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OYAAO OAHTIONTIATON AZOENH

1.IPOZAIOPIZMOZ GAPMAKEYTIKOY NPOTONTOS

1.1 Ovopagia: Flusterix®

1.2 ZuvBeon: Apagrixi] oygia: Fusidic Acid.

Exdoya: Butylated hydroxyanisole, Cetyl alcohol, Glycerol, Potassium sorbate, Paraffin liquid,
Polysorbate 60, White soft paraffin, Purified water. )

1.3 Gapuakotexviki pop@ii: Kpépa yta deppatkn xprion.

1.4 Tepexnikdmra: 1grkpépag Flusterix neptéxet 20mg Fusidic Acid.

1.5 Nepiypugri-Zuokevaoia: KdBe Kout! neptéxet £va cwhvaplo and ahoupivio Twv 159 1 30g
KPENAG e BIBWT0 Kandxt aoparelag and oAuaBUAEVIO Kat UAND 0BNYIOV.

1.6 ®appakodepancuixi katnyopia: Avupiotid yia toruks xprion (ATC: DOBAXO01).

1.7 Kdroxoq ‘Adeiag Kukhopopiag yia EAAGSa kai Kinpo - Mopeokeuaoric:

1ASIS PHARMA

Aewo. dUNIG 137, 134 51 Kapatepd Atuknig, Tnh: +30210 2311031

2.TITIPENEI NATNQPIZETETIA TO ®APMAKO NOY ZAZ XOPHIHXE O ATPOS TAZ

2.1Tevikég NAnpopopicg

To Flusterix eivar éva aviiBoTikd Tiou MPOEPXETAL aNG T KaAMEPYE Tou pikuta Fusidium
Coccineum. “Exet évtovn aviyukpoplaxkn Spaon évavil evdg apBpol BeTk@v kard Gram
HIkpoopYaVIoRWY. Ot OTAQUAGKOKKOL, GUUMEPIAAUBAVOREVIV TV OTEAEX@Y TOU elvat avBekTKd
0TV TIEVIKAVY 1] kL 08 GAa avTBloTika efvat 1Btaitepa suaiodn o oto Flusterix.

H Bepaneutik anoteheopaTkGTITa Tou TOTIKG epappoldusvou Flusterix opeitetat ag’ gvig omv
VoV avtyukpoBiakr Tou Bpaom e Hikpoopyaviopols rou eival utielBuvol yia TV elpavian
Beppatikidy AotpdEEwY Kat ag’ ETEPOU TNV HOVadIKA KavETHTA auTol ToU avTBLoTIKOU va sl wpel
010 avenago Sépya.

2.2 Evieiteig

Beparneia aTagUAOKOKKIKAY AOHES MY TOU FEPUATOS KA BEPUATIKG AMOCTATA.

2.3 Avrevdeiteig

Avtevlelkvutat av glote aAhepyIkol 0T0 POUGIBIKG 0ED Kat Ta ahatd Tou 7 edv £xeTe Aofuwen and
QvBeKTIKOUG kpoopyaviopoUs, onwe 1 Pseudomonas Aeruginosa.

2.4 EIBiKE IpoQUAGEEIC Kl POSIBONON|OLIS KaTa Tr) Xprion

2.4.1levika:

e naparetagvn Xpron uropel va avarttuyBouv avBektikd oTeAsxn kpoBiov. Anarteital TIPOgoxn
va pnv €ABel og enagn 1o gappaKo pe Ta pdtia. H Toruki xprioy Tou eappdkou Ba ipénet va yivetal e
TIpoooXN Kal 0t akdywota, eikd o evOOVOOOKOHEINKOUS aofevelS yia T6 ¢6B0 avdrmTuing
QVBEKTIKWOV P0G TO QAPHAKD OTEAEXMDV TTAPUAGKOKKOU.

2.4.2 Xpiion katd TV eyKupootvy Kai 1o BnAaopd:

H aogdheta katd my sykupootvr kal 1o BAaopo dev £xst texumpiwdel. TupBoueutelte Tov yiatpo
004G NPV TO PN OOTOW0ETE.

2.4.3 Xprion ota naidid:

ZupBouheutelte Tov yiatpé 0ag.

2.4.4 Enidpaon o1y IKaveThTo 031ynong Kai XSIpIGHoU iyavipaToy:

Aevavagepovrat.

2.4.5 I810itepsg npo1donoifoelg yin ta nepiexGpeva ékdoya:

Aev avapépoviat 1Baltepes TPOEIBOTIOMOELS YIa TA NEPIEXOUEVT £KBOXA TIAY TV NEPTTTHOEWY
TIOU 0 a0BevIiG £XEt ekBNADOEL UTEpEUQIOBNOia 08 KATOLo and quTd.



2.5 AAAnAemdpaoeic pe Ghha pdpyaxa fj ougicg: EE
Agv avagEpoviat.

2.6 Aooohoyia:

H kpépa Flusterix epappoletal omy ndoxouoa meployr 2-3 @opés nuepnoing ywa repiodo 6xt
PEYCQAUTERT TV ETTTE (7) NUEPDY.

Mmope(va ypnoyloromel pe 1 xwpig entibeon. Me nideon poTeiveTaL o apat epapuoyn.

2.7 Ynepdooohoyia-AvrigeTomnion:

Aev avaggpoviar. e mepirtwon KaTaneong and AGBog e30momoTe ToV YIaTps 0ag.

TnA.kévrpou AnAnTnpifocwy +3021077.93.777

2.8 Timpénet va yvwpilel o0 noBeviig o¢ nepinTwon nou nupuleipel va ndpe kamoia 6on

Edv ripériet va AapBdvete 1o pappako ouvexds kat napaAeipete pia d6on, Ba ripgnet va ridpete m
860 auT| 10 GUVTOUGTENO BuvaToy.

Edv, ev To0ToLS, MANOIGZeL 1y Gpa yia my endpevn d6om, pn AaBete ™ déon nou rapakelparte, ahhd
guveyiote kavovikd m Bepaneia.

2.9 AvemBOpnTES SVEPYSIEG: ZTAVIA TOTIKES avTiBpaosiq unepeuatabnoiag, nou ekANAWVOVTaL te
m popn Seppartikol e§avBRuaTog kat epeBiaol oo oNielo EQUpHOYTS.

Avogopt avemBopnTwY EVEPYEIDY

Eav napampRosTe KAnowa averngupm vEpyeid, eviUEp®OTE TOV YIGTPO 1 T0 QaPUAKOToLd 1
TOV/TNV VOOOKGH0 0aC. AUTG (0XUEL Kat Yia KGBe ruBav) averubupnTn evépyela rou dev avagpgpetal
aT0 apdv GUANO 0BGV Xpriang.

Mriopeite emiong va avagépeTe averuBupnteg evépyeieg aneudelag :

- Ztov EBvik6 Opyavious Gapudkwv, Meooyeinv 284, 15562, Xohapyds, www.eol.gr.

- Tue Papuakeutikés Yrmpeoieg, Yroupyeio Yyefag, CY-1475, www.moh.gov.cy/phs,

Fax: + 357 22608649.

Méow e avagopac averu8ipnTwy eVEpYEL®V Uropeite va fonBrigete atr oUAAOYT NEPOOGTEPWY
TIMTPOPOPLOY OYETKG € TV APAEAELD TOU TAPGVTOC GAPUAKOU.

2.10 Hpepopnvia AiEne Tou npoidvog:

Avaypdgstar 0TV SEWTEPIKN Kal ECWIERIKN ouokeuaola. Ze TepimTwan Tou N nuepopnvia €xet
TIAPEABEL, NV XPrOWOTIOMJETE TO GAPHAKO.

2.11181aitepeq npoguAdEeic yia Tn @UiAagn Tou mpoidvrog:

H kpépa Flusterix puhdoaetal oe Beppoxpaoia <25° Cxat e xopo drou Sev undpxetuypaaia.

2.12 Huepopnvia eheutaiog avaBedprong Tou guAkou odnyicv: 01-2020

3. TAHPO®OPIEZ I'TATHN OPOOAOTTKH XPHZH TAN GAPMAKON

To pdppako autd 0ag 10 £YPave 0 Yatpeg 0ag POvo YIa T6 OUYKEKPILEVO aTPIKG aag rpaBAnua.
Aev Tipénet va 1o divete oe GARa dtopa i va To Xpriowomnotelte yia kanota GAAn raénon, xwpig
TIPOTyoULEVWS va EXETE auPBouAeuTe( T0 YIaTpo 0ag.

Edv katd ) ddpketa g Bepaneiag epgavioTe! kAmoto MPEBATHA LE T0 YAPUAKO, EVIHEPDOTE TO
YlaTp6 0ag 1| T0 PApaKoTow oacg.

EQv £xeTe onoladiroTe spwWTHATIKG Yipw ard Ti§ TANPOPOp{ES TI0U agopolv T0 GApyaxe oy
AapBavete 1) xpelleote kaAdTepn evEépwOn YIa TO WTPKG oag rpdRAnua un dotdoete va
{nmioeTe TG MANPOYOpies QUTES artd 10 YLaTpo 0ag 1} ToV QapHAKOTIoNd 0ag.

M@ va elval aroTeAEopaTKG Kat aoParéc To PapUaKo oy gag xopnyrtnke Ba mpénet va
AapBdvetal odppwva Le Tiq 0dnyieg oy gag S6BnKav.

Mo mv aopdAeta kal mv uyela oag eival anapaimro va Slaaoete pe ripoooyt) kGde minpogopia
Tiou apopd T0 GAPHAKO TIOU 0ag Yopnynenke.

Na pn dlempeite 1a ¢dpuaka oe epudpa Tou Aoutpod, Bidti n {gotn kat 1 vypacia pnopel va
GANOLDOOUY TO GAPHAKO KaL va TO KaTagToouv eTuBAaBeC yia v uyela oag.

Na pnv kpatdte gdpuaka nou dev Taypeidleate mgov i Tiou €xouv 1dn Aiget.

["ta geyahlTepn ao@aAeLa kpataTe GAA TA QAPHAKA GE Q0QANES HEPOS Hakptd and Ta adid.

4. TPOMOZ AIABEZHX
Hkpépa Flusterix yopnyeitat H6vo pe .atpixrj ouviayn.
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