
Bo4rv 3a 3ApaBcrBeHH pa6or+t4q4

DEFERASIROX

3eoxc I Zeoks (deferasirox) 1S0 mg ernrvr-o6noxexx ra6aerm
3eoxc / Zeoks (deferasirox) 360 mg

Oeoj ao4rav o6es6e4yea AeranHil rxQoprvraqnn 3a Aosu
repanrja co 4eQepacrpoKc, 3a Aa ce MhHl4Mh3upaar

MeAhLU4HcHh rpeuKu 3a BpeMe Ha repanrjara.
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Ulro e 4eQepacrpoxc?
Ogo6pex n u*Autaq;un

3eoxc I zeoks (deferasirox) Qnnrvr-o6noxexu ra6aern (1g0 mg, 360 mg)

fle0epa,apoKc e uHAhqhpaH 3a rperMaH Ha xpoHhr{Ha npeonroBapeHocr co }Kerg3o nopaAh
t{ecrh rpaxcQysrah Ha xpB (>7 mllkg/Meceq Ha cnaKyBaHH ephrpor-paru) xaj naqrerrh co 6era-
ranacemrja rvrajop Ha Bo3pacr o4 6 ro,qraxta h nocrapr.

fleQepaoapoxc e hHAHqhpaH h 3a rperMaH Ha xpoHr4qHa npeonroBapeHocr co x(erLi3o nopa4h
rpancQysrah Ha KpB, Kora repanrja co 4eSepoxcaMhH e KoHTpahHAr4qupaHa h.nru HecooABerHa,
BO CreAHhTe rpynx Ha naLlheHTn:

o [leArjarphcxh naqheHTh co 6era-raracerurja rvrajop co npeonroBapeHorcr Ha
x{e.ne3o nopaAh qefih rpaxcQysrah Ha KpB (>7 mllkglMeceq Ha cnaKyBaxr eprrpoqrla}
Ha Bo3pacr og2 go 5 ro4ranr.

' Kaj Bo3pacHh ra ne4r,rjarphcKh naqheHTr co 6era-raaaceruurja rvrajop co npeon.roBapeHocr
Ha )Kene3o nopaAH noManKy qecrh rpaxc$yarah Ha KpB l< 7 mllkg/Mecerq Ha cnaKyBaHn
ephrpolp4na) xa eospacr oA 2 rognnu H nocrapr.

o Kaj Bo3pacHh ra ne4rjarphcKn naqheHrn co Apytu aHeMrr, Ha Bo3pacr-oAzroAAHn A
nocTaph.

fleQepacrpoKc e hHAt4l4hpaH h 3a rperMaH Ha xpoHr4qHa npeonroBapeHocr co x(e.ne,3o sa xoja e
norpe6Ha xenaqhoHa repanrja, Kora repanrjara co 4eQepoxcaMr4H e paqa J4nV

HecooABerxa, xaj naql,leHTH CO Cl4HApOMn Ha ranacerurja He3aBhcH14

o4 10 ro4utu h nocrapta.

Mexaxrgaru xa 4ejcrao

fle0epaoapoKc e opanHo aKThBeH xenarop xoj e encoxo ceneKThBeH
TphAeHTeH nAfaHA XOj rO Bp3yBa )Kene3oTo co Br4coK aQrHrrer so
npoMoBhpa excxpeqrjara Ha xene3o, nphMapHo ao Qer_1ecor. .{eQepacip,rxc rMa
aQrHnrer 3a qxHK ra 6axap u He npeAlr3BhKyBa KoHcTaHTHH Hucon cepyMc1r4 Hr4Boa Ha oBhe
MeTanh.

[en xa oeoj aogr,rtr

Oaoj eo4rav e HaMeHer 3a nponruryBaqh xa 4eQepachpoKc. O6ea6e4yaa AeranHh raxsoprvraqrra
3a Ao3hpalbero il norpe6xoro cneAelbe Ha naqheHThre Koh ce Ha repanr,rja co AeQ'3pachpoKc,
3a Aa ce MAHnMu3Apaar noreHqujaaxrre 6es6e4xocHu pu3nq:u.

3pacr
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Oopnnyaar-paja r HaqhH Ha ynorpe6a
fleQepacrapoKc e AocraneH Bo Qoprvra Ha Qraann-o6aoxexr ra6aett, co javrxa o4 1ti0 mg r 360
mg.

MoNaTAace3eMaaTHarnaAHonnuco.n(}ceHo6pox.

rpe6a Aa ce nporonraar qenh co uaura oo4a. 3a
nal{heHrh Koh He Mo}Kar Aa nporonraar qenh ta6netn, ra6nerure Mo}Kar Aa ce McKpuJar h Aa ce
aAMHH[crplapaarraKa uro (e ce nocrnar Bp3 MeKa xpaHa (np. jorypr AnA ntpe onq ja6onxa).

,{osara rpe6a ga 6ra4e BeAHauJ u KoMn.flerHo KoHcyMhpaHa, h He cMee Aa r:e r{yBa 3a
noAoqHelxna ynorpe6a.

fleQepacrpoxc rpe6a Aa ce 3eMa eAHau AHeBHo, no Mor{Hocr cexoj 4ex Bo r4cro BpeMe.

floarparue cnopeA n+Anlaqhja - BalKHr4 pasnnln 3a Aa ce MnH vwvlsnpa
noTeHqhjaaor 3a MeAr r{14 HcKl4 rpeu Kh

floarparue 3a naqheHr]a co ranacervrnja He3aBncHa oA rpaHcQyarara (INTDT, oA aHr.
non-transfusion-dependent thalassaemia)

fleQepacnpoxc Qnam-o6aoxexrre ra6nerm AeMoHcrpl4paar noBhcoxa 6uopacnorolK.4gBocr Bo
cnope46a co Qoprvrynaqhure xa 4eSepachpoKc 4ncnepara6nnuu ralnerr (au4ere ro 36rapuror
raeeuraj sa oco6hxlare Ha /teKor). Bo cayvaj Ha npoMeHa Ha repanhjara o44rac neptn1nlanra1aetu
na Qraaru-o6aoxexr ra6neru, Ao3ara xa Qrannn-o6aoxexrre ra6aerr rpe6a ga 6u4e sa 3e%
noHhcKa oAAo3ara Ha AHcnep3u6unxuteta6netu,3aoKpyxeHo xa naj6lncKara qerfla ra6nera.

o flpenopaqaHa not{erHa Ao3a Ha 4eQepaoapoxc:
o 7 mg/kgrenecHa rexrana/4ex sa $raarvr-o6aoxeHr ra6netn;
o 10 mg/kg renecHa rexrHa/4eH 3a Ahcne pzvtlunau ra6n

o ,Qoar >L4 mglkg/geu za $rnnn-o6aolKeHr ra6nerr I > ZO

ra6aerr He ce npenopaqyBaar.

o Kaj naqheHTh co NTDT ce npenopar{yBa caMo eAeH qhKn

cneAere rr Baulrre naqueHTh aa 4a 6ra4ere chrypHh AeKa re
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Coo4aerHrre Ao3h 3a pa3nhqHr,r QopnnyraLlhh ce nphKaxaHh Bo AonyHaBeAeHara ra6ena.

Ta6eaa He3aBt4cHa

7 m*lkgleeu tO mglkgleex rrnr > 800 pg/l

Haruanyaaroe (HAflOnHA Tl4TpAL{hJA sa 4a < 7 mg Fe/g dw
ce rs6erxe npeKyMepHa xenar.p,rja)

3,5 -7 mg/kg/gen 5 - 10 me/kg/Aea

si2OOO 1tg/l

L4 mtg/kg/p.en 2omglkglsen

25 mg Felg dw

7 mglkgleeg 10 mglkg/4ex

3a eoepacxr He e rcnrraxo u s2'.O0O 1tg/l

3a ne4ujarpucxr naL{ueHn4

< 3 mg Fe/g dw unu < 3OO 1tg/l

He ce npenopaqyBa

Dw-cyaaTexhHa(o4axr.dryweight);LlC-xoxqea;*.Li*'i,*
concentration)
*Llc e npenopaqaH Mero.q 3a oApeAyBalbe Ha npeonroBapeHocr co )Ke.ne3o.

nPEAynPEflYBAI-bE: rloAaroqnre 3a Aeqa co NTDT ce MHory orpaH T HA TOA,
repannjara co 4e$epachpoKc rpe6a BHhMare.nHo Aa ce cneAn
AejcrBa h Aa ce cnequ npeonroBapyBabe co )+(ene3o xaj ne4ra

naqheHTh ce npenopaqyBa e,qeH qhKnyc Ha repannja. FbC HA

repanuja co geQepachpoKc xaj 71eqa co NTDT Koh hMaal

H eca Ka H hTe

. Kaj NTDT

xe.ne30,

xaj oareneKapor rpe6a Aa 3eMe npeABhA AeKa nocneAhqhre oA
naqueHTr Ce MOMeHTanHo Heno3HaTil.

s /14 Bepaujar L; Jynu,2022

llouerua 4oaa

Mourroprur l4eceqxo

t{exopu xa

nphnaroAyBalbe
(xa cexor
3 - 6 nneceqra)

3ronemyaarue (HAI-OPHA Tt4TpAt_{hJA aa ) 7 mg Felg dw unn > 20OO 1tg/l
Aa ce nocrl,trHe TapreroT Kora e Heonxo4Ho)

3,5 -7 mg/kg/sea 5 - 10 me/kglAen

Ilpexux

l-loeropex

rpeTMitH



floanparoe 3a naqheHTh co xpoHr4qHa rpaxcQyahoHa npeonroBaFreHocr co
xene30

fleQepaoapoxc Srnm-o6aoxeurre ra6rena AeMoHcrphpaar noBhcoxa 6ropacno.noj,K.nl4Bocr Bo
cnope46a co $oprvryaaqxhre na 4eQepacrpoKc 4racnepsr6nnnnra6nerr. Bo cnyvaj Ha npeMhH oA
repanr'rja co 4e$epachpoKc 4racnepar6unanra6nena na 4eSepacrpoKc Qranru-o6nox(eHh ra6netu,
Ao3ara Ha $raarvr-o6noxeHhre ra6aerr rpe6a Aa 6nge 3a 30% noHhcxa oA Ao3ara 3a

4rcn epara6 u nHATe ta6 n et n, 3a o KpylKeHo H a n aj 6n ra cKara qen a ra 6a era.

o IlpenopaqaHa nor{erHa Ao3a:
o L4 mg/kgre.necHa rexrua/,qex aa 4e$epacrpoxc $nnra-olnolxeHu ra6aerr;
o 20 mg/kgre.necHa rexnua/4en sa 4eQepachpoKc ,qrcnepan6 unHA ra1neru.

o ,(oara >28 mg/kg/AeH 3a 4e$epaoapoxc Qrann-o6noxeHn ralnern / >4o mg,/kg/gen za

4eQepaoa poKc Ancn ep en6n nnn ra6 neru He ce n pen opaqyBaar.
o PeAoeHo cneAere rr Bautnre naqueHTh 3a Aa 6ra4ere cArypHA AeHa repanrjara e

cooABeTHa.

rle4rjarpr.rcxx naqr eHTH co rpaxceyar,roHa npeonroBapeHocr co x{ere3o

o flpenopaK[Te 3a Ao3]4pa[be aa negrajarp[cxt4 nallheHTh Ha Bo3pacr o.q 2 go I',t ro1wnn co
rpaHcQysraoHa npeonroBapeHocr co )Kere3o ce ACru KaKo h 3a Bo3p6cHh naqheHT4.
Ilporuexnre Bo relxrHara Ha ne4NjarpracKhre naqreHTh co reKor Ha Bp,eMero rpe6a 4a
6ra4r aeneHh npeABtlA nph npecMeryBaFbe Ha Ao3ara.

' Kaj Aella co rpaxc$yaraoHa npeonroBapeHocr co xe.ne3o Ha Bo3pa cr og 2 4<l 5 ro4rur,
h3no)+(eHocra e noMana orKonKy xaj aoapacxr. 3a oBaa Bo3pacHa rpyna Moll,e 4a 6ra4ar
norpe6xr noBhcoKt4 Ao3H orKoaxy xaj Bo3pacHh naqxeHTu. Mefyroa, noqerHara Ao3a
rpe6a 4a 6r4e rcra KaKo ra xaj eoapacHr naqheHTr, co no
rurpaquja.

o Ce npenopaqyBa cepyMcxraor Qepr,rrhH Aa ce caegra cexoj
oAroBopor Ha naqueHTor Ha repanrjara la Aa ce MhHt4M]4

xeaaquja.
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Coo4eerunre Ao3t4 3a pa3nrqHra Qoprvrynaqnv ce nphKaxaHh Bo AonyHaBeAeHara ra6eaa.

Ta6ena l-lpe co x{ene3()

14mglkglaex 20melkgleen llocne 20 egunuqn
(oxony 100 ml/kg)op,
PRBC

> 7a ml/kg/Meceq oA
PRBC (npr6nrxHo
> 4 eAraxuqr,r/rvreceq

sa eoapaceH)

<7 mllkelneceq oA
PRBC (npra6nuxHo
<2 egnnuqra/rvreceq

aa eoapacen)

unvt > t000 1tg/l

30 mg/kg/4en

:10 mg/kglAen

E4Ha rperrHa o4 Ilonoarxa o4
AO3aTa Ha AO3aTa Ha

4eQepoxcanru 4eQepoxcarurx

lMer:eqxo

500 - 1000 pcll

3roaertnyeare ( HAIO P HA Tt4TpAt_{l4JA aa

Aa ce nocTl4rHe TapreToT Kora e
xeonxo4xo)

3,5 -7 mglkg/gex 5 - 10 mg/kg/gea

go 28 mg/kg/4ex 4o 40 mg/kg/gea

:,2!;00 Vg/l

Haruaayaaue ( HA.QOI HA Tt4TpAt_{l4JA sa

4a ce ua6erHe npeKyMepxa xenaqraja)

3,5 -7 mg/kg/gea 5 - 10 mglkglAel

Kaj naqrexna xa Kaj naqrexrr xa
TpeTMaH CO AO314 TpeTMaH CO AO3t4
> 2L mg/kg/gea > 30 mg/kgl4eH

- Kora rapreror e nocrhrHar 500 - 1000 pgll

23mglkglryen 40mglkgleett

2L mg/kg/gen

7 mg/kg/Aea

//3 
"s/'q q,
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PRBC - cnaKyBaHr ept4rpotlr4rr (o4 aHr. packed red blood cells)
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floverxa 4osa

Anrepxarnenr
noqeTHn AO3r4

3a naqreHrlr xor
ce 4o6po
MeHauHpaHN CO

4eQepoxcannrn

Moxrroprxr

Taprer oncer

t{exopN xa
nphnaroAyBalbe
(na cexoN

3 - 6 vreceqra)

3eruere npeABxA
npeKxH Ha

repanrjara

.: 500 pgll



Ses6ep,xocr h Bax(Hh npenopaKh 3a cneAeFbe
Henosxarr nocneAhqn oA Aonrorpajxa ynorpe6a xaj negrjarpucrtn n€rqheHrlt

Ilo4aroqr'rre 3a Aeqa co NTDT ce MHory orpaHhqeHr. Haxo pe3ynrar Ha roar, rellanrjara co
4e$epacrpoxc rpe6a BHhMare,nHo Aa ce cne1t 3a Aa ce AerexTrpaar HecaKaHmre erQexrr r 4a
ce cneAh npeonroBapyBalbero co xene3o xaj ne4rajarphcKara nonyaar4raja. flonoanhre.nHo,
npeA 3anoqHyBarbe Ha repanhja co 4e$epaoapoxc xaj Aeqa co NTDT Koh hMaar ro.neMo
npeonroBapyBalbe co xene3o, neKapor rpe6a Aa 3eMe npeABhA AeKa nocneAhqhre oA
4OArOrpajna h3.flolKeHocr xaj oBhe naLlheHTh ce Heno3Harh Bo MoMeHTOT.

Kaj negrjarpHcKl4 naqueHrh co NTDT, Ao3ara He cMee 4a 6N,qe noBhcoKa og 7 mg/kg/gea.
Konqenrpaqnjara Ha )Kene3o Bo llpHhorApo6 (LlC) rpe6a Aa ce cne1t Ha ceKor4 3 meceqr ao
cnyqah xora sF e (800 pg/l co qen Aa ce hs6erHe npeKyMepHa xenaqrja.

Meperuero Ha re.necHara rexhHa, BhchHa A AcnuryBaruero Ha ceKcya.flHuor paaaoj xaj
na4rjarprcKh naqheHrr rpe6a Aa ce r43BptxyBa eAHau roAurrJHo.

floaxo-aaBt,rcHo noKaqyBa]be Ha cepyMcKt4or KpearhHr,tH

,(eQepacrpoKc Moxe Aa npeAh3BhKa cephosxr npo6aeMh co 6y6pearare, Koh ryloxsr 4a 6rgar
Qarannu. flopa4r roa, npeA 3anoqHyBalbe Ha repanujara ce npenopavyaa 4eojxa nl)oqeHKa Ha
cepyMcKhor KpearilHrn. CepyrvrcKhor KpearhHhH, CrCl (npe4era4en co Cockr:roft.-Gault unn
Qopruyaara sa Mo4raQrxaqraja ua flrerara xaj Pexaax u :bonecrn (MDRD, oA aHr. Morlification of
Diet in Renal Disease) xaj aoapacHvl u co Schwartz Qopruynara xaj,qeqa), ufnnu r{r4Boara Ha
n.na3Ma qhcrarl4H C rpe6a Aa ce cneAar npeA noqeroxor Ha repanhjara, e4xau ;reAe.flHo 3a
BpeMe Ha npBhor Mecell no 3anoqHyBalbe xa repanrajara nnn
co 4eQepacnpoKc, t4 noHaraMy eAHau Mecer{Ho.

cockcroft-Gaultunn MDRD Qoprvryna xaj eospacxra n schwartz

no r,aogyfulg1qga na repanrjara, .i,Sb
i'$r #RB g?\
hPAy&g)ft:gtg,
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PeHanex nnognroprHr n noctanxra

Ta6ena
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LLr\ (AonHa rpaHrlla ora, HopManHhor oncer, oA aHr. lower limit of the normal ranse)
rpaHhqa oA HopManHror oncer, oA aHr. upper limit of the normal range)

; ULN (ropua

Bpa ocuoea Ha uHAuBnAYanHnre KnhHhriKh oKo/rHocrr4, Tepannjara Moxe noBTgpHo Aa ce
3anoqHe.

floxonxy HacraHar a6xopmaaHocrt4 Bo HhBoara Ha Mapxephre 3a peHanHa ry6y,napxa QyHxqraja
nf nnn AoKonKy e K.nhHilqKn nHAnL\npaHo, npeABhA rpe6a Aa ce 3eMe Ha

Ann npeKnH Ha repanrjiara:

llporerHypnja (rpe6a Aa ce HanpaBr,l hcnhryBalbe npeg n
eAHau MeceqHo)

o farxo3yphja xaj naqreHrh 6es 4raja6erec h co Hr4cKh HhBoa

$ocQarn, MarHe3hyM nnA vparn, QocQarypraja, annuuoaqra4yprja
cnopeA norpe6rare).

Peuarxa ry6yaonaruja e raaexo nprajaaexa xaj Aeqa h aAonecqeHrr co 6era-rarscerurja na
repanrja co ,qeQepachpoKc. l-le4rajarpracxhre naqheHTh co ranacerurja mo,xar Aa hMaar
3ro.reMeH ph314K 3a peHanHa ry6yaonaflaja (oco6exo mera6onxa aqra4osa).

llaqrexrrre rpe6a Aa ce ynarar na cneqrjanucrnqtu nperneA H npeAB[A Mox(arra ce 3eMar
noHaraMounu cnequjann3upaHn hcnhryBalba (xaxo peHanHa 6raonoaja), AoKonK'/ ra noxpaj
HaManyBalbe Ha Ao3ara h npeKhH xa repanrjara HacraHe c.neAHoro:

.<LLN (<90 mlimin)

#Y,t%
q'84"6r{l'}'".s.

vi+fi+i;igrfi
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Hpearnxtn I

Moxrtropulr lpeA noqeroxo{ Ha

tcunuitrr
vl

u

n

l(oxryarHgnqupato

flpa ueceq no noqerox xa rrpannja

nnu mogu$nra{nja xa liorara

Hamaryaa*e xa AHeBHalir Ao3a nl mglkglgex {Qram-o6roxexr ra6reru} unu t0 nglkglge, LOop*vr,.rr
ra6leru), A0fionKy cneAHHte peHarHH napaMerpu ce ta6eaexaxr Ha ABe noc/leAogarenHH noceru h fle Mc

ApyrH 0pHr{xH14

Hal
(aT A

rcneper6unrr

ce floBp3aT a0

>3396 Ha4 npoceKor npeA

3anoqHyBatue ua repanrja

> ULN coo4aerHo 3a Bo3paoa

ocTaHyBa >33% na4 npocettoT

npe4 3an0qHyBaFbe Ha

repanrjara

nf unvt

uf unu



. CepyMcKHor KpearrHHH ocraHe 3Har{hre.nHo noKaqeH 1,r

o 14Ma nep3hcreHrHa a6HopManHocr Ha Apyr MapKep Ha peHanHara $yrrxqrja (np.
nporehHypnja, Fanconi oan4ponn).

,{oxonxy naqheHThre paaarajar xeo6jacnraBr4 npoMeHr Ha MeHTa.nHuor craryc AoAeKa ce Ha

repanraja co ,qe$epacupoxc, oco6exo ne4rjarprcxrre naqheHTh, npeAByA 3eMere
xHnepaMoHeM[qHa euqeQanonatnja u paHo Mepe]be Ha HhBoara Ha amonujax.

floxavyealbe Ha BpeAHocn4Te Ha recroBxre 3a npoqeHKa Ha Qyxxrpajara Ha
qpHror Apo6

Kaj naqrenrr Ha repanuja co 4eSepachpoKc e sa6enexaHo noKaqyBalbe Ha BpeAHocrhre Ha

recroBhre 3a npoqeHKa Ha $yxxqrjara Ha LlpHr4or 4po6. Kaj nar-paeHTh ]{a rr:panrja co

4eQepacrpoKc ce nprajaaexra nocrMapKerhHuJKh cnyqau Ha xenara.nen aacroj, noHexorau h

Qaraaex. Hajrolennnor Aen o4 nprajaaeHhre cnyqah Ha xenarareH 3acro j6une xaj naqreHTA co
3Haql4TerHu tvtop6nAurerr, exny.ryaaj(h npeD(oAHo nocroeqKa qhpo3a Ha LlpFl4or Apo6.
Mefyroa, ynorara xa ,qeQepacl,1poKc KaKo nphAoHecyBaqKu vnt BnouyBaqKh oraKTop He Moxe
Aa ce hcKnyqh.

,{oxonxy nocrol4 nep3ucreHTHo h nporpechBHo noKaqyBa}be Ha HhBoara Ha (:epyMcKure
rpaHcaMhHa3h KOe He MOIKe Aa Ce noBp3e co Apyrh npuquF'A, repanujara co 4e(repac[poKc
rpe6a Aa ce npeKuxe. Ho BocnocraByBaFbe Ha nprquHrreror aa a6xoprvra/rHocrhre Bo recroBhre
aa $yuxqujara Ha qpHror gpo6 unu no apa(aroe Ha HopMa.nH[Te HhBoa, npeABuA rnoxe Aa ce
3eMe noBTopHo BHl,lMare.nHo 3ano'{HyBa}be Ha repanrajara co noH}tcKa Ao3a, npo(:neAeHo co
nocTeneHo 3roneMyBalbe Ha Ao3aTa.

floxonxy naqheHrhre pasarajar Heo6jacnreh npoMeHh Ha

repanrja co 4e$epacrapoxc, oco6eno ne,qrjarprcxrre
xhnepaMoHeMhqHa eHqeQanonatuja n paHo MepeFbe Ha HrBoara Ha

Ay4rropHh npoMeHt4 (HaManeH cnyx)

Kaj naqrexrxre Ha repanraja co 4eQepachpoKc ce nprajaaeHr ayAhropHh Hapyuyaaru6 (xannaaen
cayx), naxo rhe ce noMa.nKy qecrh.

Ta6era 6p. 4

LO/L4 Bepsrja L; Jynu,2022

Cepyrrlcxure TpaHcaMil Ha3l4, 6u lupy 6unw h ar Ka/l HaTa

npoBepaT npeA noqeToxor xa rerpanrjara, xa cexou 2

Meceq H eAHauJ Mece'{H0 n0T0a.

Cepymcxr* rpaHcaMxHa3h

Snnupy6rx

fuxarxa $oc$arara

issxup "I-/ron.re l



Ce npenopaqyBa rcnrryBalbe Ha cnyxor npeA noqeroKor Ha repanhjata n Bo peAoBHr4
t4HrepBanH noHaTaMy (na cexor 12 rvrecer_1r).

floxonxy 3a BpeMe Ha repanHjara ce sa6eaexar HapyuyBalba, npeABHA rpe6a ,rla ce 3eMe
HaManyBalbe Ha Ao3ara unu npeKhH na repannjara.

Ta6eaa

Hapyuyealbe Ha BhAor (aarvraryaalbe Ha ne(ara)

Kaj naqheHrrre Ha repanrja co ,qeQepachpoxc ce nprjaeeHr HapyuyBarba Ha BhAor
(sarvraryearue ua ne(ara), naxo rre ce noManKy qecrh.

Ce npenopaqyBa oQraaruoaouxo HcnhryBalbe (axayuureano Qyn,qocxonraja), npeA noqeroKor
na repannjara r Bo peAoEHh hHrepBanh noroa (xa cexor L2 rvreceqn).

floxonxy 3a BpeMe Ha repanhjara ce nojaaar HapyuyBalba, npeABh4 rpel5a Aa ce 3eMe
HaManyBalbe Ha Ao3ara nnA npeKxH xa repanujara.

Ta6eaa 6p. 6

npen0paqyBa [peA noq

x eAHaur roAXuJHo not

ua rep;rnujara ce

t,a Ha I4A0Tr

t&!i'!' N:tl:l:tiiiti:LE.;,: 
: Hx'1 npeKltH ua repanrjara

l'lpexymepHa xenaqria Kai NTDT

Tpe6a Aa ce 3anoqHe co xenaqhoxa repanrja caMo AoKonKy r4Ma Aoxa3h 3a npeon.r-oBapeHofi
co xere3o (LlC >5 mg Fe/g [dw] raar cepyMcKr4 $epnnax KoH3hcreHrHo >8i00 pg/l). LIC e
npeseprapaH MeroA 3a oApeAyBaFbe Ha npeonroBapeHocr co )Ke.ne3o r:e KophcTl4
ceKorauJ Kora e AocraneH. 3a apenne Ha xe,naqhoHara rr:panhja e hBocT, 3a

Aa ce MrHvlMn3npa ph3t4Kor oA npeKyMepHa xenaqraja xaj crre

Kaj ne4rjarptctr naLlheHru co NTDT, Ao3ara xe rpe6a ga oBhe
naqt,teHT[, HeonxoAeH e BHHMare.neH MoHt4rophHr Ha LIC N

r g6ern e n peKyMep Ha xrela 4rja : Ao non H hre.fl Ho Ha MeceL{ H ara 'Sepnrwn,
Llc rpe6a Aa ce cneAt Ha ceKou 3 meceqr aKo cepyMcxror Qeprrrx e

ttlt4

Aa ce

:,
dl.

Bepsrja L; Jynn,2022

Ce npenoparyea ayArTopeH M0Hr4ToprHr npeA

no,{eToxoT xa repantjara x noToa eAHau

r0Al1r,rJH0.

[oxoaxy 3a BpeMe ua repa nnjara ce nrljaar

HapyulyBatue Ha cnyxoT, npegen4 rpe(ia Aa ce 3eMe

HaMaryBatbe Ha Ao3aTa ilnil npeKilH Hlt repanrjar,a,

Cnegexre Oprxaexquja Ilocranxa .

0$ranrroaouro {nuy,lu'reaxo

$yxgorxonuja)



Ta6ena 6p. 7

floxorxy SF <3r0Ct pg/|, npexuHere ja

repan rjara

Axo L.lC <3 mg Fe/g dr,v, npeu.rHeneja

repanrjaa

A

3a ycnoerre 3a npeKhHyBalbe Ha repanrajara, Be Mo.nhMe BHAere ja 4onyHaaeAeHaril ra6ena.

Ta6ena 6p. 8

Bo:pacxu u

Apyrr npenopaKh 3a cneAeFbe h nocranKh

naqreHT14 l{0
p143t4H0T 0A; KTIqEH UOI(

BpeMe Ha repanrjara (:eNere

A03aTa)

H14Boara ra qprro4po6Hrre

Hapyuyoarua
HaManyBalbe

BeAHarx

ALT-aaaHrH aMrHorpaHcQepasa; AST-acnaprar aMrHorpaHcQepasa; crcl-xpearrax
.fleK co eoauxoQrarja r crcrenncK[ c[MnroMn; LLN-40nxa rpaHHlla Ha HOpMa/r
He3aBhcHa oA rpaxcQysrja; sF-cepyrucxr geprarrx; SJS-Stevens-Johnson
en],lAepManHa HeKpo,rlh3a

* 
*sryKU? 

"\9rron.rrr-j

L2/t4 Berp:lnja L; Jynn,2022

Cepyucxu $epnrirx {5F}

l{onqexrpaqxja ri )t{o/!€,to B,

tHc)

rtpn &po6

flapannerpn Ycnoax sa [pexnH ua repanujara

Cepynncxr KpearrHHH

flpotenuyprja

Ty6yaapnra Mapxepu

fepymcln rpaucamnrarn {AlJ n AST}

Merq6oaxa aqn,q$aa
SJS,TEN, uu 6mo xoja gpyra Teuxa xo)fi Ha
peaxquja (np. DRESS!

Pexaqun Ha ttHngpaeH3[rHerocr {np,
aua$nlarca, aurnoegem)

Br,rg x clyx

{rronelrja co Hefl03HaTo ilfiefi,lq



Be nnonnane BrAere ja 4onyxaaeAeHara ra6eaa 3a cooABereH MoHl4To pnHr u M3pKe[)h

Ta6eaa 6p. 9

(sa ner4rjar;:rcrr.r

naqileHn/ ca^ro c0

NTD-[,axoSFe

<B(]Ctprg/l)

(rpe6a 4a ce ilcnrryBa

eAHau HeAenHo 14 3a

BpeMe Ha npB,10T

Meceq n0

tuoguQr,lxaqrja Ha

4O:ara)

He4enxo

BpeMe Ha npBl

Meceq n0

(rpe6a 4a ce ilcnilryBi

eAHau HeAenHo il 3a

/b

LIC-xoxqexrpaqnja xa )Kere3o Bo r.lpH ; SF-cepynncxra Qeprrr,rn.
a 3a naqrexrra co NTDT, LIC e npeQepr
ce Kopt4cTl,t ceKoraul Kora e AocTaneH.
M14HilM143Upa pu3ht{oT orq npeKyMepHa
b Carvro ne4rjarprcxr4 naqt4eHn4.
Peayararrre oA TecroBrre 3a cepyMcKt4
qpHo4po6Hr rpaHca MrHa3 u, 6nnupy6n
3a MoxHH TpeHAoBt4. peaynrarrre
EpeAHocTl4 npeA noqeToKoT Ha

MeTOA 3a hcnhryBaFbe Ha

BpeMe Ha xenaqt4oHara repanrja e
raqrja xaj chre naLUeHrh.

u, CrCl, n.fla3Ma qrcrarrx C,

14 anHa.nHa $ocQarasa rpe6a 4a 6r4ar
4a ce aa6eaexar r Bo KaproHor Ha

TV1H,

cneAaT

OCHOBHHTC

ffir#F,>

L3/L4

, 3a cHTe TeCTOBt4.

Bep:rrja L; Jy.nvt, 2022

re Iognuno

:'Jlll

2x

uca

Cepymcxra rpeauHxH

HpearauNH xaupeuc rl'unm
nnaSt4a qncrarrx C

Cepyatcxr ypaHcamrHa3u,

Srnlpy6ux, arfianHa

$ocQarara

Telecxa TexuHa, BLlcHHa

n cexcyanen paraoi

AygrropruloQTarmorol llKr{

Htn,,Tysalba {BHnyqHTerHo

SyxAocxonxia)



lloarx sa nprajaeyBalbe Ha HecaKaxr 4ejcrea
Be nnonrrue npr,rjaaere ro cexoj x 3a HecaKaxo 4ejcreo, aa6enexan xaj naqnex-rrre t(or nprMaar
3eo xc (deferasirox). I-l Ha HecaKaHure 4ejcraa no 406rearoe na o406peHhe 3ir craBaFbe Ha
neKor Bo npoMeT e oA roneMa Ba

KOpl4CTa HaCnpoTt4 p143141{OT OA

Ha oeoj HaqxH ce o6ea6e4yBa KoHrhHyilpaHo cneAelbe Ha
Ha neKor. 34paacreexrre pa6ornuqr rper5a 4a ro nprjaaar

cexoj comHelK 3a HecaKaHo 4ejcrao HaqronanHhor qeHrap aa Qapmaxo BurAnaHL.4a np a AreHqrajara
3a 'neKoBh r MeAhLlhHcKl4 cpeAcrBa (yn.Ca.Kuprn r Mero4raj 6p.5a xar Ll nnn no ene1rpoHcKr nar npe1y
ee6 crpaHara xa Areuqrjara https://malmed.sov.mk.

flononnure.nHo, coMHexor 3a HecaKaHo 4ejcreo Ha oBoj reK Moxere 4a ro nprajaatare h Ao Flocrrenor xa
o4o6penrero 3a craBalbe Ha neKor Bo npoMer ao peny6nrxa ceeepxa Maxe4oxuja:

3EHTI4BA flXAPMA MAKEAOHl4JA AOOEI Cxonje
AApeca: yn. Jop4ax Mrjanxoa 6p.49-t/L-21000 Cxonje
Peny6araxa Ceeepxa Maxe4oxuja
TeaeQox: +389 2 3Lt7 L34
Koxraxr: Mapuja 3ajxoaa - oAroBopHo nl4qe aa QapruaxoBt4rh.naHqa
e-mail: PV-Macedonia @zentiva.com nnyr
ma riia.zajkova @zentiva.com

q'!nu,, *6t"ig)l

L4/t4 Beparjar L; Jynn,2022

Kopucrena nhreparypa:

1. O4o6pex a6rpeH uaaeuraj ga oco6uxnre Ha.reKor3eoxc;
2. flnax sa MeHauxpalbe Ha prgxK - Deferasirox Risk Management
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