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3EIIPEH I43BEIIITAJ 3A OCOELIJJTITI' HA JIEKOT

V Onoj JreK noAJrexr.r Ha AorroJrHrrreJreu MoHrrroprrnr. Toa rte onog*roxu 6pro ugeuruQunyBalf,e
Ha HoBrr 6es6eAHocHn nuQoprrraqnu. Ol 3ApaBcrBeHure pa6oruuqu ce 6apa aa npujanar 6uro
rcaKBr{ coMHHTeJrHrr HecarcaHrr peanrlrr[. Ilorregnere Bo roqna 4.8 sa roa KaKo ga ru npujaeure
HecaKaHrrre peaKulrII.

1. I4ME HA JIEKOT

Demrose -,{errlpoce KoHqeHrpar 3a pacrBop sa uHjexrnpar+|e Hilu uurfysrEja 100 mg/5 ml

2. KBAJII4TATI,IBEH II KBAIITI{TATI,IBEH COCTAB

Cexoja aMnyna (5 ml) coApxu:

AKrrsHa cyncranquja:
2700 mg KoMrrJreKc HaxeJre3o (III) xragpoKcr.rA co caxapo3a, rxro oAroBapa na 100 mg(20 mg/ml)
xerre3o (Fe3+).

Egen uurr,rnurap pacrBop coApxu 20 mg xeJreso
xuApoKcr,rA caxapo3eH rouulexc).
Cercoja aMryna oA 5 ml Ha JreKor .{errrpoce coApxH

Qxereso(Ill)-xlrApoKcr4A caxapo3eH rcounlexc).

Excqnuuencr.r:
3a qenocna Jrvcra Ha eKcrllrnneHcu, rrorJreAHere so roqKa 6.1.

3. OAPMATIEBTCKA OOPMA

Kouqenrpar 3a pacrBop sa raHjercruparbe vntur uu$ysuja.
Jlexor lerr,rpoce e reMHo r.a$eH, HerrposupeH, BoAeH pacrBop.

4. KJII,IHI{ITKI,ITIOAATOIII4

4.1 TepanenrcKrr rrHArKarIrrH

Ilexor [eivrpoce e vffiAt4r\vpaH 3a rperMaH ua ge$raqur Ha xeJre3o npv cneAHraBe ktH1n:rca\vkri
. KoravtMawmHr4qra uorpe6a sa 6pso cHa64yaarre co xeJre3o,
. Kaj rraIIIaeHTkI KoI,I He Moxar Aa roneprlpaar nepopaaua reparuja co x(eJre3o wltv KoLt HeMaar

oAroBop Ha nepopanua'ra repauuja co )KeJre3o,
. flpn aKTLIBHo BocrIaJIHTeJIuo sa6olynalbe Ha Ae6eroro qpeBo Kora rrepoparrHr.rre npenaparz

oA )KeJre3o ue ce e$zracun,
. Kaj xpoHHtIHLr sa6orynarra ua 6y6pesure, Kora rrepopanHr,rre npe[aparr4 oA xene3o ce

[oManKy e$zxacuu.

fllrjarno:ara ua 4e$uquT Ha )KeJre3o Mopa Aa ce 3acHoBa Ha Kr,r TecTr,rparLa
(ua np. Hb, cepyvrcxu Sepuruu, TSAT, cepyMcKo xeleso, uru.).

(Hb xevrorno6raH, TSAT 3acrareHocr na rpancSepun)

4.2 ,{osupame ll HaqrH na ynorpe6a

flauueuuEre rpe6a BHHMarenHo Aa ce cJreAar sa nojana ua

ao Qoprraa Ha xeJre3o caxapo3a (xeleso (III)-

100 mg xene3o no $opnra Ha xeJre3o caxapo3a

peaKr{rrH 3a BpeMe Ha z no cercoja a4uvtuncrpa4ujauaJreKor
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Jlexor .{ervrpoce rpe6a ra ce a1MuHucrpr,rpa caMo Kora e vcroBpeMeHo AocraneH H flepconan rcoj e
o6yuen 3a [poueHKa I4 TperMan na auaQI4JIaKTr4qHr,r peaKqr4r,r, Bo cpeAuHa KaAe rxro nocrojar
IreJIocHH ycJIoBH sa peanrMauprja. flaqpreHTor rpe6a Aa ce cJreAr.r sa nojana'ra Ha HecaKaHz gejcrna
najrraanrcy 30 uruxyru no cercoja aAMurancrpaqr,rja na JreKor levrpoce (nouegnere ao rourca 4.4),

.{osNparre
KyrvrylatnnHara Ao3a Ha JIeKoT .{enrpoce Mopa Aa ce oApeAv sa cenoj naqr{eHT rroeAprHeqHo kt raa He

cMee Aa ce HaAMr,rHyBa.

O4peqynane Ha Ao3ara
Bxynuara KyMyJIarvBHa Ao3a Ha JIeKor ,{eupoce, rrrro e eKBHBzrJreHTHa Ha BKynHHor geQuqrar Ha

xeJle3o (mg), ce oApeAyBa cropeA HHBoro Ha xeMoruro6un (Hb) H reJrecHara relr(r4Ha (TT). ,{o:ara na
JIeKor .(evrpoce Mopa Aa ce oApeAra AHAktBl,z,AyanHo 3a cexoj naqueHT Bp3 ocHoBa Ha BKynHr4or

,qeouqnr Ha xeJre3o rrpecMeraHo co cJreAHaTa $opir,ryla na faugonu, Ha [pHMep:

Bxynen leQuqur Ha xerre3o [mg] : TT [kg] x (ue.ten Hb - ceraureu Hb) [g/dl] x 2,4x +
cKJraAr{paHo xe.neso [mg]

. flouarxy oa 35 kg TT: I-{eneu Hb: 13 g/dl u cxrra4r4paHo )r(erre3o: 15 mg/kg TT

. 35 kg TT ra noserte: I{eneH Hb : 15 gldl u cwruaupaHo )Kene3o : 500 mg
t @arcrop 2.4 = 0,0034 (co4pxuna Ha xerre3o ua Hb : 0,34%) x 0,07 (nonyrvreu Ha KpB : 7o/o otTT) x
1000 (xonrepsnja na [g] so [mg]) x 10

Bxynna KoJrnrrrrua Ha rercor r{enapoce (no ml) : Brcynen aednul,rr na xeJreso (mg)
20 mg xefleso/ml

BrcynHa KoJIlrqHHa Ha JreKor ,{enapoce (ml) ruro rpe6a Aa ce aAMuHr4crpr,rpa cnopeA reJrecHara
TexI,IHa, CeraIrIHO HLIBO Ha Hb Z HUSO Ua qeleU Hb*:

TT *Bnynna KoJrrrqrrHa Ha Jrenor r{eupoce (20 mg }r(eJre3o na ml) urro rpe6a
Aa ce aAMrrHrrcTprrpa

Hb 6,0 e/dl Hb 7.5 s/dl Hb 3,0 s/dl Hb 10.5 s/dl
30 ks 47,5 ml 42.5 ml 37.5 ml 32,5 ml
35 ks 625mL 57,5 ml 50 ml 45 ml
40 ks 67 5ml 60m 55 ml 47,5 ml
45 ks 75m 65m 57.5 ml 50 ml
50 ks 80m 70m 60 ml 52,5 ml
55 ks 85m 75m 65 ml 55 ml
60 ks 90m 80m 61.5 ml 57.5 ml
65 ks 95m 82.5 m 725ml 60 ml
70 ks 100 ml 87.5 m 75 ml 62.5 ml
75 ks 105 ml 92.5 m 80 ml 65 ml
30 ks 112.5 ml 97,5 m 82,5 ml 67.5 ml
35 ks 102,5 ml 85 ml 70 ml
90 ks ,/< 5{fi 107.5 ml 90 ml 72,5 ml

* flouarxy <

35 kg
3a Aa

Arco arcynHi

aAMHHHCTpa

I{eneH Hb: 13 g/dl

1 I-lenen Hb = 15 g/dl

l(dat), roMHoxere ja npnara BpeAHocr co 1.6.

HaAMrdHe MaKCHMULTTHaTa AO3BOJTeHa eAlrHeqHa AO3a,
I,I HA ABE AO3I,I.

.{orupan,e



BospacHu
5 - l0 ml Ha rreKor ,{errapoce (100 - 200 mg xeneso) I ao 3 rrarr,I HeAeJIno. 3a BpeMero Ha

aAMr4Hr4crparyujau oAHocor Ha pa3peAyBarbe, [orJreAHere Bo "HaqHH Ha aAMuHucrpaquja".

fl eaNj arpncrca nonyr aunj a
Ynorpe6ara Ha JreKor leupoce He e oooABerHo [poyqeHa
[errapoce rcaj geqa He ce npenopar{yBa.

Kaj Aerra h 3aroa ynorpe6ara Ha JreKor

Ha.rHH Ha aAMrrHncrpaquja:
Jlercor ,{elrpoce Mopa Aa ce aAMrrHlrcrpr,rpa eAHHcrBeHo npeKy HHTpaBeHcKana pyra. Jlexor Moxe Aa
ce aAMl4Hr,rcrprrpa flpeKy 6asHa r4HTpaBeHo3ua raHjercquja, HHrpaBeHosua r,ruQysuja rcanxa rro KarrKa,

r,uu4 Ar,rpeKrHo Bo BeHcKala r,ur.uja Ha anaparor za 4ujar,usa.

I.Irumpaaeuosrua uub)tsuja rcanxa no rcanrca:

Jleror .{err.rpoce ce pa3peAyBa eAHHcrBeHo co crepr,rneH 0,9Yo mlY pacrBop Ha Harpr{yM xJroprrA
(NaCl). Paspe4ynarrero Mopa Aa ce r,IsBprxu BeAHarx npe4 ran$yzujara r pacrBopor rpe6a 4a ce
aAMI4HhCTpHpa Ha CneAHr.rOB HaqAH:

Ilopa4z cra6ulnocra, He ce Ao3BoneHH pa3peAyBarba Ao rroHHcKu KoHrreHTpa\vu Ha Jrexor .{enrpoce.

IrIu mp ae e u o s u a uuj e rcquj a :
Jleror,{err,rpoce Moxe Aa ce aAMzHrrcrpkrpa npeKy 6asHa r4HTpaBeHo3ua ranjerqaja co 6psuna oa 1 ml
Hepa3peAeH pacrBop Bo Mr,rHyra u Ao3ara ue rpe6a Aa HaAMr4Hysa l0 ml Ha JreKor,{ervrpoce (200 mg
xenero) Ha r.rujercqurj a,

Llujextruja ao oeucrca nuuuja ua anapam sa dujanusa:
Jlexor ,{errnpoce Mo)I(e Aa ce aAMHHHcrpapa 3a BpeMe ua xeuo4nj ar,vaara AupeKTHo Bo BeHcKara
tutuja Ha anaparor sa gujatrusa cflopeA Hcrrrre ycnoBu KaKo r,r r.rHTpaBeHo3Hara unjerqnja.

4.3 KoHrpauuqrrKarlrrr
Ylorpe6ara Ha JreKor ,{evrpoce e KoHTpar.rH Anr\vpa*a Bo cJreAHr4Be ycnoBr{:

' IlpeocerJlllBocr Ha aKTpIBHara cyncraHquja rua JreKor leupoce vtu Ha ueroj o4 HeroBlrre
eKCIIHIIIaeHoLI HaBeAeHV sO rOqKa 6.1.

. flosHara ceprao3Ha rrpeocerJrnBocr Ha Apyrr4 rrapeHTepanHr, [por43BoAH oA

. AHeur,rja noja He e rrpeAr,r3BlrKaHa o,q .qe$uqpr.r Ha )r(eJre3o

. .{oxasu 3a npeonroBapyBarbe co xene3o r4IrA HacJreAHH

KOpHCTeBeTO Ha XeJre3O.

4.4 Mepxu Ha rrperrra3Jrr{Bocr u noce6Hu [peAy[peAyBarba
llapeHrepanHo aAMLtHtrcrpupaHlrre npefiaparra oA x(ene3o Moxar Aa rrpeArr3Br4
peaKur4lr, euyuyaajftu h cepvo3tr t4 noreuquja-rruo Qaraluu ata$utaxrvt
peaKuun. XunepceHsnrnBHn peaKqau 6ure Acro rarca npujaBeHlr no Ao3r4
KoMflJIeKcu Ha )KeJIe3o nruyuyeajtrH H x(eJre3o caxapo3a ttrTo [perxoAHo He AoBeJre 4o nojana ua
HecaKaHu HacraHr4. Cenarc, Bo HeKonKy cry!.ut4 cnpoBeAeHH rcaj naqueuu4 Kora HMiure ucropuja Ha
xunepceH3HTVBHa pearcquja Ha xeJre3o AeKcrpaH rlJrH xeJre3o ruryKoHar, ce AoKDKa AeKa JreKor

flerrapoce 4o5po ce ronepupa. Bo BpcKa co no3Harara cepvo3Ha rrpeocernriBocr Ha Apyru
napeHTepalHn rrpolr3BoAu oA xeJre3o, [orureAHere eo roqrca 4.3.

,{osa na JreKor

[enpoce (mg ua
xereso)

floea na Jrenor

.(eupoce (ml Ha JreKor

.(enapoce)

MarccumareH BoJryMeH

Ha pa3peAyBarbe Ha

creprrJrerr 0r9"/o mN
DacrBoD na NaCl

Munuua.nno BpeMe Ha

nuQyrnja

50 mg 2,5 ml 50 ml 8 uznvrz
100 me 5ml 100 ml 15 uunvru
200 me l0 ml 200 ml 30 uruHvru

,1!

soz$
o.ID



Pusurcor o4 nojaaa Ha xarrepceH3urvrBHu peaKr1uu e sroleueH raj aqrreHTure co rro3Harr4 areptvv,
nrny.rynajkvr kr areptvtt Ha JreKoBlr, KaKo Lt flarlr{eHTu co ucropr,rja Ha rerrrKa acrMa, er3eM vJrH Apyra
arorurqHa a.nepruja.

Zcro rara, rrocrou 3roJreMeH pLr3HK o4 nojara Ha x]r[epceH3rrr[rBH]r peaKrlur,r Ha [apeHTepanHrz
KoMrrJreKcr,r Ha xeleso rcaj narrlreHTr4 co r,rMyHonoIIrKI4 LIJIH BoclzurureJrHla cocroj6rz (Ha np.
cHcTeMcKrI Jlyrryc epuTeMaTo3yc, peBMaTorageH aprpuruc).

Jlercor .{eupoce rpe6a Aa ce aAMr,rHltcrphpa caMo Kora e HcroBpeMeHo AocraneH 14 nepconan roj e

o6yven 3a [poqeHKa u rperMau Ha auaQuraKTurrHl4 peaKqr4rr, Bo cpeArzHa KaAe rxro uocrojar
qenocHr{ ycnoBu 3a peaHuMaqzja. Cexoj nauaeHr rpe6a Aa ce cneAu sa nojana'ra Ha HecaKaH}r gejcrna
uajrraanrcy 30 rvrrnyru no ceroja unjercquja Ha JreKor ,{ervrpoce. Arco sa BpeMe Ha aAMaHucrpaqr.rjara ce

nojarar x[[epceH3rarr,rBH]r peaKqzu vtv sHar1:z, Ha HeroJreparuluja, TperMaHor Mopa BeAHau Aa ce

3arrpe. Tpe6a Aa ce o6es6eAar rpocropr4rr 3a KapAuo pecnlrparopHa peaHsua\wja v orpeMa 3a

TperMaH Ha aKyrHr4 aua$urarcruunulaua$wtaKTol,rAHu peaKrlrrr4, ernyvynajrtv v aApeHarvHcKV
pacrBop 3a znjercrzparre 1:1000. ,{onorHureren rperMaH co aHTuxucraM:aHlarlv ulutu
Koprr.rxocrepoprAr rpe6a Aace AaAe Bo corJracHocr co rorpe6ure.

Kaj naqueHru co gucQyurcquja Ha qpHrror Apo6, napeHTepzrJrHoro xeJre3o rpe6a Aa ce aAMHHlacrpvpa
caMo rro BHVMareJrHa rrpoueHKa Ha oAHocor norvrefy pI,I3HKor I,r Kopl,rcra. Tpe6a 4a ce u:6erHyna
aAMuHucrpaur.rja na rapeHrepaJrHo xeJre3o xaj naqraeHTa co xerrarilJrHa guc$yHxrluja KaAe rxro
npeonroBapyBarbero co xeJre3o e npeAr43Br4KyBaqKr, {axrop, oco6eso raj nopSupzja rcyrauea rapl'a
(PCT). Ce npenoparyBa BHr,rMareJrHo cneAerbe Ha crarycor Ha )KeJre3oro 3a Aa oe as6erHe
[peonToBapyBa]beTo co xeJre3o.

llapeurepanHoro xeJleso rpe6a Aa ce Koplrcrr.r co nperna3Jll,IBocr Bo cnyqau Ha aKyrHa I4JITI

xpoHaqHa uHQexqraja. Kaj naqr,reHru co 6arcrepuewuja ce rpenopaqyBa npeKuH Ha aAMHHl4crpaqujara

Ha JreKor ,{err,rpoce. Kaj narlueHrr,r co xpoHr4qHa uu$erqraja, rpe6a Aa ce rrcBprrlr4 rrporleHKa Ha

oAHocor nouefy pt43r,rKor r.r Kopr4cra.

Tpe6a Aa ce ug6erse napaBeHo3Ho r4creKyBame, 6ragej(H r,rcrexyBarbero Ha JreKor ,{eupoce na

Mecroro na ranjerrupalbe Mo)r(e Aa AoBeAe 4o 6orrca, BocnaJIeHLIe u xaQeHo o6es6ojyname Ha Koxara.

4.5 trInrepanqur co Apyru JreKoBI{ IrJrI{ Apyrlr t[opvtn Ha IrHTepaKIIrrr
Karo n rcaj cure [apeHTepalHlr flpenaparu Ha )KeJre3o, JreKor ,{ervrpoce ue rpe6a Aa ce aAMuHlacrpvpa
IrcroBpeMeHo co [epopaJrHr,r [penaparra Ha xeJre3o 3aroa lxro ancopnqujara Ha [epopanHoro xene3o
e HaMaJreHa. 3aroa, flepopanHara teparmja co xeJre3o rpe6a Aa ce 3anouue uajuamy 5 4eua no
rocJreAHara raujercqraja Ha JreKor leupoce.

4.6 fho4nocr, 6peuenocr n .naxraquja

Bpenrenocr
Hepra noAaroqr, 3a ynorpe6ara Ha )r(eJre3o caxapo3a raj 6peruenpr )KeHlr Bo rrpBr-ror tpratrecrap. Bo
roAarorrr,rre (303 ucxogrz o4 6peuenocra) o4 ynorpe6ara Ha r,rujercqraja Ha )KeJIe3o caxaposa rcaj

6peueHu )r(eHa Bo BTopr4or H Tperr,ror rplrMecrap He 6une yrBpAeHI{ 6es6eAHocHn pv3v1uv1 sa naajrara

r{nr4 HoBopoAeHqeTo.

florpe6Ha e BHr.rMareJrHa npoueHKa Ha oAHocor oA JreKor rrpeA HeroBara
ynorpe6a 3a BpeMe Ha 6peueuocra H Aa ce Kopr,rcrr.r 3a BpeMe Ha

6peueHocra, ocBeH aKo roa He e a[coJryrHo rouna 4.4).

Auennjara npeAr43BVKaHa oA HeAocraroK BO [pBr4OT Tpr,rMeoTap OA

6peveuocra, Bo MHory cilyqar4 Moll(e Aa ce Tperuauor co JreKor

[ervrpoce tpe6a Aa ce orpaHur{H Ha BTopn AOKOnKy Ce CMeTa AeKa
npu4o6unrcnre ro HaAMrIHyBaar noreuquj aruuor iz Serycor.



Cryguute xaj xznoruu He yxaxyBaar Ha Ar4peKTHH vnv vHAlz,peKrHpI lrlrerHu ulrzjaruula Bo oAHoc Ha

perpoAyKrr{BHara roKcr4qHocr (noue4nere Bo rorlKa 5.3).

.(oerre
flocrojar caMo orpaHl{r{eHu rauQoprvraqur,r 3a eKcxpeqraja'ra Ha xeJre3o uo irlajvuuor:o unexo rcaj

lyfero no aAMuHucrpaquja Ha aHTpaBeHo3Ha x(eJre3o caxapo3a. Bo eAHa KJrHHuqKa cryauja, l0
3ApaBH rraajrcu 4oranra co geSnqr.rr Ha x(eJre3o Ao6ute 100 mg )KeJre3o no Sopua Ha xeJre3o caxapo3a.
t{ernpu AeHa no rperMaHor, coApxr4Hara Ha xeJre3o no uajuunoro MJreKo He ce 3roJreMVrav HeMzrno
pa3nLIKa co KoHrpoJIHara rpyla (n : 5). He uoxe Aa ce Hcruryr{H AeKa HoBopoAeuqnmara./

AoeHqI,IBara Mo)taT na 6u4ar LtsroxeHu Ha xeJre3o [rro rroreKHyBa oA JreKor flerr,rpoce [peKy
rraaj.ruuoro MJIeKo, u Iropa.4u roa rpe6a Aa ce rpoUeHV oAHocor nouefy pr.r3nKor rr Koprzcra oA
TpeTMaHOT.

flperrutuHut{Kure rloAaroql,I He yKzDryBaur Ha Ar.{peKTHH nM uHAlapeKTHrr rrrrerHlr unjaur,rja rps
Aerero IrITo ce aor.r. Kaj craopuH Bo rreplroA ua rarcraquja rperr.rpaHz co "Fe-paAr.roaKTkrBHo
o3HaqeHo )KeJIe3o caxapo3a, 6uro sa6erexaHo Mttrro H3JlaqyBarbe Ha xeJle3oro Bo MJreKoro rd

rlpeHecyBalle Ha )I(eJle3oro xaj rroroMcrBoro. Heuera6otLrsvpaHara)r(eJre3o caxapo3a nepojarno ueua
Aa npeMVHe ro vlajuunoro MJreKo.

ffuoguocr
He 6r,rne sa6erexaua HecaKaHLI 4ejcrsa Ha rperMaHor co xeJre3o caxapo3a Bp3 rrnoAHocra yt

raperLero xaj craopuare.

4,7 Blnjauue npa cnoco6uocra 3a Bo3erbe rrJr[ 3a panyBarbe co MarrrrrHn

,{oxolxy ce nojanar oHMTIToMI{ Ha BprorJraB}rua, rcou$yruja nrv 6tara HecBecrr4qa tro
aAMuHucrpaqujara Ha JIeKor,{eupoce, fiaqlreHTure He rpe6a Aa Bo3ar vnv Aa paKyBaar uauruua cd
AOAeKa CVMnTOMHTe He Ce nOBJreqaT.

4.8 Hecanauu 4ejcrna
Hajuecra HecaKaHa peaxqnja Ha JIeKor Bo KJrr,rHr,rr{Kttre vcilLrryBa}ba co rauercqrzja Ha xeJre3o caxapo3a
6uta gucresujara, roja ce nojannra co crarrKa og 4,5 HacraHra na 100 vcnuraHnr\v. Hajraxurare
cepl4o3HLt HecaKaHL 4ejc'roa Ha JreKor rroBp3aHa co ranjexqzjara Ha xeJr*o caxapo3a ce
xunepceH3uruBHure peaKIIlrH, rxro Bo KJrurHHr{Kr,ITe HcrrHTyBarLa ce uojanyeaar co cralKa og 0,25
HacraHH Ha 100 vctrvra:r.vlg,

HecaxaHure peaKlrt4l4 Ha JIeKor ruro 6ule npujaneuu [o aAMr.rHrzcrpaqujara na uujexquja Ha xeJre3o
caxapo3a rcaj 4.064 Irc[I{TaHI,Iqu Bo KJII4HnqKVTI vcrruTyBarba, KaKo H HecaKaHr,rre peaKlgru rrrro ce
npnj an enn B o nocrM apKerl,IHrrrKoro cJreAerle, ce npu KzDr(a su sa ra6 e tara rroAoJly.

Kraca Ha cr{creMrr Ha
opraHu

rlecru (>1/100, <1/10) Heuosnara
Qpercneuqnja')

Hapyurynaba Ha
HMyHOJTOTTTKTIOT

CI,ICTEM

ll" ,?
Aua$rznamou1Hv
aua$urarcruvna
peaKur,ru,

aHfr,roeAeM

1\k1l

" 
tsrt

Hapyurynarba Ha
HepBHrroT c[cTeM

\ucrezwja fraso6orKa
BpTOrnaBilua,
napecresuja,
xunoeclesnja

)

counoreuqlrja
Ae[pecuBHo H]rB(

HA CBECT,

xonQysna
cocroj6a, ry6eme
Ha cBecTa,

AHKCH03HOCT,

rpeMop



KapaujarHu
HapyrxyBalba

flalnnraunu Epa4r.rxap4aja,
raxarcap4aja

Bacrcylapnn
HapytlryBarba

Xunoreusuja,
xunepreusuja

lloqpneHyname,

$ne6raruc

I{rzpxynaropeH
KOJIAfIC,

roou6odre6uruc

Pecnnparopnu,
TOpaKaJrHrr rr

vregujacruna.nuu
HapyIIryBarba

{ucnHea Epouxocna:anr

Pena.nnu u ypIrHapHIr
HapyIIryBarr,a

Xpouarypnja

f acrpounrecrr{IraJrHH
HapyuryBarba

IaAerre flonpaftame, 6orxu no

croMaKor, aujapeja,
rcoHcrunaquja

Hapyruynarba Ha

KOXaTa Il
TIOTKO'I(IIOTO TKIIBO

Ipypuryc, ocan Yprnwapuja,
epr4TeMa

Mycnyruo-cKeJrerHH
Hapy[ryBarba rr

Hapy[ryBarba Ha

cBp3HOTO TKITBO

Myclcyneu cna3aM,

vuj anr uj a, aprp ar ruj a,

6orKa so
eKcTpeMHTerr,rTe,

6onxa no rp6or

Onurru Hapy[ryBalLa
u cocroj6u na
MECTOTO HA

aAMrrHrrcrpaqujara

Pearcqaja Ha Mecroro
na uujexrupame/
uu$yzwja2\

fposuuqa, acreuuja,
3aMop, nepu$epeH
egeu,6orxa

Eorxa Bo rpaAI,ITe,

xuIIepApo3a,
nupexcuja

LTyAeHa [oT,
MiUIAKCAHOCT,

6reAluo,

I{cnurynama 3roneueuo HI,IBo Ha

AJTAHVH

aMr,rHorpaHcSepasa,
3TOIEMEHO HI,IBO HA

acrrapTaT

aMr,rHorpaHcSepasa,

3IOJIEMEHO HI4BO HA

TAMA.

rJryraMlrnrpaHcS epa: a,

3IOJIEMEHO H}IBO HA

cepyMcrrr $epurun

3roneueuo HpIBo Ha

JraKTar AexrrAporeHa3 a

BO KpBTa

C uourauu I,I3BeIIrraI{ oA flocrMapKeru HIII Koro cneAerb e

') Hajvecro npujaeenu peaKIrHI,I Ha M Ha a1Mnnncrpaqraja ce: 6olxa Ha Mecroro Ha

rzHj exrupane/unQysuj a, e KrIr,rJ a, ArrcKonoparlral a, xeMaroM, npyplaryc.

Ilpujaeyoan'e Ha HecanaHu
llpujanyaarrero Ha uecatcauu 4ej JreKor e MHory Bax(Ho. Toa osostuoxyaa

KOHTLIHyHpaHO CneAebe Ha OAH Kor Ha JreKor. Hecaxauure peaKIrtIH Ha

neKor Moxe Aa ce rIpHJaBar Bo tlapuarcoararuJlaHlra npu Arenquj ura 3a

.54 ra'r l) unu eneKTpoHoKr.I nper<y ae6-JreKoBH Ia MeAIrqI{Hcr<ra cpe4ctea (

($'u"u'

crpaHurrara ua Areuquj ar a M:p1./!



f.

5.1

4.9 Ilpegosuparue

flpe4osraparrero Mo)Ke Aa rrpeArz3BuKa [peorrroBapyBa]Le co x(ene3o rtrro Moxe Aa ce MaHnQecrupa
KaKo xeMocHAepo3a. flpe.Uosnparrero rpe6a Aa ce rperHpa cnopeA MHcJrelbero Ha neKapor rrrro ro
cnpoBeAyBa rperMaHor, co areHc 3a xeJrr,rparLe Ha xere3oro LrJrH Bo cornacHocr co soo6uqaeHara
M eAr4rllrHcKa rrpaKca.

oAPMAKOJIOIIIKI,I TTOAATOIIU

Oapnaamo4rrHaMrrKa

OapuaxoreparleBTcKa rpy[a: AurzaseuuqeH npe[apar, )r(eJ]e3o, napeHTepaJlua npenapaquja,
ATC rcoa: B03AC.

MexaHusaNl Ha aejcrgo
Xereso caxapo3a, aKTHBHara cyncraHqnja Ha JreKor ,{eupoce, e cocraBeHa oA rroJrr4HyKrreapHo

xeJle3o (IID - xI,IApoKcpIAHo ja,qpo orrKpyxeHo co roJreM 6poj nexoraneHTHo Bp3aHr.r MoneKynr,r Ha

caxapo3a. Kolrurexcor r,rMa flpocer{Ha MoneKynapHa rexuua (Mw) og npu6luNuo 43 kDa.
llornHyxleapHoro )KeJIe3Ho jaapo uMa crpyKTypa urro e cJrlrr{Ha Ha oHaa Ha jagporo Ha nporeuHor
ua QusuolollrKoro cKJIaAL{pa}be Ha )KeJre3oro, Qepurnu. Kounrerccor e 4zsajnvpaH Aa Moxe Aa
o6es6egu Ha KoHTpoJIupaH HaqrrH, ylorpe6lnBo xeJre3o 3a [pore]rHr4Te rrrro Bprxar rpaHcrropr H

cruraAupalle Ha xeJre3oro Bo renoro (r.e., rpaHcQepr,rH H Qepnruu, coo4aeruo).

flo uurpaaeHo3Hara al.v,nHncrpaquja, uolznyKJreapHoro )r(eJre3Ho jaapo oA KoMnJreKcor ce rrpe3eMa
rlperexHo oA crpaHa Ha perrrKynoeHAoreJrH?ror cncreM Bo rrpHraor Apo6, cne3rrHara y\ KocKeHara cpx.
Bo rropaor qeKop, xeJle3oro ce Kopr4crra 3a cLrHTe3a Ha Hb, uuor.no6aH n Apytkt eH3r,rMa [rro
coApxar xeJle3o, vtrrvl ce cKJraAlrpa npBeHcrBeHo Bo rIpHt4oT lpo6 ao Qoprvra ua $epzruH.

KruHuqrca e$[rcacHocr u 6eg6eaHocr

Xp ouuuu o s ad on)t o aru e u a 6)t 6p e su me
Crygwjna LU98001 e cryguja co eAHa rperr4paHa rpyna 3a hcrrlrryBarbe Ha eQurcaurocra u
6e:6eAnocra Ha Ao3a oa 100 mg )KeJre3o no $opua ua rzujercqaja Ha )KeJre3o caxapo3a 4o najnauory 10
TperMaHH Bo reKor sa3-4 HeAenH xaj naqueHra ua xeuro4njaJtv3aco auetaaja [opaAr4 HeAocraroK Ha
)KeJIe3o (Hb >8 ra <11,0 g/dl, TSAT <20yo), Lr cepyMcKrz $eprEruH 5300 pgll) Kolr rrpuMaJre repanraja
co rHuEPO. Bpe4uocra na Hb >l I gldl 6uta 4ocrnrurara rcaj 60177 naunerru. Cpe4Horo
3roJIeMyBarLe Ha cepyMcKaor $epz'rr,rn u TSAT 6ulo suauajHo oA noqerHara Qaaa 4o rcpajor Ha
TperMaHor (geu24), KaKo r{ Ha nocJreAoBareJrHara rrocera sa2 u 5 neAeln.

Cryarzjara 1VEN03027 e eAHa paHAoMr43upaua cryguja 3a cnopeAyBarbe Ha ranjercquja Ha xene3o
caxapo3a (1000 mg Bo rIoAeJIeHLr Ao3r4 Bo reKor Ha 14 lena) H nepopanHo xeJre3o cyl$ar (325 mg3
ilurvr Ha AeH Bo reKor aa 56 4eHa) rcaj narrrreHTu co xpoHr4qHu 6y6pexuu Iba IxTo He ce
3aBHcHr{ oa gujwmsa (Hb <11.0 g/dl, cepyMcKu Sepurun <300 pgll, co Hra 6es
rHuEPO. KTHHU.{rcuor oAroBop (geSrznupaH KaKo 3roJreMyBame Ha BATLE HA

cepyMcKr,ror Sepurrau >160 pgll) 6prr no.{ecro sa6enexau rcaj

xene3o caxapo3a (31179;39,zyo) ro cnope46a co repopirrrHoro

Bocnanumenuo sa6onvearbe ua de1enomo uoeao
Bo egHa paHAoMr43r4paHa, KoHrpoilvpaHa cryaraja 6ule cnope4euu
(e4uHeuna fV 4osa oa 200 mg )Kene3o eAHarx HeAenHo zln cercoja

n qnja co
1.

caxapo3a
Ka He ce

AocrzrHe KyMynarr.rBHara 4osa) co nepopalHo )r(eJle3o (200 mg ABailarH Ha og 20 ne4enrz)
xaj naqaeHrlt co BocruInI4TeJIuo sa6oryoarLe Ha Ae6eloro qpeno u auervuja (Hb <11,5 g/dl). Ha
Kpajor Ha TperMaHot, 66%o oA uaulreHTprre Bo fpyflara Tperr4paHa co ranjexqraja Ha xeJre3o caxapo3a
HMtuIe 3roneMyBalLe na Hb >2,0 gldl eo cnopeg6a co 4lo/o Bo rpynara rperHpaHa co repoparrHo
x(eJre3o (p: 0,07).



Ifocmnapm)tn
Bo eAso paHAoMu3r..rpaHo KoHTponprpaHo uont4TyBarue rcaj xenu co flocrrlaprutna aueltuja [opaAa
HeAocraroK Ha xerre3o (Hb <9 gldl u cepyMcKrr Qeprnrran <15 pgll na 24-48 qaca no nopoAynamero)

6rEre cnopegeHr.r Ao3a oA2 x 200 mg xeJre3o AaAeHo xaxo unjexqujaua xeJle3o caxapo3a na leu2 w

4 (n = 22) u aosa oa 200 mg repopanHo )r(eJre3o AaAeHo KaKo )r(eJre3o cyrrfar ABanarH Ha AeH Bo

reKor ua 6 seAelra (n= 2l). flpocevuoro 3roneMyBane Ha Hb oa roqerHara BpeAHocr Ao 5-ruor Aen
6uto 2,5 g/dl xaj rpynara rperprpaHa co unjercquja Ha )KeJIe3o caxapo3a u 0,7 gldl naj rpynara
rperr.rpaHa co repopanHo xeJle3o (p <0.01).

Bperueuocm
Bo eAsa paHAoMu3rapaHa, KoHTpoJrhpala cry.quja, )KeHlr Bo rperr4or rpraMecrap o4 6penaeHocra co
aneruuja ropaAu HeAocraroK Ha xerre3o (Hb 8 .qo 10,5 gldl u cepyMcKl4 $epuruu <13 pg/l) 6rane

paHAoMH3HpaHU Ha unjercqraja co )r(eJre3o caxapo3a (uuguzugyattHo [pecMeraHa BKy[Ha Ao3a Ha

xeJre3o a1vlar,z,crptrpaHa Bo reKor ua 5 aena) r.IJIH flepopaneH )I(eJIe3eH noJIHMaJITo3eH KoMnneKc

(100 mg 3x ua AeH Ao ropoAyBarLero). 3roneMyBalbero ua Hb oA roqerHara npegHocr 6mo
3HaqlrreJrHo rroroJreMo xaj rpynara rpervpaHa co IaHjercuaja Ha )KeJIe3o caxapo3a no cnope46a co

rpynara rperupaHa co repopzrnHo )KeJIe3o ua28-wu AeH pI no nopoAyBalLero (p <0,01).

5.2 OapruaxonrrHerrrKa

\ucrpu6yuja
(Depoxnneu4Kara Ha xeJre3o caxapo3a o3Har{eHa co paAl,IoaKTuneu t'Fe z "Fe 6ula npoqenera rcaj 6

flaq]reHTra co aneiuuja H xpoHur{Ha peHaJrHa HHcySzqrzenquja. Bo npeure 6-8 uaca, "Fe 6ut
rrpe3eMeH oA crpaHa Ha rlpHuor Apo6, cne3r4Huta h KocKeHara cpx. Pa4uoaKTpIBHoro rlpe3eMarbe oA

crpaHa Ha cJre3uHara urro e 6orara co rraarcpoQaru ce cMera 3a [percraBHl4K Ha

perr,rKyJroeH4oreruj alnoro npe3eMarbe Ha xeJle3oro.

llo raHrpareHo3Ha uHjercqaja Ha eAHHeqHa Ao3a Ha )I(eJIe3o caxapo3a oa 100 mg xaj 3ApaBH

BOJIOHTepII, MaKCHM€IJrHI{ BKyIIHT4 KOHqeHTpaTIUV HA CepyMCKO Xene3o Ce AOCTI{lHarynaar sa l0
Mr.rHyrH no uHjercqrzjaravHwaur rpoceqHaKoHrreHrpauujaoa 538 pmol/I. O6euot ruaaucrpu6yguja
Bo rKuBara co naj6p:a ancopnquja 4o6po cooABercrByBa Ha rIJIa3MarcKI,Ior BonyMeH (npu6nuxcro 3

nr.rrpu).

B ra orp an c0 op rr.l aunj a

flo uujexrlrpamero, caxapo3ara Bo roJreMa MepKa ce pa3ABoJyBa A rrolrvlryxJleapHoro xeJIe3Ho JaApo
ce npe3eMa oA crpaHa Ha perr,rKynoeHAorenHr,ror ct4creM Ha upHl{or Apo6, cre3plnara 14 KocKeHara

cpx. flo 4 :aeAetu oA aAMr.rHaclpaqujara, Kopr,IcrerLero Ha )I(eJle3oro oA crpaHa Ha upBeHHTe KpBHl4

KrrerKu ce ABrDKeno op,59 rc 97V".

EnnuraHauptja :.

Xelego caxapo3Huor KoMrrJreKc r.rMa rrpoceqHa MoneKyJIapHa renotHa (Mw) og npn6luxno 43 kDa,

urro e AoBoJrHo roJreMa 3a Aa ce cnpequ peHirnHara eluvtuuaquja. Peua-nsara ennMplHaquja Ya

xeJre3oro rxro ce nojanyra Bo npBHTe 4,raca no uujexruparbe Ha )KeJIe3o caxapo3a co Ao3a o4 100 mg

xeJre3o, oAroBapa Ha noManKy ol 5oh ol I I{ACA, BKYI]HATA KOHUEHTPAIIIAJA HA CEPYMCKO

xeJre3o ce HaMirnyBa Ha HHBoro ruro 6
eruuuHaqraja Ha caxapo3ara e oAroBop

aAMnHr,rcrpar\njara Ha Ao3ara. Pena.nnara
pt>t<tto 7 5%o oA rrpHMeHaTa Ao3a.

5.3 Ilperr.nunuqKl{ rIoAaroIII{ 3a

BoHKruHu.IKLIrg rloAarotlu Ho HOoT 3a JIyroTO Bp3 OOHOBa HA

KOHBeHqr,roHarIHI,ITe CTy AUl4 3a rOKCI4q

penpo4ynqr.rj ara u pasaoj or.

he

6. OAPMATIEBTCKIITTOAATOIU,I

TEHOTOKCI'qHOCT I,I TOKCIAI{HOCT BP3



6.1 Jlucra Ha eKcII[[IreHcIr

Harprayrr,t xHApoKcrr.q
Bo4a sa unjexquu

6.2 Hercouuaru6uluocru

Oaoj ner He cMee Aa ce Merxa co Apyra reKoBH ocBeH oHlre rxro ce c[oMeHarr,r Bo roqKa 6.6. flocrou
noreHqujar sa nojana Ha raJloxerbe uluttu r.tneparquja AoKoJrKy JreKor ce n3Merxa co Apyrn
pacrBopl4 I4JII4 JIeKoBH. Kouraru6zJrHocra co caAoBH, ocBeH co caAoBr4 oA craKJro, rroJrlrerlrJreH 14

PVC ue e rro3Hara.

6.3 Pox na yuorpe6a
PoK Ha -ynorpe6a Ha npouseoAor cnaKyeaH ga npo.(ax6a
36 ueceuu

PoK ua ynorpe6a rlo npsoro oreoparbe Ha caAor
O4 rr,raxpo6noJrorrrKa rJreAHa ror{Ka, npor,r3BoAor rpe6a Aa ce Kopltcrs BeAHarx.

04 unxpo6uoJlollrKa rneAHa roqKa, no pa3peAyBalbero co crepuneH 0,9Yo mlY pacrBop Ha HarplryM
xJropr4A rrpor43BoAor rpe6a Aa ce Kopr,rcrlr BeAHaur.

6.4 Haqnn Ha qyBarbe

.{a ce uyaa Ha reMrreparypa go 25"C.

.{a He ce 3aMp3r{yBa.

,{a ce uyna Bo opurr,rHaJrHoro naKyBarle,

3a ycloau Ha rryBalbe lro pa3peAyBarbero r,rnH npBoro orBopa]Le Ha JreKor, [orJreAHere so roqrca 6.3.

6.5 Hsue4 rr coAplrsrHa Ha rraryBarbero

Craxreun zwjar,u Tun I co 6oja na kutm6ap o4 5 ml, 5 aunylu no rcyruja.

6.6 Iloce6uu Mepnrr Ha trperrra3Jrr{Bocr 3a orcrpaHyBarbe rr Apyro paKyBarbe

llpe4 ynorpe5ata, aMlynure rpe6a la 6u1ar Br.r3yenHo npoBepeHa sa nojana Ha rilror Ll

olxreryBalbe. Kopzcrere rrr caMo oHr{e aMnyJr}r rrro coApxar xoMoreH pacrBop 6eg ralor.

Ilexor flerr,rpoce He cMee Aa ce Merxa co Apyru JreKoBH, ocBeH co
HarpuyM xJropr4A 3a pa3peAyBame. 3a ynarcrBa 3a pa3peAyBarLe
[orJreAHere so ro.{Ka 4.2.

Pa:pe4eHHor pacrBop Mopa Aa 6z4e xa$en u6uwap.

Cercoja aMnyJra Ha JreKor leupoce e HaMeHera caMo 3a e

Cercoj ueucKopucreH MeAHrruHcKr,r [poH3BoA r4Jrr,r orrraAeH
COIJIACHOCT CO JIOKAJIHI'ITE PCTYJIATI'BI4.

7, IIOAATOII,I3A HOCUTEJIOT HA PEIIIEHI4ETO 3A IIPOMET

faluuoc @aprvr AOO I,Inuuaeu
Y t 3 4 6p.5A Z.rru:aaeru, Idrruugeu
Ten 0212552-666

pacrBop Ha

uorpe6ara,
/,tT d
<|r,-r<s5az.t.V

Aa ce oTcTpaHr.l Bo



trIure n aApeca Ha rrporr3BoAlrreJror:
MEFAR PHARMACEUTICALS,
Ramazanoplu Mah. Ensar Cad. No:20 34906 Kurtkoy-Hcraru6ytlTypquja

8. BPOJHAPEIIIEHI,IETO 3A CTABAILE BO IIPOMET

9. AATyM HA TTPBOTO PEIIIEHIIE/OBHOBA 3A CTABAILE BO TIPOMET

TA PEBI,I3I4JA HA TEKCTOT


