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Epouypa 3a rrarlzeHTyr

DEFERASI ROX

3eoxc I Zeoks (deferasirox) 180 mg enarta-o6aoxexr ra6nerm
3eoxc /Zeoks (deferasirox) 3G0 mg eraru-o6aoxexu ra6aeru

Baxun rnSopnnar-1Au 3a na\tteHThre Bo BpcKa co repanrjara h MoxHhre HecaKaxn ,a,ejcraa

14ME:

AAWM:

Be moannne vyeajre ja oaaa 6pourypa, 6ugeji<n nnoxe6r noBropHo
e HaMeHera 3a nal{t4eHrh Ha KoH hM e npon[uaHa repanraja co
rHQopruaqr,rta, BK,flyrtureinHo KaKo npaBUnHo Aa ro
cneAeFbero xa repanrjara e BaxHo t4 Kor neKoBt4 Moxere Aa rt,t

(deferasirox).

6poLuypa

Bax{H t4

), souro
nrja co 3eoxc
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PeqHux Ha no[Mt4....

Mou uxQopMaL{t414.........

flaar oaoj .nex hMa HecaKaHt4

lUro e co Apyrrre.neKoBt4 Kou

Mojor HanpeAoK co 3eoxc

Kaxo 4a nprjaaam HecatKaHH

3anouHyaarue repanuja co 3eoxc (

Ulro e 3eoxc (deferasirox) ? .........

Kaxo 4enyea .flexor 3eoxc

3ouro Mr e nponhulaH.nexor

Kaxo 4a ro 3eMaM .neKor 3eoxc

Kaxo (e 6r4e cne4eHo Moero

oz-- q{,.qtfi ArBa........;:....."h::

Qx;::'!9
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C2-l nternal

Pe.rHr,rx Ha [oHMI,r
Eera ranacertn xja rtaajop

Hacne4Ho HapyulyBaFbe Ha KpBra, npr Koe naL{heHTr4re HeMaar AoBonHo HopManeH xe^rorno6}rx so

HT',e KllBH14 K,rleTXh

KpBra.

Sroncnja

Me4rqrHcxa nocranKa xoja axnyvyBa 3eMalbe Ha Ma.n npuMepox oATKr4Bo, co qen HeroBo ycnHryBaFbe.

Kpearrxrx

Xennrcxu ornaAeH npoAyKr, npota3BeAeH oA MycKynhre. 34paerre 6y6pear,l ro Qxnrprpaar ripearrH14Hor
n Apyt[re ornaAHI4 npOAyKTt4 OA xpBra h r14e ce eKcKperhpaar eo Qoprvra Ha ypHHa. KpearnHruor ce
Kophcrx 3a Aa ce npoqeHh KonKy 4o6po Qynxr_lronrpaar 6y6pesrare.

Oeprrrn

H[aoro xa Qepr,lrrax Bo Bauara KpB yKa)+(yBa Ha Ko.ntaqecrBoro Ha x(e.fle3o Bo KpBTa.

Marxerxa Peeoxaxqa (Mp)

cnrnnarue co MarHerHa pe3oHaHqa ce x3BpruyBa co qen Aa ce xcnrraar opraHhre Bo re.noro; Moxe Aa ce
Kopr4cn4 3a Aa ce oApeAh Ko.nhqecrBoro Ha xe.ne3o Bo qpHr4or Apo6.

Mueao4rcnracrrqeH cltHApoM (MAC)

Kpaxo HapyuyBalbe Koe npeAh3BrxyBa HaManyBaFbe na 6pojor Ha 3ApaBta KpBHh K.nerKh.

Apyru aHeMxH

Hr,rcxr,r HhBoa Ha xeMomo6rx eo xpaTa.

Cpnecra axerutja

[pyna na HacneAHr cocroj6r,r xor enrjaar Bp3 t_lpBeHrre

Kaj nyfero co cpnecra axerurja ce npor3BeAyBaar qpBe o6nrx xor
Moxar Aa npeAr3BlrKaar npo6aemn,6ugejkn He )t{taBear o
h ce 3arnaByBaaT Bo KpBHrTe caAoBl4. Ionre :
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Mou uHQopu arl,trtv
[1pr uaulrpaFbe Ha Baluara co 3eoxc (deferasirox), aau:rre rnQoprvraqrx ce KopxcHr,r t4 sa Bac
h sa Bauror neKap. floxonxy noMoru 3a oAroBapaFbe Ha npauarbara, KoHcynrxpajre ce
co BaurorneKap.

Onurn nxQoprvraqr,rr

flpesrme

Aaryru na pafarue

flann 4ocera cre nphMt4ne rpaxcQy3t4u Ha xpa? floxonKy cre npnntne, KonKy narl u Ko.nK\/ qecro?

C2-l nternal

Bre

14Mare Apynt 3Apa BcrBeHr npo6aemr?

flanr eo MoMeHror 3eMare Apyrr .neKoBh KaKo repanhja sa 4pyrra s4pa

'G"?.?! i
/'-Y <r,
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C2-lnternal

3anovHyBarbe reparHj
Orxaxcl Bauror lexap (el ro

Aa 3anoqHere Aa ro cneAhre Ba

qenhre Ha repanrjara r Apyrrre h

Be ruonurtae xruajre npeABxA:

fioxonxy HMare ranacer*rja He3aBrcHa o4 rpaHcQyarar
thalassaemia), npenopaqaH MeroA 3a c,rteAeFbe Ha
xene3o Bo t_lpHuor4po6 (LlC oA aHr. Liver iron conce

3a6eneulxr,r: 3annu:ere t4 cnre sa6eneuxh h npatxaFba

co 3eoKc (deferasirox)
qenHoro HhBo Ha QeprarNx Bo KpBTa h Ao3ara Ha ,neKo.r, (e nnoxere
'HanpeAoK co repanrjara.3ae4no co Bau:rorreilap, nono.flHere rr

AaAeH]4 noAony:

Moero HltBo Ha Qeprrmx e:

Mojor pexrM Ha Ao3t4palbe co 3eoxc:

. Koja e ruojara,qosa?

. KonKy ra6neru (e geuam cexoj 4ex?

o Kora Bo reKor Ha AeHor (e rr gemann ra6nermre?

transfusion- dependent
e KoHL{eHrtr)aqrjara Ha

[enra Ha Moero neKyBa]be e Aa

MH ce HaManr HhBoro Ha Qep
Ao:

Q[v::"9
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C2-lnternal

lllro e 3eorcc (deferasi xJ?
.{eQepao,rpoxc e xe.narop Ha x{e (unu ,,xenupa.{Kr4" areHc), xoj npercraByBa neK LUTo ce Kopl4cril 3a
orcTpaHyBaFbe Ha BHUJOKOT Ha oA renoTo.

Kano AenyBa JreKor 3 xc (deferasiroxJ?
3eoxc (deferasirox) 4ejcreyaa n n poqec Ha peqeH,,xe.na qrja " ( key-lay-shu n ). Orxa xrc (e : emere 3eo xc
(deferasirox), nexor HaBneryBa Bo uJara KpB r ro ,,3apo6yBa" Bl,tu.roKor Ha xe.fle3o.

3oruro Mr,r e nporrzrxaH
TpaHcSyar,rr ce norpe6Hr sa

o Eera raaaceruria rraajop HacneAHo HapyuyBalbe Ha HpBTa, nplr Koe naL{ileHrrTe HeMaar
AOBOnHO HOpMareH xeMor, H BO KpBra.
. Cpnecra axerurja - r

[laLqreHrrle co cpnecra

Ha Hac.neAHu cocroj6u xor anujaar Bp3 qpBeHr4re KtrBHt4 Knerxh.

KOl4 MOIKaT Aa n npo6nennn, 6n4ejku He xhBear oHonKy Ao.flrcr KonKy 3ApaBrre
KpBH1,1 K,neTKr H I\AOXaTAa 3arnaBaT Bo HpBHhTe ca,EoBh.
. Mlreaogrcn.nacrhqeH

3ApaBl4 KpuH14 K,fleTKh.

- HapyuJyBaFbe Ha KpBra Koe npeAr3BnxyBa naA ra 6pojor Ha

. Apyrr aHeMhlt (HannaneHr HIBoa Ha xeMor.flo6rH so xpara).

floxonxy t4Mare xexoja oA oBre cocroj6u, eepojarxo eerie
coApx{ar 3ApaBr qpBeHr KpBHh KrerKr Koh My ce norpe6xr
Aa ce qyBcrByBare no4o6po.

cexoja rpaHcQysrja coApxl4 xe.ne3o. )Kenesoro e BaxHo lngejku qpBeHxre KpBHr4 KneTKh KOphcTaT
)Kene3o 3a Aa npeHecyBaar KhcnopoA Ht43 Tenoro, Mefyroa, renoro ]t HaqilH Ha
OTCTpaHyBaFbe Ha BI4IUOK(CT Ha )Ke.ne3o.

Konrqecreoro Ha xere3o ce aKyMynhpa co cexoja rpaxcQyaraja. Toa
KpBTa, COCrOj6a HapeqeHa xpoHhqHa npeonroBapeHocr co x(ene3o.
Moxe Aa 6u4e u.lrerxo u Aa rta ouJrerh opraHr,lTe Kaxo cpqero r,1

Baxso e Aa ce orcrpaHlr B,nuo*or )Ke,ne3o ,, t4croro Aa ce oApxyBa Ha

/reKor 3eoxc (deferasirox) ?

cocroj6r. Hexou oA HhB ce:

npoh3BeAyBaar qpBeHI KpBH14 KnerKh co Her]oro6t{qaeH o6nrx

cre npnMane rpaxcQysrara. TSraHcQy3hrre

Ha Baulero reno u Molxar 4a IIN noMorHar

6*:'" \
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C2-lnternal

Kaxo Aa ro 3eMaM JreK 3eorcc (deferasirox)?
Baxxo e Aa ro 3eMare reKor KaKo utro Bl,t e nponruaHo oA crpaHa na Baurnol neKap.

Koja e Ao3ara urro rpe6a 4a ja 7

,Qoaara ua 3eoxc (deferasirox) xoja e nponuuaHa e oApeAeHa Bp3 OcHoBa Ha BaUarEr renCcHa relKhHa,
HHBoro Ha r{ene3o, Qyxxqrajara
nphMare rpaHcQyaru.

llpHxor 4po6 r 6y6pesNre, x Bo 3aBrcHocr oA Toa Konxy qecro

,(oxonxy npeMhHyBare o4 4eQe
oApeAx Ao3ara xa 4eQepachpoKc

Kaxeu ra6neru lie eeMaru?

uru uxQysAV Ha 4eQepao,rpoxc, Bau.luor nexap nnoxe 4a ja
ocHoBa Ha Ao3ara Ha 4eQepoxcaMrH xoja uro cre ja rennane.

3eoxc (deferasirox) e 4ocranex ra6aeru co pa3nxqHu toneMull u nnoxe6r (e 6r4e lrorpe6xo 4a
3eMere noee(e oA eAHa ra6lera.
3eMare cexoj 4eH.

uxor neKap tie Bu xaxe xoag ra6aerv u RaKBl:ra6nerr rpe6a 4a

,(eQepacrpoKc e AocraneH H Bo

n wnpnuaT m
HA crpaHa e

a Ha Apyrara
mg:

co
ruvrptaHa 9 mm,

EAH crpaHa e

a Ha Apyrara

naKTo3a

AHeBHO, Ha

ja
r{aua VNV

noch : ja eps nnexa
jorypr nrpe o,q ja6on

Ha AeH,

npeM,rHyBaTe oA eAHa
Ha Apyra Qoprvrynaqraja, (e Bra 6ra4e

3eoxc
OBANH

o4 13

mg:

,D7FX'

3eoxc

6rxon
mmil

,D7FX'

Kora 4a 3eMaM 3eoxc (

7 /12

,080./1H h,

ao415
KOil HA

BupaHo

L{ena
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C2-lnternal

3eoxc (deferasirox) dranrrto6aoxexmre ra@ rpe6a Aa ce 3eMaar eAHaur Ha AeH, no nn6xxocr cexoj
AeH Bo rcro BpeMe u Moxe Aa ce 3eMaar Ha rnaAHo unA co receH o6pox.

rpe6a Aa ce nporonraar LlenH co qaula ao4a. flaqueHrure
Koh He Moxar Aa nporonraar L{ena ra6nera, Moxar 4a ja racxputar ra6nerara n Aa ja crae,ar Bp3 Mana
KonrqrHa Ha MeKa xpaHa xaxo jorypr nnn nnpe o4 ja6onxa. flosara rpe6a Aa ce KoHcyMr4l)a BeAHau 14

KoMn.nerHo h Aa He ce qyBa 3a noAoqHexHa ynorpe6a.

lllro 4oxoaxy sa6opaaam Aa 3eMarg Ao3a oA aexor?

,{oxonxy nponyurxre Ao3a oAneKot3eoKc (deferasirox), aennere ja Ao3ara BeAHau uroM ce serrre, Aypl4
h aKo roa e noAoqHa Bo reKor xa fldxor. 3ennere ja cne4xara Ao3a Bo npeABuAeHlor n3pMHH.

He aemajre 4eojHa Ao3a cneAHror4eH sa 4a ja HaAoMecrrre nponyureHara Ao3a.

lJJro 4oxonKy 3eMaM nose*e ra6nerr orxonKy r.uro rpe6a?

,Qoxoaxy 3eMere noee(e ra6nerr 3eoxc (deferasirox) orxonxy uro rpe6a,
Bauuor neKap xn[ KoHraKlapajre ja urxara MeAxqilHcKa noMoru, 6ugej*u
ilTEH MEAHqhHCKH TPETMAH.,{OXONXY NOqYBCTBYBATE CUMNTOMT KAKO

raAette r noapa(aroe n npo6nerura co 6y6pes ure vnA qpHror 4po6,

{ff.';!,,;D

Q;.v:'.

8/L2
Bep:rja 7; Jynn,2022



C2-lnternal

Kaxo rte 6ra4e cJreAeHo Moero /reKyBarbe?
3a apeme na repanrjara co 3eoxc (deferasirox), norpe6Ho e peAoBHo Aa npaBl4re .na6oparoprcxr
aHann3u. Co oel,re aHannst (e ce cne4ra BauIHor oAroBop na repanrjara. Bps ocHoBa Ha oB4e a1ann3yt,
no norpe6a (e ce apur npxnaroAyBalbe Ha Bauara Ao3a:

Oeoj (e Bra 6ra,qe

,/
3a openne Ha

npBilor MeceLl h

npBilo'tr t/leceL{ no
cexoja npoMeHa Ha

Ao3ara, i,e 6ra4ere
recrHpaHh eAHalx
HeAe,flHo, a noToa

eAHau f4eceqHo

\/
3a s,penne Ha npBhor

MeceL{ h npBuor Meceq
no celxoja npoMeHa Ha

Ao3ara, (e 6r4ere
recrilpaHil eAHau
He,Ae,nHo, a noToa

ABa narH npeA
3anoqHeTe

co 3eoxc

rox)

[o4ru uo xaj

n ellrjarprcxr
naqy eHTh

3a epeue

ABC

;7ff.li#,,iP))r
/,,rr.- ovt 'q"rL\
a rrbsr4oi l.q '* 1
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Cexoj Meceq

lKnxpenc Ha

xpearrxna (aa 4a
ce ICn}4Ta

rfyxxqxjarrar rHa

liy6perrNre)

llporeunn Bo ypuHa

Tex{HHa, BULCHHa

x cercyaaeH l

paaeoj

)Keneeo.,, :ll,'l' i" "'

xonnqici.idi; ':,,

xereed eo rehoro
(xueo na Seprrr+n

<Dynx.qxja xa ' l

6Y6P,s3H1g, : :'

Hraso Hb x;learurrnx
eo xpera' :

rDyxxqrja Ha qpHHor

ilpo6
l{pexu HHBoa Ha
'r'paHcaMhHa3r,

lSunnpyfiux,
a.nKaflHa



C2-lnternal

Bauror reKap Molxe hcro raxa:

o 4a Bu HanpaBH urcnrryBalbe HapeqeHo MarHerHa pe3oHaHqa unu MP,3a Aa rH npoBep],r HhBoara Ha
xene3o Bo Bauero cpqe Hnr qpx 4po6;
o 4a B}1 r3Bplxl4 6loncria na 6y6pearare, AoKonKy ce coMHeBa Ha 3Haqure.nHo orxri3ryBaFbe Ha
6y6pearre;

' aHarr3a Ha ApyrHre MapKepr Ha peHanHa ry6ynapHa Syxxqraja (xaxo rnrxoaypraja xaj naquenrr xor
HeMaar 4uja6erec, Ho hMaar Hvtcttvt Hl4Boa Ha cepyMcKu KanAyM, QocQanr, MarHe:tryM nn1 yparu,
QocQarypraja, aMHHoaqra4ypr,rja) rie $ra4e HanpaBeHa no norpe6a.

flatu oBoj .reK r,rMa HecaKaH:a AejcrBa?
Kaxo u chre neKoBI4, r 3eoxc (deferasirox) rvroxe Aa !4Ma HecaxaHh 4ejcraa, raxo rl4e ne cer nojaayeaar
xaj crre naqheHTx. Hajvecrrre Heca(aHr 4ejcrea ce /recH14 Ao yMepeHx x reHepanHo hcqe3Hy Baar orKaKo
(e ce xaerxHere Ha repanrjara. Toa ruoxe Aa norpae oA HeKonKyAeHa Ao HeKonKy HeAenh.

qecrrre HecaKaHl4 4ejcraa BKryqyBaar: raAelbe, noepa(aroe, gnjapea,6onxa Bo croMiaKor, noAyeHocr,
KOHCTUnaqhja, xapyuleHa Ararecruja , ucun Ha KolKara, rnaeo60nxa h qeuJalbe.

Baurara 6y6pexxa r qpxo4po6xa Qyxxqr.rja (e Br,r 6ugeucnnraHa npeA4a ja aanovHererepanxjara co
3eoxc (deferasirox) ra pe4oexo rie 6r4ere cneAeHx 3a BpeMe xa repanrjara (ar,r4en-' ja ra6enara xa
nperxoAHara crpaxa).

3anonnxere: cexoraur usaecryaaire ro Baurxor neKap .qoKorxy xMare 6rno xaxar Heca1aHu 4ejcrea.
,Qoxoaxy uMare cepxo3Hx HecaxaHh 4ejcrea, nPEKI4HETE ja repanrjara co .neKor x BeAHaTJJ o6parere
ce xaj Bauruor rexap.

3a nosetie f,erarx Bo BpcKa co HecaKaHr.rre 4eicraa H cepHo3HHTe HecaKaHr gejcrea, l3e nnonrrue
BxAere ro Ynarcraoro sa ynorpe6a.

lllro e co Apyrr{Te /reKoBr,r Kora rpe6a Aa rv 3eMaM?
3eoxc (deferasirox) xe cmee Aa ce 3eMa LrcroBpeMeHo co Apyr[ xenaropl4 Ha ]Kene3o.

Axraqu4rre (nexoar Kox ce Kopr4crar 3a neKyBalbe Ha xeraBrqa) xor
ce 3eMaar Bo r4cro BpeMe oA AeHor KaKo r 3eoxc (deferasirox).

l4seecrere ro Bau:ror neKap AoKonKy 3eMare unu AoRonRV Ao HeoAaMHa
cnafaar r.neKoBrre 3a Koh ne e norpe6eH neKapcKl4 peqenr. Baurror
HanpaBx na6oparoprcK!4 aHanh3r 3a Aa tA cneAn oBtae neKoBt4.
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Mojor HarpeAox: co 3e
[el xa Moero reKyBabe

t{enra Ha nexyBaFbero co 3eoxc (d asirox) e Aa xMare 3ApaBo Ko,nt4qecrBo Ha xe.[e3r] Bo opraHx3Mor.
Cexoj rvrecer4, (e rnnare KoHrpo.neH

Ha BaueTo neKyBaFbe.

ae4 xaj Bauror nexap 3a Aa ro cneArre Hanp€r.o,oKcrr KoH L{enra

Bau:ror neKap (e Bra ja oApeAx

Qepranax Bo KpBra. Osaa axanHsa

Ha neKyBalbero Bp3 oCHoBa Ha pe3ynraruTe (cA at{anh3aTa Ha

Bauror neKap KonKy xe,[e3o
noKalKyBa MoMeHTa.flHoro Ht4Bo xa $epurrx u roa (e M,/ noKax{e Ha

Bo opraHr3Mor. Bau:rorneKap (e ogTry,rn AanA HABoro Ha xene3o
rpe6a Aa ce HaMan v AnA ,4a ce Ha rcTo H14BO.

Mojara gosa 3eoxc (deferasirox)

,l1exapor Mox(e Aa oryyttv Aa Bu npoMeHr Ao3ara Bp3 ocHoBa Ha HhBoro xa Qepulax, Apyrhre
na6oparopNcKV alanv3t t4nv,t Bo oAroa KonKy qecro nprMare rpaxcQyrrar.

l-lo ynorpe6ara Ha 3eoxc (deferasi

HanpeAyBaTa oHaKa KaKCr rrTO e

Bo nephoA o4 3 4o 5 nnecequ, npoBepere co Bauuornexap Aanr
xo. floxoaxy He cre ro nocrt4rHane or{eKyBaHt4o.,t. HanpeAox,

nocoBeryBajre ce co Bauror neKap

neKyBaFbeTo.

KoB e HeroBror n.naH sa 4a Br noMorHe

Ilomery cexoja nocera Ha neKapor

l-lorvrery nocerhre Ha neKapor Molxar Aa ce cnyqar Apyrh BaxHI
3a HhB v Aa rv cnoAenhre co Bauror neKap. Tre exnyvyaaar:

. HecaKaHh,qejcraa;

. Apyrh neKoBh;

. oTcTanyBalba oA nponhtxaHaTa AO3a.

N ^o&KuP"\{on.re )
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N PilJABYBAI-bE HA HECAKAH 14

Axo ea6enexhre xaxeo 6mao 4ejcrao, rpe6a Aa ro !43Becrure Baulror neKap. Hecaxaxrre
4ejcraa oA neKoBxre Moxe Aa rh pujaaure r ao HaquoHanHror qeHrap sa QapruaxoBt4rhnaHqa
Arexqrajara 3a .flexoBh r Me cpeAcrBa (yn.Ce.Rnpua u Mero4nj 6p.54 xar Ll unn
enexrpoHcKu nar npexy e,e6 na Aren qrjara http://malmed,gov.mkl.

,0,o nol H rre,n Ho, co MHelKor 3a 4ejcrao xa oeoj nex Moxere ga ro nprjaBrre ,r 4o i{ocrrenor
xa o4o6pexr4ero 3a craBaFbe Ha

Maxe4oHraja:
Bo npoMer ao Peny6nuxa CeeepHa

3 E HTt/ BA nXAPMA MAKE,AO H t4JA
A4peca:yn. Jop4aH Mr,rjanxoa 6p.

Cxonje

TeneQoH: +389 2 3777 t34
Kosraxr: Mapraja 3ajxoaa -

Lll-2 LOOO Cxonje Peny6nrxa CeeepHa Maxe4oHr,rja

nh qe 3a QapruaxoarrhnaHqa
e-mail: PV-Macedonia@zentiva.com
ma riia.za ikova @ze rrtiva.cqrm

t4nn

Koprcrexa nrreparypa:

t.
2.

O4o6pex a6rapex rsaeuraj oco6rHure Ha ,neKor 3eoxc;
flnax sa MeHaUhpalbe Ha - Deferasirox Risk Management
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