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Ir,rclro HaMeHero 3a 3ApaBcreenr pa6orHt4qu

<,{arynn>

AIMAFIX@ (Coagulation Factor lX): l-lorenqnjareH pnsnl noBp3aH co HenpaBh/rHa crephnreaqrja na
MeAhLlhHcKh cpeAcrBa BKnyqeHh Bo HhBHoTo ceKyHAapHO naKyBahbe

fl ovrryaaHh 3ApaBcrBeHr pa6orurqr,

oapnna Tpeja Bo cornacHocr co MA,nMEA, 6u caxare Aa Be ran$opnnNpa 3a c.neAHoro:

Codpxuno

. noreH4njanen pnsvK noBp3aH co HenpaBhnHa crephnrasar4raja Havlrna (BUTTERFLY NEEDLE) (6ea
DEHP) uro ce Koptcru 3a aAMhHhcrpar-p,rja Ha.neKor no HeroBa peKoHcrl4Tyqr,rja co BexhKynyMor.

o Kaxo MepKa Ha nperna3nrz.Bocr ce 6apa Aa ce cronhpa ynorpe6ara Ha raKBhre MeAHLITHcKH

cpeAcrBa.

I ,QeQexr Bo KBa.nhreror nocroh canno xaj nrnara BK.flyqeHa Bo naKyBalbero; caMhor.neK MoH{e
6es6e4no Aa ce KopHcrh co Apyro MeAl,tL{hHcKo cpeAcrBo.

r Anrexrre rpe6a Aa ce ochrypaar AeKa HeMa Aa AsAaAar naKyBahba Ko[4 coApxar hrna
(BUTTERFLY NEEDLE) (6es DEHP) Ha AoKropA vnt nallheHrh.

Ocn oeo Eo 6ee6e d noc H o ms u u$o p r,no t4uj a

Kedrion S.p.A.o4 F.M. S.p.A,,4o6aayeavor Ha HaBeAeHoro MeAhqhHcKo cpeAcrBo go6un "Ees6e4Hocna
rHQopuaqrja FSN-01-202I" 8o BpcKa co noreHqhjaneH pvi3tll noBp3aH co qeKop Ha creprnh:aqrja na
ropecnoMeHaroro MeAhqilHcKo cpeAcrBo, Oea no4paa6rpa AeKa, Ao AeHec, clepfinHocra Ha

MeAhL{l4HcKoro cpeAcrBo He Moxe pa 6nge rapaHThpaHa.

ltrnnre rr ynorpe6yaa Kedrion S.p.A.Bo naKyBahba'ra Ha HeroBhre nno$vnuzvrpaHh npoAyxrm (Coagulation
Factor lX).

Kaxo nocneAhL{a Ha oaoj npo6neM co MeAhLlhHcKoro cpeAcrBo/ naqheHThre Moxe ga6ngat h3,no}KeHh Ha
pu3t+K o4 paaaoj r-ra r,rnSexLlunf cencu.

F.M, S.p.A, (4o6aayaavor Ha MeAHL\t/1HcRt4 cpe4craa) ra l(edrion S.p.A, Pharmacovigilance Aocera HeMaar
raAeHrrSnxyBaHo HrKaKBo t43BecryBaFbe 3a HecaKaHa peaxqr,rja acoLlhpaHa co oeoj npo6nenn.

Be rnQopnnilpaMe 3a Aa cnpe.aute 6vno KaKoB pr43hK noBp3aH co ynorpe6ara Ha

noreH qrjar Ho Hecrep h nv3vpaHn MeAh Llh H
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Coagulation Factor lX: Tpernnar-r ra npoQranaKca Ha KpBaperue xaj naL\heHrH co xemoQr nuja B (apo4eH
HeAocraroK ua Qaxrop lX). Oaoj npon3BoA Mox{e Aa ce Kopt4cn4 npil repanhja Ha crexHar HeAocraroK Ha

Qaxrop lX.

Ce npenopaqyBa cneAHoro:

' He ia xopt4-crere 4l4ara xoia e_noreHunianH.o ex/ryqeHa ao oeoi npo6aervl.

' Baxno e Aa ce noreHqhpa AeKa nphcycrBoro Ha noreHqhjanHo HecrepHnil3hpaHo MeAhLlt4HcKo

cpeAcrBo Bo ceKyHAapHoro naKyBaFbe xe enrjae Ha 6ea6e4nocra il eQrxacHocra Ha neKor. Vlrnara
BKnyqeHa Bo npoil3BoAor Mopa 4a ja orcrpaHhre A Aa Kopltcrhre craHAapAHa hrna.

lToeux so npujaeyearce

Iprjaaysaroero Ha MoN(H14 HecaKaHh peaxl{h14 no 4o6raaFbe Ha o,qo6penrae 3a craBaFbe Ha neKor Bo
npoMer e BaxHo. OaoannoxyBa KoHl4HyhpaHo cneAeFbe Ha oAHocor xopuctf pm rx ua nexor, O4
3ApaBcrBeHrre pa6ornn\v ce 6apa ga npujaoar KaKBil 6rno comHeBaFba 3a HecaKaHh peaKl{l4tl Bo

AreH qrjara 3a .neKoBLt h MeAh Lll4 HcKl4 cpeAcrBa (yn. Ce. Rvtpnn ra Mero4raj 6p, 54, xat I) nnu no eneKrpoHcKil nar
npeKy ee6 crpaHara Ha AreHqujara http:/_nalmed.eov.mld.

' Be MoflaM o6parere ce Ao:

AreHqr,rjara 3a .neKoBt4 il MeAhL{l4HcKt4 cpeAcrBa

yn. Ce. Kupnn r Mero4raj 6p. 54, xar 1_

1-000 Cxonje, Peny6nrxa CeaepHa Maxe4onrja

Ten: +389 25II2394

E-mail: info@malmed.gov,mk

3a 6rolou.txhre.neKoBh BaxHo e Aa ce npNjaeynn He caMo ilMero Ha npoh3Bo4or, ryKy m ceprjara Ha
.fleKoT.

cDapmo Tpejd KoHmdKm un$opr,noquu

Qapua Tpejg Aooel,

Vn. Anron flonoa 6p. t/t-3,1000 Cxonje

Maprja lyneaa

O4rooopHo nilqe 3a SapnnaxoerarilnaHL{a H Marepho BVtAnaHr.,a

TenlOaxc: +389 2 3298782

Mo6: +389 78 338 676

E-mail : marija@farmatrejd.com.mk
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flpraor 3

llucta Ha cepuh Ha roroB npoh3BoA rynnpu6ynpaHh Bo Peny6nuxa Ceeepua Maxe4oulrja xou ce
3acerHarn co "blTHo 6ea6e4nocHo t43BecryBalbe FSN-01-2021,,
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AtMAF|X 500 tU/10 ML 6tt81,r 30/06/2021
AIMAFIX 500 lUl10 Mr- 6I1,813 30/06/2021
AIMAFIX 5OO IU/10 ML 6ttgt7 31,/Os/2022

AIMAFIX 5OO IUl10 M. 611939 30/os/2022
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llpnror 5

O6paseq 3a oAroBop oA t{oprcHhK

Be monrme npovrrajre ro 3aeAHo co hrnoro 6ea6e4r-rocHo l43BecryBarbe.

Be monmme hcnparere Hil nono.nHera il nornhLuaHa $opna Bo poK og24 qaca oA npheM Ha h3BecrytsaFbero
H a cn eAH ara e- m a i I aAp eca : m a ri i a @ f.AIm at_r.g.i d. cQ.m-.m k

I l-lorep4yBaM AeKa h3BecryBaFbero e npolrfiraHo, pae6pano h AeKa cnre npenopaqaHil 4ejcreraja ce
r43BplxeHil KaKo luro e no6apano

OgHaqere ro cooABerHoro no,ne noAony:

I Hre HEMAME 6hno xaxan eAnHVwl oA cephilTe HaBeAeHvr ao llpvrnor 2, 6ugejku cvne cnoMeHarh
eAnHV|{tA Ce noTpor.xeH h

I Hr,re ceyure hMaMe ehu+t \t4 oA cephhre HaBeAeHN ao llprnor 2 u nmame HoBr MeAhqhHcKh cpeAcrBa
xor (e ce Kopt4crar KaKo 3aMeHa Ha oHne Koh ce eelie axnvqeHH Bo KVTt4hre

n Hrae ceyure HMaMe ehwltlt4,A oA cephltre HaBeAeHn eo flprn or 2 n HEMAME HoBil MeAh qtAHCKtA

cpeAcrBa xor (e ce Kophcrar KaKo 3aMeHa Ha oHhe Koh ce ne(e axnyveHh Bo Kvrl4hre

Ce,P,6j3 g
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KoHraxr nrqe: Emaila4peca:

OyH xqmja Bo opra Hil3a qrajara
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