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3E]'1PEH I43BE1UTAJ 3A OCOEhFll,tTE HA flEKOT

1. hue na neror

Foliron@ ra6neru

2. KeanlrrarnBeH H KBaHThrarnBeH cocraB

Ferrous fumarate 310 mg (erareaneHr Ha 100m9 Ferrous lron)

<Donsa KhcenhHa 0,35m9

3. <Dapuaqeercrn o6nnr
<Dnnu-o6noxeHr ra6nern

4. Knrsnqrn noAarolI,l

4.1 Tepaneercnn nH4nKauuu

flpeeexqraja u rperMaH Ha anenltvrja xoja e pe3ynrar Ha He4ocraroK Ha xefle3o r Sonna

KncenhHa Bo reKor Ha 6peuenocra.

4.2 fiosnparue H Haq]rH ua ynorpe6a

BoapacHr: EgHa ra6nera AHeBHo. Bo 6perueHocr ce npenopaLryBa OonnpoH Aa ce flaBa o.q

13-ra He4ena og 6perueHocra n ce npo,qonxyBa Ao 3 rueceqn no nopoAyBaFbero.

Eeqa : He ce npenopalryBa.

4.3 KourpanHguKal{Hn

Oonrpou e KoHTpanHgnL{hpaH Kaj nallileHTvr co no3Hara npeqyBcrBhrenHocr Ha neKor,

Ae6rl1ar Ha BhraMuH 812, napoKcr43ManHa HokHa xeruorno6nHypnja, xeMocr4epo3a,

xeMoxpoMaro3a, aKTrBeH nenrhqeH ynKyc, noBTopyBaHr rpaHcSysvn Ha KpB, perhoHaneH

eHTephrllc h yflqeparrBeH Konnrnc. OonnpoH He cMee Aa 6rge ynorpe6yaau Bo rperMaH Ha

Apyrh aHeMilvr ocBeH Ha rre uro ce pe3ynrar na 4eQrqnr Ha xeneso.

4.4 floce6wt npegynpeAyBau'a H MepKH Ha BHhMarenHocr npr ynorpe6a

Oonrpor Mopa Aa ce qyBa HarqBop oA Ao$ar Ha Aella 3auro npeAo3npaFbero Moxe,qa 6n,qe

$aranHo, Hexor racrpeKroMupaHn naqheHTn noKaxyBaar cna6a ancop6tlnja Ha xene3o.

f-praxa e norpe6Ha Kora ce rperrpaar naqneHTrl Kor4 vMaar aHeMnn co peQrqnr Ha xefie3o

Anv KoHTponhpaHa nenTilL{Ka ynqepaqr,rja. Tpe6a Aa ce BHilMaBa Kora ce gaaa sonHa

KrcenhHa raj naqreHTil Kot4 Moxe Aa
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04 aneurja xoja e pe3ynrar na xona6nHVpaln xene3o n 612 nnn $onaren ne$raqrlira rvloxe ga

6ngar MnKpot{}trt4qeH Tun, naqneHThre co Mr4Kpor-lhrnqHa anerumja pe3hcreH'rHa Ha repanraja

caMo co xene3o rpe6a ga 6nge ncnnryBaHa 3a BrraM na 612 rnn Qonarnr 4eQnqrarra.

4.5 l4nreparqnn co Apyrh neKoBl4

Xeneeoro ja HaManyBa ancop6r-p,rjaraHa neHnqnnaMnH. Xeneennre coe4unenrja ja

ocna6yaaar 6nopacnonoxhBocra xa QnyopoKr4HonoHhre, fieBoAona, rap6r,qona, TLtpoKct4H tl

6uSoc$onarra.

Ancop6qnjara Ha xenesoro n anru6vtonrKor Moxe pa 6nge pegyltrpaHa aKo <Donrpon e AaBaH

co rerpaqntr,nHn. Ancop6qrjara Ha xene3oro 14 rI4HKor ce HaManeHn aKo ce 3eMaar

t4croBpeMeno. SaegnnqKo 3eMaFbe Ha aHTaLlnAn Moxar Aa ja HaManar ancop6qrajara Ha

xene3oro, Cotrimazole, chloramphenicol, sulphasalazine, aminopterin, methotrexate,

pyrimethamine n sulphonamide rrnoxar 4a r,|FrrepoepilpaaT co n/|era6onm3MoT Ha Sonarn.
Cepyutcxnre HnBoh Ha aHTuKoHBynsaHTHhre fleKoBr4 Moxe ga 6rage HaManeHo olq 3eMarbero Ha

$onarn. Opanxo 3eMeHhor xnopaH$eHhKon ja HauanyBa nna3Ma KfiupeHcor Ha )Kene3oro,

nnropnoprpajkr ro xefle3oro Bo qpBeHHTe KpBHI/ KrerKn n ce r'rHrep$epnpa co

epnrponoesara. Hexo n nuxn6vt4vtn Ha ancop6r-pajara Ha xene3oro Moxar Aa ce nojaear aKo ce

3eMa co cholestyramine, trientine, .raj, ja)qa unn MneKo.

OpanHoro 3eMaFbe Ha xene3o Moxe Aa ro 3roneMn KpBHyroT' npnrmcoK raj naqrexrhre Kon

npuMaar methyldopa. Ka$ero Moxe Aa 6rAe Sarrop Bo HaManyBaFbe ua 6ropacnofloxyrBocra

Ha xene3oro. Neomycin naoxe ga ja sroneun ancop61nlara Ha xene3oro.

4.6 Epeuenocr n naxraquja

SpeueHocr: Toa e cneqrSuvna nHgnKaLlqa sa repanrja co Oonnpon. 3eruaruero Ha ra6nern

<Donnpox Bo reK Ha npBoro rpoueceuje Ha OpeueHocra Moxe 4a 6n4e Henoxe.nHo.

floeue: <Donnara KrcenhHa ce H3naLtyBa eo uajvrHoro MneKo.

4.7 Cnoco6xocr 3a ynpaByBalbe co MoropHH Bo3hna H paKyBabe co MaurHHH

Heua annlannja na cnoco6Hocra npn ynpaByBaHre co MoropHr4 Bo3rna h paKyBaFbe co

MauhH14.

4.8 HecaraHu gejcrea

Onru.iasn ce MaqHrHa, nonpakaiue, racrpo-r4HTecrnHanHa HenarogHocr, aHopexcnja,

oncrnnaqrjavrtr gnjapea. Moxe Aa ce nojaar noreMHvBabe Ha croflhqara.

Perrr aneprrcKr peaKqhh Moxar Aa ce nolaaar ffi ",li:D,'5"
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4.9 flpe4osnpaH'e co neKor

AryrHoro npe4o3hpabe co opanHo 3eMeHo xefle3o 6apa xrrno neKyBabe. Kaj Manh Aeqa

iqosh oA 200-250 mg/kg ferrous fumarate e saKnyqeHo AeKa ce eKcrpeMHo onacHr.

Cnunronltn r 3Haqil Ha a6gourr,rHanHa 6onra, noapaftaue r gmjapea ce jaayaa no 60 MrHyn4.

Moxe Aa cnegn KapflhoBacKynapeH Konanc h KoMa. Kaj xexon naLlueHTm Moxar Aa ce nojaan

HeKoe nogo6pyaabe no uro cneAu onopaByBaue. Kaj Apyru, nocne 16 .taca Moxe Aa

HacraHe BnollyBarbe exnyuyaajr(vt guSysna BacKynapHa xoHrecrnja, 6eno4po6eH eAeM,

KoHByn3rta, anypmja, xnnorepunja, TexoK ruoK, uera6onHa aLlrlAo3a, KoarynaLlhoHt4

a6HopnaanHocrr 14 xunornureru nja.

floapakaruero rpe6a ,qa ce npeAfi3Br4Ka BeAHaur, KonKy [ITo e MoxHo nocKopo nponpareHo co

napeHTepanHo npnMarbe Ha desferrioxamine mesylate n noroa racrptlltHa naBaxa. Bo

H4eryapervre ke nouorne Aa ce AaAe MneKo rtlunn 5% pacreop Ha coAa 6urcap6oHa npeKy ycra.

Pacraopere 29 desferrioxamine mesylate Bo 2 Ao 3 Mn BoAa 3a hHeKLlt4t4 h AaAere

nHTpaMycKynHo. Pacraop oA 5 g desferrioxamine eo 50 go 100 nltn reqHocr Moxe Aa ocraHe Bo

xenyAHr4Kor. Aro desferrioxamine e HeAocraneH, ocraBere 300 Mn oA 1o/o flo 5% pacraop xa

sodium bicarbonate Bo xenyAHl,tKor. HagoxnagyBalbero Ha reLtHocr e HeonxoAHo.

OnopaayeaH'ero Moxe ga 6r4e ycnoxHero oA AoflropovHh ceKBenh KaKo luro e xenaranHa

HeKpo3a, nrnopHa creHo3a unh aKyreH ToKcr4L{eH eHqe$anrrrc uro Moxe Aa BoAt4 roH l-lHC

ouTeTyBaH)a.

5. OAPMAKOIIOIUK]4 nOAATOUkI

5.1 tDapuaroghHaMcKH oco6exocrvt

OapuaxorepaneBTcKa rpyna: AurnaHerunl{Hr npenaparil - Xeneso eo rotu6tlHaqnja co $onHa

KhcenhHa.

ATC rnacr,rSnraqnja: B03AD

JoHcroro xefle3o e KoMnoHeHTa Ha 6pojnra eH3nMh Heonxo4Hl4 sa eHeprercxra rpaHcQep (Ha

np. cytochrome oxidase, xanthine oxidase, n succinic dehydrogenase) v ncro raKa e npncyreH

Bo coe,qrHeHnjara HeonxoAHt4 3a rpaHcnopr n cna6gyBabe Ha Kucnopog ( Ha np. xeuornoOnn

n lanorno6nn).

3err4arueto Ha npenaparn Ha )Kefle3o rn nonpaBa epnrponernLtHhre a6HopuanHocrkl Kot,t ce

pe3ynrar Ha He.qocraroK Ha xene3o. 3enaauero Ha xene3o nc'ro raKa rn orcrpaHyBa .qpyrilTe

cnMnroMt4 Ha HeAocraroK Ha xene3o KaKo uro ce 6onxa xa jasnxor, gnc$aru1a, gncrpo$nja

Ha HoKn4 k1 Koxa, n SmcypttpaHre Ha arnnre Ha ycHl,lTe.
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coo,qBerHo 3a npeBeH$uia ua pa3BnBabe Ha HeAocraroK Ha xene3o xoj ce ovexyaa xaj

naajrnre. Aro rua HeAocraroK Ha xene3o Kora ke ce 3anoqHe co 3eMalbe Ha Foliron . oea (e

6rge nonpaBeHo co 3roneMyBabe na ancop6tlvijara Ha xene3oro. ,[ueaHara norpe6a Ha

$onarn nocreneHo ce 3roneMyBa Bo reK Ha nocneAHoro rpoMecevje o4 6peuenocra, n Moxe

Aa ce Hajge noAaroK 3a qpnebe (rpouerue) og uajrara. 3a ga ce o6eg6eAar H[Boh Ha

Sonarn Bo HopManHoro rKr4Bo raj urajrara nocne nopo4yBaFbero AHeBHa cynneMeHT Ao3a oA

300 narrporpaMr e norpeOxa Bo reKor Ha BToporo 14 Tperoro rporvrecevje Ha opeueHocra. Osa
He e HenpnMerHo Bo KpBHara cnhKa Ha aAHcoHoBa nepHHq4o3Ha axevrraja.

5,2 tDapuaxornHerrqK,t oco6enocrn

Xenesoro ce ancop6npa rflaBHo Bo AyoAeHyM 14 jejyHyrvr, ancop6qrajara e nornoMorHara o.q

Khcenara cexpeqrja Ha xet'tyAHr,rKor H no4o6po AeflyBa Kora xene3oro e ao ferrous o6nrr.
Cnegejkn ja a6copnqryara na noroneMhor Aen Ha xenesoro e orpaHilqeHa na rpaHc$ephH 14

e rpaHcnoprrpaHa Bo KocKeHara cpx KaAe roa ce HHKopnophpa Bo xeuornoonH. Ocraroror e

coApxaH ao o6nnqrre KaAe ce cKflaAnpa, SeprruH hnr xeMocnAepnH hnn KaKo rrarorno6nx.

Cauo Manr AenoBh Ha xene3oro ce n3naqyBaH[, norolleMhor ,qen ce ornyulTaar no

AecrpyKrtrlj ara na xe uorn o6r H cKl,ior M ofl e Kyn.

oonnara KucenhHa ce a6cop6rapa rflaBHo Bo npoKchManHhor Aefl oA reHKoro upeBo.
Oonarurre nonhrnyraMarh ce cMeraar AeKa ce geroHjyrrapaHil Ha MoHornyraMaril Bo reK Ha

ancop6qnjara. <Donsara KhcenuHa panil,qHo ce jaaysa Bo KpBTa, KaAe eKcreH3nBHo ce BpayBa

3a nna3Ma nporenHr. KonrqnHhre xa SonHara KhcennHa ancop6rapaHa npeKy HopMaflHn

Anern ce panrAHo gncrpn6ynpaHvi Bo renecHrre rKhBa il oKony 4 Ao 5 Mr4KporpaMh ce

H3naqyBaHil AHeBHo Bo ypilHara. Kora noroneMh Konr4Ll4Hl4 ce ancop6upaHn, Bo Bt4coK pa3Mep

ce uera6onH3hpaar Bo LlpHl4or gpo6 Ha Apyrn aKTrBHn olnnqn Ha $onarn n KonrlqnHara roja

e cKflaAilpaHa KaKo HaManeHa I Merunnpara SonHa KilcenilHa. l-oneun KonnqnHil Ha Sonua
KncenfiHa ce H3naqyBa Bo ypnHaTa.

5.3 l-lpegrnnnnqKH nogaroqH aa 6es6egHocra Ha fleKor

He ce annilKarrBHr.

oAPMAUEBTC Kr,t nORATOUtl

Jlncra Ha exqhnlteHcn

6.

6.1
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MnrporprcranHa qenyno3a , MaKporon 6000, rnr4qepon, sodium starch glycollate, MarHe3ryM
creapar, sodium lauryl sulphate, povidone, hypromellose, macrogol400, TvtranvtyMAt4oKcyl4,

TanK, LlpBeH xefle3eH oKchg E172.

6.2 hnrounarn6nnxocr
Heua

6.3 Pox xa ynorpe6a

3 rognnn

6.4 [Ioce6nra Meprn Ha npegynpegyBa]be npn qyBarbe

Foliron rpe6a Aa ce qyBa noA 25"c ,3a[ITrreH oA cBernilHa n Bnara r ua 6es6egHo Mecro
Ha,qBop o4 4oQar Ha Aeqara.
6.5 flaryaane
cDonrpox gnnru-o6noxeHu ra6nern: (Onracrep 3 x 10) | xyruja
6.6 l'lxcrpyrqnn sa ynorpe6a

Henaa noce6nu ynarcrBa.

6.7. Ha.trH Ha h34aBalbe:

(R) - neror ce nsgaBa caMo Ha neKapcKil peqenr

6.8. Epoj rr AaryM Ha peueH]te 3a npoMer
tDonnpoH Srann-o6noxeHr ra6nern:

6.9. flaryu Ha npBa et nocne4Ha ropexqnja Ha ynarcrBoro

fiexeuepr 2009 ro4rana

llponeeognren

Remedica Ltd

Limassol Industrial Estate

Limassol, Cyprus, EU

3acranxrx
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Yn.Casa Koaaqeeilk 13 6p.9, Cronje

P.Maxegonnja
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