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JIucroBka: nupopmanus 3a norpedwre s /

Ceprukan 0,25 mg Tabaerkn -—/2\7_]\.?/2, -/ 19 -11- W5
Certican 0,25 mg tablets |

Ceprukan 0,5 mg Tad1eTKH
Certican 0,5 mg tablets
Ceprukan 0,75 mg radierku
Certican 0,75 mg tablets

Ceprukan 1,0 mg Tadierkn
Certican 1,0 mg tablets

eBepoIMMYC (everolimus)

IpoyereTe BHHMATEIHO USJIATA JJHCTOBKA, NIPEIH /1A 3aI04HETE 1a IPHEMATE TOBA JIEKAPCTBO,
Thil KATO T ChAbPKAa BakHa 32 Bac nunpopmanus.

e 3anasere Ta3u JUCTOBKA. MoXKe a ce HaJIOXKH Ja s NPOYETETE OTHOBO.
e AKO MMare HAKAKBH JIOMBJIHUTEIHU BbIIPOCH, nonuTaiTe Baluus nekap wiun papmaiienT.

e Toga ilekapcTBO € npeanudcaHo MMu4Ho Ha Bac. He ro npeorcrenBaiTe Ha apyru xopa. To moxe na
MM HaBpeM, HE3aBUCHMO 4e MPU3HALIMTE HA TAXHOTO 3a00JisBaHe ca chluMTe Kato Bamwure.

e AKO MOJIYYUTE HAKAKBH HEXKEJIaHHU peakLMH yBeaomMere Baluus nekap wiM ¢papmanest. Tosa
BKJIFOYBA U BCUYKH Bb3MOXKHH HEXKEJIAaHU PEaKLMH, HEONUCAHH B Ta3H JIMCTOBKA. Buxkre

TOYKa 4.

KakBo cbaAbpKa Ta3H JHCTOBKA:

I.  Kaxkpo npeacraBnspa CepTHKaH Y 3a KAaKBO C€ U3I10/13Ba

2. Kakso TpabBa aa 3Haete, npeau aa npuemere CepTHkaH

3.  Kak na npuemare CepTukaH

4.  Bb3MOXHH HEXKEJIAaHH peaKLUH

5.  Kak na cbxpangsare CepTukaH

6. CbabpkaHhe Ha ONAKOBKATa U JIOMbJIHUTEIHA HHPOpMALIUS
1. Kaxkspo npeiacraBisBa CepTHKaH H 32 KAKBO Ce H3M0J13BA

AKTHBHOTO BellecTBO Ha CepTUKaH € EBEPOIUMYC.

EBeponuMyc npuHaaJIekH KbM rpyna JieKapcTBa, HapeueHH UMyHocynpecopu. M3nonsea ce 3a
[peA0TBpaTIBaHE HAa OTXBBPJISHETO HA TPAHCIIAHTUPAaHHUA ObOPEK, ChpLIE WIIH YEPEH Apo0 OT
HWMYyHHATa CUCTEMA Ha TAJIOTO MPH Bb3PaCTHHU MALlUCHTH.

CepTukaH TpsOBa J1a ce npuiara CbBMECTHO € APYIH JIEKApCTBa, KaTO LMKJIOCIIOPUH TPH
ObOpeyHa M ChpjievyHa TPAHCIUTAaHTALMS, TAKPOJIMMYC NPH YEPHOAPOOHA TpaHCIIAaHTALIUS H
KOPTUKOCTEPOH/IH.

2. Kakso TpaOBa 1a 3Haere, npeau a1a npuemere Ceprukan

He npuemanite CepTHKaH

® aKo CTe aJiepruyHu (CBPbXYYBCTBUTEIHH) KbM €BEPOJIMMYC HJIM KbM HAKOS OT OCTAHAJIUTE
ChCTAaBKH Ha TOBA JIEKapCcTBO (M30pOEHU B TOUKA 6);
& aKO CTe aJlepruyHM (CBPbXUYBCTBHUTEIHH) KbM CHPOJIUMYC. T, TR

AKO HAKOe OT H30pOeHHTe no-rope ce oTHacs 3a Bac, nngopmupaiite Bamus jekap
npuemaiire CepTHKaH.
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Ilpenynpexenns H NpeInasHH MEPKH
T'osopere ¢ Bamus jiexap, npean aa npuemere Ceprukan:

JlekapcTBa, KOMTO MOTHCKAT UMYHHaTa cHcTeMa KaTto CepTHKaH, HaMaliABaT cnocoOHOCTTa Ha
TANOTO Ja ce 6opH cpeiry nHpexnuu. [IpenopbunTenHo € na ce KoHcyaTHpare ¢ Bamug nekap
WITH € LEHTHPpa 10 TPAHCILIAHTALMSA, AKO UMATE TpecKa Wi OO0 HEPa3MO/I0KEHUE, HIIH UMATE
JTOKATHHA CHMITTOMH KaTO KallJTHLIA WM YCelllaHe 3a NapeHe NPH YPHHUPAHE, KOUTO €A TEXKKH
WIH TIEPCUCTHPALLM B MIPOABLILDKEHHE Ha HAKONKO XHU. KoHcynTupaiite ce He3abasuo ¢ Bauns
fieKap WM C LIEHTBbpA N0 TPaHCIUIaHTallks, aKo Ce YyBCTBaTe 00ObpkaHH, HMaTe NnpobieMHu ¢
roBOPEHETO, 3aryda Ha rameTTa, rnasodoiue, HapyleHO 3PEHHE WM NPHNAIbIIH, ThH KaTO Te
MOJKE 12 Ca CHMITTOMH Ha PAJAKO, HO MHOTO CEPHO3HO CHCTOAHHE, HAPEYEHO MPOrpecHBHA
MHOKeCTBeHa NeBKoeHuedanonatus (PML).

AKO HACKOPO CT€ NpEeThPREIH rojiiMa onepailis, WIK ako BCe OLLe HMa HE3apaCHaIH paHH Cliel
onepauus, CepTHKaH MOXe 1a yBENHUYH pycKa OT nNpobaeMH CBbp3aHH ¢ Bb3CTAHOBABAHETO Ha
paHUTE.

JlekapcTBaTa, KOWTO MOTHCKAT MMYHHATa CHCTEMA, kaTo CepTHKaH, MOXe Ja MOBHLIAT PUCKa OT
[Mosipa Ha pak, ocobeHo Ha koxkara u nuMdHara cuctema. Ilopaau tasu npuunHa TpsOBa 1a
OrpaHHUYMTE H3IaraHeTo Ha CII'bHYEBA U YNTPABHOJIETOBA CBET/IMHA, KATO HOCHTE MOAXOAALLH
[PEXH K 4€CTO NPUIAraTe CIbHIE3ALMTEH KPEM C BHCOK 3aIUHTEH aKTop.

BawmmaT lexap BHUMATENHO Lie npocneasasa 6u0peuHara Bu QyHKUHS, KONTUYECTBOTO Ha
Ma3HHHUTE (JIMMHOWTE) U HUBATA Ha 33Xap B KPbBTA, TaKa KAKTO H KOJIHYECTBOTO NMPOTEHHH B
ypHHAaTa.,

AKO uMaTe nMpobneMH ¢ yepHud Jpob WK HAKOra CTe HManu 3abossBaHe, KOeTO MOXKeE Aa €
3acerHaao uepHua Bu qpo6, mons unGopMmupakte Banns nexap, TbH KaTO MOXE J1a C€ HAJIOKH
npoMsaHa B Ao3ata CepTUKaH, KOATO NpHeMare.

AKO MMaTe peclHpPAaTOPHH CHMNTOMH (Harp. KalUIMLa, 3aTPYAHEHO JHLIAHE H XPHIOBE), MO
undopMmupaiite Bawns nekap. Toit lue npeneHn Kak ¥ Jaik Ja NPOAL/DKUTE NpHEMa Ha
CepTHKaH, KakTO W/WNM Jaid Aa NoTy4YaBare APYTH JIEKapCTBEHH MPOAYKTH 34 NPEOJIONABaHE
Ha Te€3KH NpodbIeMH.

CepTHkKaH MOXe Ja HaMalK MPOKU3BOACTBOTO HA CIIEPMATO30MIN NIPH MBIKETE, KATO MO TO3U
Ha4yMH HAMaJIBa Bb3MOXHOCTTA Aa UMaT Jeua. EdexkrbT o6ukHOBeHO € obparum. [lanneHTHTE
OT MBXKKH MOJI, KOUTO HCKAT A3 UMaT jAela, TpAOBa 1a oOCHAAT IEUCHHUETO C JIEKYBAalMs CH
neKap.

IanueHTH B cTApYecKa BhipacT (HAa 65 roauHH H NOBeve)
Hma orpanuueH ONUT ¢ NPUIOKEHHETO Ha CepTHKaH NpH NaLKEeHTH B CTapUECKa Bb3pacT.

lena H IOHOIIH
CeprHkaH He Tpa0Ba Ja ce fpuiara npH Aela K I0HOLIH ¢ TPAHCILUIAHTaLua Ha OB0pek, Chplie WK

yepeH Jpo0d.

Hpyru nexapctsa H CeprEKan
TpaGra ga kaxeTe Ha Bamus nekap Win ¢papMaLesT, ako IpUEMAaTe, HaCKOPO CTE NPHEMAJIH WIH
€ Bb3MOXKHO Ja IPUEMATe JPYI'H JIeKapCcTBa, BIUTIOUUTENHO W TAKWBA, OTIyCKaHU Oe3 peLenra.

Hsxou nekapcTsa MOTaT Ja MOBMUAAT HauMHa Ha AceicTBHE HA CepTHKaH BbPXY oprannsma. Muoro
BAXKHO € Aa uHpopMuparte Ballug nekap, ako npreMare HAKOe OT CJIETHHUTE IEKapCTBa:

HMYHOCYTIPECOPH, PA3IMYHH OT UMKIIOCIIOPHH, TAKPOJIIMMYC HJIH KOPTHKOCTEPOH/IH,
AHTHOMOTHLH KAaTO pudaMnuLmH, pu¢adyTHH, KITApHTPOMHLIMH, EPUTPOMMIIUH WITH
TEJIUTPOMMLIHH,

MPOTHBOBHUPYCHH NIEKAPCTBA KATO PHTOHABHP, €(aBHPEHIL, HEBUPAIIMH, HEJIPHHABHD,
HHAMHABHP WIH aMNPEHABUP, KOUTO e U3N0A3BaT npu jJeueHne Ha HIV nndexuns
IEKapcTRa, KOWTO C€ U3MON3BaT 3a JAcUueHHe Ha I'bOHYHH HH(PEKLIMH, KATO BOPHK
(ITYKOHA30J1, KETOKOHA30J1 HIIH HTPaKOHA30J1,

NeKapcTBa, KOMTO CE M3MOJI3BAT 32 JIEYCHHE Ha eIHIENCHA, KaTo PEHHTOMH, ¢
kapbamMasenuH,




. NIeKapCTBa, KOUTO Ce W3MOJ3BAT 34 JICUEHHE HAa BHCOKO KPbBHO HallAraHe WiH CbpJe4HH
npobJieMH, KaTo BEpanaMmwi, HHKapJHINHH WIK JHITHA3EM,

[pOHEAPOH, IEKAPCTBO, KOETO CE€ M3IO/3Ba 32 pErydpaHe Ha ChpACUHHSA PUTHM,

* NleKapcTBa, KOWTO C€ M3MOMN3BaT 3a NOHWKABAHE HA XONECTEPONa, KaTo aTOPBacTaTHH,
npaBacTaTUH WK pubpaty,

. NIEKapCTBa, KOUTO Ce W3MOJI3BAT 32 JICYEHHUE Ha OCTPH NPUCTHLIN WIH CEAaLUs NPEAH WIH Mo
BpeME Ha ONepaLys WK Apyra MEIMLIMHCKA MPOLeXypa, KaTo MUIa30/1aM,

o kaHaOuaKMo (M3MON3BaH NPH pasfiMuHA NOKA3aHUA, BJIIOUMTE/HO 32 JICUEHHE Ha NpHnaabLn),

. OKTPEOTH]1, IEKAPCTBO, KOETO CE M3MNON3BA 3a JICUCHHE HA aKPOMETANMA, PATIKO XOPMOHATHO
Hapyileane oOMKHOBEHO NPOABABAILO CE NMPH XOpa Ha CpeiHa Bb3pacT,

. MMaTHHHKO, NeKapCcTBO, KOETO Ce W3NOJ3Ba 32 IOTHCKAHE Ha PacTexka Ha abHOPMaNTHH KIEeTKH,

¢ YKBIT KauTapuoH (Hypericum perforatum), 1€KapCTBO OT PACTUTENICH [TPOUIXOA, KOETO Ce
M3M0/3Ba 33 JICYEHHE Ha AeNpecHs,

. aKo ce Hajara fia Bu Ob1e HanpaBeHa BaKCHHA, MBPBO ce NOChBETBaHTE ¢ Bauing niekap.

CepTHKAH ¢ XpAHA H HAMIHTKH

HanuuueTo Ha XpaHa MOXe Aa NoBause pesopbuuaTa Ha Ceprukad. 3a Ja NOJABPKATE NOCTOAHHH
HuBa Ha CepTHKaH B TAJIOTO CH, BUHAry Tpabea /1a ro NpUeMare Nno €IWH U Cblll HauuH. TpaOea wiu
BMHAIM [1a I'0 B3€MaTe ¢ XpaHa, WIH BHHArW Ha Npa3eH CTOMax.

He npuemaiite CepTukaH ¢ rpeindpyT unx cok oT rpedndpyt. Te morar na noeaHAAT epeKra Ha
CepriKaH BbpXy Balius OpraHu3sM.

BpeMeHHOCT, KbpMeHe H GePTHIRTET
AKo cTe OpeMeHHa He TpsaOBa na npuemare CepTHKaH, OCBeH ako BaUIHAT Niekap He NPELieHH TOBA

KaTO abCcoMOTHO HeoBXoaUMMO. AKO CTe JKeHa U MOXKkeTe J1a 3abpemeHeere, TpAOBa 1a U3NONI3BATE
edeKTHBEH METOA 33 KOHTpALIETILIUA MO BpeMe Ha JIEYeHHeTOo CbC CepTHKAH U 8 CEMULH Cliel
NpeyCTAHOBABAHE HA JICYEHHETO.

AKO MMCITMTE, Y€ MOXE Ia CTe OpeMeHHa, MOChBETBalTe ce ¢ Bamusa nekap wid ¢apMaLeBT Ipeau 1a
3anoyHere Aa npueMare CepTHKaH.

He Tpabsa na kepmuTe, nokato npuemare Ceprukal. He e u3pectHo nanu CepTHkaH npeMHHaBa B
KbpMarta.

CepTHKaH MOXE J1a NOBIIHAE MBXKKHA QEPTHIHTET.

lllogupane m pabéora ¢ MAIIHHENA

CepTHKaH HE MOBJIMABA WIH MOBJIUABA NPEHEOPEKHMO cocobHOCTTA 32 WodupaHe 1 padboTa ¢
MAaLIHHH.

CepTRKan ChABPKA JIAKTO3A

Axo Bawusar nexap Bu e ka3an, ye uMaTe HEMOHOCHUMOCT KbM HAKOH 3aXapH, CBBPXKETE C€ € HETO,
npead Ja NPUEeMETE TO3H JIEKAPCTBEH MPOAYKT.

3. Kak na npuemarte Ceprukas

BawunaTt nekap e peiis TouHO Kakea 103a CepTukaH TpsaOBa Aa nmpHeMarte W Kora Ja s npHemare.,

Bunaru npvemaiite CepTHKaH TOUHO kakTo By e xasan Bawvat sexap wid ¢apManesT. AKO H
CUTYPHM B Helllo, monuTaiite Bauius nekap MiH ¢apMaLienT.

Koako 1a npueMeTe
¢ (6uuaiiHaTa HauajHa o3a € 1,5 mg aHeBHO npu OBOpeUHa U chpeYHa TPaHCIL
2,0 mg AHEBHO MPH TPAHCIUIAHTALUA HA YepeH Opoo.




e OOHKHOBEHO C€ pa3fe)id Ha ABE J03M, €AHA CYTPHH U €/1Ha Beuep.

Kak 12 npremarte CepTHKan
CeprukaH TpabBa Aa ce npuema caMo rpes ycrara.
He uynere TabneTkure.

['snTaikiTe TabneTkyuTe LENHY, ¢ Yalla BoJa.
Tpabsa Ja B3eMeTe ITbpBaTa A03a OT TOBA JEKAPCTBO BE3MOXKHO Hak-CKopo ciel Ou0peuna u

CbpACYHA TPAHCIAAHTALHA W NPUOITH3IUTENHO YETHPH CEAMMLIM CJIEA TPAHCIVIAHTaLMS Ha YepeH apod.
Tpabea na nprHemare TableTKUTE 3a€AHO ¢ LUKJIOCNOPUH MUKpOEMYJIcHA NpH 610peyHa H cbpieuHa
TPAHCIIAHTALHA ¥ C TAKPOIMMYC NPH TPaHCTUIAHTaLKA Ha YepeH apod.

He npemunapaiite or CeptukaH Tabnerku Ha CepTHKaH AHCTIEprupaiiy ¢e TabneTky, bes nbpso na
nHpopmupare Bamms nekap.

Ilpocrensieane no BpeMe Ha JiedenneTo cbe Ceprakan

Bawusar nekap Moxke Ja KOpMrapa A03aTa Ha JEKapcTBOTO B 3aBHCHMOCT OT TOBa KOJKO (CepTHUKaH
WMa B TAJIOTO BH ¥ B 3aBHCHMOCT OT TOBA Kak MOHAcHTe NeueHUero. BaulMAT nekap we npoBexaa
NEPHONKUYHH KPHBHH H3CTIEIBAHUA 32 U3MEPBaHE KOJIMUECTBOTO HA €BEPOIMMYC H LIMKJIOCTIOPHH B
KpbBTa Bu. Baluar nexap cblio Taka 1e npocneasba BHuMartenHo Bamara 6n0peuna pynxuus,
HHBATA HA JIMITHJHTE B KPBBTA M KPbBHATA 3aXap, Taka KaKTO U KOJUYECTBOTO NMPOTEHHH B YPUHATA

Bu.

AKO CcTe npHeJH noeede oT Reobxoanmara no3a Ceprukan
AKO CT€ npHed MoBeye OT HeoOXoJuMaTa 03a OT TOBA JIEKApCTBO, He3abaBHO ropopeTe ¢ Baluns

aeKap.

AKo0 cTe nponycHAAn Aa npueMere CepTHkaH

Ako cTe 3a6paBuid fa 3eMere CepTHKaH, B3eMeTe IO BEHara WIOM Ce CETHTE, KaTo NpHEMETE
cneasalata 103a B obu4aitHoTo Bpeme. O6bpHeTe ce kbM Bawius nekap 3a coBet. He B3emaiire
ABOMHA 1032, 32 A3 KOMIEHCHpaTe npomycHartaTa Tabnerka.

AKo cte cnpenn npHema Ha Ceprukas
He criupaiite nmpuemMa Ha TabneTkute 6e3 Bawuumar nekap na Bu e xasan. Tpabsa Ja npuemare Tosa

IEKAPCTBO TOJIKOBA ABJITO, KOJKOTO € HE00X0AWMO MMYHOCYNPECHATA Jia MPEAOTBPATH OTXBBPIISHETO
Ha TpaHcmaHTupadua Bu Ou6pek, cbplie unu uepeH aApob. Ako crpere npueMa Ha CepTHkaH, Bue e
CTE 3aCTpalleHH OT OTXBBP/AHE Ha TPAHCIUIAaHTUpaHua Bu opraH.

AKO MMAaTe HAKaKBH JOMb/IIHHTENHHA BEITPOCH, CBBbP3aHH C ynoTpedara Ha TOBa JIEKAPCTBO, NOMUTAHUTE
Bawmng nexap win ¢papMaLeBT.

4. Bb3MOXHE HEXe/IaHH peaKIIHE

KaxTo BCHUKH JIEKApPCTBA, TOBA JICKAPCTBO MOXKE 1A NPCANU3IBHKA HOXCIAHH pCaKLiHH, BBIIPCKH HC
HE BCEKH I'H NnNoJIy4HaBa.

Tsit kaTo CepTHKaH Ce NpHeMa ¢ APYTH JIEKapCTBa, HE BHHATH € ACHO NaJIH HeXKEeaHUTE PEaKLiNM
ca npHuMHeHH oT CepTHKaH WK OT APYTHUTE J1€KapCTBa.

ChaeannTe HeKEIAHH PeaKNHH ce HYXKIAST OT He3a0aBHA MEAHIHHCKA HAMecCA:

¢ HMHPEKLUH,

e RBL3NajleHUe Ha Henns npobd,

® aJlepru4yHH peaKkLuH,

e TpecKa M CHHHHH MOJ KOXKaTa, KOUTO MOraT Jia ¢€ NpOABABAT KaTO YEPBEHH TOUKH
HeOOACHHMA yMOpa, 00bPKBaHE, MOXbBIITABAHE HA KOXKATa HIIH O4YHUTE, HAMANIEHO
ypuHa (TpoMGOTHYHA MHKPOGHTHOMATHS, XEMOJIUTHUHO-YPEMUYEH CHHAPOM ).




AKO ce NOSABAT HAKOH OT CACAHHUTE CHMITTOMH:

® MEepCUCTHpALLHX WIH CBUAETE/ICTBALIM 32 BjlOLIaBaHe Ha 6enoapobHaTa QyHKUMA/ qUIIAHETO
CHMITTOMH KaTO KalUUIHLA, 3aTPYAHEHO JULIAHE W CBHPEHE HA IbPAMTE,

® Tpecka, oOLO Hepa3NONoKEHHE, IPbIHA WM KOPEMHa 00MKa, BTpHCAHE, YCEIaHe 3a MMAPEHE MpPH

YPUHHpPAHE,

NoJyBaHe Ha JIMLETO, YCTHUTE, €3UKa HITH I'bpJIOTO,

TPYZHOCT NpPH NPErTbLIAHE,

CMOHTAHHO NMIOCHHABAHE UM KbpBeHe He3 oueBHHa MPHYUHa,

obpuB,

6osixa, HeOOHYANHO 3aTOMIAHE, NOJAYBAaHE WK OTAENAHE Ha CEKPET OT MACTOTO HA ONEpaLUATa,

Tpabea 1a cnpere npueMa Ha CepTHKaH U Aa yBeAOMHTE He3adaBHo Bamuaga jexap.
JApyru HaG/moAaBanA HEKEJIAHH PeaKNHH BKIIOYBAT:

Muoro uecTn (Mozam 0a 3aceznam nogeve om 1 na 10 nayuenmu)

o yHpekuHH (BUPYCHM, OakTepUaiHi H FbOHYHH HHPEKLIUH),

e uHGEKUHH HA AOJIHHTE AUXATENHU THTHILE, KaTo 6€10ApoOHH HHPEKLIMM, BIIIIOUHTETHO
NHSBMOHMUA,

¢  HHPEKUMH Ha FOPHUTE AUXATE/HH IBTHILA KaTO Bb3NaeHHE HA papHHKCca, 0OMKHOBEHA
HAaCTHHKA,

e yH(eKUHH Ha THKOYHHUTE MbTHIIA,

e  aHemus (HaMalaBaHe Ha 6pos HA YEPBEHHUTE KPBBHH KJIETKH),

e noHwKeH Opoil Ha OenuTe KPbBHYU KIIETKH, KOETO MOXE Aa JOBe/e A0 MOBHILIEH PHCK OT

HHpEKLMH, HaMallABaHe Ha Opos Ha TPOMOOLIMTHTE, KOETO MOXE Aa AOBEAE 10 KbPBEHE H/UIU

oOpa3yBaHe HA CHHHHY [10]] KOXATa,

NOBUILIEHH HUBA HA MAa3HMHM (JIMIIUOH, XOJECTEPO/ U TPULSIMLIEPU]IN) B KPBBTAa,

nosBa Ha nMabeT (BUCOKW HUBA HA KPBbBHATA 3axap),

HaMAaneHH HUBA Ha KaJIui B KPHBTA,

TPEBOXHOCT,

npo0AeMH CbC 3aCNUBAHETO (De3chHUE),

rnapodonue,

3a7pBKKa Ha TEYHOCT B TOpOUUKaTa OKONO CHPLETO, KOETO MOXKE [a AOBEAES A0 HAMAIIABAHE HA

crnocOOHOCTTA Ha CHPLETO 1a H3MOMINBA KPHLBTA,

BHCOKO KPBBHO HallAraHe,

BEHO3Ha TpoMO03a (3amylUIBaHE Ha IJIABHA BEHA OT CHCHPEK),

3aiphKKa Ha TeHHOCT B Oenute apodoBe H rpbHATA KYyXHHA, KOETO aKO € TEXKKO MOXe 1ia IoBeie

N0 3aTPYAHEHHE B JULUIAHETO,

KaLlJTHIIA,

3aayXx,

auapus,

nopaxrase (razexHe),

MO3UBH 3a NOBpbLIaHe (MOBPBLLUAHE),

croMalIHa (kopeMHa) Oonka,

obuia 6onka,

Tpecka,

3abPKAHE HA TEYHOCTH B THKAHHTE,

3aTPYJAHEHO 3apacTBaHE Ha PaHH.

Yecru (Mocam oa zaceznam 0o 1 na 10 nayuenmiu)
®  OTpaBsiHE Ha KPBBTAa,

e UHPEKTHUpaHE Ha paHa,

® pak H 100pOKa4YECTBEHU TYMOPH,

®  pak Ha KOXKara,




yBpekIaHe Ha ObOpeLuTe, NPUAPYKEHO C HamaleH Opoil HA YEPBEHHTE KPLBHU KIETKH H
TpOMOOLIMTHTE, CBC WK 6e3 06pHB (TpoMBOLMTONEHHYHA ITyPITYpa/XEMOJIUTHYHO-YPEMHUEH
CHHIAPOM),

paspylliaBaHe Ha YepPBEHHUTE KPBBHH KIETKH,

eIHOBpEMEHHO HaMansgBaHe Ha Opoa Ha YEpBEHUTE KPbBHU KJIETKH U Ha TPOMOOLIMTUTE,
YCKOpPEH ChpAEUYEH PHTDHM,

KbpPBEHE OT HOCA,

HaMaJIfiBaHe 6pod Ha KPbBHUTE KJIETKH (CHMNTOMMTE MOXKE Ja BKIIOUYBAT C1aboCT, No4Ba Ha
CHUHHHH WIH Y€CTH UHPEKLUH ),

BHE3aIHO 3aNylLIBaHE Ha ChIOBETE, KPbBOCHAOAABalIM TpaHCITAaHTHpaHUuA OBLOPEK, KOETO MOXKE
na njosene 1o 3aryba Ha rmpucankara, npeaAMMHO B paMKuTe Ha mbpBUTe 30 aAHu cnex 6b6pedna

TPAHCIUTAHTALIHA,

HapyIlleHHA Ha KPbBOCHCUPBAHETO,

KHCTa, ChABPKAalla JUM(HA TEYHOCT,

60JIka B YCTHaTa KyXHWHa WIH I'ePAoOToO,

Bb3TIAJICHHE Ha NaHKpeaca,

aTH B ycTaTa,

aKHeE,

KOIMPHBHA Tpecka (YPTHKapHA) U APYTH aflepriyHH CUMITTOMH, KaTO MOAYBAHE HA JIHLETO HIH
bPJIOTO (AHTHOEEM),

obpue,

0OJIKH B CTABUTE,

OGonKH B MYCKYJIMTE,

OenTBK B ypHHAaTA,

HapyleHus Ha Ou0peuure,

MMITIOTEHTHOCT,

XE€pHHS, HA MACTOTO Ha ONiepalHATa,

OTKJIOHEHHS B PE3YJITAaTHTE HA YEPHOAPODHUTE U3CIEABAHNUA,

MEHCTPYAIHH HapylIeHNs (BKIIOYUTENHO JIMICBALLA WIH CHIHA MEHCTPpYauus).

Heuectn (Mozam oa 3acezrnam oo I na 100 nayuenmu)

pak Ha nuM@HaTa TbKaH (IMMPOMA/CNEATPAHCIVIAHTALHOHHO THM(ONpPOIHdEepaTHBHO
3a00149BaHe ),

[IOHW>KaBaHE HA HUBOTO HA TECTOCTEPOH,

BhL3naleHrue Ha Oenure gpobdose,

Bh3NaJIEHHE HA YepHHUA ApoD,

XKBJITEHHLA,

KHCTH Ha SAYHHKA.

JApyra HeXxeJIaHH peaKiuHu
JIpyru HeKeNnaHu peakLH ca HabnogaBaHu npy Manbk Opoit Xopa, HO TOYHaTa HM Y€CTOTa He €

H3BECTHa.

AKO UMarTe NPUTECHEHHA OTHOCHO HAKOA OT TE3H peakuuu, yBenoMere Bamns nexap).

HeoOHuailiHO HaTpynBaHe Ha OenThbK B Oenua apod (CUMOTOMMTE MOTaT Ja BKIOYBAT YNOPHTa
CyXa Kalllldlia, yMOpPa K 3aTPYAHEHO JHINAHE),

Bb3MNajleHHE Ha KpPbBOHOCHHUTE CHAOBE,

NOAYBAHE, yCELIAHE 3a TeXeCT WM CTArane, 60nka, orpaHiyYeHa NOABMKHOCT HA YaCTH OT
TANOTO (TA3K PEAKLUS MOXE /12 Bb3HUKHE BLB BCAKA HaCT Ha TA/IOTO U € NMOTEHLHANEH NPU3HAK
12 He0OHMYAHHO HATPYNBAHE HA TEYHOCT B MEKHTE ThKaHH, ABJDKAILO CE Ha 3amyuIBaHe Ha
num¢HATa CHCTEMA, H3BECTHO CBILO KaTO JUMQEAEM),
TEXbK OOPHB CHIIPOBOJAEH C NOJYBAaHE HA KOXKATa,

MNOHH)>XXCHH HHBa Ha XCJIA30 B KPpLBTa.




OcBeH TOBa € Bb3MOXKHO Ja BL3HHKHAT HEXelaHH PpeakiMu, KOWTO He ca Bu ussectHy, kaTo
OTKJIOHEHHSA B PE3YJITaTHTE OT NabOpaTOpHH U3CIEABAHMS, BIUTIOUHTEIIHO K3CIEABAHHS Ha
6nOpeunara ¢pyskuus. [To Bpeme Ha nedeHunero ¢be CepTukaH, Baunar nexap e Bu HasHauaBa
M3C/ieABAHUA Ha KPBBTA C LIe] Habn10/ieHHe Ha NPOMEHNTE, CBbp3aHu ¢ Bamure 6b0pewu.

CrofmaBaHe HA HeXe/laHH peaKnHA
AKO NONy4YnTe HIKAKBU HEXEJAHHU IEKAPCTBEHU pEakUuy, yeeaomere Baiinsg nekap win ¢papmaLesT.

Tosa BKA10YBa BCHYKH BB3MOXHH HEOTTHCAHH B Ta3M JIMCTOBKA HEXENaHU peakuuy. Moxere cbLuo a
CLOOLLMTE HEXKENAHH PEAKUIMH IHUPEKTHO Ypes:

HM3nbaBWTENHA areHUHA No JICKapCTBaTa
yn. ,,Jlaman ['pyes” Ne 8

1303 Codus
Ten.;: +359 2 8903417

yebcaiiT: www.bda.bg

Kato crofuiaBaTe HEXXENaHM peakLiiy, MOXKETE a AaAeTe CBOS NPHHOC 3a MOJIyYaBpaHe Ha NoBeye
HHGOPMAIIMA OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKApPCTBO.

5. Kak aa coxpanasare Ceprukan

. Ha ce cuXpaHABa Ha MACTO, HEZOCTHITHO 3a J€La.

. He w3nonssaittre CepTHKaH clien CPpOKa Ha FOTHOCT, OTOENA3aH BEPXY KapTOHEHATa ONakOBKa
cnen ,,l'oneH no:*. CpoKbT Ha rOAHOCT OTroBaps Ha NOCAEAHHUA JEH OT NMOCOUYCHHS MECEIL,

. ToBa nexkapcTBO HE M3HCKBA CNICLMATHH TEMINIEPATYPHH YC/IOBHA HA ChbXPaHEHHE.

. Cuxpanssaiite OnvMcTepuTe B OpUrMHAIHATA ONAKOBKA, 3a a 'Y [IpeANna3suTe OT CBET/IHHA U
BJ1ara.

. He u3nosnseaiiTe TOBa 1€KapcTBO, ako 3a0eNexuTe, Y€ ONAKOBKATA € MOBPEACHA WIIH UMa
Oenes3n Ha noanpaBsHeE.

. He w3xsbppnsiiTe nekapcTaara B KAaHAIM3ALMATA WM B KOHTEHHEPA 32 OMALIHH OTNaABLM.

[Tonuraiire Bamina ¢gapManeBT Kak Ra U3XBLPAATE JIEKapCTBaTa, KOHTO BEYE HE
u3nonssarte. Te3n MepKkH 11e CIIOMOTHAT 34 Orfa3BaHe Ha OKOJIHATa cpeja.

6. ChabpKaHHe HA ONAKOBKATA H JOObJIHHATEIHA HHPOPMALHA

Kakpo cpabpxka Ceprukan

¢ AKTHMBHO BELIECTBO: eBepoaumyc. Beaka tabnerka cpaspka 0,25 mg, 0,5 mg, 0,75 mg uiu
1,0 mg eBeponuMyc (everolimus).

e Jlpyru ChCTaBKH:
- CeprukaH 0,25 mg Tabnetku: 6yTunxugpokcuronyeH (E 321), Maruesmes creapar, J1akro3a
MOHOXHAPAaT (2 mg), XMNpoMeio3a, KPOCMOBHAOH H Oe3BoAHAa nakTo3a (51 mg).
- Ceprukan 0,5 mg Tabnerku: 6ytunxuapoxcuroayeH (E 321), maruesnes creapar, 1akTo3a
MOHOXHApaT (4 mg), XMnpoMeno3a, KpOCnOBUAOH U De3BoaHa nakTo3a (74 mg).
- Ceptukan 0,75 mg tabnetrku: SyrunxuapokcuronyeH (E 321), MardesueB cTeapar, J1akTo3a
MoHOXKApaT (7 mg), Xunpomenosa, KpOCNOBHIAOH H Oe3roaHa nakro3a (112 mg).
- Ceprukan 1,0 mg rabnerku: 6ytunxuapokcuronyeH (E 321), Mardesues creapar, 1aKrosa
MoOHOXKApAT (9 mg), xunpomesnosa, KpocnoBHAOH U Oe3poaHa ylakTo3a (149 mg).

Kak m3rjexaa Ceprikan # KaAKBO ChALP:KA ONAKOBKATA
e Tabnerkure Ceprukan 0,25 mg ca 6enm 10 KbATEHHKABH, MPAMOPHH, KPBIUIH, MAOCK
CKOCEHM KpaHlla, ¢ AuaMeTsp 6 mm ¥ Haanue “C” oT enHaTa cTpaHa U “NVR” ot r 2z

o Ta6nerkute CeptrkaH 0,5 mg ca Oenn A0 KBATEHUKABU, MPaMOPHH, KPBIJIH, IUIOCKHE
CKOCEHM KpaMila, ¢ guaMeTsp 7 mm ¥ Hannuc “CH” or eaHaTa ctpada H “NVR” or\jfe




e Tabnerkure Ceprukan 0,75 mg ca Oenu A0 XBATEHHKaBH, MPAMOPHH, KPBIJIH, IUTOCKH CBC
CKOCEHH KpaHiua, ¢ xuametsp 8,5 mm u Hagnue “CL” ot eqHara ctpaHa U “NVR” or apyrara.

e Tabnerxure Ceprvkan 1,0 mg ca 6enm 40 KBITEHHKABHA, MPaAaMOPHH, KPBIH, IUIOCKH CBC
CKOCEHH Kpaua, ¢ auaMersp 9 mm u Haanue “CU” or eaHara crpana u “NVR” ot apyrara.

CepTrkaH TabneTku ce npeanara B onakoekH ot no 50, 60, 100 wim 250 Tabaerku. He BcHuku Buaose
OTaKOBKH MoOrart aa ObJar IMycHaTH Ha nasapa.

IIprTexaTes HA pa3pelieHHETO 32 YnoTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Hpnannus

Ilpou3BoauTEN
Novartis Farmacéutica SA
Gran Via de les Corts Catalanes, 764

08013 Barcelona
HcnaHus

Novartis Pharmaceuticals S.R.L.
Str. Livezeni nr. 7A

540472 Targu Mures
PyMBbHUA

Novartis Pharma GmbH
Sophie-Germain-Strasse 10

Nuremberg 90443
[ 'epMaHus

3a AONMBIHHUTENHA HHPOPMALIMA OTHOCHO TO3M JIEKAPCTBEH NPOIOYKT, MOJIA CRBPXKETE CE C
JIOKANHUSL IPEICTABUTEN Ha MPHUTEXKATENA Ha pa3peLleHHeTo 3a ynoTpebda:

Novartis Bulgaria EOOD

oya. ,,Hnkona Banuapos®™ Ne 55
EKCIIO 2000, crpaaa 4, eT. 4

Codua 1407

Ten: 02/489 98 28; dakc: 02/489 98 29

Tosa JeKapcTBO € pa3pemeHo 3a ynorpebda B {LpKaBHTE — WIEHKH HA EBponeickoro
HKOHOMHYECKO NPOCTPAHCTBO, H B O0eannenoro kpaycteo (Cesepua Hpaanaan) nox
CJIEAHOTO HME:

Hme Ha IbpRABATA WICHKA HMe na 1ekapcrBoTo

ABctpus, benrua, bruiarapus, Xspsatua, Kumsp, Heuika Certican
penybnuka, Jlanus, Ecronus, @unnanaus, OpanHums,
lepmanus, ['spums, Yarapus, Ucnannns, Upnanausg,
HUranua, Jlateua, Jlurea, Jlirokcembypr, Manra,
Hupepnanaus, Hopserus, Ilomua, IToptyranua, PymbHus,
Cnobakus, Cnosenus, Ucnanug, Lrenusa, ObenuHeHo
kpasicTeo (CebepHa Mpnaunus).

JlaTa Ha MocJeAHO npepasriexiaane Ha ucropkara: 09/2025




Jpyra H3TOYHRIHN HA HHPOpMANHSA

[Moapo6tua uHdopMaLUs 3a TOBA JIEKAPCTBO € NPEAOCTaBeHa Ha yeOcaiTa Ha ManuiHuTeNHa areH1HS
f10 nekapcreara (www.bda.bg).




