JCKAPAT KaKBO CTC NPHCIIH.

AKO CTe NpoNycHAIH g4 npueMeTe EBepoanmyc BuaTpnc
AKO CTe NPONyCHAIM Aa npueMere eaHa 103a, B3eMETE CAECABALIATA 003a KAKTO € npeandcaHo. He
B3eMaiiTe ABOHHA /1033, 3a 1a KOMIIEHCHPATe NPONYCHATHTE TabNeTKHY.

AKo cTe cupe.H npuema Ha Esepoanmyc Baarpuc
He cnupaire npuema Ha EseponuMyc Buarpuc, nokaro BaliuaT nekap He BU kaxke Aa ro HanpasHTe,

AKO MMaTe HAKAKBH JONBJIHHUTENHH BLNPOCH, CBEP3aHM ¢ ynoTpedara Ha TOBa JIEKAPCTBO, NOMMTAKTE
Bauiusa nekap Wi ¢papMaLesT.,

4. BL3MOMXKHE HeXEJIAHA PeakUuHH

KakTo BCHUKH JICKapCTBa, TOBA JIEKAPCTBO MOXE ia NMPEAW3IBHKA HCKEIIAHHU PC€AKUHH, BBIIPEKH UC HE
BCCKH I'¥ 110/1y4dBa.

CITPETE npuema Ha Eseponumyc Buarpuc 4 nothpcere MeAULMHCKA NOMOLL He3abaBHO, aKko
MOJy4#TE HAKOH OT C/IeIBALLMTE NMPU3HALIM HA AlepPryuyHa peaxkiums:

- 3aTPYAHEHO AHLLIAHE HIH NpernbliaHe

- OTOK Ha TMLETO, YCTHUTE, €3UKa WIH IbpJIOTO

- CcWieH chpOex Ha KOXara, ¢ YepBeH OOpUB WIH NOAYTHHH

CepHo3uHTe HeXeJJanH peaknHH HA EBepoanmyc BHaTpHc BK/IIOUBAT:

Muoro yecTH (Mozam Oa 3aceznam nogeve om 1 na 10 oywu)

- [TosHuieHa TeMnepatypa, BTpucase (Npu3HauM Ha HHPEKUHA)

- Tpecka, KaluLia, 3aTPYAHEHO AMIIAHE, XpUIoBe (MPU3HALM HA BbanalieHue Ha denund apob,
M3BECTHO KaTO NMHEBMOHMUT)

Yecrr (Mocam Oa 3aceznam 0o 1 na 10 oywu)

- [TpekomepHa xaxa, NOBULLEHO OTAENISIHE HA ypPYHA, MTOBULLEH AMEeTUT Che 3aryba Ha Terno,
yMopa (npu3Haus Ha auader)

- KbpBeHe (xeMoparusi), HanpuMep B UpeBHaTa CTeHa

- CWIHO TOHMIKEHO OTAENSHE Ha YpHHA (MpHU3HaK Ha OsOpeyHa HEAOCTAaTBLYHOCT)




HeuwecTn (Mocam oa 2acezrnam 0o 1 na 100 oywwu)

- Tpecka, koxxeH 00pus, 60/1Kka B CTaBUTE U Bb3NAJICHHE, KAKTO H YMOPA, 3aryda Ha aneTHr,
rajiede, »bATeHHLA (MNOXWITABAHE HA KOXaTta), OOnKa B ropHaTa JsCHa 4acT Ha KOpema, CBET/IH
MINPaKHEHHs, TbMHA ypuHa (Morat fa 6baaT NpU3HALKM HA MOBTOPHO AKTHBHUpAHE Ha XenaTuT B
BUPYCHA HHJEKLHA)

- 3aayx, 3aTPYAHEHO AUILAHE B JIECHAIO NOJOXKEHUE, OTOK Ha CThI1ajIaTa U KpaKara ([IpU3HALIM Ha
ChplevyHa HEAOCTATbYHOCT)

- Otok w/wiu 601Ka B €1HHHA KpaK, 0OOMKHOBEHO B rpaceLa, 3a4epBaBaHe WM 3aTOIVIAHE Ha
KOXaTa B 3acerHarara obnact (nmpM3HaUM Ha 3anyliBaHe Ha KPbBOHOCEH Cbi (BE€HA) Ha Kpaka,
MpeaU3BHKAHO OT KPbBEH ChbCHPEK)

- BHe3anHa mosBa Ha 3a1yX, rpbjAHa O00MKa WK KpBBOXpaK (MOTCHUMAIHH NPH3HALIM HA
6enoapobHa eMO01HUA, CHCTOAHUE, KOETO Bb3HHKBA MPH 3anyLiBaHe HA €AHA WIH MOoBeYe
OenoapobGHH apTepHK)

- CuwiHo HaMasgBRaHe Ha KONMMYECTBOTO HA OTAEJIEHATA YPUHA, OTOK HA KpaKaTa, 4yBCTBO HA
obnpkaHocT, 6osika B rbpba (Nnpu3HauM Ha ocTpa OLOpedYHa HEAOCTATBYHOCT)

- O6pus, chpOEXK, YPTUKAPHA, 3aTPYAHEHO AHIIAHE WIH NPETIBbUIAHE, 3aMasHOCT (MTPHU3HALM Ha
CEPHO3HA ANlepryuyHa PeaKkilus, M3BECTHA ChLIO KAaTO CBPbX4YYBCTBUTE/THOCT)

Penxn (Mozam oa 3aceznam 0o 1 na 1 000 oywu)
- 3agyX Wi y4ecTeHO AHLUIaHe (TpHU3HALM Ha PECIUPATOPEH AUCTPEC CHHAPOM)

AKO AOSYHHTE HAKON OT TE3H HEKEIAHH peaknnH, nandopmupaiite Bamnga Jekap nezabasno, Thi
KATO € Bb3MOXKHO A2 HMAT KHBOTO3ACTPAWIABAIIH NOCAEACTBHS.

JIpYTHTe BB3MOKHH HexXeJIaHA peaknnn Ha EBeponnmyc BaaTpuc BkawuBar:

Mmuoro uecTH (Mozam oa 3aceznam noaeve om I na 10 oywu)

- YMopa, 3aayXx, 3amasHocT, bneaa koxa, NpU3HaUM Ha HHCBK Opoi Ha YEPBEHHTE KPBBHH KJIETKH
(anemMua)

- [loBuineHU HUBA HA KPBBHATA 3aXap (XHNEPriIHKEMH )

- 3aryba Ha areTur

- BHcokH HHBA Ha JTHNKANUTE (MAIHUHHKTE) B KPBHBTA (XHUIIEPXONECTEPOIEMHA)

- HapylieHue Ha BKyca (aycrey3us)

- ['naBobonue

. KspBene ot Hoca (€IMCTAKCHC)

- Kaimnuua

- A3BU B ycTaTa

- Cromauen guckoM@opT, BKJIKOYBalLl TaACHE WIH JHADUS

- KoxeH obpus

- Copbex (npyputyc)

- Ycewmane Ha cnabocT Wiy ymopa

- OTHuaHe Ha pbLETE, AJIaHUTE, CThIIaaTa, Me3CHHTE WK APYTH YaCTH Ha TANOTO (MpU3HALIM Ha
OTOK)

- 3aryba Ha Terno

Yectu (Mocam Oa 3aceznam 0o | na 10 oyuu)

- CnoHTaHHO KbpBEHE WK 00pa3yBaHe HA CHHUHHU (NpU3HaUM HA HUCHK Opoi Ha TpombouuTHUTE,
H3BECTHO CBILO KATO TPOMOOLIMTOMEHHA)

- Tpecka, 3a4epBeHO I'bPJ1O, S3BH B YCTaTa BCAEACTBHE HA HHPEKUMA (MPU3HALIM HA HAMANE
Ha OenTe KPbBHU KIICTKH, JIEBKOTICHUA, THMOONEHUR W/ WU HEYTPOTICHHSA )

- Jlumdoenem (0TOK Ha TLKAHUTE HA TANOTO, HAW-YECTO HA PLLETE WITH Kpakara)

- 3anyx (aucnHes)

- XKaxna, nHamaneHo oTAcNgHE HA YPHHA, ThMHA YPHUHA, CyXa 3a4E€PBEHA KOXa, pa3
(Mpu3HaLKM HA ASXWApATaLIUA)

- be3ictHue (HHCOMHHA)




- [ nasobonne, 3aMasHOCT (MPU3HALM HA BUCOKO KPbBHO HaNfAraHe, H3BECTHO ChIUO KATO
XMIIEPTOHUA )

- Tpecka

- Bh3naneHre Ha 1MraByLiaTa Ha ycTaTa, CTOMaxa, 4yepsara

- Cyxora B ycrara

- KucenuHu (aucrnerncus)

- [Tospbllane

- 3aTpyaHeHo nperabulaHe (aucdarus)

- Kopemua 6onka

- AKHE

- OOpuB 1 6onka B 061aCTTa HA ANaHUTE Ha PLLETE WK INME3CHUTE HAa KpakaTa {CHHAPOM pbKa-
Kpak)

- 3auepBABAHE HA KOXATa (EPHUTEM)

- bonku B cTaBUTE

- boika B ycTaTa

- HapyilieHHs Ha MEHCTPYaLMATA, KATO HEPEAOBEH LUHKDJI

- Bucokn HHBa Ha nUNUAMTE (MA3HUHHUTE) B KPbBTA (XHIEPAHNHAEMHUSA, NOBKLICHH
TPUTITHLIEPHIN)

- HuckH H1MBA HA KaJIMH B KPBBTA (XHUMOKAIUEMKA )

- Hucku HuBa Ha ¢ocdaT B KpbBTa (XHNogochaTeMmus )

- Hucky HUBaA Ha KAJILIMKA B KPBLBTA (XUNIOKATLUEMHS )

. Cyxa Koxa, OeeHe Ha KOXKAaTa, KOXKHH Ne3UH

- HapyweHHs Ha HOKTHTE, YyNIEHE HA HOKTHTE

- Jlex xoconag

- OTKI0HEHHA B PEIYJITATHTE OT H4EPHOAPOOHHUTE KPBBHH TECTOBE (TOBHLUABAHE HA AJIAHUH U
acrapTtat aMHHOTpaHchepa3aTa)

- OrrioHEeHHA B pe3yaratuTe oT Os0peuHHTe KpbBHU TECTOBE (MOBHULLEH KPEaTHHHH)

- OTtok Ha knenava

- beaTek B ypHHaTa

HeuecTn (Mozam oa 3aceznam oo 1 na 100 oywu)

- CnabocT, CIOHTAHHO KbpBeHe WK 00palyBaHe HA CHHMHH H YECTH MHPEKLUHMH, CbC CUMITTOMH
KaTo TPecka, BTPUCAHE, 3a4E€PBEHO I'bPJIO WIH A3BH B ycTara (NPH3HALM Ha HUCBK OpoH Ha
KPBBHHTE KJIETKH, H3BECTHO CbILO KATO MAHLUTONECHHS )

- 3aryfa Ha Bkyc (areysus)

- KpnBOXxpak (xemMonru3a)

- HapylieHus Ha MEHCTpYaUMATa, KaTo JIMMCA Ha LMKBJI (aMeHoped)

- [To-uecTo oTACNAHE HAa YPHHA NpPE3 ACHA

- ['pbana Gonka

- HapyuweHo 3apacTeaHe Ha paHH

- ['Opeuln BBLIHH

- Cexpeums OT OKOTO CbC CbpOex, 3auepBaBaHe, 3a4EPBEHO OKO (KOHIOHKTHBHT)

Peakn (Mozam oa 3aceznam oo [ na 1 000 oyruu)

- YMopa, 3aayx, 3aMasHOCT, Oieaa koxa (NpH3HalK Ha HUCHK Opoi Ha YEPBEHHTE KPbBHH KIETKH,
BH3MOXKHO € 14 C€ JBbJIXKH Ha €IMH BUJ aHEMHA, HAPEYCHA YMCTA AI/Ia3usl Ha YePBECHUTE KPbBHHU
KJIETKH)

- OTok Ha nMueTo, B 06nacTra HA OUMTE, YCTATA H BLTPELIHOCTTA HA YCTATA WHWIH IbPIOTO, KAKTO
M Ha €3MKa, H 3aTPYAHEHO IHIIAHE WK NperbliaHe (M3BeCTHO ChUIO KATO aHr'Hoeaem),
ca MpU3HALIM Ha alepri4yHa peaKLus

C Hen3BecTHA 4ecTOTA (OT HATUUHMTE JaHHHU HE MOXE Ja Ob/ie HanpaseHa OLeHKa)

- Peakiiys B 001aCTTa HA NPEAXOAHO U3BBLPLICHO JbHETICHEHHE, HAMNP., 3a4epBsIBaHE H
Bb3najicHWe Ha OesuTe ApoboBe (T. HAp. CHHAPOM Ha pagHallHOHHA MaMer)

- BrolaBaHe Ha HEXXENAHUTE PEAaKLMU OT NbYEICUCHHETO



AKO T€3H HEXKEJIAHH PeaKIHH CTAHAT TEXKKH, Moas nHGopmupaiiTe Bamna gekap u/uan
¢apmanenT. [loBeueTo 0T HexeJAHHTE PEAKUHH €A JIEKH A0 YMEPEHH N0 TEXKecT H 00HKHOBEHO
H39€3BAT NpPHW NPeKbCBaHE HA JiedeHREeTO BH 3a HEKOJIKO AHH.

CpobmaBaHe HA HEXKEJIAHH PeaAKIHA
AKO MONYYHTE HAKAKBU HEXENaHH JIEKAPCTBEHH peaklUuy, yBeaoMere Bausa nekap win papmauest.
ToBa BKHOYBA BCHYKH Bb3MOXKHH HEOITHCAHM B Ta3H JIMCTOBKA HEXKEJIAHW peakuuu. Moxere cbllo a

CBHOOLHUTE HEXENAHH PEAKLMK JUPEKTHO 4Pe3 HALMOHAIIHATa CUCTEMA 3a ChoOllaBaHe:

HanbnHuTenHa areHuus no jekapctea (MAJ)
yia. Jlaman ['pyes Ne §

1303, rp. Codus

P. brarapus

Ten.: +359 2 8903 417

dakc: +3359 2 8903 434

e-mail: bda@bda.bg

yeOcauT. www.bda.bg

Karto cho01aBate HeXeNaHW peaKUMH, MOXKETE Jia AaACTE CBOSA NMPHHOC 3a MONY4aBaHEe HA MOBEYE
MH(pOPMALNA OTHOCHO 6€30MacHOCTTa Ha TOBa 1EKapCTRO.

3. Kak na coxpanasate EBepoarmyc BuaTpuc
Ja ce cbxpaHsaBa Ha MACTO, HEAOCTBLITHO 34 AeLA.

He #i3non3paiiTe TOBa N€KapCTBO C/I€/l CPOKa HA FOAHOCT, OTOENA3aH BbPXY KapTOHEHATa ONAKOBKa M
6aucrepa. CpoKbT HA TOOHOCT OTFOBAPA Ha NOCHEAHHUSA ACH OT NOCOYECHUA MECELL.

Ha ce ¢cpxpaHaBa B OpUrHHATHATA OMAKOBKA, 3a /a C€ NpeAna3u OT CBET/IHHA.
To3u nekapcraeH NMPOAYKT HE U3UCKBA ClICUHAIHH TEMIIEPATYPHHU YCIOBUA Ha ChXPaHEHHE.
He u3xsupngiiTe nexkapcTeara B KAHATM3aLHMATA WIM B KOHTEHHEpa 3a AIOMALIHH oTnagbuu. [Tonuraiite

Bawua dapmaneBT Kak Aa U3XBBHPJIATE IEKAPCTBATA, KOUTO BEUYE HE U3MOI3BaTe. Te3u MepKH Lie
CIMOMOTHAT 3a OMNa3BaHe Ha OKOJIHATA Cpeaa.

6. ChabpKanHe Ha ONAKOBKATA U AONbLJIHRTEIRA HHboOpMAaN U

Kakso ¢babp:xa Esepoumyc Buatpuc

- AKTHUBHOTO BELECTBO € eBeponnuMyc. Bedka tabnetka Ereponnumyc Buatpuc cbabpka 5 mg wiu
10 mg eseponumyc.

- Hpyrure cbeTaBku ca: OytmnxuapokcutonyeH (E321), xunpomenosza (E464), nakrosa, nakrosza
mMoHOXuapaT, kpocnoBuaoH (E1202) n maruesuer creapat (E470b). Buwxre Touka 2
,.EBeponumyc Buatpuc crabpxa nakrosa™

Kak marnexaa Eseponnmyc Buarpuc H KAKBO ChABPKa ONAKOBKATA

Ereponumyc tabneTku ca HAMHYHM B IBE KOHIICHTPALIMH:

Eseponumyc Buarpuc 5 mg tabnetku ca 6enu, OBanHH, ABOHHO H3NBKHAH TabAETKH,
Haanue “E9VS 5 ot ennara cTpaHa.




Eseponvimyc Buatpuc 10 mg Tabnetku ca 6enu, oBanuu, ABORHO H3TbKHANY TaDNETKH, € rpaBHpaH
Haanuc “E9VS 10” ot egxara cTpaHa.

Eseponumyc Buarpuc ce npeanara B KApTOHEHH ONAKOBKH, cbAbpxkaly 30 win 90 Tabnerky 8
onmcrepu. [Ipennara ce B kaproHeHa onakoska oT 30 tabnerku B nepopupaHu 614McTepu ¢ EIUHHYHH

HJO3H.

He BCUUYKH BUAOBE OMAKOBKMA MOrat aa ObJar nycHaTH Ha nasapa.
IIpurexares HA pa3pelIecHHETO 3a ynoTpeba 1 NPOHIBOAUTE]

[IpuTexaren Ha pa3spelieHHETO 3a ynoTpeda
Viatris Limited

Damastown Industrial Park

Mulhuddart, Dublin 15

DUBLIN

HUpnaugus

[Ipon3soauTen
Synthon Hispania S.L., Castello 1, Poligono Las Salinas, 08830 Sant Boi de Llobregat, Ucnauus

Synthon BV, Microweg 22, 6545 CM Niymegen, Huaepianaus

Tosa JJexapcTBO € pa3peuieno 3a ynorpeba B aAbpxaBuTe-ui1eskH Ha EBponedickoTo
HKOHOMHECKO npocTparcTBo H B Ob0eannenoto kpasicTeo (Cesepua Hpaauaus) noa ciieanure
HMEHA!

Crpana HmMe Ha nekapcTBo

Haaephanaud Everolimus Viatris 2,5 mg, tabletten
Everolimus Viatris 5 mg, tabletten
Everolimus Viatris 10 mg, tabletten

bnarapus Eseponumyc Buarpuc 5 mg tabnertku
Eseponumyc Buarpuc 10 mg tabnetku

XbpBATHS Everolimus Viatris 2,5 mg tablete
Everolimus Viatris 5 mg tablete
Everolimus Viatris 10 mg tablete

anun Everolimus Viatris, 2,5 mg tabletter
Everolimus Viatns, 5 mg tabletter
Everolimus Viatns, 10 mg tabletter

OunIaHHS Everolimus Viatns, 2,5 mg tabletti
Everolimus Viatris, 5 mg tabletti
Everolimus Viatris, 10 mg tabletti

PpaHuua Everolimus Viatris 2,5 mg comprimés
Everolimus Viatris 5 mg comprimes
Everolimus Viatris 10 mg comprimés

I'epmanus Everolimus Mylan 2,5 mg Tabletten
Everolimus Mylan 5 mg Tabletten
Everolimus Mylan 10 mg Tabletten
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Crtpana Hme na JexkapcTBo

Hranna Everolimus Mylan 2,5 mg compresse
Everolimus Mylan 5 mg compresse
Everolimus Mylan 10 mg compresse

Hopsernsa Everolimus Viatris, 2,5 mg tabletter
Everolimus Viatns, 5 mg tabletter
Everolimus Viatris, 10 mg tabletter

Iopryranas Everolimus Mylan

Hcnanug Everolimus Viatris 5 mg comprimidos EFG
Everolimus Viatris 10 mg comprimidos EFG

Hisennsn Everolimus Viatris, 2,5 mg tabletter
Everolimus Viatris, 5 mg tabletter
Everolimus Viatris, 10 mg tabletter

Obeguneno KpaacTeo Everolimus Mylan 2.5 mg tablets
(Cesepaa Hpnanaus) Everolimus Mylan 5 mg tablets
Everolimus Mylan 10 mg tablets

3a fonbjaHATEIHA HHPOPMALIMA OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBBPMKETE C€ C IOKATHHUA
NpeACTABHTEN HA NPUTEXKATENA HA pa3pelIeHHETO 3a ynoTpeda:

busarapus

Maiinan EOO/]

Oduc crpana ,,Cepaunka OducH*
byn. CutHgkoBo Ne 48, et. 7
1505 Codus

Ten: +359 2 44 55 400

JaTta Ha NocJIeIHO npepalr/iekiaHe HA JHCTOBKATA
08/2024
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