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®YAAO OAHT'TQN XPHXHX: TAHPO®OPIEX I'lA TO XPHXTH
Flutarzole®
0,05% w/w kpépa, Fluticasone propionate
1. MPOZAIOPIZMOX ®APMAKEYTIKOY ITPOIONTOX
1.1 Ovopooia
Flutarzole®
1.2. 2ovleon
Apootiki ovoio.: Fluticasone propionate.
Exdoya: Paraffin liquid, Isopropyl myristate, Cetostearyl alcohol, Cetomacrogol 1000, Propylene
glycol, Imidurea, Sodium phosphate, Citric acid monohydrate, Water purified.
1.3. D oppoKoTELVIKI Hopen
Kpépua.
1.4. IeprekTik6TNTO G OPUCTIKI| OVGIA
Kabe g kpépog mepiéyet 0,5 mg fluticasone propionate (0,05% wi/w).
1.5. Heprypagi] - Xvokevaocio
Zoinvapro mov mepiéyetl 30 g kpEPAG KoL PUALO 0dNYIDV XPHOoTG.
1.6. D appokodepamevTIKI] KOTYOPia
TomiKd KopTIKOGTEPOELES.
1.7. Ynev0vuvog kukhopopiog

TAPI'KET ®APMA, Megvavdpov 54, 104 31 ABnva, TnA.: 210 5224830, ®o&: 210 5224838, E-mail:
info@targetpharma.gr, http://www.targetpharma.gr

1.8. IHopoockevaotig
doppokevtikr Biounyavio PROEL Erap. I'. Kopdvng A.E.

2. TI IIPEIIEI NA I'NQPIZETE T'IA TO ®APMAKO IIOY XAX XOPHI'HXE O
I'TATPOX XAX

2.1. I'evikéc minpoopicg

H «kpépo Flutarzole® evdeikvotar yio Vv avokod@on amd QAEYHOVASES Kol KVIGUOSE
OepUATOTADELES TTOV OVTOTOKPIVOVTOL GTO TOTIKA GTEPOELO].


mailto:info@targetpharma.gr
http://www.targetpharma.gr/
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2.2. Evocierg

Ocpomeio PAEYUOVWOIDY dePUATOTODELDV:

H «kpépa Flutarzole® evdsikvoton oe evijhikeg, maudid kat Ppéen nikiog Gveo Tov Tpidv pmvey mov
dgV aVTOTOKPIVOVTOL GE LKPOTEPTC 10YVOG KOPTIKOGTEPOEIDN, Y10l TNV OVAKOV(PIGT] OO PAEYUOVMOELS
K0l KVNGUMOELG OEPUATOTADELES TOV AVTATOKPIVOVTOL GTO, TOTIKE GTEPOELDT OTMG:

- 'ExCepo copmepthapufovoprévon Tov aTomKo, TOL ToudkoD Kot TOV SIGKOED0VG EKCENOTOC

- OCddng kven

- Yopiaon (un copmepthoptPovopévng g EKTETUUEVNC KOTH TAAKES)

- Nevpodeppotitidoeg cuUTEPIAAUPOVOUEVOD TOV aTA0D AELY VA

- Opaodg Aeynvog

- ZunypMoToppoikn depUOTITION

- Avtdpdoeig evactnciog €€ emapng

- A1oKOEIONG EPLONUOTMOONG AVKOG

- Xg yevikn gpuBpodeppio ¢ COUTANPOUATIKO TNG CLGTNUOTIKNG KopTiKoDEpaTEiNG

- Avtdpdoeig and dNyuata EVIOU®V

- Idpma

Meiwon tov Kivodvov vrToTPOTHS TOL YPOVIOD DTOTPOTIALOVTOS ATOTIKOD EKCEUATOG:

H «pépa Flutarzole® evdsikvoton ywo ™ peioon tov  Kwdbvov VIOTPOTHG TOV  YPOVIOL
vrotpomidlovtog atomikoy eklépatog oamd TN oTiyuny mov éva o0&y emelcddo  Oepamevbel
OTOTELEGLLOTIKA.

2.3. Avtevoeiteg

Yrepgoouohnoio oe 0m01031TOTE GLOTATIKO TOL TPOTOVTOG

Podoypovg axun

Kown axpn

[eprotopatikn deppatitidn

[Ipotomabn deppotikd Aoddn voonpata (1., amAog EPRNG, OVEUEVAOYLY)

[epmporTieds Kot YEVVITIKOS KVIOLLOG

H ypfion tov OepUaTOAOYIKOV 1310CGKEVAGUATOV TOL TEPEYOLV TPOTIOVIKN (QAOVTIKALOVN Ogv
gvdeikvovtar otn Ogpaneio TpmTonabDOV ETPOAVGUEVOV dEPUOTIKOV PAaPdv oL o@eiloviol Gg
pokntidosg N Paktnplokés AomEels kot deppatonddeleg oe Ppeéen HIKPOTEPH TOV TPIOV UNVOV,
ocopmepthapPoavouévng g deppatitidog kot eEavinuatov and Bpepikés mévec.

To TOMKG OKELAGUATO KOPTIKOGTEPOEWAOV Ot Oao mPémel va YPNOUOTOI0VVIOL GE TEPIMTWOON
adldyvmorng depuatonddetoc. Axoun, Oo mpEmel va amo@evyeTAL 1) ¥PNOT TOVG GE ATOVO EAKT Kol OE
EYKOOLOTO, EMELDN TAPEUTOSILOVV TNV ETOVA®ON.

2.4. E101kég Tpo@uAAEELS KL TPOELOOTOUGELS KATA TN (P61
24.1. Tevika

AOY® TV avemBountov evepyelmv omd mbav amoppdenon omatteitor Tpocoyn otav epapudletan
0€ UEYOAEC EMPAVEIEG OEPLOTOC | OE TOPATETAUEVT YOPNYNOT, 10l0iTEPO, 0TO TTOdLd, KAOMDC Kol G
acOeveic pe Papléc veppomadeleg, alpoppayikn 01d0eon kol 6e eMKeiLEVOLS EUPOALAGHODC.

Noa omo@evyeton 1 pakpdypovn ¥pNor UEYOA®V 00CEMY GE EKTETUUEVEG EMUPAVEIEG TOL CMOLOTOC.
[Swiitepa oe Ppépn Kot pukpd wodd pwropel va 001yNoEL 08 KATAGTOA TV entvePpidiov. Ta mondid
Kol to BpEen €xovv LEYOADTEPO TNAIKO EMPAVELNG COUATOC TPOS COUATIKO BAPOC GUYKPITIKA [LE TOVG
EVIMKEG, EMOUEVOC O GUYKPLON LE TOVG EVAMKEG TO TOLOLA LITOPOVV GVAAOYIKA VO OTOPPOPT|GOVV
UEYOADTEPES TOCOTITEC TOMIKMV KOPTIKOGTEPOELWDNDV Kol EMOUEVOS Ba elvar TEPIGGOTEPO ELAAWMTA OTN
GLOTNUOTIKN TOEKOTNTOL.
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Otav ypnowonoteiton 1 kpépa Flutarzole® Oa mpémel va Sivetar mpocoyn ote var oAeipeTon 1
UIKpOTEPT SVVOTH TOGOTNTO TOV oG SiVEL TO BEPATEVTIKG ATOTEAEGLOTAL.

Na un yivetal xpnomn TomKOV KOPTIKOGTEPOEWDMV TEPAV TOV TPLOV EPSoUAdmV, ympic emaveéétaon
a6 OepUATOAGYO.

Metd and emavelnuuévn epapuoyn, tovidytotov 10-15 nuepav, propei va topatnpndel tpocmpivi
HEl®OTN 1 OWOAEW TNG OPACTIKOTNTOC TOV KOPTIKOGTEPOEW®V (W0img Ttv @bopliouévov), Adym
tayveoiaéng. To eoawvopevo ovtd amokabiotatol PETO amd SOKOT NG YPNONG OAlYOV MUEPDV 7
ePSOUAO®V.

To npdowno, TEPIGGOTEPO AMO AAAG, PLEPT] TOV CAOUATOG, LTOPEL VO EUPOVICEL OTPOPIKES LETOPOAES
UETE amd pakpdypovn Bepameio Pe TOTIKE KOPTIKOGTEPOEIDN 1GYLPNG Opdons. Avtd mpémel vo AneBei
voyn Otav yiveton Bepaneio deppatonabeimy Onwg yopioor, S16KoEWNG pLONUATMING ADKOG Kot
coPopod éxlepa.

Otov epopuoletar oteyovn emideon TPEMEL va YiveTol 60OTOGT Yo KoBaplopd Tov dEPUATOS, MOTE
aKouN vo, amo@evy el evdgyOuevn ETLOAVLVEON.

Evdéyetan vo mpokarécel KaTappaiktn Kot YAGOK®UO OTOV YPNCILOTOLEITOL GTNV TEPLOYN TANGIOV TOV
0POOALDY Y10 TOPUATETAUEVO YPOVIKO SIUCTN LA

Av yivel Tomikn xpnon ota PAEQapa, ¥PELALETOL TPOCOYN DGTE TO PAPIIKO VO UNV EAOEL o8 ETAQT| pE
TOV 0POOAUO Kol Vo amo@evyOel 0 Kivouvog Tomkoy £peBIGLOD 1 YAOVKMLOTOC.

Ta tomkd otepoeldn] propel va elvon emtkivovva otnv yopiaon yio opiopeévous AOyovs 6Tovg 0molovg
nepthapfdvovior - vrotpomn mov epgavifeTon pe Tn dwakomn tng Oepameiog, m  avdmTvén
OVEKTIKOTNTAG, O KIvOLVOG YEVIKELUEVIC QALKTOVAO0LS Wmpiloong Kot 1 EUEAVICT) TOTMKNAG M
GUGTNUOTIKNG TOEIKOTNTOG OPEIAOUEVTG OTNV EMOEIVAOOT TNG AELTOVPYING TOV PPAYUOTOS GTO OEPLLAL.
Av ypnoyomomBei og ywpiloon etvor GNUAVTIKN 1] TPOGEKTIKY| ENIPAEYT TOV 0cOEVOVS Ao E151KO.
Orav Bepamedovton preypovmdels PAaPec ot omoieg Exovv poivvlet, Ba mpémetl va yiveton KatdAANAN
avtyukpoproxn Oepaneio. Omowdnmote eméktaon g Aolpméng, amoutel S10KOMH TNG TOMKNG
KOPTIKOOEPATELOG KOl GUGTILOTIKN XOPNYNON AVTIUKPOPLOKDV QOPUAKOV.

H Paktnplokn porvven vrofondeiton oe mepipdirov Beppd kot vypod, to omoio dnuovpysitor pe
oteyavn emideot, Yo avtd To Oépua Bo mpémer va kobapileTon mpwv epappocsOei n véa oteyovn
enideom.

24.2. Hiuaompévor

Bl\éne mop. 2.3 Avtevidei&elg kot mop. 2.4 Edkég Tpo@uAdelg Kol TPOEOOTOMGELS KOTA TN (PN oM.
2.4.3. Kinon

H yopfynon mpomoviknig eAovTikalovng Katd T SldpKeln TG KOMoNg Uropel va yivetal Hovo av 1o
AVOUEVOUEVO OPENOC dIKaOAOYEL TOV TTOAVO Kivouvo Yia To EuPpuo. X Tétolo mePinTwaon dgv TpEmel
va yopnyeital o€ peydAeg TocdTTEG N Y10 LOKPD YPOVIKO SLAGTNLAL.

24.4. Tolovyia

Otov 1 ¥pNoT KOPTIKOGTEPOEDDV KOTO TN Oldpkel Tov Onlacuod Kpivetol omoapaitntn ond 10
YITpo, 1 TOGOTNTU TOL PUPLAKOV Kot 1 dtdpkela Oepaneiog O Tpémel va meplopilovtal 6To EAdyIGTO.

245. Humowa
Moévo yia Toudid Kot Bpéen NAKiag Gve ToV TPV UNVOY TOV OEV AVTATOKPIVOVTOL GE HUKPOTEPNC

160G KOPTIKOGTEPOELON).
BM\éne mop. 2.3 Avtevdeilelc kat mop. 2.4 Eduéc mpo@uddielg kot TpogldomoGels KaTd T YPNo.
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2.4.6. Eraidopacn 6TV IKEVOTNTA 001]YN61S KL YEIPIGHOD PUNYOVAOY

Agv &yxel avaepbet.

2.4.7. Idwitepeg TPOELOOTOINGELS Y10, TO TEPLEYONEVD EKOOY A

H xpépo Flutarzole® mepiéyet 1o éxdoyo imidurea to omoio amelevdepmvet ixvn @opprardetidng wc
poidv ddomoong. H gopuoidetion pmopel va mpoxoréost aAlepykn evaicOntomoinon 1 epebicuo
TOV OEPUATOG KATA TNV ETAQT].

2.5. Almiemopdosig pe Ghho @apRoKe. 1] ovoisg
Agv &govv avapephel.
2.6. Aocoloyio kKo TpOTOG YopNyNoNS

Ocpomeio. pAEYUOVWODY depUATOTODELDV:

Y& evAMKEG, TOOG Kot PpEopn Aved TV TPIOV UNVOV oAeipetol pio WKPH TOGOTNTO KPEROS OTNV
npooPePfAnuévn emopdvelo pio 1 000 eopéc v Muépa (PA. map. 2.4 Ewdwég mpopuAdéels kot
TPOELOOTONGELG KATA TN Yp1on).

Meiwon tov Kivodvov vroTpoTHS TOL YPOVIOD VTOTPOTIALOVTOS ATOTIKOD EKCEUATOG:

MoMc éva 0&D emelcdd10 avVTILETOMICHED ATOTELEGUATIKA, 1] GLYVOTNTO EMAAEWYNG TTPETEL VO PELDET
o€ pa eopa TNV NUEPA, 0V0 PoPES TNV EfOOUAdN XWOPIg ETUGAVYN.

H endhernym Ba npémer va cvveyileton og OAeg Tig mePloyég mov Exovv enmpeachel mponyodueva 1 o€
TEPLOYES OV Efvol YVoTd 0TI UTopovv va vrotpomdoovy. H taxtiki] ot mpémel va cuvodeveTal
amo Kabnuepwn ypron poroktikdv. H katdotaon npénet va enave&etdleton o€ Taktiky faon (BAéne
map. 2.4 Ewdikég mpo@uAdEels Kot TPoedOnOOELS KOTA T XPToT)).

2.7.  Ymepdoooloyia - AVTIHETOTION

O&ela vepdocoroyia givar amiBavo va cvpuPel, Evtovtolg og TEPIMTMOTN ¥POVIONG VIEPSIOGOAOYING 1)
KOKNG xpnong sivatl duvatdv va epeavicfoiv To YopaKTNPIoTIKE TOL VIEPKOPTIKOEWIGHOD, OTTMG Kol
L€ OTOLOONTOTE KOPTIKOGTEPOEIEG KOl GE LTIV TNV Tepintmon Oa mpémel var StaKomel 1 xoprynon
otadtokd. [Tavimg Aoy tov Kivduvov ofelag emvePpidkig KATAGTOANG, CVTO TPETEL VO, YIVETOL KATM
Ao WTPIKY TOPAKOA0VONoT).

Tni. Kévtpov Anintnpracewv: 210 7793777.
2.8. AvemOounreg evépyseieg

Ot avemBOunteg evéPYEleC avVAQEPOVTAL TOUPOKATO OVA OPYOVIKO CUGTNUO TOL OCMOMUOTOS KOl
ouyvotnta. O akdiovbog yopokTNPIGHOS ypnoipworomdnke yio mv ta&vounon tov avemifdountov
gvepyelmv: oAy cuyvéc (>1/10), ovyvéc (>1/100, 1<10), oyt ovyvéc (>1/1.000, <1/100), ombvieg
(>1/10.000, <1/1.000), moAd omdvieg (<1/10.000) meplapPavopévev TOV — UEUOVOUEV®V
TMEPLOTATIKDV.

Moldvoeis kot Joyuawéers

IToA0 omdvieg: Agvteponadng Aoipmén,

Agvteponadne Aolpwén dwitepa 0tov epapudletal oteyavn enideon eite o€ TTLYEC TOV OEPUATOG,
€xel avaeepOet Pe TN ¥pNoN KOPTIKOGTEPOEDMV.
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A1070p0YES TOD AVOTOTONTIKOD GUOTHUOTOS
[ToAb omavieg: YnepevarsOnoio.
Av gupavicfovv courtopate vrepevaictneciog, Oo TpEmEL 1| YOPYNOT VO CTOUATHOEL AUECHG,.

Evdorpivirég drarapoyés

[ToAb omavieg: XopoKTNPIOTIKA VIEPKOPTIKOEIDIGHOV.

[opotetapévn xpnon UeYOA®V TOCOTHTOV KOPTIKOGTEPOEWO®V 1| Oepameio Ge EKTETAUEVEG TEPLOYES
TOV GMUOTOC, UTOPEL VO TPOKOAECEL OPKETH] GLOTNLOTIKY OTOPPOPNON KOl VO ONLLOVPYNCEL TO
YOPOKTNPLOTIKA TOV VIEPKOPTIKOELOIGHLOV.

To oamotéheopo avtd eivol meplocotepo mBavo va cvuPei oe Ppéen ko mwoudd kol epOGOV
epoppoleton oteyavn emideorn. Xta Ppéen, to omapyavo UTOpel Vo AELTOLPYHGOLV GOV GTEYOVN
enideon (PA. mop. 2.4 E1dkég mpo@uAdEELS Kol TPOEOOTOCELS KATA TN XPpTIoT).

Ayyerarég o1otopoyég

IToAb omavieg: AlGTOA TOV ETLPAVEINKDV ULULOPOPOV AyYEI®V.

[opotetapévn Kot viovn Bepomeio Le CKEVAGUOTO KOPTIKOGTEPOEWOMV TOAD 1GYVPNE OpAoNG Uropel
VO TPOKOAECEL SLOIGTOAN TOV EMLPAVELNKDY OUOPOPOV oy YEi®V.

Arozopoyég T00 OEPUATOS KOt TOD DTOIOPLOD 1GTOD

Yoyvéc: Kvnouoée.
Oy ouyvéc: Tomkdc Kavcog.
[ToAb omdvieg: Aémtovon, YpoUpHoedEls paPOdoels, VIEPTPiy®moN Kot peTaPfOAr] o

YPADOT TOV OEPUATOG, OAAEPYIKT depUATITION € EMAPNG, TAPOELVGT TNG
depparonddeiag, ALVKTAVOONG Yopioon.
"Exovv avaeepBel tomkdc Kovoog kot KVNoUOS, TAVIOG 68 KMVIKEG HEAETES 1) CLYVOTNTA QVTAOV TOV
AVETOOUNTOV EVEPYEIDV MTAV YEVIKA GUYKPICIUN HE TO EIKOVIKO QAPUOKO KOL TO GAPUOKO LE TO
omoio cuykpiOnKe.
[oapatetapévn Kot £€viovn Bepamneio [Lle GKEVAGHOTO KOPTIKOGTEPOEWOMV TOAD 1GYVPNG OpAcNG Hopel
VO TPOKOAECEL TOMIKEG OTPOPIKES UETOPOAEC OTO OEPHO OMWG AEMTLVOTY|, YPOUUUOEIDEIG PaPODTELS,
VIEPTPIY®ON KOt LETABOAT OTN YPADCT) TOV SEPUATOG,
[apo&uvon v onpeiov Kol GUUTTOUATOV TG OEPLOTOTAOEING Kot AAAEPYIKT deppatiTidn €& ETOPNC
€xovv avapepOel Le TN ¥pNoT KOPTIKOGTEPOEOMV.
H Oepoameion g yoploong pe koptikootepoeldés (gite 1 dokom Tov) pmopel va TPOKOAECEL TN
OAVKTOVAON LOPPT TNG VOGOV.

2.9 T pénel va yvopicel o0 a60evi|g 6€ TEPITTMOON TOL TOPUAEIYEL VO TAPEL KATOLO dOON)
Edv mpémel va AapuPdvete 10 @apUoKO cLVEXDG Kot Tapoleiyete pion door, Oo mpémel vo TapeTE TN
doo1 avtn o TaryvTEPO duvatdv. Edv, eviodtolg, mAnoidalel n dpa yio v exouevn do6om un Aapete
d0oom mov mapoareiyate, 0AAG cuveyioTe Kovovikd T Oepameia.

Mn omAdacialete Tig 00GELC.

2.10 Tuvapérer vo yvopilel 0 ac0eviig Yo Tnv nuepounvia AENG Tov TPoidvTog

Avaypaeetar oty eEMTEPIKN KOl ECMTEPIKT GLOKELAGIO.
Y& mepinTon mov 1 NuepouUnVia avth €yl TapEAOEL LNV TO YPNCUOTOICETE.

2.11  Idwitepeg TPOPUAGEELS VIO T QUAOEY TOV TPOTOVTOG

dvidooetar o€ Bepuokpoacio younrotepn twv 25°C.
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2.12  Hpepopnvia 1ehevtaiog avade®pnons Tov gUALOL 001 YIOV

15 Azmpiriov 2011.

3. HAHPO®OPIEX I'TA THN OPOOAOI'TKH XPHXH TQN ®APMAKQN

e To @apuroko owTd GOg TO EYPAYE O YIOTPOG GOC LOVO Y10 TO GUYKEKPLUEVO 1ATPIKO GOG TPOPANLUA.
Agv Ba mpémel va 10 divete 6€ GAAQ GTOUM 1 VO TO XPNOLUOTOMGETE Yo KAmole dAAN wdonon,
yopic Tponyovuévag va £xete supPovievdel 1o YaTpd GOC.

e Edv xatd t didpkelo g Oepameiog eppavichel kdmolo TpOPANUA LE TO QAPLOKO, EVIUEPDOTE
APEGOS TO YATPO 1) TO PUPUAKOTOLO GOG.

o Edv &yete onmolodNTOTE EPOTNUATIKG YOP® OO TIC TANPOPOPIES TOL APOPOVY TO PAPUOKO TOL
AapPdvete M ypeldlecte KAADTEPT EVNUEPMOT] Y10 TO 10TPIKO GaG TPOPANUE, WU OlOTACETE VO
{ntioete TIg TANPOPOPIES AVTEG aTd TO YIOTPO N TO PUPLOKOTOLO GOC.

e T va eivol amotelecpoTIKO KOl GGQPUAEG TO (APUOKO TOV oag yopnyndnke Oa mpémer va
AopBaveTar GOUPOVO, LLE TIC 00TYiEC TOV GOg dOONKaV.

o T v aoedield cog kol v vysio cog gival amapaitnto vo Swfdcete pe mpocoyr| ke
TANPOPOPIC TOL OPOPA TO PAPLLAKO TOV GG XOPNYNONKE.

e No un datnpeite To PAPUOKA GE EPUAPLA TOV AOVTPOV, O10TL N (Eotn Kol 1 VYpocia pmopel va
OAAOLDGOVY TO PAPLAKO KoL VO TO KOTAGTNOOLY EMPAAPES Yia TV vyeia cog.

o No unv Kpotate EAPIOKa TOV OEV Ta ¥PELILETTE TAEOV 1] TTOL NON EYOLV ANEEL.

o T peyaddtepn ac@AAELD KPATATE OAO TO POAPLOKA GE ACOOUAES LEPOG LOKPLA OO TOL TTOLLOLAL.

4. TPOIIOX ATAOEXHX

To edppaxo avtd yopnyeitor LOVO LE LTPIKT CLUVTOYT).




