DOAN0 08NyLOV xpriong: ITANpoopieg yia TOV Xprjotn

Fucidin® 20 mg/g kpépa
Fusidic acid
Fucidin® 20 mg/g alowpn
Sodium fusidate
Fucidin® 30 mg/100 cm’ epnotiopévog enideopog
Sodium fusidate

AwaPacte TPOGEKTIKA OAOKATPO TO GUAAO 08NYLOV XPTIOTG TIPOTOV APYICETE VA YPT|CTHIOTIOLELITE AVTO TO

QApHAKO, 510TL TEPIAAPPAVEL CT|PAVTIKEG TIAT|POQOPLEG V1A GOG.

- duAGETE aVTO TO PUANO 0SNYLOVY Xpron¢. Towg xpelaoTel va To Safdoete Eava.

- Edv €xete mepantépw amopieg, pWTHOTE TOV YIHTPO 1 TOV PAPHOKOTIO0 GO,

- H ouvtayn yU autd 10 apHOKO XOopTyrOnNKe GMOKAEIOTIKG Y1 00G. Aev TIPENEL Vo SOCETE TO PAPHAKO
og GAAovg. Mnopel va toug ipokaAéael BAGPN, aKOpa Kol 0Tav ta onpeia Tng aobéveldg Toug eivat 161
lE T 81K& OO,

- Edv mapatnprjoete KAmolo avemBOunTn eVEPYELR, EVIIHEPDOTTE TOV YIXTPO, T) TOV QUPHAKOTIOL0 1] TOV
VOOOKOHO 00G. AUTO 10Y0EL Kat yix KGBe mbavr avemBopuntn evépyela mov 6ev ava@EPETaL 0TO POV
@VOANO odnylV xprone. BAéne mapdypago 4.

T EPLEYEL TO TTAPOV PUAAO 0SNYLOV:

T eivon to Fucidin® kot mowa ivat n xprjomn tov

T npénel va yvopilete mpotov xpnoiponotoete to Fucidin®
ITog va xpnotponowmoete 10 Fucidin®

IMBavég avemBOpNTEG EVEPYELEG

[og va puAdooeton To Fucidin®

[Teplexdpevo NG CLOKELAOING KOl AOUTEG TTAT|POQOpPIEG

SRR e

1. T etvon 10 Fucidin® ko mowa etvan 1] Xprior) tov

To Fucidin® eivon avTiBloTiko 1o 0moio Xprolponoleital yia T Bepameia OTRQUAOKOKKIKGOV AOIHMEEDY TOV
S€pUOTOG KO SEPHATIKAOV KMOCTNHATWY.

2. T ipénel va yvepilete ipv va xpnoponoujoete to Fucidin®

Mnv yxpnowonoumoete to Fucidin®:
- ot mepintwon aAAepylag (vnepevaioBnoing) oto Fusidic acid, Sodium fusidate 1| o€ onolodnmote GAAo
OTO TK CLOTATIKG AVTOV TOU PAPHAKOL (XVAPEPOVTAL GTNV TTIRPAYPAPO 6).

ITpoeiSomou}oeig Kan IPoQPLAGEELG
- Onwg Kot e 0Aa tar avTIPLOTIKG, TOPATETAHEVT I} ENAVOAXpBavOPEVN XPTIOT) TOL POLOLSIKOD 0EE0G
evéyeTanl va av&naet Tov Kivouvo avamtuéng avBekTikOTnTag 0To avTiBloTiKo.
- Ipénel va anogevyetar 1) xpromn tov Fucidin® oy meployn tov patov.

AMa oappoka kot Fucidin®
Evnpepote 1oV ylotpo 1 TOV QOPPOKOTIOL0 GO EQV XPT|OLHOTIOLEITE, EXETE MTPOCOUTA XPT|O1LLOTIOI|OEL 1] HTOpEl
VO XPT|O1HOTO0ETE GAAX PAPHOKAL.

Konon, 0nAacpog kot yovipotnta

Edv eioBe €éykvog 1 BnAadete, vopilete dn pmopel va €iabe €ykvog 1 oxediaete va anoktroete modi, {nmote

N oLHPBOVAT TOL Y1IATPOD 1| TOL PAPHAKOTOIOV GOG TIPOTOV TTAPETE KVTO TO PAPHOKO.

*  Agv avapévovtal emOpACEIg KATA T SIAPKELN NG EYKLHOGVVNG, 6e50EVOL OTL I CLOTNHATIKY €kBeoN OTIC
tomkég pop@ég Fucidin® eivon apeAntéa. Ot tomkég pop@ég Fucidin® pmopoiv va xpnotponolodviot
KOTé TN SLAPKELX TNG EYKVHOOVLVNG.

* Aegv avapévovtal emopaaelg and 10 ONAaopo6 oto veoyvo/Bpépog, dedopévou GTL 1| CLOTNHATIKA €KBeom NG
BnAdlovoag yovaikag oTig Tomikég popeég Fucidin® eivon apeAntéa. Ot tomkég pop@ég Fucidin® pmopoiv
VO XPTOTHOTO00VTOL KATd T BNAGOPO 0AAG CLVIGTATON VO AITOQEVYETAL T) EQAPHOYT] TOLG OTNV TIEPLOXT
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Tou oT\Boug.
*  Agv avapévovtal emOpACEIG O€ YUOVAIKEG e SUVATOTNTA TEKVOTOINONG, S€60EVOL OTL T GUOTNHATIKN
ékBeon ota tomka epappolopeva fusidic acid/sodium fusidate eivon apeAntéa.

O81ynoT Kat XEPLOPOG HI{AVOV
Ot tormikég popég Fucidin® Sev €xouv kapia i €xouv aonjpavtn emidpaon oTny Kavotnta 0Snynong Kot
XEPLOHOD UNYAVAV.

ENHAVTIKEG TAT|POQPOPIEG CYETIKA PE OPLoPéVA cvoTatikd Tov Fucidin®

H Fucidin® kpépa nepiéyel butylated hydroxyanisole, cetyl alcohol kon potassium sorbate. Ta ékSoya avtd
HTIOPEL VO TIPOKOAEGOLY TOTIIKEG SEPHATIKEG avTIdpdaelg (T.X. Seppatitida €& emapng). EmmAéov, To butylated
hydroxyanisole pmopei va mpokaAéael epeBiopd v o@BaAp@V Kol Tov BAevvoyovav. Zuvenng, | Fucidin®
KPEUX TIPETEL VX XPT|O1LOTOLEITAL HE TIPOCOYT OTAV EQAPHOLETH OTA PATLAL.

H Fucidin® aAowgr] kau 0 epmotiopévog enideopog nepiéxouv cetyl alcohol kot wool fat. Ta ékSoya autd
HTIOPEL VO TTIPOKOAEGOLV TOTIKEG SEpHATIKEG avTidpdaelg (1. Seppatitida €§’ emapng). EmmAéov, nepiéyouv
butylhydroxytoluene (E321) to omnoio prmopei va mpokaAéoel Tomkég Seppatikég avudpaoelg (m.x. deppatinda
€& ema@Eng) 1 epeblopo TV 0PBAAUDV KAl TV BAEVVOYOVOV.

Otav n Fucidin® aAowpn kot 0 ePmoTiopévog enidealog XproLOTOI0VVTL OTO TIPOCWTIO TIPETIEL VA SiveTat
TIPOCOYXT] VO OTOPEVYETAL 1 EMAQT HE T PaTia KaBOG Tar €KSoXa oTIV GA01QT] HTOPOVV VO TIPOKAAEGOLY
epefiopd Tov EMMEPLKAOTA.

O epmoticpévog emideopog Fucidin® §ev mpénel va xpnotponoleital e cofapa TPALHATIONEVO SEPA.

3. I1o¢ va ypnoyponoumoete to Fucidin®

TT&vTOoTE VA XPNOILOTIOIEITE TO QAPHOKO QUTO QLOTNPG OVHE®VO HE TIC OONYyieG TOL ylXTPOO 1 TOL
QOapHOKOTO10V 0aG. Eav éxete ap@1BoAieg, pwTioTe TOV YIXTPO 1} TOV QUPHAKOTIOd 0O,

H ouvviotopevn 66on giva:

Fucidin® kpéua 1 _aAowgn: e@appoleTon OTnV TEPLOYXT TOL TAOYXEL 2-3 @OpEg TNV MEPA Y mepiodo Oyt
HEYOAVTEPT] TV 7 NHEPQOV.

Av xpnoiponomBel e TPOOTATEVTIKO EMOETHO TIPOTEIVETAL TIO APALT| EGAPHOYT.

Fucidin® gumotiopévog embeopog: epapploleTal oTny meployn mov mdoyel 1-2 @opég v nuépa. KoAdmrteton pe
KOTGAANAO emideT0 TIOL OAAGLETO TOKTIKA.

Edav ypnowonoumoete peyaAvtepn §oon Fucidin® amoé tnv kavovikn
Eivon aniBavo va oupfel vepdocoioyia.

Eav exaoete va xpnopononoete 1o Fucidin®
Mnyv népete SUMAT §00T Y1 Vo avamAN pOGETE T 6001 o {exdoaTe.

Eav otapatnioete va xprnoyponoteite 1o Fucidin®
Edv éxete meplOCOTEPEG EPWTNOELG OYETIKA HE T XPTOT GLTOV TOV PAPHAKOL, PWTICTE TOV YIXTPO, 1] TOV
(OPHOKOTIOL0 OOG,

4. IMBavég avernBopunteg evépyeteg

Onwg 6Ax Ta QAPHOK, £TO1 KA1 XUTO TO QAPHOKO UTIOPEL Vo TPOKOAECEL QVETIBVUNTEG EVEPYELEG, OV KO SEV
TApoLo1dovtal o€ GAOLG TOLG aVOPAOTIOLG,.

'Oyt ooyvég avemBopunteg evépyeteg (ermpealovv Aydtepoug anod 1 atouvg 100 avbpahrovg)
- Seppotinida
- e&avlnua
- KVNOHOG



- gpubnua
- TIOVOG KOl epEBITPOG OTO OTHELD TNG EPAPHOYNG

Tnavieg avernBopnteg evépyeieg (ennpedlovv Atyotepoug and 1 atoug 1000 avBpamoug)
- vnepevalonoia
- emme@ukinda
- ayyelooidnpa
- xvidwon
- @AOKTOWVX

SopPTANPONATIKEG aveEMOVPNTEG EVEPYELEG OF TIONS1X
H ovyxvomta, 0 TOTOGg Kot 1) GoBapotnTa TV avemBOUNT®Y EVEPYELMV AVOHEVOVTOL VO Eival 161 oTa TOSI& OTIGG
KO 0TOUG EVIAIKEG.

Avagopa avemiBopnTtov evepyeimv

Edv napatnprioete KAmowa avemBOpnTn eVEPYELN, EVIIHEPDOTE TOV YIXTPO, T} TOV QUPHAKOTIOLO T) TOV VOGOKOHO
00G. AuTO 10YVeL Ko Yo KéBe mBavr] avemBopntn evépyela Tov Sev avaQEPETHL GTO TAPOV GUAAO 0SNY1OV
Xprong. Mmnopeite emiong va avagépete avemBopunteg evépyeleg amevbeiag, péowm touv EBvikod Opyaviopov
Dappakav, Meooyeinv 284, GR-15562 XoAapydg, ABnva, TnA: +30 21 32040380/337, ®aé: + 30 21
06549585, Iototomnog: http://www.eof.gr. Méow ¢ ava@opag avemBOpnTwy evepyeLOV PTOPELTE VO
Bonbnoete otn cLAAOYT TIEPLOGOTEPGV TTAT|POPOPLAOV OXETIKA HE TNV ACTPAAELN TOL TTAPOVTOG PAPHAKOUL.

5. IMog va guAacoetot to Fucidin®

To @&ppaKo LTO TIPEMEL VO QUAGCTETOL O€ [EPT TIOL eV T0 BA€mouy Kot 6ev 10 PBAvoLY Ta Tondid.

Eunmotiopévog enideapog
duldooete og Beppokpacio pkpotepn twv 25 ° C.

Kpépa & Alowgn
Aev amontovvtat 1biaitepeg ouvBnkeg YUAAENG.

Na pn XpnOHOTOLEITE AUTO TO PAPUAKO HETK TNV NHEPOUNVIX ANENG TTOL AVHPEPETAL OTO KOVLTL KA1 OTO
owANVApLo 1 0To PAaKeAO amo aAovpvoyapto petd ) AHEH. H nuepopnvia Anéng eivon ) teAevtaia nuépa
TOL HIVX TIOV AVOQPEPETAL.

Alowgn|
Metd to mpwto avorypa: 90 nuépeg.

Mnv TETATE PAPHAKNX OTO VEPO TNG AMOYETEVONG I} OTA OKOLTIOIX. PWTHOTE TOV QOPHOKOTOL0 GOG Y1X TO TIAOG
Vo TTETAEETE TA QApPaKA TTOL Sev ¥priolponoleite ma. Avtd ta pétpa Ba fonBrjcovy oV MpooTaoia Tov
nepiBaAiovTog.

6. ITepieXONEVO TIG CVOKELAGLAG KL AOLTIEG TIAT|POQOPIEG

Tu nepiéyet to Fucidin®

a) Kpépa:

H Spaotikn ovoia eivon 1o fusidic acid. 1 ypappaplo Fucidin® kpépag mepiéxet 20 mg Fusidic acid.

Ta dAAa ovotatika eivat: butylated hydroxyanisole, cetyl alcohol, glycerol, potassium sorbate, liquid paraffin,
polysorbate 60, white soft paraffin, water, all-rac-a-tocopherol, hydrochloric acid.

B) AAowon:

H épaotikn ovaia eivon 1o sodium fusidate. 1 ypappdplo Fucidin® aAowpng nepiéxel 20 mg sodium fusidate.
Ta aAha ovotatika giva: cetyl alcohol, wool fat, white soft paraffin, liquid paraffin, all-rac-a-tocopherol,
butylhydroxytoluene (E321).

y) Epnotiopévog enidecpog:

H Spaotikn ovoia givan to sodium fusidate. K&Be epmotiopévog eniSeopog (100cm?) mepiéxet 30 mg sodium
fusidate.

Ta aAa ovotatika etvat: cetyl alcohol, wool fat, white soft paraffin, liquid paraffin, all-rac-a-tocopherol,
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butylhydroxytoluene (E321).

Ep@avion tov Fucidin® Kot epleOpEVO TG GLOKELAGTLAG

a & B) Kpépa & aroipn: ZoAnvdapilo aiovpviov tov 15 g ko 30 g, TomoBetnpévo oe kouti xaptivo. To otopio
€lvo KAELOTO pE PHETORAAIKO KAAVHHQ.

y) Epnotiopévog emidecpog: Aevkn Adavapiopévn Bapfokepn yada TomoBetnpévn avapecso o€ VITOAEVUKO (G
KITPIVO-KOQE XOPTL TEPYAUNVIG HECT OE PAKEAD OO AOVHLVOXGPTO EPHNTIKG KAELOTO. Xvokevaoia 10
QOKEAWV PECA O€ XAPTIVO KOUTL.

Katoyog adeiag kokAogopiag

LEO Pharmaceutical Hellas S.A.
A. Kopng & Xevéka 10 — 14564 Knowowd
TnA. 2106834322

IMapaywyog
LEO Laboratories Ltd. (LEO Pharma)
285 Cashel Road

Dublin 12
Ireland



