- JIncronka: HEQOPMATHS 32 MAKHEHTS

Jebepasapoxe Tea 900 mg pramnpans TabieTkn
Deferasirox Teva 900 mg film-coated tablets

nedepasupoke (deferasirox)

NpoueTeTe BHAMATENHO NSAAATA TACTOBKA, NPEAN Ja 32N09HETE A% NPHEMATE TOBA JEKAPCTBO,
Thil KATO TH ChABbPAA BaKHa 32 Bac undopmanns. ' '
- Sanaszere Ta3H THCTOBKA. Moxe fa ce HAIOXH I3 8 IPoUETETE OTHOBO,

- AKO HMaTe HAKAKBH JOMBAHMTEHE BLIPOCH, ToNHTajiTe Banms nexap wim ¢apManeeT.

- ToBa nexapcTBO € MpeanucaHo i4HO Ha Bac iim Ha Bamero aere. He ro NPEOTCTHIEBARKTE HA
IpyrH xopa. To Moxe Ia M Hanpe)m HE3aBHCHMO 9¢ npnsnamrre Ha TAXHOTO 3a00J5BaHe ca
chiuTe kKato Bamre,

- AXO noyqHTe HAKAKBH HEXETAHH PSaKLHK, YBEIOMETE Bamml nexap uiH apmanest. Tosa

. BKUIOYRA M BCHMKH BH3MO)KHH HEXETAHH peakuyH, HeolHCAHH B Ta3d JIHCTOBKA. BIDKTe |

TO4Ka 4.
KakBo ¢bIbpika T23H JHCTOBKA : MSMLAHUTENHA AP EHUUA ﬂO ﬂEKAPBTBATA
1. Kaxeo npencrarsnssa Jledepasnapoke Tesa w3a O Romene 2
‘2. Kaxpo Tpatisa aa suaeTe, npeau na npuemere lede ke, Tepa o o,(’,z 0 032
3. Ka 1a mpuemare Jledrepasipoe Tess e S
4,  BB3MOXHH HEXEITAHW PeaKLHK o _ asqunue_ﬁk LI 0 1-09- 0B
5.  Kak pa cexpansasare Jledepasupoxc Tepa BG/MAMP .. 5 o e
6. CobAbpKaHHe HA ONAKOBKATA K AOITBIHMTEIHA HHDO e M ......., ord.
1. = Kaxso npeactapassa ,I[eqnepiznpmcc TeBa H 33 KaKB0O ce HINOA3BA

Kaxkso npencrasinasa Jdedepazapoke Tesa

Hedbepasupoxe Tepa chabpKa AKTHBHO BEIUECTBO, HApeYeHO nedepasupokc. To e xemaTop Ha
XKE/IA30TO, KOETO NMPeJICTABNABA JIEKAPCTEO, HAMONIBAHO 33 OTCTPAHARAHE HA MAMMIIHOTO KEIA30 OT
OpraHW3Ma (HapHU4aHoO oIlie fpeToBapBaHe ¢ kenu30). To 3axsama K OTCTpaHABA HITHITHOTO HKENA30, -
KOETO CJIeJ] TOBA & EKCKPETHPA OCHOBHO YPe3 H3NMPOKHEHHATA, ' ‘

3a xaksBo ce nm3moaisa ledepasnporc Tesa

ITpn nauMeHTHTE ¢ Pa3HYHH BHAOBE aHEMHA MOXeE Aa ¢a HeoOXOIHMH NOBTOPHH KPbBONPETHBAHHAS
(HanpuUMep TIPH TaNACeMMA, CHPIIOBHIHOKICTBYHA AHEMHA WIH MEETOAHCIUIACTIYEH CHHIIPOM
(MAC)). ITopTopHETE KpEBONpPETHBAHUA 00a4e MOTaT a [IPpeAH3BHKAT HATPYINBAaHE HA BMHITHO
KOMUUeCTBO xkey30. Tora ce NOY4aBa, Thil KATO KPBBTA ChIAbPKa KEJA30, 4 OPraHu3MeT BH He

~ PA3nONAra ¢ eCTECTBEH HAYME 34 OTCTPAHABAHE Ha MIHIIHOTO JKEJA30, KOETO MOdyHaBaTe C
KPbBONpETHBaHMATA. TIpu naliMeHTHTE ChC CHHAPOMH Ha HeTPaHC(Y3HOHHO-3aBHCHMA TalaceMHA B
TEUCHKHE Ha BpEMCTO MOXKE CREIO [a ce HOHY‘IH Hp_eTOB&pBaHe c JKCMSO, l'Ipé‘I[HMHO BCICACTBHE Ha
TIOBMINEHATa a0COPOIHA Ha JKENIA30 OT XpaHaTa, B OTTOROP Ha HUCKHA Opoii KpbBHM knetku. C
BPEMETO HAJHLIHOTO JKENA30 MOXKeE A4 YBPe/IM BXKHH OPTaHH KATo YepHHs Ipob 1 cuxpueto. 3a
OTCTpaHABaHe Ha H3JIMINHOTO JKEN30 U 33 HAMABaHe Ha PHCKA TO Ja IPHIHHH YBPeXXJaHe Ha
OpraHMTe ce U3TION3BAT JIEKAPCTEA, HapeYyeHH XeIATOpH HA JKENa30To.

Hedepazupokc Tera ce HAMON3Ba CHITO 38 JIEYEHHE HA XPOHHYHO TIPETOBAPBAHE C X
TieYeHHETO ¢ Ac(epoKcAMHH € MPOTHBONIOKA3AHO M HeIOCTATEIHO TIPH NALMEHT
Maiiop H IPeTORapBaHE ¢ KeNA30, IPHIAHEHO OT PEAKH KPhBONpPeHBARNA, TIPH I3
BHJIOBE AaHEMHA H IIPH AeLia Ha BBE3PAcT OT 2 10 5 roauHiI. )
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I[ec]:epasnpoxc Tena Ce H3MOJIIBA CHIKO Koram NEUEHHETO ¢ ned)epoxcamm e npomonomaﬂo A
' HEACCTATRYHO NPH NAIMEHTH Ha 10 M TOBeYe FOAHEM, TIPH KOHTO HMA IIPETOBAPBAHE C HKEIN30,
CBBP3AHO © TEXHHTE CHHAPOMH Ha TATACEMUS, HO KOHTO He Ca 3aBHCHMH OT KPEBOMPETHBAHETO,

AKo cTpazare ot xpoimﬁao-'rxpe_ronapnane € JKEJIA30, TIPHIHHEHO OT xpfbnonpem;ma}le H TeJIECHOTO
Bu Terno e nox 32 kg, Tazu konuenTpawus ot 900 mg He e momxoxsma 3a Bac.

AKO CTpasaTe OT CHHAPOMH Ha HETPAHCHY3HOHHO-3aBHCHMA TANACEMAS H TEJIECHOTO BH Terno e nox
64 kg, Tam xormempa_)mx 900 mg re € noaxoasma 3a Bac.

Hamrumn ca u apyra KOHI.‘[eI-lTpaI.[HH H nexapmenn cpopnm KOHTO ¢a TIOIXOAAIIH 3a nau.uem ¢ To-
HHCKO TeNIECHO TerJIo.

2. Kakso Tpnb'na Ja 3naeTe, MpenH Ka ﬂpnemem Hedepaszapoxe Tepa

HE npuemaiite Jedepaszapoxe Tesa
- aKO CTe aJlepruyHH KbM JdedepasHpoKc WiH KbM HAKOS OT OCTAHAJINTE CHCTABKH HA TOBA
' nexapeTBo (M36poeHn B Touka 6). Axo ToBa ce OTHacq 3a Bac, kakere Ha Bamas nexap
opean Aa npaemare ledepasmpoke TeBa. Ako MHCIHTe, Te MOXKE Ja CTE aNeprAYHH,
‘ nommTalite Bamua nexap 3a cuBer.
- aKo HMaTe ymMepeHo Wi Texko Gu6peuno zabonssane;
- 4KO NIOHACTOMIMEM IIPHEMATE APYTO JEKApCTBO, KOETO @ XeNarop Ha JKeIA30To.

Hedepasnpoxe Tena ne ce npenopwma

- aKo CTe ¢ HANpEHAT CTAZWH HA MHETONHCIUIACTHYEH CHHAPOM (MDS HaMajieHo o0pasyBane
Ha KPBBHH KICTKH OT KOCTHHA MO35K) HIIH HMATE PaK B HATIPCEHAT CTAIWH.

TIpeaynpexnenns 7 NPeANASHE MEPKH

Tosopere ¢ Bamns nexap wis (apmalesT npeu fa npuemete dedepasnpokc Tesa:

- aKo UMare npobieM ¢ 6s0perHTe HIH YepHus npob;

- aKO MMaTe MpobieM ChC CHPIIETO, oA NPETOBAPBAHE C JKeIA30;

- ako 3a0ele)HTe 3HAUMTENHO HAMA/BAHE HA YPHHATA, KOATO OTAENATe (IPH3HAK Ha GuGpedcH
nipoGnem);

- KO TIOJTyHHTE TEKBK oSpm; WUTH 3aTPyAHEHO JIMIIAHE H 3aMAgHOCT HIH NOYBAHE, ITIABHO B

| 0G/IAaCTTa Ha ULUETO M rEPNIOTO (IPH3HALM Ha TEXKA AICPrUIHA peammn BIKTE CHIO
Touka 4 ,,BB3MOKHH HeKellaHH peaKiun’);

- 8KO HMaTe KOMOHHALMI OT HAKOH OT CJICAHUTE CHMITTOMH: OGPHB, 3a4epBiBAHE HA KOXKATA,
MEXYPH 10 YCTHHTE, O4MTE WIH YCTaTa, H3IOMIBaHe Ha KOXKara, BHCOKA TeMIepaTypa,
TPHNONOA0GHH CHMITTOMH, YTONEMEHH THM(HH BB3/H (MPH3HALIM HA TEXKA KOMH2 peaKimms,
BHKTE CBIIO TOUKA 4 , . BE3MOKHH HeXKeTaHH PeaKkuHe);

- aKO HMaTe kKoMOHHALMA OT CNEIHHTE CHMITTOMHU: ChHIMBOCT, 60JIKA B ropHaTa AACHA
NOJIOBHHA HA KOPEMa, MOKBIITABAHE HIIH HHTCH3HBHO NIOXKBITABAHE Ha KOXKATa HIH OYHTE H
ThMHA ypuHa (IPU3HALIM Ha YepHOIpOOHH mpobuemu); '

- aKO M3MHTBATE 3ATPYAHEHMA ¢ MECNICHETO, 3aITOMHAHETO Ha MHQOPMAlIMS WIK PEIlaBaHeTo Ha
npobaeMH, UMaTe MO-HUCKA GJHTETHOCT HIIH OCB3HATOCT MITH € UYBCTBATe MHOTO CHHIIMBH ¢
HHCKA CHEPTHA {IPH3HALA Ha BHCOKO HHBO HA AMOHSK B KPBETA, KOSTO MOXKE /1a € CBBP3aHo ©
4epHOAPOGHH WIH GBOpeuHH mpobaeMH, BIXXTE ChINO TOYKA 4 ,,B’BSMO}KHH HEeJKeJIaHH
PeaKLMA").

- ' @Ko MOBBPHETE KPbB H/WIM UMATE YEPHH M3NPaKHCHINA, ‘

- &Ko HMaTe YecTH GOKH B KopeMa, 0coGeHO cliel HaxpaHBaHe WM Clejl npue
).quwpasnpoxc Tesa; -

- KO HMaTe 9eCTO KUCETHHY;

- &Ko MMaTe HHCKM HMBA Ha TPOMGOLIATH WIH GeJm KPBHBHH xnenm B M3CIE,
KpBBTa;

- aKO MMAare 3aMBITICHO 3PeHHE;
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- . AKO MMaTe AHAApHA WITH HOBpLEl!ii-Ie.

* Axo niKoe or mﬁpoem ce O‘macn 3a Bac, KaKeTe benara na Bammia nexap. -

I[poc.rlennnane Ba Bamero .netlenne < ,Iqu»epa:mpoxc Tena :

- [To Bpeme na neuerHeTo me Bu 6paar mposexnany peloBHM H3CNEABAHAA Ha K{YbETd H YPHHATE.
Upes Tax 1me ce Npoc/eABa KOMMIECTROTO Ha JKENN30TO B opranmsma Br (HHBOTO Ha (hepHTHHA B
KpBETa), 3a [a cé BHAK Konko aobpe geiictsa edepasupoke Tepa. Hacnensanusara me npocnensear
¢bine Ou0peunara Bu ¢yHkmms (HHBOTO Ha KpeaTHHHHA B KPBETA, HATHYHE Ha O€ITHK B YPHHATA) H
Ha YepHonpoGHata By dyHxima (HUBOTO Ha TPaHCAMHHA3MTE B KPEETA). Baumust nekap Moke xa
rioucka s1a BH ce Hanpase 6606pedHa 6HoncHA, ako TOMH/TA NOJ03HpA 3HAYHMMO YBPEXXIAHE HA
6n6penuTe. Moxe ChIIo Taka Aa Bu ce Hanpasu wscneasate 9pez SIMP (aapeHo MaruuTeH
pe30Hanc), 3a Aa ce Olpeneni KOMUUEeCTROTO Ha KeNs30To » yephus Bu npob. Bammsar nexap me uma
NpeARAA Te3H HiceABaHHS, KOraTo onpeaens Hal-noaxoasmara 3a Bac noza na Jedepazupokc Tesa
Y II¢ TH TI0N3Ba cmuo TaKa, 38 Ja HperieHH Kora Tpnﬁna /2 CTIpeTe fpHeMa Ha Hedepasupokc Tepa,

Karo npeAnassa MAPKa BCAKA FOAMHA 1O BpEMe Ha .neqemle'ro me 6’bIlaT H3CTEIBAHH 3PEHHETO H
ciryxa Bu.

APpYra 1IekapcTes B ,I[ed)epasnpmcc Tena

TpaGea na kaxere Ha Bawms nexap win gapmauesT, ako MPHEMATE, HACKOPO ¢Te npneMaJm HIH e

BBE3MOXKHO J1a NpHeMeTe ApyTd nekapcTa. Te BRIIOURAT MO-CHEIHATHO:

- [pYIH XellaTODH Ha XeJN30TO, KOUTO He Tpsra 1a ce mpuemar ¢ Jedepasupoxe Tesa;

- aHTHALMAH (JIEKApCTBA, H3TIOI3BAHH 32 JICYCHHE HA CTOMAIHH KHCETHHM), ChIBP/KAMH

_amymun#i, kouto HE Tpa6Ba na ce mpueMar 1o eIHO U ChIOo BPEME Ha JAEHS KATO
Hedepasupoke Tena;

- UMKIOCTIOpHH (M3NO/3EA CE 32 npe,uompamane Ha OTXBHPIIAHETO Ha TPAHCIUIAHTHPAH OpraH
OT OpraHH3Ma KM NP APYTH 3360/ABAHMS, KATO PEBMATOHIEH aprrpu'r AITH ATONHYEH
IEPMATHT);

- CHMBACTATHH (M3IO3BA 6 32 NIOHMKABAHE Ha XonecTeporna);

.- onpenenery 6OAKOYCIOKOABAIIN WIH MPOTHBOBLAMATHTESHH cpencTea (HANp, aCIHpPHH,
#0ynpodeH, KOPTHKOCTEPOUIH); '

- nepopannu 6udpocdoHaTH (K3NOMIRAT CE 32 JIEYEHHE HA OCTEOTIOPO3a); -

- aHTHKOArynaHTH (M3MON3BAT ce 3a MPeOoTBPATABAHE WIH JieYeHHe Ha %cﬂpnaﬂero Ha KpBBTA);

- XOPMOHAIHH KOHTPAUEITTHBH {IPOTHBO3AYATEYHH CPECTBA);

- Genpuamn, eproraMuH (M3N0/I3Ba ¢€ 3a JledeHue Ha ChPIeYHH NMpodieMH H Mnr'peHa),

- perariHHHA (M3MOJI3Ba ce 3a eYeHHe Ha nuaber);

- padaMnHUEH (W3MOA3BA Ce 3a IEUEHHE Ha Tyﬁcplcynosa)

- denvToun, peHoGapbuTan, kapGaMaserun (M3MON3BAT C& MpH JIEYCHHE Ha enmencml)

- PUTOHARHP (A3TI0NI3Ba c& NpH AevcHue Ha HIV mderxmsn);

- - . maKAHTaKceN (H3NON3BA C¢ TIPH JICUSHHE HA PaK);

- TeodHTHH (H3MO0N3Ba e 33 JIeUeHHe Ha 3a60nSBaHHA Ha nnxarennme NBTHLIA KATO HaanMep

_ acTMa);

- KJT03anH (M3M0M3Ba ce 3a JiCUeHHe Ha TICHXHYHH HapYIIEHHS KaTo MIH30(peHHa);

- TH3AHHOHH (M3MONT3BA CE KATO MYCKYJICH PEaKCaHT);

- XOJIECTHPAMHH (M3TI0/T3Ba €€ 33 HAMAABRAHE HA HHBATA HA XOJIECTEPOIIA B KPRBTA),

- OycyndaH (M3MOM3EA CE 32 IEYeHHE TIpeIH Tpam:nna}rramm, 3a 1a ce moTHCHe ¢YHKIMATA HA
KOCTHHA MO3BK MIPENH TPAHCIUIAHTALIMATA); .

= MHZa30J1aM (Hanonsna ce 3a ofeKyaBaHe Ha TPEBOXKHOCT W/HIH IIpobaeMH CEC cm-m)

B'I:BMO)KHO e 1a ca HeoOXOTUMK OMLTHUTE/THY HIC/CABAHRAA 33 2 ¢€ MPOCIEIAT
mﬁpoe}lm“e JeXapcTBa B KPHETA.

Xopa B cTapUecKa B'wpac'r (ma 65 | moBeue m;mnn)
Hedepasupokc Tesa MOXe Ja Ce H3TON3BA OT XOpa Ha 65 1 0BeYe FOAMHH B Ch
ocraHanuTe Bh3pacTHU. [lanyeHTITe B CTapuecka BE3PacT MOTar Ja NI0Jy4aBar Il

b
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. PeAKUHE (NO-CTIeIAATHO AHAPHS), monxm DO-MJTaUTe naumeHTn. Te Tpabba na Gnaat
BHAMATENHO MpOCTeABaHH OT CBOH JieKap 3a NoABA HA Hexcenaﬂn PEAKIMH, TIPH KOHTO MOXE /13 ¢
HAJIOKH xopm‘upaﬂe Ha /I03aTa.

,IIena H OHOMHA _
Tedepasupoke Tera Moxe Ja ce YTIOTpeGsBa TIPH Jiela H IOHOIIH Ha B53pact 2 i 0Beve FOXWHH, NPH -
KOHTO PEAOBHO CE NPOBEXIAT KPBBOMPENUBAHNS, KAKTO M IPH Jielia # I0HOMH Ha 10 U moseye
T'OJJHHH, TIPH KOUTO He ce MPOBSKIAT PENOBHO KpbRONpeIHBaHus. C H3PaCTBAHETO Ha NALMEHTA
JIeKApST e KOpUTHpa Ho3ata. '

Hedepasupoxc Tepa He ce IpenophyBa 3a YNorpeta NpH Jena Ha Bb3PacT DOH 2 FOIMHH.

BpemMenBoCT B KBpMeHe : :
AKO cTe GpeMeHH? Wi KBPMUTE, CMATATE, Je MOXKe Aa cTe SpeMenna W TUIAHMpATe GPEMEHHDBT
nockBeTBaiTe ce ¢ Bamua Texap NpeH ynoTpe6aTa Ha TOBa JIEKAPCTBO.

, "I[e(bepasnpoxc Tesa ke ce npenopmna 3a ynm*peﬁa pH 6pemcmioc'r, OCBeH B ClIyJaHTe Ha
KaTeropuyHa HeobXogHMOCT.

AKO MOHACTOAIIEM H3NIO3BATE NEPOPATHH KOHTPALITITABH WIH KOHTPALleNTHBEH IUIACTHD 32
npeanassane ot 3abpeMeHsBane, TPAOBA Jia H3NOJ3BATe AOMGIHATENHA WM JPYT BAI KOHTPAIEIIHS
(Hanp. npesepsartHB), ThH karo Jedepazupoxe TeBa Moxe Kia HamaH €eKTHBHOCTTA Ha
NEPOPANHHATE H Ha KOHTPAUETTHBHHTE MIACTHPH.

Kzpmenero e ce apenopsusa To Bpeme Ba neuenve ¢ Jedepasnpoke Tepa.

I]qumpane H paboTa ¢ MAIIHHE
Axo ce nouyBscTBaTe 3amaar| cnen npueM Ha edepasupoke Tera, He modwupaiite ¥ He paGOfreTe c-
HHCTPYMEHTH H MallIHHH, FOK3TO OTHORO HE C€ NOVYBCTBATe HOPMAJHO.

3.  Kax ga npnemare Jedepasnpoxc Tena

Jeuenuero ¢ edepasupoke Teba we ce Habmogasa OT JIeKap ¢ OIMT B JISYEHHETO HA TPETOBAPBAHE C
KeJ1A30, NPSAH3BUKAHO OT Kp‘LBOHpeJIHBaHHﬂ. ' :

Bunaru npremaiite Toea J€KapCTBO TOYHO KakTo BH e kasan Bawmuar nekap. Axo He cTe cnrypnn B
Hewio, nonuTalite Baimya nexap wiu dapmaueer.

Hedepasapoxc Tesa He € HoaXoAA 32 BCHYKH JOIHPOBKH, ONHCAHM Ho-A0.TY. 32 Tein
RO3HPOBKY TPuGBA Aa Ce H3IMOA3BAT APYTH JIEKAPCTRERH NPOAYKTH, ChILPXKAIIH Aehepaszupoke.

Ta6nerkara He TpaGBa na ce pa3jiens, 3a Aa ce NOCTUrHe No-Hucka fosa. Tabnerkara moxe na Obae
pasnenena, €aMoO 3a a ce ynecrm npermnmane'm, HO TpﬂﬁBa _ua ce npnema'r H OBCTE HYacCTH.

- JlenuTeNHATA MEPTa € caMO 34 YICCHSBaHE Ha cuynBaHeTo ¢ e MO-JIECHO IRIITaHe, a HE 34 pas/le/IaHe
HA paBHM AO3H.

Kaxsa no03a Medepaznpoxe Tena na npuemare
Ipu pewdxy maumenTH x03ata Ha Jedepasupoke Tepa e CBLP3aHa ¢ TEECHOTO Te
HIe H3YMCITH 103aTa, OT KOATO ¢ HyX/IaeTe H ¢ BH kaxke KoNMko TabneTku na e
° O6uuaiinara quesHa nosa Jedepazupoxe Tesa duiMapaHy TabneTku B / s
J€YEHHETO, NIPH NALMEHTH, NIPH KOHTO PENOBHO Ce IPOBEXKNAT KPBBOMPLIES




s Oﬁmaﬁna'ra IIHBBH& nosa ,He@epaaupqxc Tesa pumvupanm Tabneru B HAYANOTO HA
JIEYEHHETO NPH NALHOHTH, NPH KOUTO HE ¢e rtponenma PEIOBHO KPLBOIPENTHBAHNAA € 7 mg Ha
KHJIOTPaM TeNeCHO TETIIO0.

¢ B 3aBHCHMOCT OT TOBA KaK C€ NORIHABATE OT JieYeHHeTO, Banmar nexap MOe NO-KECHO /12
KODHTHpa JEUCHHeTo B KEM m0-BHCOKA HUTH TO-HHCKA J032.

. MakcumanHaaTa TMpENOPBYHTENHA THEBHA /033 32 )Ie(bepaaupoxc Tera punMupanu TablieTka e:

- e . 28 mg Ha KWJIOrpaM TEJIeCHO TETJIO IIPH NAUMERTH, IPH KOUTO Ce IPOBEXIAT PEIOBHO
KPBBOIIPEITABAHHA,
¢ ' 14 mg Aa kunorpaM TeACCHO Terno opy B'bspacm TIRUWCHTH, TP KOUTO HBE C
NPOBEKIAT PefOBHO KPhBONPENHBAHNSA
. 7 mg Ha KWIOrpaMm TeJIecHO Ter0 pH neua H IOHOINHK, [IPH KOMTO HE C& NPOBEXIAT
PEAOBHO Kp‘LBDHpeJIHBaHHSI .

Hedepasupokc ce npeaiara cumo nog Gopmara Ha ,Jqucnepripamgy ce™ TabueTku. AXo NpeMHHaBaTe
OT JMCIIEpPrHpaIIH ce TallIeTKH KbM huMuEpann Tabnetky, fo3ata Bt e 6nne Kopurupasa. Banmst
NeKap e u3uHCITH J03aTa, koaTo Bu ¢ HeoGxoauma i me Bu kawe konko dunmeparn Tabnerws
TpabBa Ia ApHeMaTe BCeKH ACH.
Ha nazapa ne e nanuven Jegpepasupoxc Teaa nod qbopmma Ha Jucnepaupaiyu ce maduemxu
Bmecmo maszu nexapcmeena popma mpabea da ce usnonzeam Opyeu eKapcmeenu Gopmu na

" mpoOyKnT, CHOBPICAyU Deepasupokce.

Kora na npremate ledepazapokc Tepa

. Hpremaiite Jedepasupoke Tesa Benuex JIHCBHO, BCSKH NIeH, npnﬁnnameﬂﬂo no enﬂo CBINO
BpPEME Ha JIeHA, ¢ MaJIKO BOJA. .

- s . Tpuemaiire Jledepazupokc Tepa QmJIMﬂpaI-m TabneTku Ha FIATHO WiIH ¢ JIEKa XpaHa.

ITpuemsT Ha Jledepasupoxc Tepa 10 e1HO H CHIO BpeMe BCEKH neH me Bu moMorke na 3ANOMHHTE

kora aa npuemare Bammre Tabnerxu,

ITpy NaLMEHTH, KOHTO He MOTAT Aa NorbaHat Tabmerkure e, Jledepasupoxc Tepa puiMupany
TaOeTKH MOTAT 1A C€ HATPOIIAT | Ja ¢¢ MIPHeMaT KaTo ¢e TIOPhCH 1IUIATa J03a BLPXy XpaHa ¢ MeKa
KOHCHCTEHIHA, HaIp. KHCETO MIIAKO WiH A0RIKOB coc (a60miKkoBo mope). Jlozata Tpabpa aa ce
TpHeMe BeAHAra H H3LSLIO. Ha HE CC ChXPaHsBa 33 6npaema yrotpeGa.

Komeo ABATO Aa npnema're HNedepazapoxe Tesa

IMponbmxere ma npuemare Hdedepasupoke Tera Boexu geH, To.rn(ona ABIITO, KONKoTO BH Kaxke
Bamuar nekap. Topa e ABNrOCPOYHO JIeYeHHE, MPOTB/UKABAINDO BEPOSTHO MECELH HITH TOAHHM.
Bamuar nekap me npocneassa PeNoBHO CLCTOSHMETO By, 33 aa riponepxna [any ASYeHHeTo UMa
skenaHus eexT (BIKTe chio TouKa 2: Ilpocneassane Ha Bawero neyenme ¢ Jedepasupokc Tera™).

AKo umaTe BBIIPOCH OTHOCHO TOBA KOJIKO ALITO 113 TpHeMare Jedepasupokc Tesa, ropopere ¢
Banmﬂ JIeKap

AKo cTe IPHEAH HOBeYe OT HEOOXONHMATA Ro3a llet]nepa:mpolcc Tesa
Axo cTe TipHenH noseve 0T HeoGxoqumaTa nosa Jedepasupoke Tesa wim ako Hsncon Ipyr npneme
BaurnTe TaGseTkn 10 CTyuaitHOCT, He3a6aBHO e CBBhpkeTe ¢ Balmms nexap wiH GOIHHLA 38 ChBET.
IMTokaxkeTe Ha Nekaps onakopkara Ha TabneTkure. MoXke [a ce HATOXKH CTIEIIHO METHIMHCKO JICYSHHE.
Moske 1a mOMyBCTRaTE peakiu kaTo 50iKa B 06J1acTra Ha KOpeMa, IHApHA, TaJieHe U IOBPEHIIaHe 1
npobnemu ¢ 6EOpeLMTe WK HepHHA Apo0, KOHTO MoraT Aa ObIaT cepHOZHH.

AKO ¢Te OPOOYCHAJH 1A NpHEMeETe li;eq)epampoxc Tesa

AK0 NpoTyCHETE /1033, BIEMETE # BEAHATA Clle]] KATO CH CIIOMHEHTE 3a TOBA Ipe3
cllefiBaiiaTa cH 034 cnopes cxemara. He Baemalite apoiina f03a Ha ciieaBatiys
KOMIIEHCHPATE NporycraTata(MTe) TabneTxa(n).
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Axo ¢ cTe cnpe.rm OpHeMA Ha ,Il;etpepasupoxc Tem :

He crmpaiire mippemMa Ha Mepampoxc Tera, ocren ako Bawmsr nemp Bu xm AA TO ﬂanpanme
Axo cnpe'ne HpHeMa, U3MHITHOTO JKe/1A30 HAMA NOBEYS /ia Ce OTCTPaHARA OT OpraHusMa Bu (nme
CHINO MO-TOPe TOUKa ,,Komco ZLICO 12 MpHeMaTe I[ecbepaauporcc Tera™). :

AKo HMATE HAKAKBH nommm*remm BLIPOCH, cm,psami C M3MOMIBAHETO HA TORR JISKA[CTRO,
nommATafiTe Batmua nexap HIH anpMaLIEBT

4,  BBIMOKRH HEXKEJIAHH PEAKIHEA

KakTo BCHUKH NekapCTBa, TOBA JIEKAPCTBO MOXKE Ia NPEAH3BUHKA HeXKEAHH. PEaKIHH, BEITPEKH Y€ HE
BCEKH I'ti Mony4aBa. IToBevueTo OT HeXenaHuTe peakiuM ca JIeKH A0 YMePeHO TEKKH M [0 TIPABHIO Iie
U3HESHAT CIE/ HAKOMIKO JIHH IO HAKO/KO CEIMHLM OT JIHCHHETO.

Haxon Hexxesand peaknun Gaxa MOI"JII! na Gwa'r CepHO3HH H HAJAraT nesaﬁanna Menununcxa

HAMECA.

Te3u neoicenanu peaxyuu ca wevecmu (Mazam da zaceznam do 1 na 100 t)ytau) unu peoxu (Moaam oa

saceznam 00 1 ra 1 000 dyuw). _

. KO TIO/TYIHTE TEKBK OOPHB, HIH 3aTPYAHEHO AHLIAHE H 3aMATHOCT, WM NOAYBAHE NPEIHMHO

| HA NMIETO ¥ TEPIIOTO (NPH3HALY Ha TeKKa AEPTHYHA peaKim), L _

* &Ko NOJAYYHTe KOMOHHAIMA OT HAKOM OT CREAHUTE CUMITTOMH: 0GpHB, 3auepBiBaHe Ha KOXKaTd,
MEXypH B 00AaCTTa Ha YOTHHTE, OUMTe WM YCTaTa, HITIOMBAHE HA KOXKATA, BHCOKA
TeMIIEPaTypa, IPUNONOACOHH CHMITTOMH, yroJIeMEHH miMbHY BE3IH (IPH3HALM Ha TeKKH

KOMHY Peakiyd),

® - aKo 3afenexHTe 3Haqmenﬂo HAMAJIBAHE HA YPUHATA, KOATO OTIC/ATE (mpu3Hak Ha OBOpeyeH
npodneM), .

. aKo uMate KOMOHHALHA OT clieIHHTE CUMIITOMH: CRHIIMBOCT, GOJIKA B TOPHATA AMCHA NONOBHHA

Ha KOopema, NOKBITABAHE K MHTeHMEHO MOXKEITABAHE HA KOXATA WK 0IMTe | ThMHA yprHa
(npu3sHaM Ha 2epuoApoOHM mpobliemu), _

. aKO H3NHTBATE 3aTPYIHEHHA C MHCIIEHETO, 3afIOMHAHETO HA HHQOPMALHA AM PSIIABAHETO HA
npobneMH, MMaTe M0-HICKa OAUTENTHOCT WIH OCH3HATOCT HJIH C€ YyBCTBATE MHOTO CHHJIHRH
HHCKa ¢HepruA (MpH3HALIM Ha BHCOKO HHBO Ha aMOHAK B KPBBT4, KOETO MOKE /Ia € CBBP3aHO €
yepHOAPOOHH Hin GBOpeyny mpobieMu M 1a AOBELe o POMAHA B MO3byHaTa BH (bymcuml)
aKO NOBBPHETe KPBB W/ MMATe YEPHH H3PaKHEHH,
aKo MMaTe uecTH GONKH B Kopema, 0coGeHo ciiel] HaxpaHBaHe Wik aneM Ha I[e(pepasﬂpoxc

Tena,
. aKo MMATe YecTO CTOMAIIHH mcemmn, .
. aKko UMaTe YaCTHYHA 3ary0a Ha 3peHue,

. aK0 HMaTe cuiHa O0Jka B TOPHaTa 44CT Ha CTOMaxa (naﬂxpea'rm)
cnpeTe HPHEEMA Ha JEKAPCTROTO H KaxeTe Hesabasmo na Bamus Jexap.

Hsaxon HexeJaHH PeaKLHE MOTAT JA CTAHAT CEPHO3IHA,

Tezu nesicenanu peakyuu ca Hevecmu (Mozam 0a 3aceznam nogeve om 1 ua 100 dyuu)
. aKo 3peHMeTo. BU cTaHe HEACHO HITH 3aMBIVIEHO,

. aKo nosyumTe oTcabBane Ha ciyxa,

KaxeTe Ha BamnAs fNekap, BL3MOKHO Hali-cKopo.

. JApyra HeienaHH Peakman ‘
- Mnozo wecmu (mozam da 3aceznam nosexe om 1 na 10 dywu)
¢  OTKIOHEHWA B M3CJICHBARNATA 32 61.6petma1~a cbymclma

Yecmu (mozam da saceznam ao I na IO oyuw) :

s CTOMAINHO-YPEEHH HADYINEHWA, KATO FAJSHE, IOBPHINAHE, AHAPHS, KOPE
~ 3anex, JIOWIO XPAHOCMUNAHE; '

o  obpus;.

¥
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rnanoﬁo:me' :

OTKJIOHEHHA B JEPHOAPOOHHTE (bymamorlam mcnen;na}mx _

cepbex; . . Lt
OTKJICHEHM B H3CTICIPAHNATA Ha ypma'm (ﬁem'mc B ypmiam)

Axo Hsucox oT Tax. BH 3acerue Texko, Kance'le Ha Bamus nexap.

e e

: Heuecmu (mozam da saceznam oo 1 na 1 00 c)ymu)

3aMagHOCT; - . :

MOBHILICHA TEMIIEPATYPa;

GONKH B FEPIOTO;

NOAYBAHE HA PBLUETE H Kpalcara,

MPOMAHA B LIBETA HA KOXKATa;

TPEBOIKHOCT;

HapylIeHHe Ha CBHA;

yMopa.

AKO HAXOS OT TAX B 3acerHe Texxo, Kakere Ha Bamus nexap.

C neuzsecmua vecmoma (om HaIuyrumMe OAHHU He MOdce Oa (vOe HANPABeNa OYeHKa)

. HaMaJlBaHe Ha OPOs HA KIIETKKTE, y4ACTEAlM B ChCHPBAHETO Ha KPbBTA (TpoMOOLMTONeHNAS),
' Ha 0pos Ha uepBEHUTE KPLEHH KieTKH (RolIABANE Ha aHeMux), Ha Gpos ha GeiHTe KpLEHN
KJIETKH (Hey'rponelma) HJTH HA 6poa HA BCHYKH BUAOBE KPLEHH KICTKH (nanmrroneﬁnn),
Koconan; :

KaMBHH B GE0penaTe;

cnabo oraenaHe Ha ypuHa;

nepd)opaum B CTOMaXa HIIH CTeHaTa Ha YyepeaTa, KOATO Moxke 13 Opae GonezHeHa U ,ua
NpeU3BHKA razieHe; '

cuHa GoKa B ropHaTa JacT Ha' CTOMAXa (nam:pearm);

DATONOrMYHH HUBA HA KHCENIHHM B KPBHBTA.

Choﬁmanane H2 He)KETIAHH PeaKIHn

AKO NOMyquTe HAKAKBA HexKellAHM JIEKAPCTBEHM PEaKUHH, YBEOMETE Balmm nexap Win ¢apMaleBT.

. ToBa BKIIOYBA BCHYKH BE3MOKHH HEONHCAHH B Ta3M JIMCTOBKA HEJKeNaHH peakidH, Moxere cumo aa
cLOOIMTE HexxeNaHH peakuuH HPEKTHO vpe3 U3mbiHuTeIHa areHuys NO J1eKapCcTBaTa, Y. ,,JaMau
Ipyes” Ne 8, 1303 Codms, Ten.: +359 2 8903417, yeGeaiit: www:bda.bg. Karto crobmasare
HEKENIAHH peakIHH, MOXKETE /1A JajeTe CROd NPHHOC 3a TI0JIy4aBaHe Ha MoBevye HHGOPMALHI OTHOCHO
6e30NAacCHOCTTA Ha TOBA IEKAPCTBO.

5. Kax aa chxpanasarte Jdedepasnpokc Tesa

Ha ce cpxpanssa Ha MACTO, HeAOCTEITHO 34 Aena.

He u3nonspaiite Toea lieKapcTBO CIEH CPOKA HA PORHOCT, OTOENA3aH BLPXY O/IMCTEPA U KAPTOHEHATR
onaxoexa caen ,.I ogen 80:“. CpoksT Ha TOAHOCT OTroBapa HA MOCAESNHHA JIeH OT OCOYEHHA Mecel.

ToBa neKAPCTBO He H3HCKBA CHIELHA/IHE YCIOBHS HA CHXPAaHEHHE.

He w3nonseaiive onakoBKy, KOWTO 3 NOBPSACHH HWIM HMAT MPH3HALH 33 OTBapIHE.

He H3XBBDIIAITE JICKAPCTBATA B KAHATM3AUHATA WU B KOHTEHHepa 32 JoMauy
Honmwmraiire Bawns papManerT Kak Ja HZXBBPIIATE JICKapCTBaTa, KOHTO Bede
MEpKH IIl¢ CTIOMOTHAT 33 OTIa3BaHe HA OKOJHATA cpela. -
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6. CupabpxaHHe HA ONAKOBKATA H IONBJIHHTENHA HHpOpMANHS

Kaxkso cuaspxa /ledepaszupoxe Tesa
AKTHBHOTO BelllecTBO e: nedepaszupokc.
- Besxka ¢uimupana tabnerka ceaspika 900 mg nedepazupokc.

Jlpyrute cbcTaBKH ca:
Cypyesuna na mabnemkama: MAKpoKkpuctanHa uemynosa (tun 101) (E460), MukpokpucTanHa
uemynosa (tun 102) (E460), kpocnoewuaoH (tun A) (E1202), nosuaon K30 (E1201), marHesues
creapar (E470b), nonokcamep 188 u xonouzen, 6ezponen cammumes auokcua (E551)
Obeuska na mabnemxama: xunpomenosa 2910 (E464), Turanor aquoxcun (E171), Makporon
4000 (E1521), Tank (E553b) ;

Kax m3rnexna Jledepasnpoxe TeBa n KakBO ¢hAbPkKA ONAKOBKATA

Hedepazupokc Tera 900 mg punmupann Tabnerku ca Genu 10 MOYTH GeTH, MPOABIATOBATH,
JBOMHOM3ITBKHAIH (PUIMHPaHH TabNETKH ChC CKOCEHH pBOOBE, C IeNUTeNIHA YepTa OT eJJHaTa CTpaHa
W IJ1aJKy OT Apyrata ctpaHa. Pasmepure Ha Tabnerkara ca npubmmsurenHo 21,6 mm x 9,6 mm + 5%.

Hedepazupokc Tesa 900 mg ¢punmupanu TabneTku ce onakoBaT B OIHCTEPH OT aTyMHHHIH-
PVC/PE/PVDC, coaspxauy 30 win 90 dunmupanu TabieTku win rpynoBH ONAKOBKH, ChAbPIKALIK
300 (3 onakoeku no 100 Tabnerku Beska (10 Gnucrepa x 10 Tabnerku)) wiu 300 (10 onakoBkH 1o
30 Tabnerku Beska (3 6nuctepa X 10 Tabnerku) punmupann Tabnetkn v arymuuii-PVC/PE/PVDC
nephopypaHH eTHON030BH Oictepu, chabpkanm 30x1 win 90x1 dunmupanu TabneTku.

He B_CH‘-IKPI BHIOBE ONNAKOBKH MOrar na 6’BI[&T IMyCHATH Ha nasapa.
IIpn'rema're.u HA pas’spelIeHHETO 32 ylm'rpeﬁa H NPOH3BOJAHTE

IIpaTexkaTes HA pa3pelIeHHETO 32 yHoTpeda
Tepa ®apma EAJ]

yn. Jlio6a Benuukosa® Ne 9

1407 Codwus,

bwarapus

IMpou3ssBoauTen

. PharOS MT Ltd :
HF 62X, Hal-Far Industrial Estate,
Birzebbugia BBG 3000, Manra

To3m nekapeTBeH NPOAYKT € pa3pelieH 3a ynoTpeda B 1bp:kaBuTe wienkn Ha EUII nox
c/Ie[lHATe AMeHa:

buarapus Hedepazupoke Tesa 900 mg punmupanu tabnerku
I'epmanus Deferasirox-ratiopharm 900 mg Filmtabletten
Opanuus DEFERASIROX TEVA 900 mg, comprimé pelliculé
Hunepnanaus Deferasirox Teva 900 mg, filmomhulde tabletten

I[ﬂ'l‘a Ha MOCJIEAHO mpepa3srieikaane Ha JTHCTOBKATA —
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