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JINCTOBKA 3A NAUUEHRTA

fpedu da 3armoyHeme da ce JleKysame ¢ MO3U sieKapcmeeH npodykm, npoyememe
eHUMamesiHo JiicmoeKama.

3anazeme masu sucmoegka. Moxe 0a ce Hanoxu Oa s npoYememe o0MHO8O.

Ako umame domenHUMENHU eBPocU, MoJid o6bpHeme ce KbM Batuus nexkap unu
chapmayesm.

Toea siekapcmeo e npednucarHo Au4YHo 3a Bac u He mps6sa da 20 npednazame Ha
dpyau xopa. To Moxe da um Haspedu, Jopu aKo mexHune cuMAMoMU ca csiume
xamo Bawume.,

REALDIRON®
18 MIU

PEANOWNPOH
18 munnoHa lU

TexapcmeeHo eeujecmeo: nHTepdepoH anda-2b yosewkn pekombuHaHTeH 18 MunuoHa
MesayHapoaH eguHuum (MIU).

MomowyHy eeujecmsa: pekctpan 60 -10.00 mg (kaTo crabunusaTop), HaTpues Xmopup-9.0
mg, AwHatpues dochaT AogekaxuapaT - 2,74 mg, HaTpues anxugporeHdocdar
anxugpart - 0.36 mg.

MpurexaTen Ha paspeuieHneTo 3a ynorpeba
SICOR BIOTECH UAB

V.A. Graigiuno 8,

LT-02241 Vilnius

Lithuania

MpoussopnTen

SICOR BIOTECH UAB LEMERY S.A. de C.V.

V.A. Graidiuno 8, Av. Sta.Ana 65,

LT — 02241 Vilnius, Parque Industrial Lerma 52000
Lithuania Mexico

HNekapcTeeHa hopma ¥ KONMUYECTBO B €fiHa ONaKoBKa

PeanaupoH € npax 3a WHXeKUMOHeH pasTBOp Crief pasTeapsHe B CTepunka BoAa 3a
VIHDKEKLIMM.

EauH hnakoH Chabpxa 18 MunioHa IU yoseluku pekomBuHatTeH Interferon alfa —2b.

CeolicTBa
dapmakoTepaneBTUYHaTa rpyra Ha PeanaupoH e LUTOKMHI 1 VMYyHOMOLYIaTopK.
ATC kon: LO3A B0S
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PeanoupOH npuTexaea ChlUUTEe CBOWCTBA KaTo €CTE T’g\’eumn,‘qoafetg% uHTEepgepoH
ancha. HoBelWKUAT UHTepchepor anda e nosmnenTua, graseH: “163*6@) OKNCENNHHN
ocTaTuuM. TOI MpuTeKaga MPOTUBOBUPYCHW, aHTUMPOI IC D Haperynupaiu
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“ mogynupalyn gudepeHuwauusita csoiictea. WHTepdhepoH anda ce csbp3sa C
peuenTopuTe B KNETbYHATA CTEHA TaKa, Ye Npean3BYKBa BLTPEKNETEYHY npoLiecy. Cunta
ce, 4Ye Tesn MpoLeck ca CBbP3aHW C NOTUCKAHETO Ha BUPYCHOTO pasMHOXaBaHe B
KIETKUTE, KaKTO M ¢ BL3NPENATCTBAHETO Ha nponudepatMBHUTE U VMYHOMOZYNupawu
CBOWCTBA Ha KNEeTkWTe. Ysenuyasa aroLuTapHara aKTMBHOCT Ha Makpodarute,
LUMTOTOKCUYHATa aKTUBHOCT Ha T-KNeTKUTe W aKTUBHOCTTA Ha ECTECTBEHUTE KAETKW-
youilLm. Bouuku Tesn ceoiictea Ha uHTepdepoH anda obycnasar Herosus nevebed

echekr.

[MokazaHunA
PeanaupoH e nokasaH 3a nevyeHue Ha:

Bupycnu 3abosis7eaHuUsI: XPOHUHEH XenaTut B, xpoHudeH xenatut C.
OHronio2UYHU  3ab0NA6AHUA.  KOCMATOKNETbYHA  INEeBKeMWs,  XPOHWUYHA
MrenongHa neskemus, Ovb6peveH kapuuHoM, cBbp3aH cbe CIMH capkom Ha
Karoww, koxeH T-kneTedeH numdom (Mukosvc dyHrouec U cuHOpoM Ha
Cesapu), meTacTatuueH MasiurHeH MernaHom.

MpoTuBONOKazaHuA
He Tpsatea pa uanonasare PeananpoH :

AKO CTe CBPBXUYBCTBUTEMHU KbM MHTEP(EpPOH anda UM HAKoe OT NOMOWHUTE
BELeCcTBa;

Ako nmaTe ceprosHn cbpaedHn 3abonsaBaHns;

AKo nmaTe fiekomreHcupaHa YepHogpobia Lupoaa;

AKO VUMaTe NPUCTBLNHM CMYLIEHWA Wunu HapyleHW (YHKUMKM Ha LeHTpanHara
HepBHa cucTema;

AKO CTE 3aBUCUM OT anKoxXosn Nk HapKoTULA.

CneuuanHu npeanasHy MepKM Apu ynotpeba
Buumasaiite ¢ PeangupoH:

Ako usnonseare gpyru nekapcrea
Mon#a, vHpopmupaiiTe Bawuna nekap vnn dapmaie
HacKopo Apyru nekapcTsa, 40Py 1 TakuBa, KOUTO HE 13

Ako umaTe cbpAedHO-cbaoBo 3abonABaHe. PeangupoH MoOXe Jda N[pu4vHK
ChpAe4Ha 3apUTMUSA. AKO Ce MOSBAT HEXEenaHW IEeKapCTBEHM pPeakuMn Wnu
cbeToaAHveTo By ce Browum, posvpoBkaTa Tpabsa ga ce Hamanyu HanooByHa Unu
nevYeHUeTo Aa Ce NpeKpaTy.

Ako mMaTe HapylweHn yHKUMK Ha LIEHTpanHaTa HEpPBHA CUCTEMA Ce NpPenopbLYBa
BHUMATENHO NpocregasaHe Ha HepBHO-NCUXUYHATa AeHOCT. PeanaupoH Tpsabea
fa ce npunara BHMMaTENHO NPW MauMeHTH, NPY KOUTO & HabniwoaasaHa CKIIOHHOCT
KbM camoyOuicTBO.

AKO MMaTe NOTUCHAaTa KOCTHO-MO3bYHA hyHKLWS. Torasa € BaXKHO fa ce Hanpasu
fTbITHa KPbBHA KapTuHa.,

AKO cTe npegpasnonioxeH KbM aBTOMMYHHW 3aDonsBaHusA, Thi KaTo MOXe fa ce
IOBULLM BEPOSATHOCTTA OT roseaTta Ha T1e3W 3abonsAsaHWA. Tosa ce ObiKM Ha
UMYHOCTUMYNMpaLLaTa akTUBHOCT Ha PeangupoH

AKO nmate HapyleHy 6e6peyHa, KOCTHO-MO3BYHA Wik YepHoAPobHa dyHKUMN.
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JNekapcTBEHOTO BELLECTBO MHTepdepoH anda notucka metabonuama Ha TeodunuHa nm
HamansBa U3NbYBaHETO MY OT opraHuama. BsauMoaeicTBUeTo Ha uHTepgepoH ¢ fpym
NEeKapcTBEHN NPOAYKTU HE € HambiHO YCTaHOBEHO.

PeangvpoH He TpsGsa ga 6bae cMmecBaH C SPYyrv NMEKapcTBEHW MPOAYKTW, OCBEH Cbe
CTEPUNHA BOAA 32 NHKESKLMU.

BpemeHHOCT

MNMocbBeTBaiiTe ce ¢ Bawwun riekap vny apmauesT Npeav a B3eMeTe KakbBTo Y Aa Guno
TieKapcTBeH NPOAYKT.

Mbrke 1 )eHU nekyeaHu ¢ PeangupoH Tps®Ba fa usnonssart eguxacHa KoHTpauenuus.
PeangupoH ce npunara fo Bpeme Ha GpeMeHHOCT camo, ako mosisaTa 3a Maikata
onpaeAaBa noTeHUMantHnsa puck sa nnoga.

Kupmene

MocbBeTBaliTe ce ¢ Balma nekap nnu gpapmalesT Npean Aa B3eMeTe KakbBTo U Aa burno
JieKapcTBeH NpOoAYyKT.

He e usBecTHO fanu PeanaupoH ce oT4ena B MaiuuHOTO MRsAKo. NpeaBua BaXHOCTTa Ha
NPOBEKAAHOTO NeveHWe 3a Maiikarta, Tpabea fa ce NMpeLieHn gamu Aa ce mnpexpatu
KbPMEHETO UM NPUMOXEHUETO Ha FIEKaPCTBEHNSA MPOAYKT.

Heua: Ynotpebara Ha PeangvpoH npu fela He e NpoyYeHa n ONUTLT @ OrpaHnyen.

lodupaHe u paboTa ¢ MallMHN
He BuBa ga Wwodupate Unu aa paboTMTe ¢ MalikHK, 3aLOTO flieueHueTo ¢ PeangupoH
MOXe Aa JoBefie A0 CBLHIMBOCT, cnabocT unv yMopa, KakTo ¥ 4a NoBMnusAe cKopocTTa Ha
peakpure By, ToBa 3aBucy KakTo OT [osara K CXemarta Ha neueHue, Taka u ot
VHAVIBMAYanHaTa qyBCTBUTEHOCT.

do3upoBKa
BuHary npunaratite PeanfvpoH TOYHO Cnopef VHCTRYKUMiTe Ha Bawws niekap.

ObuvalibuTe A03MPOBKK ca:

Xporuden xenamum B: [JosupoekaTta e 3 - 6 MunmoHa IU, Tpy mbTK ceaMUYHO 3a 24
ceamuu. ObukHoBeHo PeanpupoH e edbekTueeH nNpes NepsuTe 12 cepMuuy, HO 3a Aa ce
MOCTUrHe AbLAroTpacH edexkr neveHueto TpabBa ga npogvivkk 24 cepmuuw. Ako
KMHUMHATE CUMOTOMM W UnK GUOXMMUYHMTE MapameTpy Ha KpbBTa He ce mopolpAr,
nevenvieTo ¢ PeananpoH Tpsibea Aa ce npekpati.

XpoHuuen xermamum C: [oswpoexata e 3 munvowa U Tpn nut CeAMUYHO B
MpoAabMxeHve Ha 24 ceamuuys. OBukHoBeHO PeanavipoH e edekTnseH npes Nbpaus 12-
ceaMuueH NepuUoA, HO 3a fa ce MocTirHe AbfroTpaeH edekt Peanaupot Tpatsa Aa ce
npurnara 24 ceamuumn. AKO crnief 4 cegMuHHO revyekne ¢ PeangupoH fsasmeHara ALT
aKTUBHOCT He Hamarnee ¢ 50%, gosara Tpabea fa ce y Ho-GaMUAIvioHa 1U, 3 neTne
ceaMudHO. Ako cries 12 cegmMuuv npusioxeHve nuncs fe_t’r_el;lyrem ¢ PeangupoH
TpsiBBa aa ce npexparti. \‘i@,
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Kocmvamoknemb4yHa neeremust. 3 wmvnuoda IU pgHesHo. Cned nocTturane Ha

XeMaTofnoryiHa PeMUCKs ce Npunara NogaLPXallo fevehne ¢ 4oaw or 3 munuoxa IU, 3
MBLTH CEEMUYHO.

XpoHu4Ha MuesioceHHa Jieskemus: 9 munmoHa IU gueeHo. Cneg nocruraHe Ha
XeMaronoruyHa pemMucua ce npunara noaabpXawo neveHve ¢ 9 mvnmoda U, 3 bty
CEAMUYHO, .

Bnbpeyden kapuunom: 18 munuona IU, 3 nbtm ceamuuHo. Han-vecto nogoBpenue
(vacTyHa wnuv NunHa perpecus Ha meTacTasuTe) ce noctura cnep 8 go 12 cegmuuum
nieyeHre unu gopu no-kecHo. lpr Hannuve Ha pesyntar € Heobxoanmo No4obpiKallio
neyenue B Ao3y oT 18 mummona IU, Tpu nbTH ceamuyHo.

Cenp3aH cbe CITNH capkom Ha Kanowu: 36 munvioxa IU gnesHo. PeangupoH Tpa6ea
fa 6bpae npunaraH JoKaTo MMa SoKalaTencrsa 3a nporpeckst Ha 3abonseaHeTo, vnu He
ce NoABAT CUMNTOMU Ha HernoHocumocT. lNpu Hanudue Ha pesynTar e Heobxoaumo
NoANBPXKAWO NedeHne B gosmn oT 18 munmona U, 3 nbTy ceamuyHo.

Koxxnu T-wnemwyuHu numcomu (Mykosuc dyHrovgec unv cuHgpom Ha Cesapu): 18
munvoHa IU gHeBHO. JleueHneTo npoabibKara, AoKATO UMa JoKasaTerncTsa 3a 3abasaqe
pasBUTNETO Ha BONECTHWA NpoLec.

MemacmamuydeH ManuzHeH MeJsiaHomM: 3a NeyeHMEe Ha MeTacTaTMYHUSE MEnaHoM
gosata e 18 munuoHa IU aHeBHO, [0 NOABa HA TepanesBThdeH eqieKkT, cnen KoeTo ce
npoeexda noaabpKawoe nevenve 8 fo3n ot 18 munuona IU, 3 nbTu ceamudHo. 3a
afBaHTHa Tepanva Ha ManurHeH MenaHoM crief XuMpyprivecka Hameca (gebenvnHa Ha
Tymopa >4,0 mm), posvposkata e 18 murmona IU, 3 nbTM cegmuuHO AoKaTo uma
nokasartencrtea 3a 3abaBsHe Ha OonecTHus npouec. Toea yAbmKaBa peMucUaTa W
npoObibkUTENHOCTT2 Ha XvBoT. lNpyu nauvenm ¢ Tymop 1.5-4.0 mm gosuposkaTa e 3
munuoHa IU, Tpy METU CeAMUYHO.

Ako cTe 2abpaeunu ga npunoxure PeanaupoHx

MpunoxeTe PeanavpoH BegHara, korato ce ceture. He npunaraiite ABoiHa [03a, 3a Aa
3aMeCTUTe nponycHaTaTa. lpogbKeTe SIEHYEHNSTO CBINACHO MHCTPYKUMuTe Ha Bawwus
nekap. KoHcyntupaiite ce ¢ Bawua nekap wnn apmalesT, KoraTo He CTe CUrypHu.

HaunH Ha npunoxeHue

PeanaupoH

C nomolTa Ha CTEpwuriHW CIPUHLIOBKa K UIma, uHxeKTupaiTe 1 ml Boaa 3a UHXeKUuu
BLB (hrIaKkoHa, KOWTO Chabpxa niopunusnparara cybcTaHUua. PasknaTeTe neko, 3a aa
yrecHWTe MLIHOTO pasTBapsHe Ha cybcTtaHumAta. He TphckaiiTe rpybo cnakonal
Cneg, TOBa pasTBOPBLT C& M3TEITNA CbC CMPUHLIOBKATA U C& MHXEKTMPA MYCKYIIHO unv
FIOAKOMXHO.

PeanaupoH onaxoBka
Peangvpor ce npeanara B KapTOHEHa KyTWA, Chabpxawa 5 driakoHa 1 SIMCTOBKA 3a

ity

nauvieHTa. ot ;.;__4_:"-'."\\.\
PeanglpoH ce npefinara B KapToHEeHa KyTUA, CbObPX naKOI‘[::[/I* NCTOBKZ 3a
naygvieHTa. ;



AKO ¢Te NpusIoXUnu noeeue PeanaupoH, OTKOSIKOTO Tpabaa

Hsima choBlyeHus 3a Npeao3npaHe, Ho NoBTapsluTe Ce roniemMi 1031 UHTepdepoH Morat
Ha 6vpaaT cebp3aHn ¢ gbnBoka NeTaprusd, yMopa, NpocTpauus U xoma, Tesn naumeHTy
TpsbBa pa 6waar npueTy B OonHuua 3a HabmogeHue M MOAXOAAO NOAABPKALLO
nevexue.

BBb3MOXHM HEXENaHW JISKapCTBEHU peakLum

Kato BcudKM nekapcTea, PeanavmpoH MOxe Ja NpegusBuka HekenaHu nekapcTBeHU
peaxumu.

Hexenanvte nekapcTBeHU peakuuu, npyryuHeHn ot PeanaupoH ca OTHOCUTENTHO Neku u
OBUKHOBEHO M3YE3BaT HAMBNHO CMes NpeKpaTaBaHe Ha NeYSHUeTo.

OcHosHu cumnmomu: Hal-uecTUTe HeXenaHy feKapcTseHy peakumu ca “rpunonogobHu”
CUMMTOMI KaTo MOBULLEHA TEeMNepaTtypa, HacTuHKa, ymopa, Bonku B KOCTUTE, CTaBH
Gorkt, MyckynHa Bonka, rnasoBornue W ovHa Gofika, M3rNOTABaHE, 3amMasHOCT. 3a
oBfeKMEHME HA TE3N CUMNTOMI MOXE [ia C& M3on3sBa napaueTtamon (aueramMuHohen).

CmomawHo-4peseH mpaknm: MoraTt ga ce nossst 3aryba Ha aneTuTt, rageHe, noppbilare
W Avapus, 3arnek, nNpomsaHa BLB BKyca, CyxoTa B ycrarta, 3aryba Ha Terno, neka
abaomuHanHa 6onka.

Yepex dpob: Tpy Hakou nauueHTy e HabriiogaBaHa nexa pepykuust Ha HAKOW napameTpu
Ha 4epHogpoByaTa (hyHkUmA. TA 0BMKHOBEHO u34esBa Npu HamansBaHe Ha [osata u
NpekpaTABaHe Ha NneveHneTo.

LienmpanHa HepsHa cucmema: HeoGuualitn ca 3aMasHOCT, 3pUTESHU CMYLLEeHMS,
MOHWKEH NCUXWYEH CTaTYC, HapylleHWs B CbHA, PascesHOCT, HanpeXeHWe, HepBHOCT,
arpecvBHO noBefeHue, eydopusa, Aenpecua (B Kpaa wWa redeHneto). CyulmaHo
NOBEAEHIE M TEXKKA COMHOMNEHTHOCT Ca PALAKO CPELAHN YCIIOKHEHUS.

MepuchepHa HepsHa cucmema: TloHskora ce NOABABAT W3TPBLMBaHe, CKOBAHOCT,
HeBponarus, cbpHex u Tpemop.

Cupdeyno-chdosa U Ouxamenna cucmema: [lyncosata 4ecrota ce nokadea B
33aBUCMMOCT OT Temnepatypata. Morat ga ce nosBAT MPEXOBHW XWMOTEH3UBHW U
XUNEPTEH3VBHY ENU304K, KaKTo 1 apuTMuA. Pako ce Habniopaeat kpaTkoTpaiitn Gonkw B
rbpanTe.

Psigko ca Habmioflasany Kawnvua v nex sapyx. CvoflyaBa ce 3a pefxu cnyyau Ha
BenoppobeH eneM, MHEeBMOHWA, CbPASYHO-CHAOBY UHLMASHTH, NCXeMUA Ha CbPUETO U
MWUOKapLeH UHapKT.

KpweomsopHa cucmema: Moxe fia ce Habmogasa fieko yBenuueHme Ha 6poa neskounTy,
TpoMBouUTY U rpaHynouuTy. OBUKHOBEHO TO MSYe3Ba, KOrato fosara ce Hamanu nuiu
NEYSHNETO CE MPEKpaTi.

Koxa: Moxe pa ce Habnioaaea sary6a Ha koca. ToBa e BpeMeHHO siBfieHne 1 0T3By4aBa C
HamansBaHe pfosara Ha PeangupoH. CuobliaBa ¢e 32 HWUCHK FAPOLEHT aneprindHy
peakuun. B Hsikow criydau ce Habnioaaeat peaklini B MACTOTO Ha annukauma (yGoxpaHe)
AHmu-unmepcpepor anmumena: TIpW HAKOW NaUMEHTU & BE3MOXHO Aa ObAat OTKPUTY
aHTUTENa KbM BCUYKM  UMHTEpGEpoHK, HesaBucUMO fJann _ca npupoanu Wi

-

peKkoMBUHaHTHU.

Ao 3abenexnTe HAKaKeY HeXeslaHu fiekapcTBEeHU peak
Ta3n nucToBKa, MOns yeegomeTe Bawwma nexap unu dap



- CbXpaHeHue Ha Peangupod
Ia ce cbXpaHsBa Ha MSACTO, HEQOCTBLNHO 3a Aeual
[a ce cuxpaHsBsa npu Temnepatypa ot 2 go 8 °C (B xnagunHmk).
[a He ¢e sampasaABa.
Ia ce naan ot cBeTnunHa.
Jla ce cbxpaHsaBa B opurMHanHara onaxkoeka.
[a He ce usnonsBa cneg nsTndaHe cpoKa Ha rogHOCT, 03HAUEH BBPXY Onakoexara.
MNpenopbuntenHo e PeanaupoH aa Gbae 13nonssaH BegHara crneji pasteapsaHe.
PeangupoH He TpAOBa Aa ce u3nonsea, ako sabenexure, Ye pasTBOpPLT € MbTEH U Uma
yTalka.

OnakoBka
PeanpupoH ce Npeasnara B KapToHEHa KyTus, cbabpxalla 5 ¢hnakoHa 1 MCTOBKa 3a
flayvieHTa.
PeangvpoH ce npegnara 8 KapTOHeHa KyTWs, cbabpialla 1 donakoH v jNCTOBKA 3a
nauveHTa.

Hata Ha nocnegHo U3faxkue Ha NUCTOBKaTa
Mapt 2004




