s _®
Fusidic Acid / Betamethasone (as Valerate) rHARMaA
Kpépa (2+0,1)%

®YAAO OAHTIQN MA TO XPHETH

1. NPOZAIOPIEMOZ ®APMAKEYTIKOY MPOIONTOZ

1.1 Oveuaoia: Sensibio®

1.2 ZovBeon: ApaoTiki oyaia: Fusidic Acid & Betamathasone (w¢ Betamathasone valerate)
Noionikry ZuvBeon ot éxdoxa: Kpépa e§wrepixrig xpfioewg: Cetomacrogol 1000, Cetostearyl alcohol,
Chlorocresol, Sodium dihydrogen phosphate, Paraffin liquid, White soft paraffin, Sodium hydroxide,
Purified water.

1.3 Qappaxorexvixi] Mop@n: Kpéua.

1.4 MepiexTik6TnTa: KABE g KPEPAG TIEPIEXE! 20mg FusidicAcid & 1mg Betamethasone.

1.5 Nepiypagr-Luokeuacia: Kpépa mou epTrepiEXeTal o cwAnvépio twv 15g.

1.6 QapuaxkodeparrevTiki) karnyopia: Kpépa, ouvduaguog avTiBIoTkoU PE KOPTIKOOTEPOEIDEC.
ATC: D07CCO1

1.7 YmeoBuvog Kuxhogopiag ~Karoxog Adaiag KukAhogopiag - MapaokevaoTig:

IASIS PHARMA, Acw@. QuArig 137 134 51 Kaparepd AtTikiic, EAMGSa. TnA: +30 2102311031

2. TINPEMEINATNQPIZEIOAZOENHIATO ®PAPMAKO
2.1 TevikégMAnpogopieg
H Sensibio cuvdudaler Tv 1oxuprj Tomikr) avmipikpoprakr Spéon Tou fusidic acid pe v avTipAeypovwdn ka
avrikvnoparwdn dpaon Tng betamethasone.
H Sensibio £xel évtovn avTipikpoiakr Spaan évavn evog apiBpol BeTikwv katd Gram pikpoopyaviopwv. O
OTAPUAGKOKKOI, CUNTTEDIACUBAVOLEVIIV TWV OTEAEXWV TTOU gival avOEKTIKG oTnV TIEVIKIAIVN A kol € GAAa avTIBI-
otIkd eivanidiafrepa eualodnTol oTo Sensibio.
H BepaTTeuTIK} aTTOTEAECTUATIKGTNTA TOU TOTTIKG epappoldpevou Sensibio ogeleTon ag' evog oTnv Eviovn avTiyl-
kpoBiakr dpdon poumdikol 0gEwS Ot KPOOPYavITHOUG TTOU gival uTTEGBUVOI Yia TNV ENQAvIOn SEPUATIKWV Aoi-
UWEEWY, ag’ ETEPOU OTNV HOVadIKr IKavOTNTA auToU TOU avTIBIOTIKOU va EIoXwWPEL 0T avéTrago Séppa kal TEAOG
aTo guvbuaopd Ue TNV BaAepiavik BnraueBadvn 1rou e€a0o@aAilel avTipAeypovdn kal aviikvnoparwdn
Spdon. To pousdiké 0f0 eivar SpacTikG, o€ XQUNAEG TIUKVOTNTES, KATE Twv OTAPUAOKOKKWY, cupTIEpIAaUBavo-

" PEVIIV RUI TWV OTEXEXWV TTOU EIVOT QVEERTIKA OTTV TIEVIKIATIT 1] O QAo avTiBromka: Tc GogH—
elval £TTiong SPACTIKG KATA TwV OTPETITOKOKKWY, KOpuvoBakTrpidiwy, neisseria Ko HEPIKWDV KAwmplﬁiwv
2.2 Evbeiteig
H Sensibio ev3eikvuTal o€ pAeyuovidelg depparimdeg e mapouadia Baktnpiakrig Aofpwéng i emxeipevng.
H pAeypoviadng Sepparitic TreplAapBaver: alepyiké Exdepia, Siokoeid Ekepa, EAepavTIaoiké EKGepa, ounypa-
ToppOikd Exlepa, PETadoTIKO £keNa, XpOvio Aeixnvoeidég ékiepa, Ywpiaon, Siokoeidr epudnuardn Adko.
2.3 Avrevdeifeig
Ynepeuaiofnaia og otroloSTIOTE aTrd Ta CUCTATIKG TOU TIPOIGVTOG.
H Tomike| Xpfion TwV KOPTIKOOTEPOEIBWIV avTEVIEIKVUTOI OE QUUATIWEEIG, JUKNTIACIKES KaI |ovevclg AoIywgelg Tou
Sépuarog. Emiong, Ta TOKE gkEVGoUaTa KOPTIKOOTEPOEIBWY BE Ba TTpéTel va xpnolponomuvml oTnv Trepi-
mwaon adidyvwoTng SepparoTadeiag. Akoun Ba TpéTrel va cmoq»:uveml n Xprion TOUG O€ TTEPITITWIOEIG AKHAG,
TEpIgTORaTIKAG SepUarindag , ot drova €Ak, aAAd kal o€ eykatuara, eTreid Trapepmodifouv Ty eTTovAwON.
2.4 Eidikég rpoguAdieic xar rposiBotronjoeig kard n Xprion:
2.4 .1 Fevikd
a. Na amogetyetat n pakpdxpovn xprion ota madid. Ta Tandié ke o E@npor eival o EMPPETTEG O OUOTN-
WATIKEG QvETTIOUUNTEG EVEPYEIEG QTTO TN XPIiOTN TOTTIKWY KOPTIKOOTEPOEIBWY, BIOTI PTTOPET va anoppo@RoouV
UEYOAUTEPES TIOOOTNTEG PAPMAKOU, AGYW MEYQAUTEPNG EMIPAVEINS Tou Bépparog Ot oxéon pe To Bapog
awparog. Emiong, n pakpoxpévia Beparreia Oa TpETre va amropedyeTal oTa BpEpn Kal oTa vima.
B. Orav epapudleral ateyavri emmideon, wpétrel va yiveran odotaon yia kaBapioud Tou Sépparog, WOTE va atro-
@euxBel evdexSpevn emudAuvon.
y. Na pn vivetal xprion Tomkwy KopTIKOoTEPOEIBWY Trépa Twv 3 RSoPGdWY Xwpig emavetétaon amod Sepua-
ToAGYoO.
8. Meta amd emravelinupévn epapuoyr), TouAdyiatov 10-15 nuepudv, PTropei va TaparnpnBei Trpocwpivr peiw-
an 1§ amwAeia TG 3pacTIKETNTAS Twv KOPTIKOOTEPOEISWY (1BIwg Twv PBopIWHEVWV) Adyw TaxugUuAagng. To
@aivopevo autéd amokadioraral HeTd amé Siakomt| TG Xxpriong oAiywv npepwv 1 eBdopddwy.
€. Xy ywplaon va xopnyouvtal Je @eid) Kai pe emiBAewn e131kol, 816T Tépav TNg TTpoowpiviic weEAeiag,
Haxpoxpoviwg kal PeTa T Siakor TG Bepameiag uTdpyei kiviuvog emBeivwong Tng véoou.
OT1. AGyw Twv avemBiunTwy evepyeiwv amd mbavr amoppdéenon amaiteital mpoooxr 6tav epappdlerar o€
peydAeg empdveieg Sépuarog i oe TTaparerapévn xoptiynon 1Siaftepa ot TrTaidid kaBwg kal aoBeveig pe Bapiég
VEpPOTTGDeieg, aupoppayikl $138eom kol ot emiKeipevoug eppoAiaopous.
. Tevika@ Ba TrpETTEl va ETTIAEYETAL TO OAlYOTEPO IGXUPS KOPTIKOOTEPOEIDEG TTOU BEwpEiTal aTroTeAEOHaATIKG yia TNV
£vdei§n TTou TTpoopideTal Kal ETTI UN avTaTToKPioEwWS va XopnyeiTal dAAo iBiag 1oxuog i peyaAdrepng.
n. Evdéxeral va TIpOKAAECEl KATAPPAKTN Kal yAaUkwua étav xpnoipotoleital otnv mepioxrj TAnaiov Twv
OQBAANWY YIa TIApATETAEVO XPOVIKS BiGoTtnua. Av yivel TOTKe xprion oTa BAépapa XpelGleral TTpoooxn WoTe
TO PAPHOKO VA PNV £pBEI o€ ETTAPN UE TOV 0OPOAANS.
0. KaracTtoAfy Tng Asn’oupvlug Tou QAoIoETTIVEPPIBIKOU Gfova pTTopel va cupr_i KOl OF TIEPIMTWOEIS HN
ETTIKAAULPEVOU TPAUUATOG.



2.4.2 Konon-Tahouyia: Aev UTTAPXOUV ETIAPKF) OTOIXEIT VIO TNV AOPAAEI TWV TOTTIKWY KOPTIKOOTEPOEIBWHV
Katd T Xprion Toug o eykioug yuvaikes. TOTTIKS) EQUPHOYT IOXUPWIV KOPTIKOOTEPOEIDWY OE £ykua JWa €XEl
TIPOKAAEOEI QVWHAAIES 0TV QvaTITUEN Tou ePPpuou. Ma To ASYo auTd, Ta TOTTIKG KOPTIKOOTEPOEIDI PTTopolY va
XOPNYOUVTaI KATA TNV EYKUPOOUVN 1GVO av TO avapevopevo o@eAog BikaloAoyel Tov mBavéd Kivbuvo yia 1o
£uBpuo. Ze TETOIEG TIEPITITWOEIG, BEV TIPETTEI va XOPNYoUVTal O HEYGAES TTOOGTNTES I} yia HaKpU XPOvIKS
Sidatnua. O1av n Xpion KopTIKoaTepoeiSwv Katd Tn Sidpkeia Tou BnAaopol Kpivetal arapaitntn, N TooéTnTa
ToU QapHdxou ka1 i Bidpkeia TG Bepatreiag 6a TPETTe) va TepiopilovTal 0To EAAXIOTO.

2.4.3 Emidpaon oTnv IkavéTnTa 051YNonG Kai XEIPICHOU pnXaviudrwy: Aev avagépeTal.

2.4.4 I1Switepeg TpoeISoTroINoEeIg Yia Ta TEpIEXOpeva EkBoxa: Aev avapépovtal iBIaiTEpeg TpoaiSoTTonoelg
YIQ TQ TIEPIEXOHEVA EKBOXT TTANV TWV TIEPITTITWCEWY TTOU 0 GoBEVIG EXEl EkBNAWOEI UTTEPEUTITBNOia g€ KATToI0
amd auTé.

2.5 AAMnAemSpdoeig pe GAAa @dppaka fj ouoies: Aev avagépovral.

2.6 Aocoloyia

Mn xahuppéveg repioxég: H kpépa Sensibio epappoleTal otnv Tdoxouoa epioxr 2-3 popég NUepNTiwg.
Kahupupuéveg repioxéc: MikpoTepn xprion Bewpeitar ETTAPKAG.

2.7 YwepSoooAoyia-AvTipeT@mion: Aev avagépovral.

2.8 AvemiBupNTEG EVEPYEIES

Imévia 101T|th avnidpaoeig unspzuulcenciag

Tomikég peTd ard pakpoxpévia ToTikA xprion

O1 avemiBUUNTEG eVEPYEIEG TTOU £X0UV avagePBE e Ta I0XUPE TOTTIKG KOPTIKOOTEPOEIR crng Béaeig epappoyng
Toug, givar: AioBnpa Kavoou, kvnopog, epeBiopds, Enpotnta, Bulakinda, urropeAdyxpwan, AETITUvVon Tou
SEPHATOC, TEAQYYEIEKTATIEG.

Tpormomoinon Tng KAVIKAG eikdvag emri AavBaopévng xproTg (HuknTidoeig, Ywpa). AcutepoTmabrig Aoiuwén,
TOTKEG MIKPOPRIaKEG AopEeig (EvapEn AavBavouaag hoipwgng i emdeivwon e§eMOGOUEVNG), HUKNTIAOIKEG
AoipaEeig, dieukbAuvon g évaping poAucpaTlKr’]g TEPHiVBOU Kal OfUTEVLOV KOVBUAWHATWY. AVaGTOAN Tng
€TOUAWONG TPAUMATWY, aKUOEISH oToIxXeia, @AUKTaviSia, Bepiviy 1Bpwa, TeploToparikl Seppartitig, e§avenua
utré popen poééxpou ‘GKPAG, UTIOTPOTT) QAUKTaIVIIBOUS Ywpiaong €T SIGKOTTAG TG espcmaag (Rebound
Phenomenon), arpo@ia Tou SépUaTog UTTG HOPPr) OUAAG, YPAUHOEIBEIS PaBBWOEIS, EUPUAYYEIES, TFOPPUPIKG
eEavefuara, puBupa didyuto, BAaTIBO-PUOCANIBWBN Grutta e§avBripara, aAAepyIKl uTrepeuaiadnaia, TOTTIKY
UTTEPTpIXWOT).

AV £UQAVIOTOUV CUPTITOHOTA UTFEPEVIoBNCiag, 8a TPETTel N XOPIYNON VX OTAHATAOE AUECWS.

O1 rapamdvw avemBUunTES EVEPYEIES Sev Eival OUVEBEIG, aAAG PTTOPET va EpPavioTolv ouxvoTepa WE Tn Xxphon
OTEYaVIG ETIOEOTG 1) HETA ATT6 POKPOXPOVIA TOTTIKA Xprion.

Tevikég PeTd amd pakpoxpdvia Tomikr xprion: KaractoAr Tng Asitoupyiag Tou gAoio-emveppiBikod GEova,
WO TOU ETITTESOU TG kopTIZoANG oTo TTAdopa-ouvdpopo CUSHING.

Avagopd avemBUunTWY EVEPYEIRY

Eav TapatnpAcete kamoid avemliunTn eVEPYEID, EVNEPWIOTE TOV YIOTPS I TO QapHaxomold fi Tov/tny
VOOOKOHO 0ag. AUTO IOXUEI KXI VIO KGBE TOavi] avetmifupunTn evEPYEIQ TTOU BEV aVaQEPETAl OTO TIAPGOV GUAAOD
odnyiiv Xpriong. Mmopeite emtiong va avagépete avemBOunTEG EVEPYEIEG aTrEUBEiag :

- Zvov EBvIk6 Opyavioué dappdkwy, Meooyeiwv 284, 156562, Xohapyog,www.eof.gr.

- Zng QapuakeuTikég YTInpeoieg, Youpyeio Yyeiag, CY-1475, www.moh.gov.cy/phs, Fax: + 357 22608649,
Méow NG avagopdc avemOiunTwy evepyeiov pmiopeite va BonBricere otn culoyh TIEPICTOTEPWY
TIANPOPOPILIV CXETIKA E TNV CCPEAEI TOU TTAPEVTOS QUPUEKOU.

2.9 Timpémel va yvwpilel o agBeviig OE TTEPITITWOT TTOU mpuM:ltpsn va wape kamola d6omn.

Edv mpémel va AauBavere ro <pdpua|<o oUVEXWG Kal TapaAeipeTe pia §6an, Ba rpémel va mapete T §6an autd To
ouvTopoTEpO Buvardv. Edv, ev toldrolg, TTANOIGLE  Wpa yia TNV eopevn 560N pn AstTe 1 8éon Tou
napakeipare, aAlG guvexioTe kavoviké Tn Beparreia.

210 Timpémel va yvuwpilel o agBeviig yia Tnv npepopnvia AEnG Tou poiévrog

Mn XpnOIUOTIOIEITE TO TTPOIGV PETA TNV NUEPOUNVI AfENG TTOU avaypaPeTal 0T GUCKEVAaia.

2.1 IBiafrepeg TpoPuUAGEEIS yia T pUAagn Tou TPoidvTog

DUAGOOETOI OE BEPHOKPOGIC XAUNAGTEPN Twv 25° C Kal O€ XWPO 6TIou BeV UTIGPXEI uypacia.

2.12 Hpepopnvia TeAeuTtaiag avaBewpnong Tou UAAou oSnyiwv: 11/2011

3. NAHPO®OPIEZ I'NA THN OPOOAOIKH XPHEH TQN ®APMAKQN
- To pappaKo QUTS TGOS TO EYPAYE O YIGTPOS TS HOVO VIO TO CUYKEKPIHEVO IITPIKO 0ag TpSPAnpa. Aev TIpéTrel va
To BiveTe o GAAQ GTOpA 1} va TO XPNGIHOTIOIEITE Yia KETToI qu\ Té8non, xwpig TIPONYOUEVWS VO EXETE

T GUHBOUREUTEITO YIGTPO 0T,
- Eav karé tn Sidpkeia Tng eepcmslag EUPAVIOTEI KATTOI0 TIPOBANUA LE TO PAPHAKO, EVNHEPWOTE TO YIATPS Gag Iy
TO PAPHOKOTIONN GOG.

- Edv £xeTe 0TOIGSATTOTE EQWTNUATIKG YUPW aTd TIG TTAnpogopies TTou agopolv To @appako TTou AapBavere
XPEIGLe0TE KAADTEPN EVNEPWON YIA TO IATPIKG 0ag TTpORANua pn SioTdoeTe va INTAGETE Ti TTANPOQOpiEg auTég
aTd 10 YIaTPO 0ag ) TOV PAappaKoTIod 0ag.

-Tiova eival aToTEAETPATIKG KAl GOPAAEG TO PAPUOKO TTOU aag XopnyriBnke Ba Tpérel va AapBdvertal clppwva
HE TIg 0Bnyieg TToU 0ag Géenmv.

- Mia v ao@AAEIa Kal TNV vyeia oag eivar atrapaitro va Siafdoete pe Tpocoxr kGBe TTAnpoopia TTou agopd 10
PAPHOKO TTOU Oag XopnyBIKE.

- Na pn S1aTnpelTe Ta QAPHAKA OE EPRAPIA TOU Aourpou “516T n ZEoT Kai N Uypacia propel va aAAOIGIOOUV TO
PAPUAKO KaI VA TO KaTaaTrioouy eMRAABEG yia Tnv uyeia oag.

- Na unv xpardare pappaka Tou Sev Ta XpetdfeoTe TAEov ry Trou £xouv BN Arigel.

- FNia peyaAdTEPN QOPAAEIR KPATATE OAC TA PAPUAKTA TE ACPAAEG HEPOG HAKPIG aTTd Ta TSI,

4. TPOMOZAIAOEZIHE: To pGpuaKo auTd XOPNYEITaI HOVO HE IATPIKN GUVTayr.
THAE®QONO KENTPOY AHAHTHPIAZEQN: 210 7793777
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