BEL-PIL-03

DOYAAO OAHI'IQN XPHXHX: IAHPO®OPIEX I'TA TO XPHXTH
Belifax 20 mg/cap yootpoavOekTikd KooK, GKANPG
Opempaloin

Awpdaote TPOoEKTIKE OLOKANPO TO @OVALO 00NYIOV YPNONS TPV OPYIGETE VA
APNOYOTOLEITE AVTO TO PAPUAKO, OLOTL TEPLAAUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUC.

DdurdEte avTd TO EUALO 0dNYIDV Ypione. Towg ypelaotel va to dwfdocete Eava.

Edv éyete mepartépm anopiec, potNoTe TO Y10TPd 1 TO PAPLOKOTOLO GOG.

H cvvtayn yw avtd to @appoko yopnyndnke amokielotikd yuo. cog. Aev mpémel va
dMOETE TO PAPUAKO G€ GALOVG. MTopel va Tovg Tpokarécet BAAPT, akoua Kot 6Tav To
cuumTOpaTo TG acbéveldg toug etvar ida pe Ta S1Kd oo,

Edv mopoatmpnoete kamowe oavemBOUNTN eVEPYELD, EVNUEPOOTE TO YWOTPO N TO
(QOPUOKOTTOLO0HG. ALTO 1oyVeL Kol Yo, kGBe mboavn oavemBountn evépyelo mov dgv
avaPEPETAL 6TO TAPOV PUALO 00N YLDV YprionG. BAéne mapdypago 4.

T epréyel 1o Tapov QOALO 00N YLOV:

oM E

1.

T givan To Belifax kot oo givar 1) yprion tov

T npénel va yvopilete mpiv Tapete o Belifax

i va mapete To Belifax

[MBavég avemBounteg evépyeteg

o vo puidooete To Belifax

[epreydpeva g cvokevaciog Kot AOTES TANPOPOPieg

T givan To Belifax kon wowa givar 1 g pon tov

To Belifax mepiéyel ™ dpoaotikny ovsia operpaloin. Avikel o pio ouddo @apuaKOY TOL
KOAODVTOL «OVOGTOAEIG TNG avTAlog TPOTOVIDVY. AEITOVPYEL LEIOVOVTAG TNV TOGOTNTO TOL
0&£0G oL TTaPAyEL TO GTOUGYL GOGC.

To Belifax ypnoonoteiton yio vo Bepamedost Ti¢ axdA0v0ec KATAGTAGELS:

e eVAAIKEG:

Taotpootcopayikn modvdpopkr voco (I'OIIN). Avtiy mpokdmtel Otav JaPedyEL TO
0&0 amd T0 GTOUAYL OTOV 01G0PAYO (TO COANVA OV GLVOLEL TO AUIUO LE TO GTOUAXL
00,G) TPOKOADVTOG TOVO, PAEYLLOVT KOl KOOGO GTO GTOUAYL.

‘EAkn o10 av®dTEPO TUNHA TOL €VIEPOL (DMIEKOOUKTUAKO EAKOG) 1| OTO OTOUAYL

(YaoTtpikd AK0Q).

"EAkn mov poAdvovtor amd Paktiplo mov koiegitar «EAucoBoaktnpidio tov [Tvimpovy.

Edv &yete avtiv v mabnon, o yatpds cag Ba cog xopnynoet emiong avtiPloTikd yuo
va Bgpamedoet TV HOALVGT KOl VO ETITPEYEL GTO EAKOG VL ETOVAMOEL.

‘EAxn mov mpoxorobvior amd @Aappoke mov koaAovvior MEAD® (Mn Xtepoegidn

Avtipieypovordn Pdapuaxa). To Belifax umopel emiong va ypnowomombel yio v
TPOAN YT TG OMLovpYiag EAK®V eav Aapupdvete MIAD.

Y7repPoiikn mocoTNTA 0££0G GTO GTOUGYL TOV TPOKOAEITAL 0TO OYKO GTO TOYKPENS
(ovvdpopo Zollinger-Ellison).

g moudidi:
o016 nhixiog dve tov 1 érovg kar > 10 kg

Taotpootcopayikn molvdpopkr voco (I'OIIN). Avti mpokdmtel dtav dapedyeL TO
0&0 amd TO GTOUAYL GTOV 01G0PAY0 (TO COANVA TOL GUVOEEL TO AULUO LLE TO GTOMAYL
G0C) TPOKAADVTAG TOVO, PAEYHOV KOl KODGO GTO GTOLAYL.

210 Toudld, TO CLUATMOUOTO OVTNG TNng Tabnong umopel va mepiiapPfdvovv tnv
EMGTPOPT] TOV TEPLEYOUEVOL TOV GTOUAYOVL OTO OTOMA (Ovaywyn), EUETO KOl OTOYN
npocAny” Papovc.

Houo16 ko Epnfor avw tv 4 €TV
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. ‘EAxn mov poidvovior amd To Poktipio mwov kaAeitor «Elkofaxtnpidio Tov
[MvAwpov». Edv 1o moudi cag €yl avtn v mdbnon, o yutpdg Gog Lrnopet va yopnynoet
emiong avtiflotikd yio va Bgpomevsel T UOALVOT Kol Vo EMITPEYEL GTO EAKOG VO
emovAwbel.

2. T npéner vo. yvopilete mpv mapete To Belifax

Mn ypnowonomeete to Belifax:

. Ye mepintoon oAdepyiag otnv openpaloAn 1 OMOOONTOTE GAAO OO TO GUGTOTIKA
OVTOV TOV PAPLAKOL (AVOPEPOVTOL BTNV TOPAYPAPO 6)

. e mepintoon allepylog 6€ PAPUOKE TOV TEPEXOVY AALOVS aVOCTOAEIS TNG avTAiog
TpoTovioV (T.Y. Tavtonpalodn, Aaveornpaldin, Tourenpaloin, ecopenpaloin)

. Y mepintwon mov AapPdvete pdpuaka Tov TepiEyovy veApvaBipn (ypnoiponotodvio

v HIV Aoipwén)

No unv AdPete 1o Belifax av kdmowo amd to mopomdve ioyvel yio ecdc. Edv dev eiote
Glyovpol, EMKOWWOVNOTE HE TO YWOTPO 1 TO QPOPUOKOTOLd GOC TPV YPNCUOTOU|CETE TO
Belifax.

IIposgidomou)oels Ko TPOPULAGEELS

AmevBuvbeite 610 Y10TPO 1| TO POPLOKOTOLO GOG TPV TApeTe To Belifax.

To Belifax pmopei va amoxpOyel Ta cvuntdpato GAAov acBevelidv. Qg ek TodTov, €Qv

Kdmowo amd to akdAovbo coc cuvéPn mpwv apyicete vo AapPavete Belifax 7 evd to

Aappdvete, ETKOVOVAGTE LIE TO Y1OTPO 060G Gpeca.

o Xdvete oD Papog ympic AOYo Kot £XETE TPOPANUOTO KOUTATOGTC.

"Exete ndvo oto otoudyt | dvemeyia.

Apyilete va kdvete gpetd Tpoen 1 aipa.

AmofdArete pavpo KOTPava (potoPappuéva KOTpava,).

Avtipetonilete cofopn M emipovn didppota, kabdg 1 opempaloin Exel cuvdedel e pikpn

avEnomn Aomdovg d1dppotags.

"Exete coPfopd nrotikd mpoAnpata.

o Edv eiyote moté deppotikn avtidpaocn HeTd amd Bepomeio pe OPUOKO TOPOUOLO UE TO
Belifax yia ™ peioon tov oféwv tov otoudyov.

o [Ipdkerton va vroPAndeite o kamola €101kY| apatoroykn e&étaon (Xpopoypavivn A).

Av Aoppavete Belifax oe poaxpoypdvie Bdaon (mepiocdtepo amd 1 xpodvo) o yotpd cog
mBavov va cag €yl Vo TaxTikn enifieym. [pémetl va avapépete 0moladNmOTE Kavovpylo Kot
0oVVNOIGTO CLUTTOUOTO KOL TEPIGTAUTIKG OTTOTE EMOKENTESTE TO YIOTPO GOGC.

H Myn evdg avactoréa avtiiag npotoviov 6mwg to Belifax, edwd yio mepiodo dve tov
evog €tovg, pmopel va ovénoel eloepdg Tov Kivouvo Katdypotog 1oyiov, Kopmoh Kot
oTOVOVAIKN G omAne. Evnuepdote 10 yiatpd coc av €xete 0ote0mdOpmon M €hv Taipvere
KOPTIKOGTEPOELDN (Tal om0l Umopel va avENGOLVY ToV KiVOUVO 0GTEOTOPMGNG).

Edv epoavicete depuatikd e&avOnua, 1dimg o onueion Tov déppoTog mov ektifevior oTov
NAMO, EVNUEPDGTE TO YIOTPO GOC TO GLVTOUOTEPO OLVATOV, KOOMG EVOEYETOL VO TPEMEL VAL
dwaxoyete ) Oepameion pe Belifax. Guunbeite vo avoaeépete emiong omoladnmote GAAN
avemBountn evépyela, 6TOg TOVOG GTIC apHpMOOELC.

Howowd
Mepikd mandid pe ypoviec mabneelc Umopel va ¥pelnctovy pokpoypdvia Bepaneio TopoAo TOL
dev gvdeikvutal. Mnv ddocete autd To EAppRoKo o mondld K4t Tov 1 étovg 1} < 10 kg.

Al @appoka ko Belifax
Evnuepoote to yuotpd M 10 QoploKomold oG AV TOIPVETE, EXETE TAPEL TPOCOATA 1| PUTOPEl
va TapeTe AAAA @appaKo. AKOUO KOl AVTA TOV oyopdleTe Ympic cuvTayn.
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Avtd mpémer va yivel yiati to Belifax umopei va ennpedoel Tov tpomo mov dpovv oplouéva
(QAPLLOKO KOl OPIGUEVE PAPHOKE UTOPEL Vo Exovv emidpacn oto Belifax.

Mnyv mdpete Belifax eqv Aappdvete pdppoka mov mepiéyovv veipvapipn (xpnoyLomolovvron
v ) Bepoaneio g HIV Aolpwéng).

Evnpepaoote to yiotpd 1 10 pappokomold cog edv Aappdvete onotodfmote amd To. akdiovOa

QAPLLOKOL:

o Ketokovaloin, 1tpaxovaldin, molakovaloin 1 Bopucovaldin (ypnoipomoodvior yio
Oepaneio TV HOADVEEDV TOL TPOKOAODVTAL 0O LOKNTEG).

o Aryo&ivn (ypnowponoteiton yo ) Bepaneia kapdokdv TpofAnudtov).
Awlendun (ypnotponoteital yio tn Bepameion TOL AyXOLS, Yo VO YAAAPDGEL TOVG LG 1|
oTNV TN Via).

o  davvtoivn (ypnowomoteitoan oty eminyia). Eav Aopfdvete gavotoiv, o y1atpdc cog
Ba mpémel va oag TapakolovBel Otav apyicete | otapaoete ) Aqyn Belifax.

o  ddppoka TOv YPNCUOTOVVIOL Yo VAL OpUDGOLY TO aipe cog, Onmg 1 Papeapiviy M

Aot avactoieic g Prrapivng K. [MBoavov va yperdleton vo cog mopakoAiovdel o

yTpdg oag otav Egkvnoete 1| otapotnioste va AouPdvete Belifax..

Pupapmikivn (ypnoponoteital yio va Oepamedoet tn puuatioon).

AtalavaBipn (ypnoonoteital yio va Oepamedoetl v HIV Aoipmwén).

TaxpdApovg (o€ TEPIMTMOGELG UETAUOTYKEVCTG OPYAVAV).

St John’s wort (Hypericum perforatum) (ypnoipomoteitor yioo va Ogpamevost Mmia

KatdOAym).

Y1ootaloAn (ypnoyomoteital yio va Ogpomenoel T SlaAEiTovsa YOAOTNTA).

Saxovwvafipn (ypnoomoteitor yia va Oepamgvoet tnv HIV Aoipwén).

Klomdoypéin (ypnoiponoteital yio va Tpoctatéyet omd 0poufoug).

EpAotvipmn (ypnowonoteitan yio tn Oepameio Tov kapkivov).

MebBotpe&d (va @approKo ynuelobepaneiog Tov ¥PNOIUOTOIEITOL GE VYNAES SOGELS Y10,

) Bepomeio Tov KOpkivov) - av maipvetre vymAn 60om pebotpeEdtng, o YTPOG GOGC

umopel va 6TOUATAGEL TPOoc®PVA T Bepaneio cag ue Belifax.

Edv o ywutpog cag odg yopnynoet ta avtiflotikd apofukiAdiviy kot khapiBpopvkivn kabng
kot Belifax yia vo Ogpanedoet €lkn mov wpokarodvtar amd porvven ue 1o Elkofaxtnpido
oV [ToAmpoD, eivar TOAD GNUAVTIKO VO EVIIUEPDGETE TO YIOTPO GOC Y10, OTOLOONTOTE GAAO
Qappoko Aappdvers.

To Belifax pe tpoon kot 70t
BA\éme mopdypago 3.

Kdnon, nraopég ko yovripdtnto

Edv eiote éyxvog M OnAdlete, vopilere Ot pmopel va egiote €ykvog 1 oyeddlete va
aroktioete modl, (nTote T CLUPOVAN TOL YTPOV 1] TOL POPUAKOTOOD GOG TPOTOV
TAPETE OVTO TO PAPLLOKO.

H opempaldin amekipivetar 6to untpikd yaia, aAld dev gival mbavo va ennpealetl To moudi
OTAV YPNOULOTOLOVVTOL BEPATEVLTIKES SOCELS.

O ywatpog oag Oa anopacicel av uropeite va mhpete Belifax eav Onialete.

OofyNon Ko YEPIGROS PNYAVILATOV

To Belifax givai aniBavo va exnpedlel tnv wavdtnta 0dnynong N xpNnong Kanowmv epyoieiov
N unyavov. AvemBounteg evépyeteg 0mmg (AN Kol onTikég dtoTopayéc umopet vo coppfoiv
(BA. mapdypago 4). Edv avtd copufei, dev mpémetl vo odnyeite N va, xepilecte unyavec.

To Belifax mepiéysl coxyopoln
Av 0 y10Tpdg 00G, oG EVNUEPMGE OTL EYETE dVGAVEEID GE OPIGUEVO, GAKYOPO, ETIKOVMVIGTE

3
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LLE TO YLOTPO GOG TPV TAPETE AVTO TO PAPUOKEVTIKO TPOIOV.
3. og va wapete To Belifax

[Tavtote va maipvete 10 @ApUAKO OVTO CVGTNPE GOUPOVO PE TIS 00T YIES TOV Y1OTPOV 1) TOV
Qoppakonolod cag. Eav éxete apeifolieg, potoTe TO Y10TPO 1 TO POPLOKOTOIO GOG.

O ywtpdg cag Ba cog meL TOGH KOyEKLo Vo TAPETE KoL Y10 TOGO KOpo Vo, To TaipveTe. AVTO
Ba e&apnBel and v Katdotaon cog Kot TNy nAio cog.

H ocvvietdpevn doon eivat:

Eviikec:
INoa ™ Bepancio Tov cvuntopdtov g I'OIIN 6noc 0 KAVGOS TOL CTOPGYOVL Kot 1)

avayoyn o&éog:

o  Edv o yotpdc cag £xel Bpet 0TL 0 cwAvog TG TPoP1g (01009ayog) £xEl LVTOGTEL EAUPPEG
BAdPes, n cvvictdpevny 0don eivar 20 mg pia eopd v nuépa yu 4-8 efdouddeg. O
YITPOG GOG UToPEl va oG el va TapeTe pio 66on tov 40 mg yia 8 emimhéov efdoudadeg
€GV 0 0100(PAYOG GO OeV EXEL AKOMO ETOVAMOEL.

e H cuvviotdpevn 86om UOALG 0 0160Qayog emovAmbel eival 10 mg pio popd tnv nuépa.

e Edv o o1c00ayog cag dev £xel vrootel PAAPN, n cvvniong doon eivar 10 mg pio eopd v
nuépa.

Mo ™ Bepomeio TV EAKAOV TOL AVAOTEPOL TUNHOATOS TOV EVTEPOV (OWOEKOOUKTLAIKO

é\Koq):

e H cvviotdpevn 06on sivor 20 mg pion opd v nuépa yio 2 gfdopddes. O yroTpdc Gog
umopel va 6og meL va mdpete v 1010 §6om yia 2 emimAéov fOoNAdeS av To EAKOG GG dgV
&xel emovAmOel.

o Av 10 éhkog dgv emovAmbel TANp®G, N dooT umopel va, avéndei ota 40 mg pio popd v
nuépa yio 4 efoopddes.

INa ™ Oepancio Tov £EAKOVG 6TO STOPA)L (YOOTPIKO EAKOC):

e H ovvictopevn d6on givan 20 mg pio gopd v npépa v 4 fdopddes. O yotpds cag
UTopEl va 6o¢ TTEL VoL TapETE TNV 1010 dOom Yo, 4 emmAéov fdouddeg av To EAKOC deV ExEl
EMOLAMOEL.

e Av 10 éhkog dev emovAmBel TANpwg, N doom umopel va avénbei ota 40 mg pio popd v
nuépa yio 8 efoopddec.

INa v Tpootacio amé ETAVERPAVIGT] OMIEKAIUKTUAKAV KOl YUSTPIKMOV EAKMOV:
e H ocvvietduevn oo givar 10 mg 1 20 mg pio popd v nuépa. O yrotpdg cog pumopel va
avénoet tn doom ota 40 mg pia eopd TNV NUEPQ.

INo ™ Bepaneio SwOEKASAKTUAKOV KOl YOSTPIKOV EAKMOV OV TPOKAA0OVVTOL artd MEAD
(Mn Xtepeocion Avriprieypovaron Pappoxa):
¢ H ovviotdpevn d6om givor 20 mg pio popd tnv nuépa yia 4-8 efoopddeg

Mo ™y Tpdinyn 0MOEKIOOKTUAIK®OV KUl YOOTPIKAOV EAK®OV av ntaipvere MXAD:
e H ovviotdpevn d6on eivar 20 mg pion popd Ty nuépOL.

Mo ™ Bepancio eEAkdV OV TPOKUAOVYVTOL 0éd polvven amd to Elkofaxktipioro tov

MvA®pod Kot ylo VoL amoTPamEl 1) EMOVEUPAVION:

e H ouvviotdpevn d6om eivon 20 mg Belifax 600 popéc v nuépa. yio pia efdoudoa.

e O ytpog oag Ba cog mel emiong vo Tapete dVO avTIPLoTiKG HeTaEd TG apoEVKIAAIVIG,
g KAapidpopukivng kot Tng LETPovIOa OANG.
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IMa ™ Bgpancio T Tapovsiog HEYEANC TOGOTNTAG 0EE0G GTO GTOWAYL TOV TPOKAAEITAL OO

6yxo 670 aykpeag (6vvopopo Zollinger-Ellison):

¢ H ovvioctdpevn d6on eivan 60 mg kabnpepivd.

e O ywtpdc cag Ba mpocoppocel ) 060N avdAoyo UE TIC avayKes cog Kot emiong Oa
OTOQUCioEL Y10, TOGO KO1pd Ba YpelaoTel Vo, TAPETE TO PAPUAKO.

Xprjon og Taudid kor gprfoug:

Mo ™ Bepancio Tov cvuntopdtov g I'OIIN 6noc 0 KAVGOS TOL CTOPGYOVL Kot 1)

avayoyn o&éog:

o [lodd dveo tov 1 €t0vg KO pE Papog copatog peyordtepo and 10 kg umopodv va
népovv Belifax. H d6on ywa ta moudid Pacileror 610 Pdpog tov moudod kot o yiotpog fa
OTOPUCIoEL TN CMGTN dOOT.

Mo ™ Bepaneio eAk@V oV TPpoKaroOVTOL 06 pordveels amwd To ElMkofaxtnpiowo tov

Mviwpod Kot ylo vo amoTpamel 1) EMOVEUPAVION:

o [lodd dvo Tov 4 etdv pmopotv va mdpovv Belifax. H 660 yia ta moudd Pacileror oto
Bapog Tov Ta1d10v Kol 0 YoTpog o amopacicel T 6ot d60.

o O ywtpog cag Bo yopnynoetl emiong 600 ovTIPlOTIKA Yoo TO TAdl GOg OV KOAOLVTOL
OPLOEVKIAATYT Kot KAapiBpopvkivn.

ANy”N VTOL TOV PUPRdKOV

e XuvioTdTol VO TOAPVETE TO KAWEKLO TO TPOL.

o  Mrnopeite va ndpete ta kayakio Lol pe @ayntd N 1e GO0 GTOUMYL.

o Karamigite Ta koydkio oOAOKANPO PE UIGO TOTAPL VEPO. M1 LACAETE 1) OATE TO KOWAKILOL.
AVTO yiveTan ML ToL KOWAKLY TEPIEXOLY EVIEPOIOAVTA KOKKi Tl omoia epmodilovv o
eappoko vo dlaomactel amd To 0&éo Tov oTopdyov. Elvar onpoviikd va  unv
KOTOGTPAPOVY TO KOKKIOL.

T va kévete o€ TEPITTOOGT MOV £6¢IS 1] TO TANdL GaS £YeTe MPOPANUA 6TO VO KaTAMEITE
TO, KOYAKLO
Edv eoeig 1 to Toudi oG Exete TPOPANUO. GTO VO, KOTOTIEITE TO KON AKLOL:
- Avoifte T KOwAKlo Kol KOTOTLEITE TO TEPLEYOUEVO AUECH LE GO TOTNPL VEPO 1)
ade1doTe TO MEPIEXOUEVO GE Eva TOTHPL vePO (0L aePLovyo), o€ Kdmolo 6Evo youd
@POVTOVL (7., UNAOL, TOPTOKAALOD 1 AVAVA) 1| GE KOUTOGTA UNAOV.
- Iévta avadevete to piypo axpipag mpv to meite (to piypo 6e Ba elvar dawyec).
21 ovvéyelo TielTe To piypa apécmg N péca og 30 AemTa.
- Toa va giote ciyovpol 0T HmaTe OAO TO PAPHOKO, EETADVETE TO TOTHPL TOAD KAAG,
pe piod Totpt vepd kot mieite 10. Ta oteped KOUUATIO TEPEXOVY TO PAPLOKO — [N
TO, LLOLOT|GETE 1| TO. GTACETE.

Eav napete peyolvtepn d6on Belifax amd v kovoviki
Av mapete mepiocotepo Belifax and avtd mov oag cuvésTnoE 0 Y1I0TPOG GG, ENKOVOVAOTE
LLE TO YLOTPO 1| TO PUPLOKOTOLO GOG AUETO.

Eav Eeyaoete vo napete to Belifax

Av Egydoete va mapete pio d6om, mhpte TV POALG To Bupunbeite. Qotoc0, av TANc1Alel N dpa
Yoo TV emduevn 066m oag, mapoAeiyte T Yauévn 600m. Mnv mipete SmAn 600M Yo va
avamAnpooete T 600m o Eeydoarte.

Edv etapaticste va moipvete to Belifax

Mnv otauatioste va maipvete 1o Belifax ympic va pilnoete npdta pe to yatpd 1 10
(QOPLOKOTOLO GOG.

Edv &yete meprocOTEpEg EPMTNGELG GYETIKA LLE TN XPNON CVTOD TOL PUPUAKOV, POTNOTE TO
Y10tpd 1 TO PUPLLOKOTOLO GG,
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4. IMBavic avemBounTeg evépyereg

Onwg 0ha ta @dppoka, £I61 Kot avtd T0 GApUOKO pmopel va mpokaAécel avemBounteg
EVEPYELEG AV KOl AVTEG deV TapoLGtdfovTal ae OAOVG TOVG OVOPAOTOVG.

Eév ntapatnpioere omoradnmote amwd 11 ak6Lov0es omdvies adrhd coPapés avemBounTeg

gvépyeleg, otapatiote TNV My Belifax kol emkowvovijote pe évay Tiatpd apéonc:

o FHaevikdg cuptyHos, TPNEWO TOV XEMMV, NG YAOCGOS KOl TOV AULLOD 1 TOL COMUOTOC,
e&avonpua, Amobupia 1 Suokoiio otnV KoTdToon (coPapr| oAAepykn avtidopaom).

e Kokkivicpa oto 8épua pe @Aloxktawves 1 Eepiovdiopa. Mmopel emiong va vmépyovv
QADKTOVEG Kol opoppoyics 6T ¥EiAle, TO HATIO, TO GTOUM, TN MOTN KOl TO YEVVNTIKA
opyava. Avtd pmopel va givar «ovvdpopo Stevens-Johnson» 1 «to&ikn emdeppukn
VEKPOALOT.

e Kitpwvo déppo, oxovpo ovpo Kol KOT®GN TO Onoie. Umopel Vo €ivol GLUTTOUOTO
NTATIKOV TPOPANUATOV.

Aldeg avemBOuNTES EVEPYELES TEPLAOPPAVOLV:

Yuyvég (mBavov va emnpedoovy €ng 1 ota 10 dropa)

o Kepaiodyio.

o Emdpdoelc 610 oTOUd)L | 0TO £VIEPO: dLAPPOLN, GTOUAYIKO GAYOG, SVOKOIAOTNTO, AEPLOL
(pnetempiopodg).

e AiloOnpa adwbeciag (vovtia) 1 £petog.

‘Oy1 ovyvég (mBavov va, emnpedoovy péypt 1 ota 100 dropa)

[IprH&uo ota O Kot TOLG AGTPUYAAOVC.

Awotapayéc tov vrvov (abmvia).

Z6An, aicOnua eayodpag Gov LOPUIYKIAGHO, DITVIALC.

AicOnuo meprotpoeng (iAtyyoq).

AMaYEC OTIG QOTOAOYIKEG EEETAGELG TTOV EAEYYOLV TTMG AELTOLPYEL TO MTTap.
Agppoticd eEavonua, apopeo e&avonua (koywéin) Kot oyovpa.

I'evikd aicOnua adrobeciog kot EAAENYNC EVEPYELNG.

Yaavieg (mboavov va emnpedoovy péypt 1 ota 1.000 dropa)

e Ayatoroywkd mpoPAnpate 6nme HEIUEVOS aplOudg AEVKOKVTTAP®V KOl OLOTETOAI®Y.
AvT6 pmopel vo TpokaAécsl advvapio, peAGVIaoUo, 1 va Kavel To TOoVES TIG LOADVGELC.

o Alhepyikég ovTIOPAOCEL;, UEPIKEC @opéG TOAD coPapég, ocuvumeptlaufovousvon
npn&ipatog ata xein, ™ YAOCOH Kot TO AAUO, TUPETO, GUPLYUO.

o  XaunAd emimeda vatpiov 610 aipa. Avtd umopei va TpokaAécel advvapio, UeTd Kot

KPGUTEC.

AloOnpua tapoyng, ovyyvong 1 katdbiwyme.

Alhayég otr yevon.

[poPinparta dpacng 6mwg aumn d6pac.

Haevikn aicOnomn cuprypo 1 EAkenyng avacog (Bpoyydomacuog).

Enpooctopia.

DAeypovn 6T0 E0MTEPIKO TOV GTOHOTOC.

Mia poéAvven mov KoAgiTol «KovTvtioon» 1 omolo pmopel va exnpedostl To £VIEPO Kot

TPOKAAEiTOL OO PLOKNTAL.

e Hnotikd mpoPfAuota, copmeptlopuBavopévon IKTepov 7OV UTOPEl Vo TPOKAAEGOVV
KiTpIVO déPLL, GKOVPO 0VPA. KOl KOTIMOT.

o Anoielo poAlov (ahomekio).

o Agppotikd eEavOnuo kotd v ékbeom otov HAL0.



BEL-PIL-03

o [I6vot otic apBpwoeig (apBparyia) 1 OVOG 6TOVG HUG (Lvodyia).
o YoPapd veppikd tpofAnpata (SLapuecn VEPPITION).
o Avénuévn epidpwon.

IToA¥ emavieg (mbavov va emnpedoovy péxpt 1 ota 10.000 dropa)

e Mertaforés otov aplBud  kuttdpov  oto  aipo  cvopmeptlopfoavopévig g
OKOKKIOKLTTOPOLiOG (EAAELYM AEVKADV aLOCOUIpimY).

e Embetikomnto.

e  Opaon, aicOnon N axon Tpayudtov Tov dgv vITapyoVV (YELOUGONGCELS).

o Yofapd nmotikd TpoPfAnuato Tov odNyodV GE MTOTIKY OVETAPKELD Kol QAEYUOVH GTOV
eYKEPOO.

o Hoaopvikn évapén coPapov eEavOnuatog | pAVKTAivoon 1 EEPAOVIICUN TOL SEPLATOC.
Avto pmopel vo cvvdéetar pe vYNAO TVPETO Kol mOVO OTIS apBpdcelg (TOADLOPPO
gpunpa, ocvbvopopo Stevens-Johnson, TOEIKN EMOEPUIKT VEKPOALOT).

e Mvikn advvapia.

o MeyéBuvon tov otbovg 6ToVg GVTpEC.

Mn yvooTig (n cuyvotnTa dev pumopel vo ektiun el pe faon ta dabéoiua dedouéva)

o  ®Dleypovn oto €viepo (ov 0dnyel o didppoia)

o Av hopBavere Belifax mepioodtepo and tpeig univeg, sivar mbavo va TEGoVV To. EMInEd
payvnoiov oto aipa cag. Ta younAd emimeda payvnciov Umopodv vo EUPAVIGTODV ©C
KOO, AKOVGLEG HVTKEG GLGTAGELS, OTOTPOGAVOTOAMGUOS, oacpol, COAN 1 avEnon Tov
Kapdtokod puOpod. Edv éxete omol0dnmote amd ovTd To GUUTTOUATO, TUPUKOAEIGTE VoL
EVILEPMGETE TO YOITPO o0¢ apécms. Ta yaunid eminedo poyvnoiov pmopel emiong vo
00N YNoOVV GE o HEIMON TV EMTESOY TOL KaAlov 1 TOL aofectiov 6To aipa. O yotpog
c0G UTopel Vo AmoQocicel Vo KAveTe TAKTIKEG eE€TAGELS ipaTog Yo va mapoKolovbel Ta
enineda TOL poyvnoiov.

o E&4vOnua, mbavov cuvodevdpevo amd movo otig aplpdoels.

To Belifax pmopei oe mOAD omAViEG TEPUTTMOGES VO EMNPEAGEL TO. AEVKE OLLOGOOIPLOL
00N YMVTOG GE OVOCOOVETAPKELN. AV EYETE KATOO LOAVVOT] LE CUUTTOUATO OTMG TUPETO LE
cofapd eEacbevnuévn yeViKN KOTAGTAGN 1 TUPETO |LE GUUTTOUATO, TOTIKNG LOADVONG OTTMG
évo 610 GPEPKO, TO AUUO 1] TO OTOUA 1] OVCKOAIEG 0TIV 00PN oM, TPEMEL VO, GupPovAigvTeite
T0 ywIpd odg 000 WO OOVIOUE YIVETAL (OOTE 1 EAAEWYN AEVK®OV  OLULOCOOPI®V
(aKoKKIOKLTTOPOIULIC) VO UTOPECEL Vo omokAgloTel pe pio arpotoroyikn e&étaon. Eivan
OTUOVTIKO GE QTN TNV TEPITTMON VO, ODCETE TANPOPOPIES Y10 TO PAPLAKS CAG.

Avo@opd avemOdunTOV gvEpYELOV

Edv mopoatmpnoete kamoto avemiBountn evEPYeELn, EVIUEPDGTE TO YITPO 1 TO PUPLOKOTOLO
c0G. AvTo 1oyeL Kot yio Kabe mlavh avemBount evépyeia mov dev avaQEPETAL GTO TOPOV
@O0 odnydv xpnoms. Mmopeite emiong va avaeépete avembounteg evépyeieg amevbeiog
otov Efvikd Opyaviopud Gapudkev (Mecoyeiov 284, 15562 Xolapyoc, Abnva, Tni: + 30 21
32040380/337, ®a&: + 30 21 06549585, Iototonoc: http://www.eof.gr). Méom g avapopdc
avemBountov evepyeudv pmopeite va Bondnoete ot GLAAOYN TEPIGGOTEP®Y TANPOPOPLOV
OYETIKA LE TNV OCPAAELD TOV TAPOVTOG PAPHAKOL.

5. IIog va pvrdoocste To Belifax

To @dppoko ovtd mpénel va PLAGGGETAL GE UEPT TTOL deV TO PAETOLY Kal dev T0 OAvVOLV Ta
Toudd.

To ndpo g cvokevaciog mepiEyxel apuypavtkd pécso (Silica Gel) to omolo dev mpémel va
EPYETOL OE EMAPN UE TO OTOHOTIKO 1 PVIKO PAEVVOYOVO KO OAOKANPT 1] GUCKELOGIO TPETEL
VO PUAAGCETOL LLOKPLY aTd Tod1a.

No un ¥pnoomoleite avtd T0 PAPUOKO LETA TNV MUepounvio. AENG TOL avapEPETAL GTO
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KovTi peTd amd ) AéEn AHEH. H nuepounvia Aqéng eival n televtaio nuépa Tov Uiva Tov
oVOPEPETOL EKEL.

Mn gpuAdooete og Beppokpacio peyarvtepn tov 25°C.

Awnpeite 10 PLoAid0 KAl KAEIGUEVO Y10 VO TPOCTOTEVETAL OO TNV VYPUGIaL.

Mnyv metdte @dppoKo 610 vepd NG amoy€Tevons 1 ota owlakd amoppippata. Poteiote o
(POPLOKOTTOL0 GOG Y10 TO MG VO TETAEETE TO PAPUOKO. TTOV OEV YPNCUOTOLEITE 7. AVTH TaL
pétpa Bo fondncovv oty Tpoctacia Tov TEPPAAAOVTOC.

6. Mepreyopeva TG 6VOKEVLUGLUG KO LOUTEG TANPOPOPIES

T epiéyer to Belifax

e H Jpactiky ovoia eivar n openpaldin. Kdbe yaotpoovBextikd woydkio, okAnpod
nepi€yel 20 mg openpaloAng.

e  To dAla cvotatikd giva:
[epieyduevo: opaipidia cakyapolng, LOVVITOAT, S1PAcIKO POGEOPIKO VATPLO (AvVopo),
VIPOUEAAOL,  Adovpvrobeukd  varplo, moAivaibvievoyilvkorn 6000,  tdAkmg
kekabappévog, moavcopPikod 80, d1o&eidio tov trtaviov Cl 77891 (E171), cupmolvpepég
ueboxpoviikod o&éoc-a1fakpviikon eotépo [Eudragit L30-D55) (1:1) Dispersion 30%]
XvvBeon kevov kawoakiov: No 2 Flesh op./Choc. Brown op.
Oé&eidio Tov o1dnpov kokkivo Cl 77491 (EL72), di0&eidio Tov Titaviov Cl 77891 (E171),
wdwokappivn Cl 73015 (E132) (FD&C Blue 2), epvBpolivn Cl 45430 E127 (FD&C
Red 3), taptpalivny Cl 19140 (E102) (FD&C Yellow 5), (ehativn.

Epeavien tov Belifax ko mepreyopeva g cvekevaciog
Kovutl amd yaptovi mov mepiéyel TAUGTIKO QloAidlo 6to omoio mepiéyovion 14, 28 1 30
YOO TPOAVOEKTIKA KoyaKLo, GKANPE OV EXOVV KAPE POl YPOLLOL.

Mmropei vo, unv KoKAOQOPOLY OAEG Ol GUGKEVAGIEC.
Karoyog Adcrag Kvkiogopiog & Mapaockevaostiig

Karoyog Aderas Kvorxdopopiaog
INNOVIS PHARMA AEBE

A. MoapaBdvog 144

15351 IToAAfvn, Attikn

TnA.: +30 2162005600

E-Mail: info@innovispharma.gr

Hopaokevaotig
®APMATEN A.B.E.E
AEPBENAKIQN 6, 153 51, TAAAHNH ATTIKHZ

PHARMATHEN INTERNATIONAL S.A.
BIO.ITA.ZAIIQN N.POAOITHZ
OIK.TETPAI'QNO No 5, 69300, POAOITH

To mapov ¢vAro 0dNYLAOY Ypriong avedespOnke Yo TedevTaio popa otig 25-02-20109.
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