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Ceprukan 0,25 mg Tad/1eTKH o 14 -01- 2025
Certican 0,25 mg tablets - 67 78 y

Ceprukan 0,5 mg radjieTkn
Certican 0,5 mg tablets

Ceprukan 0,75 mg Tadjerku
Certican 0,75 mg tablets

Cepruxkan 1,0 mg TadeTkn
Certican 1,0 mg tablets

eBeposiMMycC (everolimus)

[Ipoyerere BHHMATEIHO LAJIATA JIHCTOBKA, NPE/IH 14 3aNI04HETe /1a NPHEMATe TOBA JIEKAPCTBO,
Thil KATO TH ChAbpPKAa BaxkHa 3a Bac nundopmanmus.

e 3anasere Ta3u JUCTOBKA. MoKe /1a ce HaJl0KH /1a A MPOYETETE OTHOBO.

e AKO UMaTe HAKAKBM JOMBJIHUTEIIHU BLIIPOCH, NMonuraite Bawius nekap wiun papMaliesT.

e Toga JIeKapcTBO € npeanucaHo JuuHo Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To moxe 1a
MM HaBpe/H, He3aBUCUMO Y€ MPU3HALMTE HA TAXHOTO 3a00/1sBaHe ca ChlMTe KaTo Bauiure.

e AKO NOJIyuMTE HKAKBH HEKE/laHH peakiuu yeeaomere Bauus nexap wiu papmauest. Tosa
BKJIKOYBA U BCUYKH BB3MOXKHH HEXKEJIaHHW peaKklHH, HEONTMCAHKW B Ta3u JIMCTOBKA. BuikTe
TOuKa 4.

KakBo ¢bIbpAKA TA3H JIHCTOBKA!
KakBo npeacrasisiBa CepruKkaH M 3a KaKBO C€ M3I10J13Ba
KakBo TpsiOBa J1a 3Haere, npeau aa npuemere CepTukaH

e

3. Kak na npuemare CepTUkaH

4.  Bb3MOXKHHU HEXKEJTaHW peakLUH

5. Kak na cpexpansaBare CepTHKaH

6. CpabpKaHHe HA ONAKOBKATa U JONbJIHUTE/IHA HHOpMaLKS
1. Kakso npeacrapiisiBa CepruKaH H 3a KAKBO €€ H3110./13BA

AKTHBHOTO BelecTBO Ha CepTUKAH € €BEPOJIMMYC.

EseponuMyc npyuHaUIEKH KbM Ipyrnia JieKapcTBa, HapeueHHn uMyHocynpecopu. M3nonsea ce 3a
Npe0TBpaTABAHE HA OTXBBPJISHETO Ha TPaHCIUIAaHTHpaHHUs OBOPEK, ChpLE WM YepeH J1pod oT
UMYHHATa CUCTEMA HA TAJIOTO MPH Bb3PACTHH MMALIMCHTH.

CeprukaHn TpssOBa Ja ce npujara CbBMECTHO C JIPYTH JICKapCTBa, KaTO LIMKIOCTIOPHH MPH
6BbOpeuHa M Chp/ieYHa TPAHCIJIAHTALIUA, TAKPOJIMMYC NPH Y€PHOAPOOHA TPaHCIIAHTALIMS W
KOPTHKOCTEPOMIH.

2. Kakso TpsiOBa /1a 3Haere, npeau Aa npuemere Ceprukan

He npuemaiite Ceprukan

® aKoO CTe aJlepruyHM (CBPbXYYBCTBUTE/IHH) KbM €BEPOJIMMYC WIIH KbM HAKOS OT OCTaHAJIMTE
ChCTABKH HAa TOBA JIeKapcTBO (M30pOoeHH B TOUKa 6);

o aKO CTE aJIepruyHu (CBPbXYYBCTBUTEIHH) KbM CHPOJIMMYC.

AKO HAKOe OT H30poeHHTe no-rope ce orHacs 3a Bac, napopmupaiire Bamus

npuemaiite Ceprukan.




IIpeaynpexgeHHs H OPEANA3HH MEPKH

I'osopere ¢ Bamus gexap, npenn aa npuemere Cepraxan:

. JlexapcTBa, KOHTO NOTHCKAT HMYHHATa cvcreMa Kato CepTHKaH, HaMaJlaBaT CNOCOOHOCTTA Ha
TANOTO Aa ce 60pH cpelny mHbekuu. [ipenopbunTenHo € na ce koHcyarupare ¢ Bamua nexap
UITH C LIEHTBPA MO TPAHCIIIAHTALIMA, aKO HMATE TPECKa MK 0010 HEPA3NONOKEHHE, HIH UMATE
NOKAJIHNA CUMIITOMH KAaTO KallJIULA WK yCellaHe 3a NapeHe NPy YpHHUPaHe, KOUTO Ca TEXKH
WTH NEPCUCTHPAILLH B NPOAB/DKEHUE HA HAKONKO AHH. KoHcynTupaiite ce nezabasHo ¢ Bawus
JIEKAp WK ¢ LEHTBbPA N0 TPAHCTUIAHTALIUA, aKO C€ UyBCTBATE 00bPKAHHU, HMATE NPODNEMH C
ropopeHeTo, 3aryba Ha nameTTa, raBoOOKMe, HapyIIEHO 3PEHHE WIH NPUNAABLM, ThiH KATO Te
MOJKE A Ca CHMIITOMH Ha PAAKO, HO MHOTO CEPHO3HO CHCTOAHHE, HAPEUEHO NPOrpecHBHa
MHOMcecTBeHa nepxoeHuedanonatus (PML).

. AKO HaCKOpO CTE NpPETLPIIEIH rojiimMa onepanms, HIH ako BCE OlIE HMa HE3apacHATH PaHH Clie
onepauus, CepTHKaH MOXeE Aa yBEJIMUH PUCKA OT NPobNEMH CBBP3aHH C Bb3CTAHOBABAHETO HA
paHHTE.

. JlekapcTBaTa, KOUTO MOTHCKAT MMYHHATA CUCTEMA, KaTo CepTHKaH, MOXe 13 NOBHILAT PHUCKA OT

MosABa Ha paK, oco0eHo Ha KOXkaTa ¥ iuMdHara cuctema. [lopaau Tazu npuukna TpsdOBa na
OrpaHUUMTE M3NaraHeTO HA CITLHYEBA U YITPaBHONETOBA CBETIMHA, KATO HOCUTE NOAXOASALLH
ApPEeXH H YECTO MPHIAraTe CABHUE3ALMTEH KPEM C BUCOK 3allMTeH (HaKTop.

. BamusaT nekap BHHMATENHO Wie npocneassa 6b0peyHaTta By QyHKLHKA, KOJIMYECTBOTO HA
MazIHUHUTE (IMIIHOUTE) U HHBATa Ha 3axXap B KPbBTA, TaKa KakTO U KOMUYECTBOTO NPOTEHHH B
ypHHara.

. Ako umare npobiieMH ¢ YepHUA pod WM HAKOra CTe UManH 3abossBaHe, KOETO MOXKE Aa €

3acerHano yepHus Bu apo6, Mmons uudopmupaitte Bawus nexap, Tbi KaTo MOXKeE [1a C€ HaNOXKH
npoMsHa B Jo3aTa CepTHKaH, KOATO NpUEMare.

* AKO UMaTe pecMpaTOPHH CUMNTOMHM (HAND. KAlWIHIIA, 3aTPYAHEHO AHIIAHE H XPHIIOBE), MOJISA
nHopmupaiite Bamns nexap. To# Lie npeneHH Kak H Jalld Ja MPOAB/DKHTE NPHEMA Ha
CepTHkaH, KAKTO W/WIM AajIM Aa NoJiy4aBaTe APYrH JEKAPCTBEHH MPOAYKTH 3a NMPEOJ0JIABAHE
Ha Te3u NPobJIEMH.

. CepTHKaH MOXe []a HaManH NPOU3BOACTBOTO Ha CMIEPMATO30MH NPH MBXKETE, KaTO MO TO3M
HaYMH HAMaJIABa Bb3MOXKHOCTTA Aa uMart aeua. Edekrbt 06ukHOBEHO € oOparum. [TauueHTuTe
OT MBbXKKH T10J1, KOUTO MCKAT Ja MMAT Aeua, TpadBa aa o0ChAAT NeUEHHETO ¢ NEKYBallHA CH
neKap.

ITanueHTH B cTApUYECcKa BhipacT (Ha 65 roquHN H NoBeYe)
MMa orpaHHUEH ONMUT ¢ NPUIIOKEHHETO Ha CepTHKaH MpH MalHeHTH B CTap4ecKa Bb3pacT.

Jlena u I0OHOIIH
CeprukaH He TpsabBa Aa ce npwiara npy Jeua Y IOHOWH ¢ TPaHCINaHTalHg Ha OBOpeK, chple Wi

uepeH apoo.

JApyrn nexapersa 1 Ceprakan
TpabBa na kaxeTe Ha Bawua nexkap wiu ¢dapmauesT, aKo IPHEMATE, HACKOPO CTe NpHeMaty UIH

e Bb3IMOXKHO Aa NIPUEMATE JIPYIrH 1IEKAPCTBa, BKIIIOYUTENHO W TaKuBa, OTITyCKaHy Oe3 pelienra,

Hskon nekapcTsa Morat Aa NOBIMSAT HauMHa Ha AeicTBUe Ha CepTHKaH BbpXy oprainusma. Muoro
BAXHO € 1a uHdopmupaTe Bainua nexap, ako npuemMaTte HAKOE OT C/ICHUTE JIEKapCTBa:

° HMYHOCYIPECOPH, Pa3IUYHH OT UHKIOCIIOPHH, TAKPOIHMYC HIIH KOPTHKOCTEPOUIH,

. AHTHOHMOTHULIM KaTO pudaMULMH, pudadbyTHH, KIapUTPOMHULIUH, EPHTPOMHLIMH HIH
TETHTPOMHLUH,

. MPOTHBOBHPYCHH JIEKAPCTBa KaTo pUTOHABHD, €(paBUPEHLL, HEBUPATHH, HEJI(PHHABHP,
MHIUHABHD UM AaMNPEHABHP, KOMTO €€ H3MOJ3BAT NpH JiedeHue Ha HIV HH(]JeKu QAR Ng

. JIEKapCTBa, KOMTO C€ M3MOM3BAT 3a JIYEHHE Ha MONYHH HHQEKUHH, KATO BOPHKE /‘l‘%’c
¢1yKOHa301, KETOKOHA30/1 WIH HTPaKOHa301, p ey

. NIEKApCTBa, KOUTO CE M3MON3BAT 32 JIEHEHHE HA EMTHUNETICHA, KaTO (PEHUTOMH, b s6p08;
kapbamazenus,



. JIEKAPCTBa, KOMTO C€ U3I03BAT 3a J€YEHHE HA BUCOKO KPBBHO HAIAIAHE WIH ChPACYHH
npoOneMu, KaTo Beparnamuil, HUKapAUIIHH HIIH AUITHA3EM,

- APOHEIAPOH, NEKAPCTBO, KOETO C€ U3M0J13Ba 3& PEryMpaHe Ha Chp/ICYHHA PHTHM,

o NIeKapCTBa, KOUTO CE€ U3NOJI3BAT 3a [OHIDKABAHE Ha XOJIECTEPONA, KATO aTOPBACTATHH,
npaBacTaTHH WIH GUOpaTH,

. NIEKapCTBa, KOUTO CE H3NO/I3BAT 3a /IEUCHUE Ha OCTPH MPHUCTBIN WK ceAalud NPeaH WK fo
BpEMe Ha Orepauursa Wiv gpyra MeJHLHMHCKa NMpoLeAYypPa, KATO MU/A30J1aM,

* xkaHabuauon (M3NON3BaH MPH Pa3IHYHHA NOKA3aHUA, BIUTIOUHTENHO 33 JIEYEHHE HA NPUNAALLM),

- OKTPEOTH], IEKAPCTBO, KOETO CE U3MOJI3BA 34 JICUEHHE Ha aKpOMETaNHA, PAAKO XOPMOHAIIHO
HapylleHHe OOUMKHOBEHO MPOABABALLO CE MIPKH XOPpa Ha Cpe/IHa Bb3pacT,

. MMAaTHHHO, J1I€KapCTBO, KOETO ¢€ M3MOJI3BA 38 NOTHCKAHE HA PacTexXa Ha aDHOPMAaJTHH KIIETKH,

* XBIAT KaHTapMoH (Hypericum perforatum), NEKapCTBO OT PACTHUTENIEH NPOU3XOA, KOETO CE
W3MOJ3Ba 32 JIEUCHUE HA ACnpecHs,

* aKo ce Hanara Ja Bu 6vae HanpaseHa BakcHHa, TbPBO ¢€ NOoChBETBANTE ¢ Baluus nekap.

CepTHKaH ¢ XpAaHA 1 HANHTKH

Hannuuero Ha XpaHa MOXe 1a NoRausae pe3opduuara Ha CepTUKad. 32 1a NoALAbPHKATE MOCTOSHHY
Husa Ha CepTHKaH B TAJIOTO CH, BUHAru TpabBa aa ro NpueMare rno €HH ¥ cblll HauuH. Tpsadea nnu
BHHAru Ja ro B3cMarTe ¢ XpaHa, WiH BHHArd Ha NpascH CTOMax.

He npuemaiire CeptukaH ¢ rpedndpyT Uiy cok ot rpeindpyt. Te Morar aa NOBAHAAT edeKTa Ha
CepTHKaH BbpXYy Baluusa opraHusbm.

bpeMeHHOCT, KbpMeHe H PepTHIHTET

Axo cre OpeMeHHa He TpsOBa na npuemare CepTHxaH, oCBeH ako BaumaT tekap He npeueHH Tosa
kaTo abCOIOTHO HEoOX0AHMMO. AKO CTe XXEHa M MOKETE 11a 3abpeMeHeeTe, TpAOBa 1a U3NON3BATE
e()eKTHBEH METO/], 32 KOHTPALIETIIMA 110 BPEME Ha NeHeHHETO ¢bC CepTHKAH U 8 ceIMHUM cnel
[PEYCTAHOBABAHE HA JICYEHUETO.

AKO MUCNIUTE, Ye MOXKE Aa cTe OpeMeHHa, NocbBeTRaiTe ce ¢ Bammg nexkap unu gapmauerT npeau aa
3anoyHeTe Aa npueMare Cepruka.

He Tpa6sa na kbpmuTe, nokaro npuemare Ceprukad. He e nzsectHo nanm CeprukaH npeMuHaBa B
KbpMara.

CepTikaH MOXe Ja MOBIMAEC MBKKHA PEPTHIIHTET.

Iodupane u padbora ¢ MAIHHH
CepTHKaH He MOBJIMABA HJIH NMOBIHABA NPeHeOpEKUMO CNOCOOHOCTTA 3a mOodHUpaHe ¥ padora ¢

MallHHH.
CepTHKaH ChALPXKA JAKTO3A

Ako Baiuar nekap Bu e kazan, 4ye HMaTe HEMOHOCHUMOCT KbM HAKOH 3aXapH, CBBPXETE CE C Hero,
npeau Aa NPHEMETE TO3H JIEKAPCTBEH NMPOAYKT.

3. Kak n1a npuemare CeprHkan

BawmsaT nekap 1ue pelid TOYHO KakBa Ao3a CepTHukad TpAOBa Aa npyemare M Kora 1a g npyemare.

Bunaru npuemaiite Ceprukan TouHO KakTo By e kasan Bawiuar nekap unun gapManest. AK
CHTYpHH B Hello, onuTaiTe Bawius nekap unu ¢papmMaLesT.

Koako aa npuemere

e  (OOuuaiinaTa HauanHa ao3a e 1,5 mg aAHeBHO npu 6BOpe4Ha U cbpletHa TpaHC
2,0 mg nHeBHO NMPH TPaHCIUIAHTALMA Ha YepeH Apod.




¢ (b6uKHOBEeHO ce pa3/ieNns Ha ABE 403U, €1HA CYTPHH H €/1Ha Beyep.

Kak 1a npuemarte Ceprukan

CeptrkaH Tpa0Ba 1a ce npHeMa caMo Mpe3 ycTara.

He uynere TabiaeTkure.

[MaraiiTe TabneTkyuTe LEenM, C 4aula BOJA.

Tpabsa 1a B3eMeTe bPBaTa 032 OT TOBA JIEKAPCTBO BL3MOKHO Hal-Ckopo ciaes ObOpeuHa U
CbpACYHA TPAHCIUIAHTALMA U NPUONU3UTENHO YETUPH CEAMULIM CNE, TPAHCIIaHTALMA Ha YepeH ApoO.
Tpabpa na npuemare TabNEeTKUTE 3a€AHO C LMKAOCTIOPHH MHKPOEMYIICHA NpH Ob0peuHa 1 ChpaeHa
TPaHCIJIAHTALIHA M ¢ TAKPOIMMYC MPH TPAaHCINAHTaLMs Ha uepeH Apod.

He npemunasaiite ot CepTHkaH Tabnetku Ha CepTUKaH QHCNEPrupailM ce TabneTky, 6€3 nupBo aa
uHbopmupaTe Bawus nekap.

IIpocreasiBaHe MO BpeMe Ha JledeHHeTO ¢h¢ CepTHKAH

BawmaT nekap MOXKe Jja KOpUrupa J03aTa Ha JIEKapCTBOTO B 3aBUCUMOCT OT TOBa KoJIKO CepTHKaH
MMa B TAIOTO BH M B 3aBHCHMMOCT OT TOBa KaK MOHAcATe JeHeHueTo. BaluaT ekap e rnposex/a
NEPHOAHYHH KPbBHH H3C/IEABAHUA 32 W3MEPBAHE KOJHUYECTBOTO HA €BEPOIUMYC H LIMKIIOCNIOPHH B
KpbBTa Bu. Bainuar nekap cblio Taka Wie npocieaspa BHUMaTenaHo Bawara 660peqna pyHKum,
HMBATa Ha JIMITHNTE B KPBBTA H KPBBHATA 3aXap, TAKA KAKTO W KOJIMHECTBOTO NNPOTCHHYU B YPHHATA
Bu.

AKO CTe npHeJIH noBeye oT HeobXxoauMaTa 103a CeprHKan
AKO CTe NnpUeNn Noseye oT HeoOxoaumaTa 103a OT TOBA JIEKApCTBO, He3abasHO ropopeTe ¢ Ballns
nekap.

AKO ¢Te nponycHanu Aa npueMere CepTHkaH

Axo cTe 3abpaBunu na BleMere CepTHKaH, B3EMETE o BeHara IOoM C€ CETHUTE, KATO NPHEMETE
cneasawata Ao3a B o6uuaitHoTo Bpeme. O0bpHeTe ce kbM Bamina nekap 3a ¢nBer. He Baemaitre
NBOMHA 1034, 3a Ja KOMIIEHCHpaTe NpomycHaTaTa TadneTka.

AKo0 cTe cnipean npuema Ha CepTHKaH

He cnupaiite npueMa Ha TabneTtkure 6e3 Bawnar nexap na Bu e xazan. Tpabsa na npueMare Tosa
JIEKAPCTBO TOJIKOBA ObJIr0, KOJIKOTO € HEOOXOIHMO HMYHOCYTIPECHATA 1A MPEAOTBPATH OTXBbPIAHETO
HA TpaHcniaHTHpaHus Bu 6u6pek, cbpue nin yepen Apod. AKo cnpete npuema Ha CeprrkaH, Bue me
CTE 3aCTpalleHd OT OTXBBLPJIAHE HA TPAHCIUVIaHTHpaHHA BH opraH.

AKO UMaTE HAKAKBH JOMBAHHUTEIHH BbNPOCH, CBBP3aHH ¢ yroTpedaTa Ha TOBa JIEKapCTBO, NONHTAHTE
Bawmns nekap unu ¢papmMaLesnT.

4. Bb3MOXKEH HeXEJAHH PeaAKIHH

KakTo BCHUKH JICK&pCTBa, TOBA NCKAPCTBO MOXKC la NPCAU3BHKE HCKCTAHH PCaKIIHH, BBIIPCKH HC
HE BCCKH I'M F1ONTy4Hasa.

Twit kato CepTHKaH ce NpueMa ¢ ApYry A€KapcTBa, HE BHHArH € ACHO JAlH HEXKENAHHUTE PeaKLHH
ca nnpuuuHeHH ot CepTUKaH WIK OT APYTUTE JIEKapCTBa.

Chegnure HEXETAHH PEAKIHH ¢e HYKAAST oT He3abaBHAa MeAHIHHCK2Z HaMeca:
e HHOPEKUHH,

® BBiNaNeHue Ha Oenud apoo,

®  ANEPrUYHM PEAKLMH, ‘a@\W 10 1.
® TPecka M CHHUHU NOJ KOXATa, KOWTO MOTAT J1a Ce NPOABABAT KaTO HEPBEHH TOUKH,/ # |

HeoOACHUMA YMopa, OO bpKBaHe, NOXbATABAHE HA KOXKATA WM OUHTE, HAMAJIEHO QY
ypHHa (TpoMOOTHYHA MUKPOAHTHONATHA, XEMOIUTHYHO-YPEMHYEH CUHIPOM).




AKO ce MOABAT HAKOU OT CNEeAHUTE CUMIOTOMH:

® [epPCHUCTHpAlLLX MK CBWACTENICTBALIM 32 BIIOLIaBaHe Ha OenoapobraTa QyHKUKS/AKMILIAHETO
CMMITOMHM KATO KalUTMLA, 3aTPYAHEHO AULIAHE WIH CBUPEHE HA bPANTE,

e Tpecka, o0lI0 Hepa3noNnoXKeHHe, MPbAHa WK KopeMHa 00/iKa, BTPHCAHe, YCEIHAHE 3a NapeHe Npu
yPUHHUPAHE,

Mo lyBaHE HA JIMLETO, YCTHUTE, €3MKa HIAH I'bPIIOTO,

TPYAHOCT MPH NPErIbLUIAHE,

CMOHTAHHO MTOCUHABaHE WIH KbpBeHe Oe3 o4eBUIHA NPHYUHA,

obpus,

6oJika, HeoOHYaHHO 3aTOIUISHE, NOAYBAaHE HUJIH OTIOE/IAHE HA CEKPET OT MACTOTO HA ONepaluaTa,

TpaOea na cripete npuemMa Ha CepTHKaH U Aa yBeaoMHTe HedabaBno Bamns nexap.
JIpyru HaGM05aBaHH HeXKeNAHH PEaKUHH BKJIIOYBAT:

Muoro guectH (Mo2am oa zacesnam nogeue om 1 na 10 nayuenmu)

e yHpexuMH (BHPYCHH, DaKkTepUanHy U rbOUUHH HHOEKIIUH),

®  uHGpEKUMM HA JOJTHHTE AUXATENHH MBTHILA, KATO OeoRpoOHN HHGEKLIMH, BKIIHOYHTETHO
NMHEBMOHMS,

*  HHQPEKLUMH HA FTOPHUTE AMXATENIHH MBTHLIA KaTO Bh3MalieHHe Ha (papHHKCa, 0OMKHOBEHA
HACTHHKa,

¢ HHPEKUMH HAa NHKOYHHUTE ITLTHULLA,

e  aHemHda (HamanaBaHE Ha Opos Ha YEPBEHUTE KPBbBHHU KIIETKH),

NOHWXeH Opoii Ha OenuTe KPbBHU KIIETKH, KOETO MOXKE 1a JOBEAE A0 MNOBUILEH PHCK OT
HHDeKIUK, HamansBaHe Ha Opos Ha TpOMOOLMTHTE, KOETO MOXKE Jla AOBEE A0 KhPBEHE W/HIH
ofpazyBaHe Ha CHHUHH MOJ KOXKaTa,

MOBHLIEHH HHBA HA MA3HKHHY (JINMIHIM, XONECTEPON M TPUTTTHUEPU/N) B KPBBTA,

nosBa Ha AMabeT (BUCOKM HHBRA Ha KPbBHATA 3axap),

HaMaJ/IeHHW HUBa HA KAJIUH B KPHBTA,

TPEeBOKHOCT,

npobneMu che 3acnuBaHeTO (Oe3chHME),

rinasobonue,

3aAPBKKA Ha TEYHOCT B TOPOHUYKATA OKONO ChPLIETO, KOETO MOXE Ja AOBEAE A0 HAMAJIABAHE Ha
crnocoOHOCTTA Ha CHPLETO Aa W3MOMIIBA KPbBTA,

BUCOKO KPbLBHO HaIATaHe,

BEHO3HA TpoMOoO3a (3anyiuBaHe Ha MNaBHA BEHa OT CbCHPEK),

3aApbXKKa HA TCHHOCT B benuTe ﬂpoﬁcme U I'PpbAHATA KYXHH4A, KOCTO aKO € TCXKKO MOXKC 4 JOBCAC
J0O 3aTPYAHCHHE B THUIAHETO,

KallJTH LA,
3aaYX,

oUapus,

NoBAHraHe (raacHe),

MO3HWBH 32 MOBPbLEAHE (IOBPBIUAHE),
cToMaiiina {KopeMHa) bonka,

o0u1a Oonka,

TpecKa,

33b[PKaHE HA TEUHOCTH B THbKAHHTE,
3aTPYAHEHO 3apacTBaHE HA paHM.

YecTH (Mocam Oa 3aceznam oo 1 na 10 nayuenmu)
®  OTpaBAHE HA KPbBTA,

* uH(EKTUPAHE HA paHa,

®  paK M J00pOKAUECTBEHH TYMOPH,

®  pakK Ha KOxXaTa,




yBpexaaHe Ha OuOpeLuTe, NpUAPY>XEHO ¢ HaMalleH Opoil Ha YepPBEHUTE KPBBHH KIETKH M
TPOMOOLIMTHTE, CbC WM 6e3 0OpHUB (TPOMOOLIMTONEHHWYHA NYPITypa/XEMOTHTHHHO-YPEMUYEH
CHHAPOM),

pa3pyllaBaHe Ha YEPBEHUTE KPbBHH KIIETKH,

eJHOBPEMEHHO HaMalisiBaHe Ha OpoA Ha YEPBEHHUTE KPbBHH KJIETKH H Ha TPOMOOLIMTHTE,
YCKOPEH ChPACUEH PUTHM,

KbpPBEHE OT HOCA,

HamasisiBaHe Oposd Ha KPLBHUTE KNETKU (CHMMIITOMMTE MOXE a BKJIIOYBAT C/1a00CT, MOsABa HA
CHHUHH WNY YeCTH HHpeKUUK),

BHE3AMHO 3anyLlIBaHE HA ChIIOBETE, KpbBOoCHAOASBaLUM TpaHCIIaHTHPaHHA OB0peK, KoeTo MoXKe
na noeeae no 3aryba Ha npucaakara, NpeAMMHO B paMkuTe Ha mibpBure 30 OHU cnea 0LOpeuHa

TPaHCIJIaHTALUA,

HapYLIEHUA Ha KPbBOCHCHPBAHETO,

KHACTA, ChAbPXKALA JIMM(HA TEHHOCT,

boJka B YCTHaTa KyXWHa WIH I'bpJIOTO,

Bbh3NaJICHHE HA NAaHKpeaca,

adbhTH B ycTara,

aKHe,

KOMpHBHA Tpecka (YPTHKapHs) U APy aJiepryiHy CUMITTOMM, KaTo MOAYBAaHE Ha JIMLETO HITH
bPOTO (AHTHOEAEM ),

obpue,

DOJIKH B CTABHTE,

GONKKM B MYCKYJIMTE,

OenThK B ypPHUHATA,

HapylIeHud Ha OvsOpeumTe,

WMMOTEHTHOCT,

XepHHS, Ha MACTOTO Ha ONEpaLKATa,

OTKJIOHEHHA B PE3YJATATUTE HAa YEPHOAPOOHUTE H3cnenBaHus,

MEHCTPYAJHH HApYIUCHHUSA (BKJIKOUMUTEITHO JIMICBALLA WK CHUTHA MEHCTpYaLn).

Heuecru (mocam oa 3aceznam oo 1 na 100 nayuernmu)

pak Ha nuM¢HaTa TbKaH (TuMdomMa/CleTpaHCILIaHTALHOHHO TUMPonponugpepaTHBHO
3a00J19BaHE ),

MOHHKaBaHe HA HUBOTO Ha TECTOCTEPOH,

Bb3NnajeHue Ha Oenurte apodose,

Bb3NaJICHAE HA YePHUS ApOD,

KBJITEHHLIA,

KMCTH Ha AHYHHKA.

JIpYrn HeXKeJIaHH peaKIHH
Jlpyru HexxelaHu peakUMH ca HabnioaaBaHU npy MaTbK Opoit Xopa, HO TOUHATa UM HECTOTa HE €

H3BCCTHA.

AKO UMaTe NPHTCCHCHHA OTHOCHO HAKOA OT TC3H pPCAaKLIHH, YBEAOMETE Bamns nexa

HeoOWuaiHO HATPYNBaHe Ha OeNThK B Oenus Apo0 (CUMMTOMHUTE MOTAT [a BKIKOUBAT YNOPUTA
CyXa KalUIMLA, YMOPa W 3aTPYAHEHO AHLIAHE),
BL3MaJieHHE HA KPbBOHOCHHUTE CbOOBE,

NOAYBAHE, YCELAHE 3a TEXKECT WM CTAraHe, 00JIKa, OrpaHHYEeHa NOABHKHOCT Ha YacTH OT
TAAOTO (Ta3H peakiliisd MOXKE /1a Bh3HHKHE BbB BCAKA YacT HA TAJIOTO U € MOTEHLHAIEH NPH3HAK
3a HeOOWUaMHO HaTPYNBaHE HA TEYHOCT B MEKMTE ThKAHH, IbJXKALLIO CE HA 3aITylIBaHE Ha
nuM$HaTa CUCTEMA, H3BECTHO CbLUO KaTo NuMpeaem),
TEXbK 00OPHB CBLITPOBOAEH € MOAYBAHE HA KOXKAaTa,

NMOHHXXEHH HHBA HA XKCEJiA30 B KPbBTA.




OcBeH TORA € Bb3MOXHO 1a Bb3HUKHAT HEXEIaHHU PeakilMy, KOWTO He ca Bu uasectHn, karo
OTKJIIOHEHHSA B Pe3yNTaTHTE OT NabopaTopHHU HU3CACABAHHS, BKIIIOYHTETHO H3CIEABAHHA HA
6n6peunata GyHkumd. [1o BpeMe Ha neueHueTo Che Ceprukad, Bawmar nekap we Bu HasHayasa
M3CJIeABAHUA Ha KPbETA ¢ Lien HabnmoaeHye Ha NpoMeHHTe, CBbp3aHi ¢ Bamnte 660peuy.

CroOumaBane HA HEXKEJAAHH PeAKIHH
AKO TIONly4HTE HAKAKBH HEXENaHM JIEKapCTBEHH peakuuH, yeeaoMeTe Bauna nekap unu dapmauest.

ToBa BK1IOYBRA BCHUKH BB3MOXKHU HEONMHCAHH B Ta3W IUCTOBKA HEXKENAaHU peakuuu. Moxere ¢bU1o 14
CBHOOLHTE HEXKENaHH PEAKLIMH JUPEKTHO Ypes:

H3nmpaHUTENHA areHUMs 1O JIeKapcTRaTa
yAn. ,.,JJamax ['pyes” Ne 8

1303 Codus
Ten.: +359 2 8903417

yebOcaiiT: www.bda.bg

KaTo chobluaBaTe HeXelaHH peakUMH, MOXKETE /1a AaJIETE CBOA MPHHOC 32 MOJy4aBaHE Ha fI0BeYe
uH(opMalsg OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak na cexpanaBare CeprakaH

Jla ce cbXpaHABa HA MACTO, HEAOCTLITHO 32 JeLa.

He u3nonssaiite CepTHKaH ciel CpOKa Ha FOJHOCT, 0TOENA3aH BbPXY KapTOHEHATA OMNAaKoBKa
cnen ,,J'ogeH no:*“. CpoksT HA rOAHOCT OTIrOBaps Ha MOCAEHHA JEH OT MOCOYESHHS MECELL.

° Tosa nexkapcTBO HE U3HUCKBA CNIELHANIHW TEMMIEPATYPHH YCIOBHA Ha ChXpaHEHHE.

s CwxpaHaBaiiTe Onucrepure B OpHIMHA/IHATA ONAKOBKA, 3a J1a TH MPEANa3vTe OT CBETIIHHA H
Blara.

o He u3non3BaiiTe TOBa NEKapCcTBO, AKO 3a0eNeKUTe, Y€ ONAKOBKATa € MOBpe/icHa HIIH HMa
Oenesu HA NOANpPaBsHE.

o He n3xpbpnaiTe ICKAPCTBATA B KAHAIIH3ALIMATA HIH B KOHTEHHEPA 3a AOMALLIHK OTNAAbLH.

[Tonuraitre Bawnsa dapMaueBT Kak Aa U3XBBPAATE 1EKApPCTBATa, KOUTO BEYE HE
usnonssare. Te3n MEPKH LUE CIOMOTHAT 3a ONa3BaHe Ha OKOJIHATa Cpefa.

6. CbIbpXkaHHE HA ONIAKOBKATA U AONBJIHHTEIHA HHPOPMALHSA

Kakpo ceabpxa Ceprukan

e AKTHUBHO BelLeCTBO: eBeponumyc. Beaka tabnerka csaspxka 0,25 mg, 0,5 mg, 0,75 mg unn
1,0 mg eseponumyc (everolimus). |

¢ [lpyru cCuCTaBKH:
- Ceprukan 0,25 mg Tabnetku: Syrunxuapoxcuronyed (E 321), Marvesues creapar, n1aKro3a
MOHOXMAPAT (2 mg), XUNpoMenosa, KpocnoBUAOH H De3BoaAHa nakTo3a (51 mg).
- Ceprukan 0,5 mg Tabnerku: 6yTunxuapokcutoayeH (E 321), maruesues creapar, 1aKTo3a
MOHOXK/paT (4 mg), XunpoMesosa, KpoCnoBHAOH U De3BoaHa nakTo3a (74 mg).
- Ceprukad 0,75 mg tabnerku: 6yTunxuapokcuronyeH (E 321), Mmaruesues creapar, J1lakro3a
MoHOXuApar (7 mg), XUIIpoMeo3a, KpocnoBMIAOH M 0e3poaHa nakTo3a (112 mg).
- CeprukaHn 1,0 mg tabnetku: OyTunxuapoxcuronyel (E 321), mariesuer creapar, nakrosa
MoHOXHApAT (9 mg), XMITPOMeNo3a, KpOCMOBHAOH U De3B0aHa nakTo3a (149 mg).

Kak n3raexaa CeprHKan H KAKBO CHAbPKA OIIAKOBKATA

¢ Tabnetkure CeptukaH 0,25 mg ca 6enu 10 KbATEHUKABH, MPAMOPHH, KPBIIH, IO 'i'
CKOCEHM KpaMiua, ¢ ivaMeTsbp 6 mm v Hagnuc “C” or egHaTa crpaHa 1 “NVR” oT [R{¥TE R A0

e Ta6nerkure CepTukaH 0,5 mg ca 6enu 10 XbATEHHKABH, MPAMOPHH, KPBIITH, IIOCKECHS- £, Loy
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e Tabnerkure Ceprukan 0,75 mg ca 0eji1 /10 KbJITEHUKaBH, MPAMOPHH, KPBIJIH, TJIOCKH CbC
CKOCEHM Kpawuiia, ¢ ajuameTsp 8,5 mm u Haanuc “CL”™ ot eaHaTta crpada 1 “NVR™ ot apyrara.

e TaGnerkure Ceprukan 1,0 mg ca 0esin 10 KbJITEHUKABH, MPAMOPHH, KPBITIH, IVIOCKH CbC
CKOCEHH Kpauiia, ¢ qdaMersp 9 mm u Haanue “CU™ ot eqnara ctpana v “NVR™ or apyrara.

CeprukaH TabieTku ce npeuiara B onakoBku ot no 50, 60, 100 uaun 250 Tabnerku. He Bcuuku BujioBe
OINMAaKOBKM Morar jia ObaaT nycHaTH Ha nasapa.

IIpurTexkaren Ha pa3pelleHHETO 3a YNoTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Wpnanaus

IIpoun3zBoauTe.
Novartis Pharma GmbH
Roonstrasse 25

00429 Nuernberg
['epmanus

3a 1onbJHUTENIHA HHpOpPMaLIUs OTHOCHO TO3HM JIEKAPCTBEH MPOAYKT, MOJISl CBBPIKETE CE C
JIOKAJIHMA NPEeJICTABUTE/T Ha MPUTEKATEIIS HA pa3pellieHUEeTo 3a ynorpeda:

Novartis Bulgaria EOOD

oya. .,Hukona Barnuapos™ Ne 55
EKCITO 2000, crpana 4, er. 4

Codus 1407

tesi: 02/489 98 28; daxc: 02/489 98 29

Tosa JieKapcTBO € pa3penieHo 3a ynorpeda B IbpKaBHTe — 4IeHKH HAa EBponeickoTo
HKOHOMHYECKO npocTpancTBo, H B O0eannenoro kpaJicrTeo (Cesepna Upaanans) noa
CJICIHOTO HME:

HWme Ha 1bpKaBaTa “WiIeHKA Nme Ha J1eKapCcTBOTO

Ascrpusa, benrus, bvarapus, Xbepeatusa, Kunop, Yeka Certican
peny6nuka, Jlanus, Ecrouus, @unnanamns, OpaHums,
["epmanus, ['bpums, Yurapus, Ucnanaus, Upnanaums,
HUranus, JlatBug, Jlurea, JliokcemOypr, Maura,
Hunepnanaus, Hopserus, [lonwa, [opryranus, PymbHus,
CnoBakus, Cnosenus, Ucnanus, llIseuus, OdemHeHO




kpancteo (CesepHa Mpnanaus).

JlaTa Ha NocJieHO npepasriexiaHe Ha aucroskara: 10/2024

JIpyru H3TOMHHIOH A2 HRPOopManns

[Moapo6ua nHpopMaLua 3a TOBa NeKapcTBO € NPeaocTaBeHa Ha yeOcaHTa Ha U3nbiaHuTenHa areHums
no nekapcreara (www.bda.bg).




