Target Pharma Ltd PIL_2702301 v. 02
OYAAO OAHI'TQON XPHXHYX: IAHPO®OPIEX I'TA TO XPHXTH
Flutarzole®
50mcg/d601 pIviKO EKVEQMLO EVOLDPT UL,

Fluticasone propionate,
1. IMPOZAIOPIZMOX ®PAPMAKEYTIKOY ITPOIONTOX
1.1. EMIIOPIKH ONOMAXIA
Flutarzole® pwvié exvépopa, evordpnuo 50meg/doon.
1.2. XdvOeon
ApaoTikn ovsia: Fluticasone propionate
"Exdoya: Dextrose anhydrous, Avicel RC 591 (microcrystalline cellulose + carboxymethyl cellulose
sodium), Phenethyl alcohol, Benzalkonium chloride, Polysorbate 80, Dilute hydrochloric acid, Water
purified.
1.3. ®oppoxoTeYVIKN) popot)
Pk exvépmpa, evoidpnpa.
1.4. IeprekTIKOTNTA GE OPACTIKI] OVGIA
KdéBe d6on (ywexkaopog) nepiéyxer 50 meg fluticasone propionate.

1.5. Meprypagi] - Xvokevacia:

Kdabe wovti mepiéyer @uohidio tov 169 (120 d60€1c) pe SOGOUETPIKN OVTAIDL KOl QUALO 0dNYIOV
xpiong.

1.6. ®oppokodepamevTIKI] KOTNYOPiQ
Kopricootepoetdéc.
1.7. Yrev0Bvvog kvkho@opiog

TAPTKET ®APMA, Megvavdpov 54, 104 31 ABnva, TnA.: 210 5224830, ag: 210 5224838, E-mail:
info@targetpharma.gr, http://www.targetpharma.gr

1.8. MlopuockevooTi|g

DOoppokevtikn Biounyavie PROEL Erap. I'. Kopdvng A.E.

2. TIINPEIEI NA I'NQPIZEI O AXGENHX I'lA TO ®PAPMAKO
2.1. T'evixég mAnpo@opicg

To fluticasone propionate givot évo Spactikd TOmKd KOPTIKOGTEPOELDEG. AlabBéTel VYNAO BepamenTicd
deiktn, o omoiog Paciletal 6To CLVOVAGUO TNG IOYLPTG AVTIPAEYLOVAOIOVS OPAGCTG TOV KOl GTI| LIKPT|
duvaTdTNTo KOTAGTOANG TOv dEova VITOBAAALOC-VTOPLGN-EMVEQPPIdL, OTAV YOPMYELTAL TOTIKA GTO
piKd PAevvoydvo.
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2.2. Evosigeig

Evdeixvotan yuo tnv mpo@draén kot Oepaneio TG EMOY10KNG AALEPYIKNG PVITIONG TEPIAAUPAVOUEVOL
oV TVPETOV €K YOptov. Emiomg, yia v mpoeviatn xar Bepameio g ypdviag prvitidag povo oe
EVNALIKEC.

2.3.  Avrevdsiteg

Avtevdeikvuton o aobeveig e vepevoicHnoio 6€ 0T0100MTOTE OO TO GLOTATIKG TOV, G UCOEVEIG e
Aolp@én Tov avOTVELSTIKOD GUGTHKOTOG, €vepyd N AavBdvovcso @uUATIOOT, £AKOG GTOUAYOL 1)
dmOeKAOAKTIAOV, MG KOl 68 achevels Letd amd TPACEATN YEPOLPYIKN EXEUPACT T} TPOVUOTIGHO GTNV
TEPLOYN TNG PVOG 1] TOL GTOHOTOPEPVYYOL.

To KOTOTEP® AVAPEPOVTAL YEVIKMG Y10, TO CUGTNHOTIKAOC SPOVTO KOPTIKOGTEPOELON:

[epthappdvouv onuavtikd apBpd voonudtov kot mwafoloylikdv Kotaotdoemv. Oo TpEmel OUmG
mévto vo otafuiletonr o SuvnTIKdG KivOuvog, 68 GYECT) LLE TO TPOGOOKADUEVO EVEPYETIKO BEpAmELTIKO
amotélecpa. Ot onuovtikotepeg omd avtég gival: ['aoTpodmoekadakTuoAKd EAKOG, ATAGC OPOAAUIKOC
£pmNTag, YAAUK®O, EKGECTLOCUEVT] OGTEOTOPM®GT], CAKYOPMONG SoPnTNG, YOXDOELS, OUECHS TPLY
Kol HETE amd TPOPLANKTIKO gUPoAlocpd, KopSOTABEW 1 VTEPTOCT LE GULUEOPNTIKY KOPIOKN
OVEMAPKELD, GLOTNUOTIKY HUKNTIOGT, OQuuoTioon, Popld veppomdOeiln, AOWWMON VOO LOTO,
aLLoppayikn otdbeon.

2.4. E1dwkég mpo@uAhaiels Ko TPOoELd0TOM|GELS KATA TN Ypiion

Tomuc Aoluwén: Ze AOWMDEELG TOV PIVIKOV 0EPOPOP®V 000V TPEMEL VOL YiVETaL 1] KOTAAANAN Oepameio
Yopic va Beopsitar aviévielEn n ypRon Tov pvikod ekvepdpotog Flutarzole®. H Ogpomeio pe pvikd
ekvépopo Flutarzole® eivar Suvatd vo uny TpoceEPEL TOL OVAUEVOLEVO. DEPATEVTIKA OMOTELEGLOTOL,
av g yopnynbei yio pepikéc nuéEPEC.

H petdfoon amd cvotnuatiky Oepomeio (1€ KOPTIKOGTEPOEWY 6T0 pvikd ekvépopa Flutarzole®
npémet va yivetar pe Wiaitepn mpocoy. H Oepomeia pe pvikd exvépopo Flutarzole® sivar Suvatd va
UMV TPOCOEPEL TO, AVOUEVOUEVO OepamenTikd amoTteAéGHOTA, 1010C ov O yopnynoel yio pepikég
nuépes. Eivar onuovtikd vo tovichel 0Tt T0 GUOTNUATIKA YOPTYOULEVO KOPTIKOGTEPOELDEG TPEMEL VO
LELOVETOL GTOOWKA GE OVTIV TNV TEPITTOOT KoL Yot KATOL0 YPOVIKO SLAGTNHO TPETEL VO, GUVLTTAPYEL
1e 0 pvikd ekvépampo Flutarzole®. Tlop® dlov 61t To pvikod exvépopo Flutarzole® ehéyyet cuvibmg
TNV EMOYLOKY OAAEPYIKN pwitda, o€ Alyeg mepumtdoelg €viovng ékbeong o€ KoAokapvd 1dimg
aAdepyloyova, ypelaletor KatdAAnAn covumAnpopotikn Oepameio, 1daitepo yioo Tov €AEYXO T®V
0POOALUKOV CUUTTOUATOV.

To KOTOTEP® AVAPEPOVTAL YEVIKMG Y10 TO CLUGTNLOTIKAS SPMVTO KOPTIKOGTEPOELON:

H poxpoypdvia xoprynon YAVKOKOPTIKOEW®V 001YEl, OTMG TPOoavapEPONKE, G€ KOTAGTOAN TOL GEova
YYE, onAiadn o€ ovacToAr TG @AO0ETvePPdlakng Asttovpyioc. O Pabudg g avaotoing avtg
g€aptatar amd T 6001, TNV 1YY TOL YOPTYOVUEVOD KOPTIKOGTEPOELOOVG, TI GLYVOTNTO, Kol TO ¥POVO
YOPNYNoNg Tov 61N dapKeln Tov 24®MPov, TNV NuTePiodo (®NG TOV GTOVG IGTOVG KOl T GUVOAIKN
YPOVIKT OldpKelo TG Oepomeiog. EnUEIDOVETAL OTL 1] KOTOGTOATIKY EVEPYELN TOV YAVKOKOPTIKOEWOMV
otov aEova YYE givar eviovotepn Kol To TOPOTETAUEVT] OTOV YOPNYOUVTAL TIC VOKTEPIVEG DPES. XE
QLOI0AO0YIKA dTopa, d6on 1 Mg de&apedalovng xopnyoOUeEVNG TN VOYTA OVOGTEAAEL TNV £KKPLON TNG
(OAOLOEMVEPPLOLOTPOTOV OPLOVIG TNG VIEOPVOTG Y10, 24 dpec. Alpvidia N amdToun peimon TG dOoMG
TOV YAVKOKOPTIKOEIODV EVOEXETAL VO TPOKAAEGEL «GVVOPOLO OTOGTEPNGNC» TTOL YapaKkTnpileTal amd
oeio, PAOIOETIVEQPIOIOKT OVETAPKELD UE LVTKT advvopia, VTOTOoT), VITOYAVKALia, VouTio, EUETOVG,
avnovyia, poodyieg, apOpaiyiec.

2.4.2. Hlumpévor

BA\éme docoloyia Kot yoprynon.
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2.4.3. Kimon

H ypnion tov pvikod ekvepdpotog Flutarzole® katd ) Sidpketo g eykupostvig omartel 6tddpon
NG OEELELNG GE OYECT UE TOVG THOVOVE KIVOOVOLE TTOV EVEYEL 1] YOPTYTON TOV.

2.4.4. Tolovyia:

To pwikd skvépopa Flutarzole® ypnowonositonr kotd ™y mepiodo ¢ yohovyiag, povov 6tav To
TPOGIOKMUEVO OPEAOG VILEPTEPEL GAPDG EVAVTL TOV TIHAVOV KIVOOVMV Y10l TN UNTEPQ Kot TO PPEPOC,.

2.45. Hoowa:
BA\éme docoloyia Kot yoprynon.
2.4.6. Emidpaon 6ty IKavOTNTA 001YNGNGS KOL (ELPLCROV POV LETOV:

Agv éyel avopepbei emidpaon TOV YAVKOKOPTIKOEW®MV GTNV IKOVOTNTO OO0NYNOoNG Kol YEPIGUOD
pnyovnpétov.

2.4.7. Idwitepeg TPOELOOTOMGELS Y10, TA TEPLEYONEVA EKOOY A
Tinota dev €xel avapepOei.
2.5. AlMmiemopdosig pe Ghho @appoKa 1) ovoics:

Xpetdletar Tpocoyn 6tav cuyxopnyovviol yvaotoi woxvpoi CYP3A4 avactoleic, 6nmg 1 prrovafipn
N N ketokovaldin, kabmg vmdpyer kivovvog avEnuévne ovotnpotikng £kbsong oto fluticasone
propionate.

To KOTOTEP® AVOPEPOVTOL YEVIKMG Y10, TO. GLGTNUATIKAOC dPOVTO KOPTIKOGTEPOELON:

Me ocvyyopnynon tovg Ue @avutoivi, @owvoPopPiddn, €Qedpivn Kol PLOOUTIKIVI] UELOVETOL 1)
SpaoTKOTNTA Tovg. To OWOTVELHO KOl TOL LT GTEPOELDN OVTIPAEYLOVAON EVIGYLOLY TNV EAKOYOVO
dpdon Tovg. Me GuyxopnyNo” Tovg He KOAMOTEVIKG SOVPNTIKG EMTEIVETOL 1] VTOKOALUIN, EVD 1)
oLYYOPNYNON TOVG UE SaKTLAITION awEdvel Tov Kivouvo To&ikod SakTVAOIGHOD (AOY®D KOAOTEVIG).
Mewdvoouv 1 evioybovv T OpacTn T®V KOLUOPWIKAV OVIUWNKTIK®V. e dfntikovg acbevelg mov
Aappdvouy wvGovAivn M avtdefnTikd amd Tov GTORNTOC, cuvnibmg amattobvior avénuéveg S0GELg
VTSN TIKNG OyYNG.

2.6.  Aocoloyia Kol TPOTOG YOPIYONG:

Xopnyeital Lovo evoopiviKd.

e  Evlotl kot mondid dve tov 12 e1dv yio v TpodAasn Kot Oepameio Tng EmOYIOKNG OAAEPYIKNIG
pwitidog.

Avo yekacpol 6to kdbe povBovvi pion opd TV NUEPA, TPOTYOTEPO TO TPmi. Mepikéc popég pumopel

va ypetncbodv 600 yekaouol oto kdbe povbodvi dvo opéc v nuépa. H péyiot nuepnota d6on dev

npénel vo. vrepPaivel Tovg TéooEPg yekaouovg oto kKabe povBouvi. H dudpkeia g Oepameiog

ouvnBog eivar 2-4 gfdouddeg, aAld dvvatar o Bepdmmv 1Tpdc va kobopicel T SidpKel NG

Oepameiog avaloya pe v aviomdkpion Tov acbevoic.

o  Hlwwopévor acleveic: Xopnyeitat 1 Kovoviky 0061 TV EVIAIK®V.

o Jloudud kbtw TV 12 €T®V:

TMa v TpoevAaén kot Bepameio TG Emoyl0KNG AALEPYIKTG pviTIdag o€ Toudid 4-11 etdv:

"Evag yekaouog oto kabe povBodive pio eopd tnv nuépa, TpoTitdtepo To mpoi.

Mepikéc popéc pmopei va ypelacbel évag yekaouodg oto kdbe povBodvi 600 @opéc v nuépa. H
pEYIoTN Nuepnota door dev Tpémel va vrepPaivel Tovg 00 Yekaoovs oto kabe povbovvi. H didpkela
Oepaneiog dev Tpémet va vrepPaivel Tic dVo (2) fdopddes.
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T mnqpn BepomenTid amoTeAéoOTO ElVaL OTAPAITTN 1 TOKTIKY XP1OT TOL QoapudKkov. Mropel va
unv epeavicBel dpdon. H péyiomn avaxodeion emrvyydvetor 3-4 nuépeg petd v €vapén g
Oepameiog.

2.7.  Ymepdocoloyio - AviipeT@mIoN:

Agv vrhpyovv GTOLKEID Y10l TIC TLYOV EMATAOGCELS TNG OEElOG 1 YPOVIOG VTEPOOGOAOYING LE PLVIKO
exvépopa Flutarzole®. Inpeidveton 61t oe vyeig eBehovéc n evdopviki yopriynon 2 mg fluticasone
propionate 6vo @opég v NMuépa yu entd Muépeg dev giye emidpacn otn Asrtovpyio Tov GEova
VTOOAAALOG - VTTOPLGT - EXVEPPIdLOL.

Kévtpo Anintnpraceowv Adnvaov, Tni.: 210.7793777.

2.8. AvemOopnteg evépyerec:

Aev &rovv avapepbel coPapéc avemBounteg evépyesleg mov va amodidovTal 6To PVIKO EKVEQLL
Flutarzole®. Onwg pe @A pvikd ekve@oOuaTo, £Xx0LV avapepel aichnuo kavcov g ot
Enpotnta Kot epefiopdc Tov pvopapuyya, SVcAPESTN YEOGN KOl OGUY, KEQAAOAYI0, MG Kal exicTaln.
Emiong, é&xovv avapepBel avtidpdoels vrepevaichnaciog, 6mwe eEavOnua kot oidnpo Tov TPoSOTOL M
g YADGOoOG.

E&apetikd omdvia £xovv avoapepbel mepioTaTKd SIGTPMONG TOV PIVIKOD JPPAYUATOS UE TN XPAOT
PWVIKOV YEKAGLMDY TOV TEPIEYOVY KOPTIKOGTEPOELDN.

2TIC GUVICTMHEVES SOCELS deV OVAPEPETAL EPLPAVIOT) CUOTNUOTIKAOV EKONAMGEWV. Xe gvaicOnta dropa
N UETA 0O POKPE ¥pNomn N XopNyNnon UeEYOA®V d0GeE®V givol duvatd va TPokANOel KATAGTOAN TOV
G&ova VTOOAAGIOL - VTOPLONG - EMVEPPISIOV Kl AKOUN VO ELPAVIGHOVY CUUTTOIOTO GUVOPOUO
CUSHING.

Mmnopel va avartoyfel pokntioon amd KAvVIvTo 1| aoTEPYIALO TOTKE TN POTH, GTO GTOUM 1) GTO
oapuyya. Emiong, umopel va gppavicBovv kavcog 1 e€eAkmdoelg pvikod PAevvoydvov, mrapudc,
Bpdyxos povng.

Koatd m dudpketa 1 petd m petdfoocmn and T GLGTNUOTIKY 6T 010 EI6TVONOV KopTiLovobepaneia etvat
duvatd vo, epeavicfodv cuotnuatikég ekdnAmosels, onwg apbpadyieg, pvadyieg, katdOiwnyn. Exovv
TEPLYPOPEL NOCTIVOPIAIKEG TVEDIOVIKEC SINONGELS KOl EXVEPPLOLOKT] OVETAPKELD.

To KOTOTEP® AVOPEPOVTAL YEVIKMG Y10l TO CUGTNLOTIKAS SPMVTO KOPTIKOGTEPOELN|:

T6G0 T0. PLOIKA YAVKOPTIKOGTEPOELDN, OGO KOl TO GVVOETIKA TOVG TAPAYWOYH GE 1GOOVVAUES dOGELC
€xovv 106Pabueg avemBounteg evépyeies. 'Etot, n pokpoypovia kopimg xopynorn Wropel va odnynoet
0€ ONUOVTIKEG ovemBounteg evépPyeleg omd TIG Omoieg ol Kuplotepes eivar: latpoyevég ovvdpopo
CUSHING, koatakpdtnon vatpiov Kot 00T0C, VTOKaALOLLic, VTEPTACT, apyNnTiko 16olvylo aldTtov
Kol aoPecTioN pe 06TEOTOPMOT), TEXTIKO EAKOC, YOYMGIKEG EKONAMGELS, ovENon evoopOaiag Tieong
Kol YAOOKOUO, KOTUPPAKTNG, gvauctncio oTig AOUdEELS Kol eEAMA®ON HKPOPLOKOV (QAEYHOVOV,
OVOOTOAN] COUOTIKNG OVATTLUENG oTo TToudld, KoAONONG €VOOKPAVIOKT VEEPTACY, amopvOuIoT
oOKYOPMON  OwPNTN, OVOCTOAN 1TNG (QAOLOEMVEPPIOIOKNG  Agrtovpyiag, ovykdAvym  oelog
YEPOLPYIKNG KOtMag (aBOpufn meptToviTidn o8 TEPIMTAOGELS SLATPNONG).

Ye mepimtwon mov Oewpeite OTL TO QAPUOKO CGOG TPOKAAESE KAmOw oavemBOUNTN evépyesia
TOPOUKOAODIE VO T YVOOTOTOMGETE 6T0 Ogpdmovia 1Ttpd GG, N GTO QUPUOKOTOWd 1 GAAO
emayyeApatioo Tov Topéa NG vyeiog , N anevbeiag otov EBvikd Opyavicpd dGoappdkov (Mecoyeimv
284, 15562, Xolapyog, www.eof.qr).

2.9. Tvpémer va yvopilel o ac0eviic o€ TepinT®Oon OV Tapaieiyel vo TAPEL KATOLM OOGT):
Edv mpénel va AapuPdvete to @apuako cuveymg kot maporeiyete pio door, 0o mpémel vo Tapete
doo1 avt to TaryvTEPO dLVATO. Edv, eviodtolc, mAnctdlel | dpa yio TNV exOUEVN d0oT Un AAPeTE TN
d0oo1 mov mopoaieiyate, 0ALG cuveyioTe Kovovikd T Oepameia.

Mn dwrhaordleTe TG 00GELS.

2.10. Tvzpémer va yvopiler o acOeviig Yo TV nuepounvio MiEng Tov Tpoiovrog:

Avaypaeetar oty eEMTEPIKN Kol ECMTEPIKT) CLGKELAGIA.
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e mepinTon mov N NUEpoUnVvia AT £yl TOPEADEL, LNV TO YPTOLLOTO|CETE.

2.11. Idwitepeg TPOPUVAAGEELS Yo TN QUAAEN TOV TPOIOVTOG:

Noa avaxiveitor eEhappa TpLy Tn Yp1on.
Noa dwotnpeiton o Oepuokpacio youniotepn twv 25°C.

2.12. Hpgpopnvia tehevtoiog avades®d@pnong Tov gOALOL 00YIOV:

14-12-2012.

. HAHPO®OPIEX I'TA THN OPOOAOI'IKH XPHXH TQN ®PAPMAKQN

To @dppoKo avtd 6og To £YPUYE 0 YIOTPOG GOG LLOVO Y10, TO CUYKEKPIUEVO LUTPIKO GOG TPOPAN L.
Agv Ba mpémel vo 10 divete 6€ GAAQ GTOUM 1 VO TO YPNOLUOTOMGETE Yo KAmole GAAN wdonon,
Y®pic TponyoLvuEvmg va. £xete GupPovAevbel To YiaTpo GOC.

Edv xotd ) Sidpkea g Oepaneiog eppavicbel kdmolo TpoPANUe Le TO GAPUAKO, EVIUEPDCTE
APEGHS TO YATPO 1) TO POPLOKOTOLO GOG.

Edv éyete omowadnmote ep@TUOTIKG YOP® Ond TIG TANPOPOPIES TOV APOPOLY TO PAPLOKO TOV
AapPdavete M ypeldleote KaADTEPN EVNUEPMOOT VIO TO 0TPIKO oG TPOPANUE, [N O10TACETE vV
{ntoete TIg TANPOPOPIEC AVTEG ald TO YIOTPO M TO PUPUOKOTOLO GOC.

Mo vo gival amotehecpoTiKd Kol OGQOAES TO QOPUOKO TOL Gog yopnyndnke Oo mpémer va
AopBaveTar GOUPOVO, LLE TIC 00T YiEC TOV GO SOONKaV.

INo v acedield cog kot v vyelo cog etvor amopaitmto vo dofdoete pe mpocoyn Kabe
TANPOPOPLA TOL APOPA TO PAPLAKO TOV GG XOPNYNONKE.

Noa un dwtnpeite to PAPUOKE, GE EPULAPLO TOV AOVTPOV, d10TL 1 (§otn Kol 1 vVypocia pmopel va
aALOLDGOVY TO PAPUAKO KoL VO TO KOTOGTNOOLV EXPAAPBEC Yia TV vYEia cog.

Noa unv kpatdrte eapuake mov dev ta ypelaleste TAEOV 1 Tov NN Exovv ANn&el.

Mo peyoddtepn aoQAAELD KPOTATE OAL TO PAPUAKE GE ACPUAEG LEPOG LOKPLYL OTd T TTOOLA.

4.

TPOIIOX ATAGEXHX

To pdppaxo avtd yopnyeital LGVO LE 1OTPIKT CLUVTOYT.




