JincToBxa: HHGOPMANEN 32 NANHCHTA

.Ileﬁeliasnponc Tena 180 mg ¢pnamapann TabaeTkn
Deferasirox Teva 180 mg film-coated tablets

nedepasupokc (deferasirox)

IIpouereTe BHEMATEIAHO HAIRTA JHCTOBKA, NPeH A2 IRNOYHETE A8 HPHEMATE TOBA JEKAPCTBO,

 Thil KATO TH CHALPKA Bakaa 32 Bac andopmanss. |

- 3analere Ta3M IMCTOBKA. MOXe fa ¢e HanoXKu Aa 4 MPoUeTeTe OTHOBO. |

- AKO MMATE HAKAKBH JOITHJIHMTE/IHH BBIIPOCH, normrradtre Bamng nexkap wix ¢papManesT.

- Toea nexapcTBo € npeanmcaHo MUHO Ha Bac iy Ha Bamero aere. He ro npeorcreneaire Ha
apyrd xopa. To Moxce a UM HABpeAH, HE3ABMCHMO Y€ ITPH3HALIMTE Ha TAXHOTO 3abongeane ca
chinure KaTo Bammure,

- AKO NoTy4MTe HAKAKBH HEXKE/IaHH peakiH, yBegoMere Baiisa nexap win ¢apmauest. Topa
BKJIIOYMBA M BCHUKH BEIMOKHM HEXEIAHM PEaKLMM, HECOMMMCAHM B TA3M JTHCTOBKA, BiokTe

- TOYKa 4.
HWHITBIM Al'EHl.Illﬂ no REKAPCTHTA

r-
llh

Kaxkpo CHIBpEA TA3H JHCTOBKA
Kaxso npeacrasnasa Jedepasupoxc Tera u 3a kakBo ce H3IIC

Kak na npueMare [edepazupokc Tesa
B13MOXKHNM HeXXEIaHH PEAKUHH

Kax na crxpaHasate Jledepasupoxc Tepa .
ChIobppkaHKe Ha ONIAKOBKATA H JOITHIHHTEIHA m¢opuauns

AR S o A

1. Kakso npescrannuBa Hedepasapoxc Tesa H 38 KAKBO c¢ H3IDOAIBR

Kaxpo npeactasiansa dedepazupore Tena

Nedepazupokc Tepa chabpka aKTHBHO BEUIECTBO, HapedeHO aAedepasupokc. To e xenarop Ha
KEJIA3O0TO, KOETO NMPEACTARNABA JIEKAPCTBO, H3NOM3BAHO 38 OTCTPAHABAHE HA MIIMIMHOTO XKeJIA30 O
opraHusMa (HapH4aHo Ollle TIPeToBapBaHe ¢ XKeng30). To 3axsanma H OTCTPaHABE MTMITDHOTO KeJIA30,
KOETO CJie]] TOBA Ce eKCKPEeTHPA OCHOBHO Ype3 H3NMPAXKHCHNATA.

' 3a xaxpo ce manoassa Hedepazapoxe Tena |
[IpH malHeHTHTE ¢ pa3iMyuHKA BUAOBE aHEMHA MOXe Ja ca HeoOGXOMMH ITOBTOPHH KPhLBOTIPE/IMBAHHA
(BanpMMep NpH TAIaceMHA, ChPTIOBHIHOK/IETHYHA AHEMHA HIH MHEJIORHCIUIACTHYECH CHHAPOM
(MC)). IloeropHiTe KpHBONpEIHBaHHA 00ade MOraT Aa NPEAH3BUKAT HATPYNBAHE HA HTHIIHO
KOJIMYECTBO Ke/A30. TOBa ce MOTy4aBa, ThH KaTO KPBBTA CHIBPIKA JKEJA30, & OPraHH3MsT BH He
Pa3NoNAara ¢ €CTeCTBCH HAYHH 33 OTCTPEHSBAHE HA MMIIHOTO JKeJIA30, KOeTO NOTYyYaBaTe ¢
KpbBonpenupaHuAaTa. [IpH naumenTiTe CHC CHHAPOMH HA HETPAHCHY3HOHHO-3aBHCHMA TANACCMUSN B
TEUCHHE Ha BPEMEeTO MOXXE CHINO Ja C€ NOJYIM NMPETOBAPBaHEe C XKENF30, MPEANMHO BCIICACTBHE Ha
nosHINeHaTa aGcopOLMA Ha XeNa30 OT XpaHaTa, B OTTOBOP Ha HHUCKHA Opoit kpbBHM KieTKH. C
BPEMETO HIMMITHOTO XKEJNS30 MOXE [id YBPEAH BOKHH OPraHM KATO YepHHA Ipod H crpiieTo. 3a
OTCTPAHABAHE HA MITHIITHOTO XKEJIA30 H 38 HAMANIBAHE HA PHUCKA TO Jia MTPHYHHH YBpEXKAaHe Ha
OpraHHTe Ce M3TOI3BAT JIEKApCTBA, HAPCHCHH XeAamopy Ha HCeAR30mo.,

IIpu namenTH ¢ OeTa-TanaceMus Makop Ha 6 H noBeye roAMHH Iletbepazupoxc Tena ce / ‘5 5 a i’ng\ .
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JEYCHHE Ha XPOHHYHO MPCTOBapPBAHE C KCNA30, MIPHYHHCHO OT YCCTH KPBBOIIL
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Hedepazupoxc Tea ce M3MoN3Ba CHIIO 3a JIeYeHHE HA XPOHHIHO NMPETOBAPBAaHe C
NIEIEHHETO ¢ Je(hePOKCAMHH € IIPOTHBOMOKA3aHO MIIH HEAOCTATHYHO MPH NALHEHTH C

Maiiop ¥ mMpeToBapBaHe C XeJIN30, MPUIHHCHO OT PEAKH KPhBOTIPC/IMBAHNA, IPH
BUAOBE AaHEMHA M NPH JCLIA HA BB3PACT OT 2 210 5 NOAHHH.
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Hedepazupokc Tesa ce HINON3BA CHIIO KOTATO JICUCHHETO C aedepoxcaMil ¢ NPOTHBONMOKA3AHO MK
HeOCTATHYHO NpH NaLueHTd Ha 10 ¥ nopeye roMHH, NPH KOWTO HMA IPETORAPBAHE C XKEJA30,
CBBP3AHO C TEXHHTE CHHAPOMH HA TAJACEMHA, HO KOHTO HE Ca 3aBHCHMH OT KPhBOTIPIIMBAHETO.

2. Kaxso TpafBa Az 35aeTe, Apean aa npuemere Jedepasnpokc Tera

HE npuemaiire edepasupokc Tena

- aKO CTe SNCPIriiiy KbM Aeepa3sHpOKC WIM KbM moa 0T OCTAHAJINTE ChCTABKH Ha TOBA
exapcTBo (M30pOeHH B Touka 6). AKO TOBa ce oTHacd 3a Bac, kaxere na Bamng jexap
npenn Aa npaemate Hedepazapoxc Tena, Ako MECIHNTE, Y€ MOXKE 1a CTE AICPTrHYHH,
nonyraikTe Bammns nexap 3a ChBET.

- axo HMaTe YMepeHO unH Texko 6p6peano 3abonasane;

- aK0 MOHACTOAIIEM MPHEMATE APYTO JIEKAPCTBO, KOSTO € XeJIaTOP HA XKEJIA30TO.

J.lediepmnpoxc Tena He ce NpenopLYBA
- 8KO CTe ¢ HAIIPEeAHA CTaauit Ha MHCITONUCIINACTHYEH cmmpou (MDS; HamaneHO oﬁpasymﬂe
Hammmmmmxmmmum)mmmpaxnnmpemiancmmﬁ :

IIpeaynpexacnng K NPeANAIHA MEPKH

T'oBopere ¢ Bammus nexap Wi QapMauesT Npeax 1a mpueMere lletbepa:mpokc Tena:

- axommnpoﬁneucﬁ'bﬁpemnemqepmnpoﬁ

- aKO HMaTe NMpobieM ChC CHPLETO, NOPATH NPETOBAPBAHE C HKEJIA30;

- aKo 3a0esieXiTe 3HAUHTEHO HAMANABAHE HA YPHHATA, KOATO OT/C/ATe (npu3nak Ha 66peseH
npobiem);

- axonmmemoﬁpmmmynnenommmenmmmrmmme I7IaBHO B
o6acTTa HA-JIMIICTO Y I'bpoTO (NMPH3HALM HA TENKA AIEPTHHIHA PEakits, BIDKTE CHIIO TOTKA
4 ., BE3MOXKHH HEXKEIAHU PeaKiu”™);

- aK0 MMaTe KOMOHHAIMA OT HAKOM OT CIIEAHHTE CHMITTOMK: 00pHB, 3avuepBaBaHe HA KOXKATA,
MEXYPH MO YCTHHT, OMHTe WIH YCTATa, HAUTIOHBAHE HA KOXKATa, BHCOKA TEMIICPATYpa,
rPHTIONIONOGHH CHMITTOMM, YTOJIEMEHH JIAMGHH BE3MH (IPH3HALA HA TEXKKA KOXKHA peakis,
BIBKTE CBINO TOUKA 4 ,,BB3MONKHHK HEXeNaHH peakiuu’);

- KO HMaTe KOMOMHAIA OT CITeIHATE CHMITTOMM: CBHIMBOCT, OOJIKA B NOPHATA NACHA

| [ONIOBHHA HA KOPEM8, TIOXKKITABAHE HIIH HHTCH3HBHO NOAKLITABAHE HA KOMATA I OUHTE H
ThEMHE YPHHA (TPU3HALM Ha YepHOAPOOHH npobiemu);

- aK0 HANHATBATE 3aTPYAHEHHA ¢ MUCJICHETO, 3aTIOMHAHETO Ha HHGOpMALHA WIH pemanauem HA
npobieMH, MMATE NO-HHCKA GAMTEIHOCT HWIH OCH3NATOCT HIIH C¢ YYBCTBATE MHOIO ChHIMBH C
HHCKA eHeprus (IPH3HAIH HA BHCOKO HMBO HA AMOHAK B KPHETA, KOETO MOXe Aa € CBBP3aHO ¢
uepaoapobGHM i 6B0peaHu mpobnemu, BlKTe CHINO TOYKA 4 ,,BE3MOXKHH HEXEIAHH
peakumu’).

- aKO NOBLPHETE KPHB H/WIH MMATE SCPHHE HINPaXHEHHN;

- ako MMaTe YecTH OONKH B KopeMma, 0cOOEHO ciie] HaXPRHBAHE HIIH ClIe] IPHEM Ha
Nedepasipokc Teba;

- aK0O HMATe 4YeCTO KHCE/IMHMU;

- aKO HMATEC HHCKH HUBA HA TpoMOOoLTUTH Wi 6¢/TH KPHBHM KJICTKH B HICCABAHHATA HA

 KPBBTa;

- AKO HMATE 3aMBIJICHO 3pemle

- a8KO HMaTe AHAapHE WM MOBPHILAHE.

MommmmﬁwmcemcssaBac,xmmnemmnaBmimmmp.

Hpocaenspane Ba Bamero neuenne ¢ Jdedepaznpoxc Tena

o speme Ha nedesueTo me By Gpaar npoeencialiy peaoBHH H3CICABaHHA HA KPBE
Upes TX i€ c€ MPOCAECABa KOMMYECTROTO HA XKEA30TO B opraHusMa B (HHBOTO He X
' KPBBTa), 38 JIa ce BHAH KoJiko nobpe aeficrsa [ledepasnpoxc Tesa. Uscnensannsra mg, I¥
cbmno 6u6peunara Bu QyHKLMA (HHBOTO HA KPeaTHHHHA B KPLBTA, Ha.rmqneﬂaﬁemk
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Ha yeproapobuaTa Bu ¢pyHKuMA (HHBOTO HA TPAHCAMMHAIHTE B KPLBTA). BaimusaT nexap Moxe na
noxcka Aa B ce ranpaeu 6p6peuna 6Honcus, axo Toi/TA MOAO3HPA 3HAYMMO YBPEXKIAHE HA
61.6permre. Moxe chiio Taka Aa Bu ce Hanpasu H3caeasane uypes AMP (aapeHo MarHuTeH
PE30HAHC), 38 /18 CE ONpeeH KOJHIECTBOTO Ha KEJIA30TO B Uepaud By gpo6. Bamnusr nekap e uma
MpeABH] TE3H H3CIACABAHHA, KOr&TO oMpenens nali-noaxonsmara 3a Bac n03a Ha Jlepepasupoxc Tena
M IIe I'H NOJT3BE ChLIO TAKA, 34 A NMPeLeH: xora TpaGBa Aa cnpere npueMa Ha Jledepasupokc Tesna.

 Karo npeanassa Mapka BCAKA FOXHHA 110 BpeMe Ha JICHCHHETO te ObaaT H3C/eABaHH 3pennerro H
ciyxa BH.

Apyra aexapersa 1 Jedepasupoxe Tesa

Tpabpa na xaoxere Ha Baruua nexap win ¢apMatieBT, ako NpUeMare, HACKOPO CTe NMPHEMATH WIH e

BHL3MOXKHO /1A [TPHEMETE APYTH JICKapCTBa. Te BKIIOYBAT M0-CHCLBAIHO:

- APYTH XEIaTOPH HR KeAN30TO, KOHTO He TpaOna na ce nmpueMar ¢ Jedepasupoxc Tena;

- AHTHALMAH (IEKAPCTBA, HANION3BAHH 33 IeYCHHE HA CTOMANIHN KHCEHHH), ChALPXAIIM
amympnnii, konto HE TpsOBa 11a ce PHEMAT 110 eHO H CHINO BPeMe HA ACHA KATO

HAedepasupokc Tena;

- IMKJIOCNOPHH (M30OJI3BA C€ 38 NPENOTBPaTABAHE HA mmm Ha TPAHCIUIAHTUPAH OpraH
OT OpraHH3Ma WK NIPH APYTH 3a00n4aBaHui, KaTo PEBMATOHACH apTPHT WM ATONHYCH

. JePMATHT); | |

- CHMBACTETHH (M3MI0/I3BA C¢ 32 MIOHIKABAHE HA XOJ/IeCTepoia); |

- onpeaencHy GOKOYCHOKOABAIM WIH IPOTHBOBL3MNAIMTE/IHH CPeCTBa (HATIP, ACHHPHH,
uGynpodeH, KOPTHKOCTEPORIM);

- nepopanin OnpocHoHATH (M3MONIBAT CE 33 JIeUeHHE HA OCTeONIOpO3s);

- AHTHKOATY/IAHTH (H3IOI3BAT C€ 38 MPeNOTBPATABAHE MM JICUCHHUE HA CHCHPBAHETO HA KPHETA);

- XOPMOHATHHE KOHTPALCTITHBH (ITPOTHBO3a%8TEYHH CPEACTBA);

- Oenpuawi, eproTaMHH (H3MO0M3BA CE 33 JICYeHME Ha ChPACYHH npobaeMy B MErpeHa);

- penarMHBA (H3MO3BA c¢ 3a ieieHue Ha anadber);

- - pupaMnHIMH (H300/1384 Ce 3a eYeHue Ha TyGepKynoss);

- ¢ennronn, derobapbura, kapSamasenuH (M3TION3BAT CE NPH JICICHHE HA SIIANIENCUR);

-  pwToHaBHp (M3Mo3Ba ce npu NeveHre Ha HIV undeximn);

- NAKJINTAKCEN (M31I0/13BA CE NPH JICYCHHE HA PaK); |

- TeodHIHH (mnonzsa ce 33 JeueHHe Ha 3a00n9BaHus HA QHXATEIHUTE ITHTHUINA KATO HANMPUMED
acT™Ma);

. K103aIMH (Hanonana ce 34 IOYSHNE HA NICHXWYMHU HAapYIEeHUS KATOo mm@pem),

- TH3AHMAKH (H3MOI3BA C€ KATO MYCKYJICH P&IAKCAHT); |

- XOJIeCTHpaMHH (H3TI0/T3B4 CC 33 HAMANABAHE HA HUBATA H& XOJlecTepona B KPBBTa),

- GycyndaH (M3M013Ba Ce 32 JICUCHHE NPEIH TPAHCIUIAHTALNA, 33 Ja ce NOTHCHE ¢GyHKIIIT HA
KOCTHHA MO3SBK IPE/IH TPAHCIUIAHTAIIHMATA ),

- MHAA3071aM (H3MONI3BaH 38 00/IeKuaBaHe Ha TPEBONHOCT H/IWIH NpobieMH Che CHHA).

. Bp3MOXHO € Aa ca HeoOXOAMMH JOITLIHATENHH HICACABAHNAS 38 /18 C€ NPOCIeAST HHBATA HA HAKOH OT
mﬁpoemrm NeKapcTsa B KPHBTA.

Xopa B cTapuecka Brapact (Ha 65 n noseve roannn)
Nedepasupokc Tera Moxe a ce M3MON3BA OT XOpa Ha 65 M roBeye rOTMHM B CHIIATA /1038 KATO 38
ocTaHannTe BL3pacTHU. [TanmeHTHTe B cCTapdecka Bh3pacT MOTAT 1a NOTy9aBaT Nopede HexxenaHu
peakiuH (MO-CHeLMATHO JMapHa), OTKONKOTO No-MiazuTe naupeHTH. Te Tpabsa na 6naar
BHHMATETHO MPOCNIeAABAaHH OT CBOA JieKAp 34 M0ABA Ha HEXKE/IAHH PEAKI{HH, IIPH KOUTO M
HAJIOKH KOPHIHpaHe Ha AO3aTAa.

Jiena m WHOmMR

Hedepasupoxc Tesa Moxe aa ce ynorpeOsaBa npu aena M IOHOLIM HA BB3PACT 2 H f10
KOHTO PeIOBHO C€ NMPOBEXKIAT KPHBONPEIHBANHKA, KAKTO H MPH JAella K I0HOIM Ha 10
TOAVHH, IIPH KOMTO He C¢ MPOBLIKAAT PEAOBHO Kp'snonpema}ms C u3pacTRaHEeTO HA

JICKapAT e KOPHTHPA J03aTA.
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Hedepasupoxc Tepa He ce npenopbysa 3a ynorpeba npH JcHa Ha Bb3PacT MOR 2 NOJHHM.

BpemMeRBOCT H KbpMenHe
AKo cTe GpeMenHa WIH KbPMHTE, CMATATE, He MOXKeE Aa cTe OGpeMeHHa KIH I1aHHpaTe OpeMEHHOCT,
noceBeTBaliTe ce ¢ Bawmg nekap mpeau ynorpefara Ha TOBa 1eKapCTBO.

Hedepaszupokc Tera He ce mpenopbuBa 3a ynorpeda npu OPeMEHHOCT, OCBEH B CITYYaHTe Ha
KaTeropuaHa HeoOXOOUMOCT. ,

AKO NMOHACTOAIIIEM H3MON3BATE XOPMOHAHH KOHTPALICIITHRH 38 OpealBaHe oT 3a6peMeHsABaNHeE,
Tpa6Ba a M3NOI3BATE AOITLTHHUTENIHA WIH APYT BHA KOHTpaLerms (HAIMp. Npe3epBaTHR), ThH KaTo
Nedepaznpoxc Tesa MOXe 1a HaMATH PEKTHBHOCTTA HA XOPMOHATHUTE KOHTPALICIITHBRH.

KspMeHero He ce npenopbuBa 1o BpeMe Ha jgeucHMe ¢ lledepazupoke Tena.

| Mlodrpane a pabora ¢ Mamnﬁn

AKO ce modyBcTBaTe 3aMadHu cien npueM Ha ledepasupoke Tepa, He modupalre u He paborere ¢
MHCTPYMEHTH M MALTHHH, JOKATO OTHOBO HE C€ NMOYYBCTBATE HOPMAJHO.

3. Kak na npuemare Jepepazupoxc Tena

Jleuenneto ¢ Jledepasupoxc Tepa me ce Habmonaea oT eKap ¢ ONMT B JICYCHHETO Ha MPETOBAPBAHE C
XKeJiA30, MPEAM3BHKAHO OT KPhBOMIPETHBAHHA. |

Brnaru npueMaiite ToBa N1eKapCTBO TOYHO KakTo BM e ka3an Bawusar nexap. Axo He CTe CHI'YPHH B
Helno, nomATatite Bamms nexap win gpapManesr.

. Kaxsa 1032 Jedepazapoxc Tesa A2 npHEeMATE
[Tpu BouuKkH nalpMeHTH ao3aTa Ha Jledepasupoke Tesa € cBBp3aHa ¢ TENIECHOTO Terno. Baumsar nexkap
L€ W34YHC/H JI038T4, OT KOATO ¢€ Hy)KaaeTe H e Bu Kaxke KoJIKO TabieTku Aa MpHeMaTe BCOKH AEH.
. O6uualinara qHepHa Ao3a Jledepasupokc Tesa punmuipanu TabeTkH B HAUAIOTO Ha
JIEYCHHETO, NPH NAMEHTH, IPH KOKTO PEAOBHO C€ MPOBEKIAT KPBBOMPETHBAHHA € 14 mg Ha
KHIOTpaM TefecHo Terio. Moxe a ce mpenopbs4Ba NMo-BHCOKA WIH NO-HHCKA HAYAIHA 038 OT
Baina nexap B 3aBHCHMOCT OT HHAMBHAYANHHTE BH HYXAH OT JIEYCHHE.
° Obuuatinata AHeBHa 103a Jledepazupokc Tepa punMuparm Tabnerxu B HAUANOTO Ha
JICYEHHETO ITPH NALMEHTH, NPH KOHTO HE Ce MPOBEX/1a peIOBHO KPBBOIPEIHBAHUA € 7 mg Ha
KWIOTPaM TeJIECHO TeTJO.
J B 3aBHCHMOCT OT TOBA KAK Ce MOBAHABATE OT JICHEHHETO, BainnaT nexkap Moxe Mo-KbCHO Aa
KOpMTHpa AevdeHHeTO BH KbM NO-BHCOKA WK NMO-HHUCKA 1034,
° MaxkcuManHaTa MpenopeuMTe/IHa AHEBHA A03a 3a Jedepasupoke Tera unmvupann rabnerxu e:
. 28 mg Ha KWIOrpaM TeJIECHO TETNO IIPH NALMEHTH, IIPU KOMTO C€ MPOBEXAAT PeXOBHO
KPBBOIPE/IHBAHHA,

o 14 mg Ha KHIOTpaM TEJIECHO TErJIO NPH Bh3PacTHR nauuemu, IIPH KOHTO HE Ce
NPOBEXIAT PEAOBHO KPHBOIPEIHBAHHA

. 7 mg Ha KXWIOrpam TeACCHO TEMIO NPH AeLia H IOHOLIIH, ITPH KOUTO HE Ce TPOBEXAAT
PEAOBHO KPBbBOMPEIHBAHHA,

'Jledyepasnpom ce mpeyiara ¢bilio NoA ¢opmara Ha ,,JHCIEPrHpalIH c€* TAOICTKH. Ag o
OT AMCHIeprupalny ce Tabnerku keM PrwiMHupaHH Tabnerkn, fo3ata Bu me 6bpae xop / 3,

NieKap e M3YHCAH qo3aTa, KoaTo Bu ¢ Heobxoauma M e Bu KaXKe KOJIKO duwiMHpay,
TpaOBa xa nMpueMare BCEKH ACH

Ha nasapa e e nanuen Jlegpepasupoxc Tesa nood popmama na oucnepeupauju ce neaGaemx F
Bmecmo ma3u nexapcmesena popma mpabea 0a ce usnoazeam opy2u Jexapcmeeny Qops

nPOOYKIMU, CLOBPNCALUfU denj:epaaupoxc AN
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Kora aa npuemare [ledepasnpoxc Tena
. [puemaitre Jedepasupoxc TeBa BeAHBK JHEBHO, BCCKH ACH, IPHOIH3HTEHO N0 €AHO CHIIO

BpeMe HA AeHs, C MAJIKO BOJA.
® IMpuemaiire Nedepazupoxc Tesa puiMHpaHH TabneTxy Ha rnajHO KM C JIEKA XPaHa.
IpuemsbT Ha ledepazupokc Tesa no €4HO H CHINO npeue BCEKH JieH e By noMOrHe aa 3anoMHMTe
xora aa npuemare Bamrure Tabnerxu.

[Ipu nauprerT4, KOMTO HE MOTaT Aa MOTRIHAT TabneTkeTe Leny, Jedepasupoxc Tepa prunmupany
_ TabneTky MOraT fia Ce HATPOLUAT U Jia C& MPHEMAT KATO C€ NOPECH LIAATa 1038 BLPXY XpaHa ¢ MeKa
KOHCHCTCHIMSA, HAMP. KHCENO MIAKO HIH A0HIKOB coc (a6bnkoBo mope). Jlosara 1pabsa aa ce

ApHeMe BeaHara H H3uwio. Jla He ce crxpanaBa 3a 6naema ynorpeba.

Konxo guare as upremarte Jledepazapoxc Tesa

Ipoxsexere As npuemare Jledepazupokc Tesa Bcekn AeH, TONKOBA ABJT0, KOIKOTO BR Kaxe
BamugT aexsp. ToBa € AWINOCPOUHO JeUYeHHE, MPOAWDKABALIO BEPOFTHO MECSIH HITH M'OAWHH.
BammsT nexap me npocnensiBa peioBHO ChCTOAHHETO By, 32 Ja NpoBepABa JAIH JIe4CHHETO HMA
xenanus edext (BIKTe cHMO TOuka 2: , JIpocneassane Ha Bamero neuenme ¢ Jledepasupoxc Tepa”).

AKO MMaTe BBITPOCH OTHOCHO TOBA KOJIKO JBITro Aa npuemare Jedepasupokce Tesa, rosopere ¢
Baimmus nexap.

AKO CTe npHeJH nopeue oT HeobxoauMaTa 1032 Jedepasupoxe Tepa

AKO CTe npHe/H noseae or Heobxoaumara noza edepasupokc Tepa WK ako HAKOH APYT IpUeMe
Bammsre Tabnerks no caydaiiHocT, He3abapHO ce ChBpKeTe ¢ Bamus nexap win GOMHUIA 38 CHBET.
[TokaxeTe Ha ieKapA ONAaKOBKATa Ha TabneTkHTe. MOXe a C¢ HAJIOXKH CHEIIHO MEHIIHHCKO JICUCHHE.
Mose Aa NOYYBCTBATe peakuMu kaTo Oonka B 00nacTra Ha KOpeMa, AHApUS, rajieHe U NOBphINaHe H
npobiiemu ¢ 6L6peLprre W uepHus Apob, KOHTO MOraT Aa OBAAT CEPHO3HH.

Axo cTe nponycHAJH Aa npHeMere [dedepaznapoxc Tesa
AKO POMyCHETE 2103, B3EMETE 1 BIHArA CNe/l KATO CH CIIOMHHTE 32 TOBA 1ipe3 AeHd. [IpneMere
CAeABAINATA CH 2034 cropel cxeMara. He sieMaliTe qroliHa 103a Ha CIICABAIIHA JCH, 34 Aa

KoMIteHcHpare npomycHarara(ure) Tabnerka(u).

 Ako cre copens nprema Ha [ledepaznpoxc Tesa
HE crmpaiite nprema Ha Jledepasupoke Tera, ocpeH ako Bamuar nexap By kaxe .ua ro HampaBMTe.
AKo cnpeTe MpHEMa, HITHITHOTO KEJIA30 HAMA NIOBEYE Aa Ce OTCTpaHABa OT opraHuiMa Bu (BipkTe

ChIIO N0-Trope TouKa ,,Kosko auaro aa npuemate [ledepasupoxe Tena™).

4. DBLIMOXHA HeXKeIAHH .pealmml

KaxTo BCHUKH NEKApCTRa, TOBA JIEKAPCTBO MOXKE 11a NPEIH3BHKA HEXKEJIAHH PeaKiliH, BHIIPEKH Y€ He
BCEKH ry nonyqapa. [Topeuero oT HexeNaHHTE PEaKIIHH €a JIEKH A0 YMEPEHO TeXKH H I10 ITpaBwIo e
H34Y€3HAT Clefl HAKOJNKO JHH 10 HAKOJIKO CeAMHLIH OT JICICHHETO.

Huxor nexeany pealmn Guxa MOTIH A8 6B1aT cepRO3EE B HANAraT He3abaBHa MeAUDHACKA

HAMECCR.

Tesu nexcenarnu peaxyuu ca nevecmu (Mozam 0a saceznam 0o 1 na 100 Oyuiy) o peoxu

3aceznam 0o 1 na 1 000 oywuu).

- AKO MOMYIMTE TEXBK 00pUB, MITH 3aTPyIHEHO AUNIAHE M 3aMagHOCT, WIH 1O
Ha JIMLIETO M FBNIOTO (MPH3HAIM Ha TEXKA ANCprHuHa PEeaKimi),
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TeMIIePATYPa, TPHNONOAOOHH CHMITTOMH, YTOIEMEHH THMQHH BbAH (NPHIHALY HA TEXKH

KOXKHM peakuuu),
. aKo 3a0enexuTe 3 HAYHTEIHO HAMANIABAHE HA YPHHATA, KOATO oTAenaTe (IpH3HaK Ha 6n0pevucH

npobnem), .

. aKO HMaTe xouﬁnﬂamm OT CNIEAHWTE CHMITTOMH: CHHJIHBOCT, 60/IKA B ropHATa JACHA NOJOBHHA
Ha KOpeMa, NOXLITABAHEe WIH MHTEH3HBHO MOXEITABAHE HA KOXKATA WIH OMHTE M ThbMHA YPUHA
(npx3naiM Ha YepHOAPOOHH npobiemu),

. aK0 H3MHTBATE 3ETPYAHEHMSA ¢ MHCJICHETO, 3aIIOMHAHETO Ha HH(OpMALMS WIH PEINaBAHETO Ha
npobneMH, UMaTe NO-HUCKA OAMTEITHOCT WITH OCH3HATOCT WITH € JYBCTBATE MHOTO CHHJIMBH C
HHCKA €Heprua (IPH3HALIM Ha BHCOKO HMBO Ha AMOHJK B KPbBTA, KOSTO MOXKE AA € CBHP3aHO ¢
uyepHOAPOOHM WM Gp0peqHy npobiieMH H Ja KOBEAE A0 MPOMAHA B MO3bUHATA BH QyHKIH),

. aKo NMOBBPHETE KPbB H/IWIM HMATE YePHH H3TPaskKHEHMS,

o aKo MMaTe 9eCTH OOJIKK B mpema, ocobeno cnen Haxpamaﬂe HJTH IPHEM Ha lIecbepasﬂpoxc
Tesa,

. AKO MMATE 4eCTO CTOMAIIHM KHCEIHHU,

. AKO HMATE UacTHYIHa 3ary6a Ha 3peHHe,

- aKo HMaTe CHIHA 60)1Ka B rOpHATA 4ACT HA CTOMaXxa (MAHKPEaTHT),

COpeTe BPHEMA HA JIEKAPCTBOTO B KaxeTe He3abaBno Ha Bamus nexap.

Haxon pexeaHH PeaKIEH MOTAT A CTAHAT CEPHOIHH.
Tesu nexcenanu peaxyuu ca nevecmu (mozam 0a 3aceznam noseye om I na 100 dywy)

' aKO 3pCHHETO Bu cTake HeACHO WIH 3aMBI JICHO,

* aKo nojyquTe oTc/1abBaHe Ha CITyXa,
KaxeTe HA Bamug Jexap, BLIMOKHO HAH-CKOpoO.

JApyra BekeJaANE PeaAKIEH
Mnozo wecmu (Mozam Oaq 3aceznam nogeve om 1 na 10 oywu)
. OTKIIOHEHHA B H3C/ICABAHKATA 38 6B0peunara pyHkums.

Yecmu (mozam oa 3aceznam oo 1 na 10 oywuw)

* CTOMALIIHO-YPEBHH HAPYIMECHHA, KATO rafieHe, NoBphilaHe, JHapHs, KoOpeMHH OOJIKH, MOayBaHe,
3a11€K, JIOMIO XPAHOCMIUIAHE;

obpus;

rnasobonue;

OTKJICHCHHA B YepHOAPOOHUTE PYHKLIMOHATHH H3C/ICABAHNA;

CHpOex; '

OTKIOHEHHMA B H3C/IEABAHHATA Ha YpuHaTa (6eNThK B YPHHATA).

AKo HAKOS OT TAX BH 3acerne rexko, kaxere Ha Bamnsg nexap. -

Hevecmu (mozam da 3aceznam do 1 na 100 dywu)
3aMasHOCT;

MOBHINEHA TEMTIEPATYDA;

6omxu B repnoTo;

MOAYBAHE Ha PhIETe H KPaKaTa;

MPOMSAHA B L[BETA HA KOMATA,

TPEBOXKHOCT;

HAPYIIEHHE HA CHHS;

yMopa.
AKO HAKOR OT TaX BH 3acerte Texko, kaxere Ha Bammua nexap.

C neuzsecmna yecmoma (om Harurume OaHNYU He Moxce 0a Orv0e Hanpasena oYenKa

® - HamangBaHe HA Opos HA KIeTKHTe, YHACTBAINM B CHCHUPBAHETO HAa KPLBTA (TPOM
Ha Opog HA YepBeHMTE KPbBHM KICTKH (RIOIIaBAHE HA aHeMHA), Ha 6pos Ha
KJIETKH (HeyTponeHus ) wid Ha 6pos Ha BCHUKH BUAOBE KPbBHH KIeTKH (ITAHIMTO

e  KOCOMNan;.

. KaMbHH B OBOpermTe;
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cnabo oraensHe Ha ypUHa,

- nepdopaliid B CTOMaxa WM CTEHATA Ha YepBaTa, KOATO MoXe na Onze DonesHeHa U na
NpEAM3BUKA FANICHE;

¢  cuiHa 6onka B ropHaTa 4acT Ha CTOMaxa (aHKPEaTHT);

. NATOJIOrHYHY HMBA HAa KKCC/IHHH B KPBBTA.

CrofmaBane HA HEXKEARHE PeAKNHE
AKO NOJYIHTE HAKAKBH HEXKE/TAHH JICKAPCTBEHH peaKiiiM, yBeaomere Balus nexap Wi gapMmaLiepT.
ToBa BKIIOYBA BCHYKH BBE3MOXKHH HEOMUCAHH B Ta3H JIMCTOBKS HEXE/IAHM peakiuu. Moskere chilo Aa

¢HoOIMTE HOXEAAHH PEAKLIMM THPEKTHO Ypes M3mbiHHTeHa areHIps 110 IEKapCTeaTa, yiI. ,,JlaMaH
I'pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yeGcaiiT: www.bda.bg. Kato crobmasare

HEXEJIAHHN PEaKLIMH, MOYKETE 4 JAJETE CBOS NMPHHOC 34 NOJYYABAHE Ha NoBedye HHPOPMAIIHI OTHOCHO
6e30nacHOCTTA HA TOBA JICKAPCTRO.

5. Kak aa chbIpaHfBaTe ,Iletbépunpouc Tem
Ja ce chxpansaBa Ha MACTO, HEAOCTHITHO 38 ACLA.

} .
He u3anonseaiiTe TOBa JSKAPCTBO CIEA CPOKA HA TOOHOCT, oTOENA3aH BLPXY O/mMCTEpa M KAPTOHEHATA
OMAKOBKa cnex ,.J oaeH 10:°. CpoKbT HA rOAHOCT OTIOBApPS HA NMOCIEAHNUA ACH OT NMOCOYECHHUA MECell,

Topa nexapCcTRO He H3IUCKBA CTICLHATHM YCAOBHUA HA ChXPaHCHHE.
He u3nomsatire onakoBKH, KOHTO ¢ MOBPEACHH HIIH HMAT NMPH3HALIH 328 OTBapsHE.

He mxpopagifTe 1IeKapCTBaTA B KAHAIH3ALMATA WIK B KOHTeHHEpa 3a JOMAINHH OTHAIBLH.
[Tonuraiite Bamua GapMalieBT Kak 18 HIXBBPIIATE ICKAPCTBATA, KOMTO Beye He H3Noa3pare. Tean
MEPKH Ie CIOMOrHAT 38 ONAa3BAHE HA OKOJTHATA CPEaa.

6. Coabpxande HA ONAKOBKATA H AONLJHATEIHA HHPOPMALES

Kaxkpo cmpm Hedepazupoxc Tesa

AKTHBHOTO BemecTBO ¢ aedepazupokc. Beaka dpuimupana TabneTka coabpxka 180 mg nedepasupokc.

JpyTHTE CBCTABKH CA:

Copueguna na mabremxama: xpocnosuaos (E1202), nosunon (E1201), MukpokpucTanta
uenyno3a (E460), marnesuen creapar (E470b), nosiokcamep H konouacH, 6€3p0JicH CHIMIMEB

auokcHAa (ES51)

Obeusexa na mabaemxama: xvnpomenosa (E464), turanos auokcug (E171), HaleOI‘O.II (E1521),
Tank (E553b), aJTyMHHMCB JIaK HHMIO KAPMMH (E132)

Kax mirnexna edepaznpoxc Tena B KaKBo CHALPERR ONAKOBKATR
Hedepasupoxc Tesa 180 mg punvupanu Tabmerku ca CHHH, eTUNCOBHIHH, HTBOXHOMAITHKHAIH,

$umMupany TabneTkH cbe ckoceny prbose, ¢ penedeH Haamue ,,180“ oT enHarTa cTpana H rnajKH or
Apyrata cTpaHa. PasMepuTe Ha TabneTkara ca npuCimsurento 13,4 mm x 5,4 mm.

Hedepazupokc Tera ce onakora B Gnucrepu ot amyMuHui-PVC/PE/PVDC.

Ilpennara ce B ClieAHHTE OMAKOBKH:

- OmicTepHy onakoBkM, ceabpkaum 30, 90 wm 100 puwamupanu Tabsterin
onaxkoBkH, cxabpkamy 300 (10 onaxopxu no 30) punmupanu Tabnerxn.

- onaxoBkH ¢ niepdopupaHu eqHoN030B4 Gumcrepy, chappxamy 30x1 win
TabneTkH WM rpynosH onakopkH, ceaspaxamy 300x1 (10 onakosxu ¢ 30x1)
TabneTxy.

He BcHukH BHAOBE OMAKOBKM MOTAT A4 ObAAT IyCHATH Ha na3apa.
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IMpuTexares HA pa3pelieHHETO 32 ynorpeda H NPOH3BOAHTE/

[Ipurexkaresn HA pa3pelieHHETO 3a ynorpeoda
Tesa ®apma EA/J]

yi. .Jlioba Beanukosa™ Ne 9, rp. Codus 1407
bbvarapus

IlponsBoanTen
PharOS MT Ltd

HF 62X, Hal-Far Industrial Estate,
Birzebbugia BBG 3000, Manra

ToBa JieKapcTBO € pa3pelnieHo 3a ynorpeda B AbpKaBHTE WIeHKH HAa EBponelckoTo
HKOHOMHYECKO npocTpancTBo H O0eannenoro kpacrso (Cesepua Upaanaus) noa ciieanurTe

HMCHA.

ABCTpHS Deferasirox ratiopharm 180 mg Filmtabletten

benrus Deferasirox Teva 180 mg filmomhulde tabletten, comprimés pellicules,
Filmtabletten

brirapus Jledepasupokc Tesa 180 mg dunmupanu tadbnerku

Yewka penyOimka Deferasirox Teva

['epmanus Deferasirox-ratiopharm 180 mg Filmtabletten

Jlanus Deferasirox Teva

Opanums DEFERASIROX TEVA 180 mg, comprimé pelliculé

XbpBaTus Deferasiroks Pliva 180mg filmom obloZene tablete

HUranus Deferasirox Teva Generics

Hunepnauaus Deferasirox Teva 180 mg, filmomhulde tabletten

Hopeerus Deferasirox Teva

[lopryranus Deferasirox Ratiopharm

[lIBeums Deferasirox Teva

CnoBakwus Deterasirox Teva 180 mg

OO0eIMHEHO KpaJICTBO ,
(Cesepna Upnanaus) Deferasirox Teva 180 mg Film-coated Tablets

,Il,aTﬂ HA NMOCJICIHO NpepasrjieckKaAaHe HA JIHCTOBKATA —

<JIlpyru n3rouHuuM Ha HnHpopmManus

[Tonpo6xa u akTyasiHa HHGOpPMaLIMA 32 TO3U NPOAYKT € J0CTbIHA Ype3 ckaHupaHe Ha QR kona,
BKJIIOYEH B JIucTOBKATA 3a MalMeHTa, ¢he cMapThoH/yeTpoicTBO. Chliata HHGOpMailus € HaJIMYHa U
Ha cneanus TuHK: [URL mpsabea oa 6v0e éxnioven].

<*QR ko, koHTO aa Obae BroueH > + <URL>>
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