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Epepommyc (Everolimus)

IIpoveTere BEEMATENIHO HAIATA JIHCTOBKA, NPEIA Aa 3aN09HETE A UPHEMATE TOBA JEKAPCTHO,

Thi KATO TH CHILPX: BazkHa 3a Bac apdopmanas.

s 3amasere Ta3H JMCTOBKA. Moke N1a ¢€ HATIOXKH A4 31 NPOYETETe OTHOBO.

® AKO HMaTe HSKAKBM JAOIBIHMTEHH BHIPOCH, NonuTaiite Banmig nexap ui gapmauest.

¢ ToBa nexapcTBo € npeamucano nuuHo Ha Bac. He ro npeotctensaiite Ha ApyrH xopa. To Moxe na
MM HABPE/IM, HE3ABHCHMO e MPH3HALIMTE HA TAXHOTO 3a00/ABaHe ca ChIIUTe Karo Bammyre,

o AKO NOJY4HTE HAKAKBH HEKeJaHH peakiid yeeaomere Bauns nexap win gpapmauest. Toea
BKJTFOUBA B BCHUYKH Bh3MOXKHH HEXXeJIaHH PeaKIlHy, HeOTHCAHH B Ta3d JHCTOBKA. Binkre
TOuKa 4.

KaxBo chABLPAA TA3H IHCTOBKA:

1.  Kaxso mpeacrasnspa CepTHKAH H 34 KAKBO CE H3M0/13Ba
2.  Kakso Tpa0Ba na 3Haere, npead Aa npHemere Ceprukan
3.  Kak ga npuemare Ceprukan

4.  BB3MOKHH HEXETaHH PeaKIiid

5.  Kak jga cexpanspare CepTukaH

6.

CruIOppKanne Ha ONIAKOBKATA H JOITHIHHTEIHA HHOpMALHs

/

1. Kaxgo mpeacrapassa CepTHKad H 38 KAKEO ce HIN0/I3BA
AxTHBHOTO BelecTBO Ha CepTHKaH € €BSpONMMYC.

Esepomamyc nprHHAz/iexks KLM IpyIia IeKapcTBa, HapeueHn uMyHocyfipecopd. Hamoassa ce 3a
MpeIOTBPATABAHE HA OTXBHLPIISHETO Ha TPAHCILIAHTHPAHNA GBOPEK, Chplie WK Yepes Apob oT
WUMYHHATa CHCTEMA Ha TAJIOTO NPH BB3PACTHH MAIHEHTH.

Ceprrkas TpaOBa 1a ce MpEAAra CHBMECTHO ¢ APYTH JIeKapeTBa, KATO IMKIOCTIOPHH TIPH
Ge6peuHa M ChpPACIHA TPAHCIUTAHTAIIAS, TAKPOAHMYC NPH YePHOAPOOHA TPAHCIUIAHTALMA H
KOPTHKOCTEPOHITH.

2.  Kaxkso rpua0pa aa 3naere, npenn aa npaemere Cepraxas

He npuemaiite Ceprakan

. aKO CTe ANePrHYHH (CBPBXUYBCTBHTE/HH) KbM €BEPOIHMYC, WIH KbM HAKOA OT OCTAHATIHTE
CHCTABKH Ha TOBE JIeKApcTBO (M20poeHH B TouKa 6);

. AKO CTe AJIEPrHYHH (CBPBXYYBCTBHTE/IHH) KBM CHPOTMMYC.

AKO Hfk0€ 0T H30poeHHTe NO-rope ce oTHacH 3a Bac, andopmuapaiive Bamns Ji¢

. mpremaiite CeprHKan.

IIpexynpexaeHnsd U MpeanazEH MEPKH
T'osopeTte ¢ Bamus Jjtexap, npesn Aa mpuemeTe Cepruxan:



. JlexkapcTBa, KOMTO TOTHCKAT UMYHHATa CHCTeMa KaTo CepTHKaH, HaMalsaRaT cnoco0HOCTTa Ha
TAMOTO A2 ce 60pH cpemy HHMeKIMH. [IpenopsuHTeNHO € Aa ce KoHcynTapare ¢ Bamma nexap
HIIH C LEHTHpa 10 TPAHCIUIGHTALIHSA, aKO MMaTe Tpecka WiH o010 HepasTooKEHHE, HIH HMaTe
JIOKATHH CHMITTOMH KATO KallUTHIA WIIH YCelIaHe 3a TapeHe TPH YPHHHPAHE, KOHTO Ca TEXKH
WIIH TIEPCHCTHpAILH B IPOXBIDKEHHE Ha HIKONKO IHH. KoHcyrHpaiite ce He3abaBHo ¢ Bamiua
JIeKap MITH ¢ IIEHTBpa N0 TPAHCILIAHTALMS, AKO C¢ UyBCTBATe 0OBPKAHH, HMaTe NpobieMH ¢
rOBOpPEHeTO, 3aryba Ha naMerTa, riaeofonye, HapyIIeHO 3peHHe Wik [IPHIIATbIM, Th KAaTO Te
MO2KE 13 2 CHMITTOMH Ha PAAKO, HO MHOTO CEPHO3HO CBCTOSHKE, HAPEUEHO NIPOrpecHBHA
MHOKECTBEHA JieBKoeHIedanonaTis (PML).

. Ako HACKOPO CTe IPETHPIICTA ['oldMa OI€palud, Wi aKko BCe OLlI¢ HMa He3apaCHalH paHH chaen
omepanns, CepTHKaH MOXe Ja YBEIHYH PHCKa OT NPoGIeMA CREP3aHH C BE3CTAHOBABAHETO Ha
paHHTe.

hd HeKapCTBaTa, KOHTO MNOTHCKAT HMYHHATa CHCTEMA, KaTo CCpTHKaH, MOXE Ja MOBHINAT PHCKA OT

nOsBA HA pak, 0coBeHo Ha Koxkarta u tumbuata cucrema. [Topany Ta3u HpHYMHa TpaOBa Aa
OTpaHHYHTE H3MaraHeTo Ha CITbHYEBA U YJITPABHOJIETOBA CBET/HHA, KATO HOCHTE [TOAXOAALIH
APEXH H 4YeCTO NpHIaraTe CIAbHUEIAMNMTCH KPpEM ¢ BHCOK 3aLIHTCH (l)aKTOp

. BammsT nekap BHHMATETHO e mpocieassa 6p0peunaTa Bu gyHKia, KOTHYECTBOTO Ha
MasHHHHTC (J]H]'IH,I[I’[TB) W HHBATA HA 3aXap B KPbBTA, TaKa KAKTO H KOJHYCCTBOTO TNPOTECHHH B
YpHHATA.

) Axo uMare npobnemu ¢ depHUs Apob WITH HAKOTa ¢Te HMATH 3a00/19BaHe, KOETO MOXKE J1a €

3acerHano 4epHua Bu npo6, mong undopmupaiite Bamus nekap, ThH KaTO MOXE [a C€ HATOKA
npoMsHa B fo2aTta CepTHKaH, KOATO npueMare.

. AXO HMaTe PECITHPATOPHH CHMITTOMH {HAMP. KAILTKIA, 3aTPYAHEHO JHINAHE ¥ XPHIIOBE), MONA
unopmupaiite Bamna nexap. Toit me npeneHy Kak W Jany Ja NPOXL/DKHTE TIPHEMA HA
CeprHkaH, KAKTO H/HIIH JaIH Jia TI0NTy4YaBaTe APYIH JekapcTBEHH NPOAYKTH 33 NPeoAo/iBaHe
Ha Te3H NpobIIeMH.

. CepTHKaH MOJXE 12 HAMAITH NMPOM3BOCTROTO Ha CNEPMATO30MIH TIPH MBIKETE, KATO MO TO3M
HAYHH HAMAJIABA BB3MOKHOCTTA 12 uMar aela. EdexTsT o6HKHOBEHO € obpaTtum. [TaunenTie
OT MBXKKH MOJI, KOHTO HCKAT Ja HMaT Jena Tpadsa na o6ChIAT IeYEHHETO C ICKyBallHA CH
aeKap.

IlanEEeATH B cTApYecKa Bb3pact (65 roqHEH A nopede)
Hma orpasnder onur ¢ npuiokeHneTo Ha CepTHKAH NpH NALHEHTH B CTapyecka BE3pact.

Jena n ronomu (mox 18 ronnmnaa BL3pacT)
CeprukaH He TpaGBa Ja ce Npriara NpH JeLa | 1OHOIIH ¢ TpaHCILTAHTaIMA Ha 6u0pexK, Chplie Wiv
yepen apob.

Apyrn nexapcrea n Ceprakas
Hudopmupaiite Banins ekap Wik apMaleBT ako PHEMATE, HACKOPO CTe NPHEMAH HITH €
BB3MOKHO A3 MPUEMETE JPYTH JICKAPCTRA, BKITIOUMTENHO H TaKHMBa, OTNYCKaHH 6e3 perenta.

Hsikon nexapcTBa MOFaT a MOBITHAST HaykHa Ha AelicTBHe Ha CeprTHKAH BEpXy opraHHsMa. Muoro
BaXKHO € Aa uHbopmupare Bawus sexap, ako npuemare Hikoe OT CIICAHMTE IeKapCTBa;

. HMYHOCYTIPECOPH, Pa3HYHE OT [MKIOCIIOPHH, TAKPOIIMMYC HIH KOPTHKOCTEPOHIIH,

. AHTHOMOTHLIH KaTo pudaMmiu#H, pudadyTHH, KIapUTPOMHLKH, EPHTPOMHIMH HIH
TEINTPOMHLIUH,

. MPOTHBOBHPYCHH JTEKAPCTBA KATO PHTOHABHP, edaBHpeHll, HeBHPannH, HeJIQHHABHD,

' HHIMHABHD WIH aMIIPEHABHP, KOUTO CE M3MI0N3BAT [IpH JiedeHHe Ha HIV undexkuus,

. JIEKAPCTBA, KOWTO CE M3MOJ3BAT 34 JiedeHHe Ha MbOWYHM MH(EKIHH, KaTO BOPHKOH

(ryKOHa30J1, KETOKOHA30/ WIH HTPaKOHA30,

. NIEKAPCTBA, KOMTO CE H3ION3BAT 32 JICHeHHE HA SIMIericHs, KaTo eHHTon
KapOaMazenHH,

. JIEKAPCTBA, KOMTO CE M3MIONZBAT 34 ICYEHHe HA BHCOKO KPHBHO HAJATaHEe

l'[pOﬁJICMH, KaTQ BepalaMHi, HHKApAWMH WIH JHITHA3EM,
. APOHSHAPOH, NeKAPCTBO, KOCTO C€ H3II0/13BA 34 PEeTyMHpaHe Ha ChpACiH



. JIEKApPCTRA, KOWTO CE M3NON3BAT 34 NOHIDKABAHE HA XONECTEPONa, KATO aTOPBACTATHH,
nparacTaTHH Wi pubpatH,

L JI€KApCTEAa, KOWTO C¢ H3NOI3BAT 32 JICYCHHE HA OCTPH MNPHCTHIH HIIH Ceaalui MpeiH WK 1o
BpPEMeE Ha OllepaLHi WIH APYTra MEAHUMHCKA [pOLeaypa, KaT0 MEIa30NaMm,
KanaOHAHON {(M3M0I3BAH (PH PANIHYHE TOKA3aHHs, BIUTIOYHTENTHO 32 JIeYeHHEe Ha NPHIIANBIIH),

L OKTPEOTH]L, JIEKAPCTBO, KOETO CE H3MON3BA 38 JIEUCHHNE Ha aKpOMETAIu, PAIKO XOPMOHAIHO
Hap}’IHCHHB 00OHKHOBEHO TpOABABALILO CE TNPH XOpa Ha CpeaHa Bh3pacT,

o MMATHHHO, JIEKAPCTBO, KOETO CE H3MON3BA 3a NOTHCKAHE HA PACTEXa Ha aGHOPMAITHH KISTKH,

. SKBIAT KaHTapHoH {(Hypericum perforatum), NeKapcTBO OT pacTHTE/IEH HPOU3XOL, KOETO ce
H3110/13B4 34 JICYEHHE Ha ACTIPECHA,
. aKo ce Hanara Ja Bu 6b1ie HanpaBeHa BakcHHa, TBPBO c€ NochBeTBaiiTe ¢ Baluus nekap.

CepTuxan ¢ Xpana % HATHTKH

Hanuunero Ha xpaHa Moxe 1a ioBase pesopOimara Ha Ceprukan. 3a 1a HOAABPIKATE IOCTOAHHH
HuBa Ha CepTHKAH B TAAOTO CH, BHHATH TPAOBA A1a ro IIpHEMATe 110 eIIWH H Chill HauuH. Tpatsa wim
BHHATH JIa FO B3€MATE C XpaHa, HWIH BHHAIY Ha NPa3eH CTOMax.

He npuemaiite CepThKan ¢ rpeiingpyt wiu cok o1 rpeitndpyt. Te MOraT Ja noBnHAAT edexTa Ha
CeprixaH Bepxy Balnus oprannsem.

Bpemennoct, kbpMeHe i GepraiaTeT

Ako cte OpemenHa He TpsGea 1a npemare CepTHKaH, OCBEH ako BaliuaT nexap He NpeLeHH ToBa
KaTo abconroTHO HeOGX0AMMO. AKO CTe JKeHa U MoXeTe Ja 2abpemeHeere, Tps#0Osa 1a H3TI0N3BaTE
eheKTHBEH METO]] 32 KOHTPALIENIMS F10 BpeMe Ha JieueHueTo ¢be CepTHkaH u 8 ceMHLIM Cilel
rpeycTaHOBABAHE HA JIEYEBHETO.

AKO MHCIIHTE, Y€ MOe Jia cTe GpeMenna, nocseeTBaiite ce ¢ Bamns nekap wina apmanesT npeiw na
3arnouHere Ja npuemare CepTHKaH.

He tpa6ea na xspMuTe, aokato npueMare Ceprrkal. He e u3secTHo nanu CepTHKaH NpeMHHABA B
KbpMATa.

CepTHKaH MOMKE JIa NOBIHAE MBXKKHS epTismiTeT.

Mopupane n pabora ¢ MAmMAHA

He ca mpoBexzaH# Npoyypatus Ha edexrnTe va CepTHKaH BBPXY CHOCOOHOCTTA 38 LIOQHPAHE U
paboTa ¢ MaluHHK.

CepTHKaH CHALPHKA JAKTO32

Axo Bamuar nexap Bu e kazan, ye HMaTe HEMOHOCHMOCT KBbM HAKOH 3aXapH, CBBPKETE CE ¢ Hero,
npeny Aa NMPHEMeETe TO3H NEKapCTBEH NPOAYKT.

3.  Kak aa npaemare Ceprakan

BawusT siekap wme peis To4Ho Kaksa josa CeprukaH Tpafpa fna npueMare M KOra Aa A mpHeMare.

Bunaru npremaiite CeprrkaH TOYHO KakTo BH e Kasan Bainst nekap wix dapMalleBT. AKO He CTe
CMIYPHH B Helllo, nonuTaiite Bammsa nexap win dapMaliesT.

Koaxo aa npaemere

¢  O6uuaiinata HauanHa a03a e 1,5 mg quesHo NpH 6s0pedHa M CHPACYHA TPAHC
2,0 mg AHEeBHO MPH TPAHCIUTAHTAIIHA Ha uepeH apob.

e  OGHKHOBEHO ce pa3zeld Ha ABE I03H, ¢HA CYTPHH H eIlHA Beuep.

Kax aa npaemate CepTHKaH



Cepruxae TpaOsa ja ce npHeMa caMo Ipe3 ycTaTa.

He gyniete TabneTkuTe.

IMorsnxeTe TabMETKHTE 1IETH, ¢ 4alla BOJA.

Tpsa6sa na B3eMeTe IbpBaTa 4033 OT TOBA IEKAPCTEO BE3MOXKHO Hal-cKOpo cnel Gp0peuna u
Chp/ASYHA TPAHCTUIAHTAIIHAS ¥ [IPHOIM3UTEIHO YETHPH CEIMMLM c/ie] TPAHCTUIAHTALIHA Ha YepeH Apod.
Tpabea na npuemare TabneTkUTe 3a€4HO ¢ HKIOCTIOPHH MHKPOEMYJICHSA MpH 6B0peyHa i CHpIeYHa
TPEHCIUIAHTALIMA M ¢ TAKPOMMMYC IIPH TPAHCIUIZHTALIHA Ha YepeH apob.

He npemnHagaiite or CepTukan 1abnerkn sa Ceprukan gucnieprapanii ce Tabnerky, 6e3 mepso ga
uHpopmupare Bawws nekap.

IIpocnenspane no Bpeme Ha jieuyennero ¢oe Ceprukan

Bamms nexap Moxe 1a KOpHTHpa 103aTa Ha NeKapcTBOTO B 3aBHCHMOCT OT TOBA KONKO CepTHKaH HMa
B TAI0TO BM H B 3aBHCHMOCT OT TOBA KaK MOHAcATe JeyeHHeTo, Bainuar JIeKap L¢ NpoBeXxaa
[IepHOAHYHH KPLBHH H3CICABAHHA 32 H3MEPBAHE KOJMHYESCTEOTC Ha €BEPOIMMYC H LHHKJIOCHIOPHH B
kpBBTa By, Bammar nekap chillo Taka e mpocnensBa BHUMATeIHO Bamarta 060peuHa GpyHKuu1,
HHBaTa Ha JMHIIMAKTE B KPBBTE H KPBBHATA 3aXap, TaKa KAKTO H KOJHUYCCTBOTO NIPOTCHHH B YpHHATA
Bu.

AKo cTe IpHEJH NoBeve OT HeoGxoaumMaTa fo3a Ceprakan
AKO CTe TIPHENTH MOBEYE OT HeoOXx0oMMaTa J03a OT TOBA JIEKApCTBO, He3abaBHO ropopeTe ¢ Baius
nekap.

Ako cre nponycaanu aa npuemere Cepruxan

Axo cre 3a0paBuig 1a s3emete CepTHKaH, B3eMeTe IO BeJJHATA LLOM C& CEeTHTe, KaTo IPHEMETe
creaBallaTa no3a B 00HuaitHoTo Bpeme, O6bpHETe ce KuM Banms nexap 3a ceBet. He B3eMmaiite
JBoHHa 1034, 3a Ja KOMIICHCHpaTe mponycHaraTa Tablerka.

AKO cTe cpesd npaema aa Ceprakan

He crpaiire npuema Ha tabnerkure 6e3 BammsT nexap na Bu e xazan. Tpabea na npuemate ToBa
TIEKapCTRO TOJKOBA ABJITO, KOJIIKOTO € HE0OX0JHMO HMYHOCYTIPECHATA ia [Pe/IOTBPATH OTXBBPIAHETO
Ha TpaHcIUIaHTHpaHusa Bu 6u0pex, chpiie wik 9eper apob. Axo cripere npueMa Ha Ceprukan, Bue me
CTe 3aCTPAllleHH OT OTXBBPIIAHE HA TPAaHCTUIAHTHPaHHA BH opraH.

AKO MMaTe HAKAKBH JOIbIHUTEHH BENPOCH, CBLP3aHu ¢ ynoTpebaTa Ha TOBA JIEKApCTRO, TIONUTakTe
Baiwrua nexap unu apmainesr.

P

4. Bob3IMOXKHH HeXKEJAHH peakuMB

Kakro scHuku JIEKapCTBa, TORA JICKAPCTBC MOXKE 1A NPSAH3BHKA HEXKEIAHH PCAKUHH, BBIIPCKH Y€
HE BCEKH T' ITIOITy4JaBa.

Twit kato CepTHKaH ce IpHeMa ¢ APy NeKAPCTBa, He BHHATH € ACHO JAJTH HEKEIAHWTE peakiini
ca npudHHeHn oT CepTHKAH WITH OT APYTHTE JIEKapCTRa.

Caenuure uexxenann epeKTH ce HYAKIAAT OT He3abaBHA MeAHIIMACKA HaMeca:

*  HHOCKIHH,

* BBE3NANEHHe Ha Hennd Apos,

*  aJepruyHM peaKiyy,

®  Tpecka H CHHHHM 10/ KOXKATA, KOMTO MOTAT [ja Ce [POABABAT KATO YePBEHH TOYKH, Che MM Oe3
HeoOACHUMA YMOpa, OGBbPKBaHe, NOXKBITABAHE HA KOKATA WM OUHTE, HAMATIEHO OTACASHE Ha
ypHHa (TpoMOOTHYHA MUKPOAHTHOMATHA, XeMOTHTHYHO-YPEMHYCH CHHAPOM).

AKO Ce NOABAT HAKOH OT CNGIHHTE CHMITTOMH:
* NEpCUCTHPAIHH WM CBHICTENCTRAINY 33 BiloIapaHe Ha HenonpobHara GyHKI
CHMHATOMH KaTO KallUITHO@, 3aTPYAHEHO JHIUAHE HIH CBHPEHE Ha IEPIUTE,
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Tpecka, 0010 HepaznonoKeHHe, MPbIHA MK KopeMHa 00JIKa, BTPHCAHE, YCEIlaHe 3a NapeHe npH
VPHHHDAaHe, '

NOAYBAHE HA JIMLIETO, YCTHHUTE, €31Ka WIH IBPIOTO,

TPYZAHOCT NIPH ApPETThINaHe,

CIIOHTAHHO MOCHHABAHE MIIN KbpBeHe 0e3 oYeBUIHA NPHUHHA,

o0pHB, ' : :

Gonka, HeoGHYANHO 3ATOIISHE, NOAYBAHE WM OTACNAHE Ha CEKPeT OT MACTOTO HA ONIEPALHATA,

TpAGBa fia cripete pHeMa Ha CepTHKAH H a YBEeAOMETe He3abapHo Bammn jexap.

I[pyrn HADIOIABAHHE HeXeIAHH JeKApCTBEHR PeAKIHH BKJAWYBAT:

Muoro uecT (Mozam da 2acezHam nogeye om 1 na 10 nayuenmu)

HHbeKkIH (BHPYCHH, DaKTepHATHH ¥ IEOHYHH HHDEKITHN),

HHOCKLMH Ha JONTHATE UXATCIHH MBTHINA, KaTo OenoapobHH HH(EKITHH, BKIFOYHTENHO
TTHEBMOHMS,

HH(EKIWH Ha FOPHH JHXATEJIHM ITBTHILA KATO Bh3NaACHHe Ha (hapHHKca, O6MKHOBEHA HACTHHKA,
HH(EKIHH HA TMKOYHHTE ITETHING,

aHeMHS (HaMaisBaHe Ha 6pod Ha YepBEHHTE KPBBHEH KIETKH),

noHuxeH Opoil Ha Oenmre KPBBHU KNETKH, KOSTO MOXKE 12 JOBEE A0 NOBHLICH PHCK OT
nH(peKIMH, HaMasiBaHe Ha 6pog Ha TPOMOOLIMTHTE, KOETO MOYKE J]a TOBE/E A0 KbPBEHE H/HIIH
obpasyBaHe Ha CHHHHH 110j] KOXKaTa,

MOBHUICHH HHBA HA MasHWHH (JIMMTHIM, XONECTEPOS U TPHITIHIIEPHH) B KPRBTA,

noApa Ha JuabeT (BHCOKM HHBa HA KPhBHATA 3aXap),

HAMAaJleHH HHBA Ha KaMHii B KPbBTA,
TPEBOXKHOCT, '

npobaemu cbe 3acnuBaneTo (6e3ceHue),
raasobonue,

3a[IPBIKKA HAa TEYHOCT B TOPOHYKATA OKOJIO CHPLETO, KOSTO MOKE Ja I0BEe 10 HaMasIBaHe Ha
cnocoOHOCTTA Ha CHPLIETO 1a M3IIOMIIBA KPLBTA,

BHCOKO KPBBHO HaJBraHe,

BeHO3Ha TpomB03a (3amyiBaHe Ha [TIaBHa BeHa OT CBCHPEK),

33PEKKA HA TeunocT B Denure Apofose i MPBAHATA KyXHHA, KOSTO aKo € TEXKO MOJKe Na NoBele
10 3aTPy/IHEHUE B AHMITARETO,

KaILTALa,

3anyx,

IHapus,

MOBAMraHe (ragexe),

MO3HEH 33 NOBPHIIAHE (TIOBPBITAHE ),

cTOMallHa (KopeMHa) GoMKa,

oba 6onxa,

TpecKa,

3a7BpIKaHE HA TEIHOCTH B THKAHHTE,

3aTPyJAHEHO 3aPacTBAHE HA PaHH.

Yecrn (mozam da 3aceznam 0o [ na 10 nayuenmu)

OTpaBAHC Ha KPHBTA,
HHQEKTHPaHEe HA pPaHa,

pak 1 A06pOKa4YeCcTBEHH TYMOPH,
PAK Ha KOMKaTa,

yBpexaane Ha Ow0peinTe, NpHApyReHO ¢ HaMaieH 6poH Ha YepBEeHHTE KPBB
TpoMOouHTHTE, ¢ WK Oe3 0OpHE (TPOMOOLMTONEHHYHA [Ty PILYpa/XeMOJTHTH
CHHAPOM),

PaspyLIABaHE HA YEPBEHHTE KPLBHHU KIIETKH,




€/THOBPEMEHHO HAMAJISBAHE HA GPOs Ha YepBEHUTE KPHBHH KIETKH H Ha TPOMOOLIMTHTE,
YCKOPEH ChpJIeUeH PHTHM,

KBPBEHE OT HOCa,

HAMAJIABAHE OPOA HA KPBBHHTE KICTKH (CHMITTOMHTE MOKe A2 BIJTIOUBAT C/1ab0CT, MosiBa Ha
CHHWHH HIIH HeCTH HHEeKLHR),

®  BHE3alHO 3aMyLIBaHE Ha ChA0BETE, KPbBOCHA0ASBALIM TPAHCIIAHTHPaHMA OBOPEK, KOSTO MOKE
Aa [I0Befe 10 3ary0a Ha MPHCaKATa, MPEIMMHO B paMKHTe Ha mbpBHTe 30 aH4 cnes 610peuHa
TpaHCIUIaHTAlHA, '

HApYLleHNd Ha KPEBOCHCHPBAHETO,

KHMCTa, ChABbpKalla TMM(Ha TeuHoCT,

HosKa B yCTHATa KyXHHA HIH T'BPJIOTO,

BB3MAJICHHE HA TAHKpeaca,

adTH B ycTara,

aKHe,

KOTIPHBHA TpecKa (YpTHKApHUs )} H PYTH aJepri4HH CHMIITOMH, KaTO MOJyBaHe Ha JIMLETO HiH
IRPAOTO (AHTHOENEM),

06puB,

OOJIKH B CTABHTE,

OONKM B MyCKynMTe,

DeNThEK B YpHHATA,

Hapylenns Ha Gp6peLure,

HMII0TEHTHOCT,

XCPHHA, Ha MACTOTO Ha ONepalllsTa,

OTKJIOHEHHA B PE3YJITATHTE Ha YEPHOAPOGHHTE H3CIEABAHMA,

MCHCTPYaJIHH HapylueH#s (BKJIIOYHTEIIHO JIATICRAA HITH CHIHA MEHCTPYyalus).

HekecrH (Mozam da saceznam oo 1 na 100 nayuenmu)

e  pax HamMMdHAaTA THKaH (TUMGBOMa/CIIeATPaHCTITAHTALIHOHHO JIHMGONpPOIHPEPATHBHO
sabonsBane), _

NOHWKABAHE Ha HUBOTO HAa TECTOCTEPOH,

BB3NaneHye Ha Senure Apobose,

BE3MAJICHAE Ha YepHUA Apob,

WEBITEHHLA,

KHCTH Ha AliuHHKA.

e & & & »

JApyrd HeReNaHH peaKilaH .

JIIpyry HexXeNaH| peakMy ¢a habnioaapaHH MpH MaTsk Opofi Xopa, HO TOYHATa MM MECTOTA He €

H3BECTHA:

e  HeoDMYaiiHO HarpylBade Ha DesTbk B Oenna Apob (CHMITOMHTE MOraT J1a BKJIKOYBAT YIIOPHTA
CyXa KalLTMIa, yMOpa H 3aTPY/HEHO AUIIAHE),

*  BB3NAICHHE Ha KPbBOHOCHHMTE CHIORE,

*  [OOyBaHe, YCEIUaHEe 3a TEXECT HIH cTaraHe, H0Ka, orpaHH4eHa NOABHKHOCT HA YaCTH OT
TSJIOTO (Ta3H peakiya MO)Ke 1a Bh3HHKHE BbB BCAKA YacT HA TANOTO H € NOTEHLHANICH NPH3HAK
3a HeOOUHAHHO HATPYTIEAHE Ha TEYHOCT B MEKHTE ThKaHH, TH/DKALNO CC HA 3aMyIUBAHE Ha
miM¢HATa CHCTeMa, H3BECTHO CBILO KaTo AHMbenem),

¢  TEKBK OOPHE CHIOPOBOJIEH C NOTYBAHE HA KOYKATA,

MOHIDKEHH HHBa Ha JKENA30 B KPBBTA.

AKO UMaTe NPUTCCHCHHA OTHOCHO HAKOA OT TC3H pPeakilHH, YBEIOMETE Bamnsn JIeKap.

OcBeH TOBa € BB3MOXKHO Jia BR3HUKHAT HeKeaHH PEaKIMH, KouTo He ca Bu misect

OTICTOHEHHA B PEIYITATHTE OT TaGOpaTOPHH M3C/ISIBAHHA, BIIIIOUHTETHO H3CICABA

Onbpeunara ¢pyuxuwa. [To BpeMe Ha neveHHeTo cke Ceprika, Bammar exap e

W3CTeABaHHA Ha KPHBTa C el HabnioaeHHe Ha IPOMEHUTE, CBLp3aHH ¢ Bamure 636’&3 I
)



Crnofmanane Ha HeXe/aHH peakudd

AKO NOTyuATe HAKAKBH HEXKEAHH JIEKAPCTBCHH peaKilHi, yeeaoMeTe Banma nekap. Tosa BriouBa
BCHYKH BL3IMOXKHH HEOIMHCAHH B Ta3H JIHCTORKA HEXETaHH PEaKIHI. Moxkere ChBLIO da C'BO6[[[HTC
HEJKENIAHYU PeaKiMH AHPEKTHO Ypes:

VI3ITRJIHATENHA ATEHIMA [0 TeKapCTRaTa
vi. ., Jdamsan I'pyes” Ne 8

1303 Codua

Ten.: +359 2 8903417

yeGeaiir: www.bda.bg

Karo crobiasarte HexenaHu Peakiidi, MOXKETE Ja JaJETe CBOs IPHHOC 3a NMOIyYaBaHe Ha NOBEYE
HAGOPMaIIMA OTHOCHO 0e30NacHOCTTa Ha TOBa JIEKApCTRO.

5. Kak aa cexpansBate CepTrakan

Ja ce cexpansBa Ha MACTO, HOJOCTBITHO 3a JeLia.

He msnomssatite CepTHkaH cllell Cpoka Ha FOAHOCT, OTOENA3AH BEPXY KApPTOHEHATA ONAKOBKATA
cied ,Jonen 50:“. CpOKBT Ha FOZHOCT OTroBaps Ha HOCHEIHHA JEH OT OCOYEHHS MECell.

To3m nexkapcTBeH NPOAYKT HE M3HCKBA CIICLHATHH TEMIIEPATYPHH YCIIOBHA HA ChXPaHEHHE.
Couxpauasaiite 61HCTEpHUTE B OPHTHHAIHATA OIAKOBKA, 32 J1a TH NIPEIIA3HTE OT CBET/IHHA H

BJIara.

. He m3non3saiite CepTrkaH, ako 3abenexuTe, e ONaKkoBKaTa ¢ MOBPeieHa Win uMa 6esesu Ha
MOANPABAHE.

* He u3xeBpniiiTe dexapcTBaTa B KAHATH3AIMATA HIH B KOHTEHHEpa 32 AOMALIHH OTOaNBLY.

Tlonuraiite Bamus dapMaiierT kak fa H3XBBLPIATE JSKAPCTBATA, KOWTO BEYEC HE
u3nonseare. TesH MepKH Ie CIIOMOTHAT 34 ONIa3BaHE Ha OKONHATa cpeja.

6. CpabpXKaHHE HA ONAKOBKATA H A0NBJHATeIHA HHGOpMaNHA

Kakso coabpxa Ceprakan .

¢ AKTHBHOTO BEILIECTEO € eBepoauMyc, Beska Tabnerka ceappeka 0,25 mg, 0,5 mg, 0,75 mg,
1,0 mg eBeponuMyc (everolimus).

e JIpyrure cheTaBKM ca:
- Ceprhkan 0,25 mg Tabaerky: OyranxuapokcuronyeH (E 321), Marnesues cTeapar, 1akTosa
MOHOXHIpAT (2 mg), XMIIPOMEo3a, KPOCIIOBKAOH M JakTo3a, 6e3ponna (51 mg).
- Ceprukas 0,5 mg tabnetku: SyrumxuapokcutonyeH (E 321), Marsesues creapar, JIAKTO34
MOHOXHJIpAT (4 mg), XMIpoMes03a, KpOCHOBHOH M AaKkTo3a, Ge3ponna (74 mg).
- Ceprukad 0,75 mg tabmerku: 6yrunxunpokcuronyeH (E 321), marsessies cTeapar, 1akTosa
MOHOXHIpaT (7 mg), XHIpoMeno3a, KpOCIOBHACH M nakTo3a, Gespoana (112 mg).
- Ceprukan 1,0 mg rabnerku: Gyrwnxunpokcuronyen (E 321), maruesnes creapar, J1aKkTo3a
MOHOXHJpAT (9 mg), XMIpoMeno3a, KpOCTIOBHAOH M jiakTo3a, Ge3pogna (149 mg).

Kax narnesxaa CepTHKAH H KAKBO ChILPKA ONAKOBKATS
¢ Tabnerkure Ceprrkan 0,25 mg ca 6eny 2o RKEITEHUKABH, MPAMOPHH, KPBIJIH, TIJIOCKH ChC
CKOCEHH KpaHila, ¢ AHaMeThp 6 mm K Haanuc “C” ot exanata crpaa B “NVR™ ot mpyrara.
¢ Tabnerxure Ceprukan 0,5 mg ca Genu 10 KbITEHHUKABH, MPAMODHH, KPBLIJIH, INIOCKH
CKOCEHH KpaHilla, ¢ auamersp 7 mm u wamue “CH” ot exnara crpana u “NVR” o1
o Tabnerkure Ceprrkan 0,75 mg ca Genu 10 KEITEHHKaBH, MPAMOPHH, KPBIIIH,
CKOCEHH Kpauiua, ¢ quameTsp 8,5 mm u Haamuc “CL” ot egHaTa crpata 1 “NV
e Tabnerxure CepTrkad 1,0 mg ca Genu 1o XbITEHHKABH, MPaMOPHH, KPBIIH,
CKOCEHH KpaHlla, ¢ AuamMeTsp 9 mm u Haamue “CU” or ennara crpana ¥ “NVR’




Cepruxan Tabnerku ce npeasnara B onakosku ot no 50, 60, 100 u 250 rabnetkn. He BcHuku BHAOBE
OMakoBKM MoraT jia 6baat mycHatu B npoaaxkOa. CeprukaH ce npeiara v noa gopmara Ha
JHCTIEprUpalIy ce TableTKH.

IIpurexaTen Ha pa3pemenHeTo 3a ynorpeda
Novartis Pharma GmbH

Roonstrasse 25

90429 Nuernberg

lepmanus

ITponsBoauTen
Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nuernberg
'epmanus

3a nombaHUTENTHA HHPOPMAITHS OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJIS CBBPXKETE C€ C
JIOKA/IHHUS MPEe/ICTABHTEN HA PUTEKATEIIS HA pa3pelleHHeTo 3a ynorpeda:

Novartis Bulgaria EOOD

6yn. ,,Hukona Banuapoe™ Ne 55
EKCIIO 2000, crpana 4, et. 4

Cocdusa 1407

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

To3u JiekapcTBen nponyitr e pa3speiuen 3a ynorpeéa B xpp:kaBute wienkn na EAII noa
CJIETHOTO HMeE:

Certican: Asctpus, Benrus, bvarapus, Xbspsatus, Kunsp, Yemka peny6nuka, Jlanus, Ectonus,
Ounnannus, Opanms, lepmanus, ['spuns, Yurapus, Ucnannus, Upnauausa, Wranus, Jlateus,
Jlursa, JliokcemGypr, Manra, Hunepnannus, Hopserus, Ilomma, [Topryramus, Pymbhus, CroBakus,
Cnosenns, Mcnanus, [lIseuus, O6enuneno Kpancteo (Cepepna Upnanaus)

JlaTa Ha mocJieHO npepasriekaane Ha aucroskara: 05/2022




