) IkNeocovioN

AidAupa yia eicnvon uno niecn
160mcg/weraopuo

NMEPIAHWH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOL

1. ONOMAZIA TOY ODAPMAKEYTIKOY MPOIONTOL

Ciclair 80 pikpoypappdpia ava wekaouo, didAuua yia elcnvon unod niecn
Ciclair 160 pikpoypappdpia ava wekaouo, Sidnuua yia elocnvon unod niecn
Ciclair 320 pikpoypappdpia ava wekaouo, SidAuua yia elcnvon unod niecn

2. NOIOTIKH KAl NOZOTIKH ZYNOEZH

Ciclair 80 pikpoypappdpia ava wekaouo, Sidnuua yia elcnvon unod nieon:

Evas werkaouods (66on nou anodidetal and 1o akpopuaoio) nepiéxel 80 UIkpoypaUUAPIO
olkAecovions.

Ta doxeia eival tonoBetnuéva ce NNACTUKOUS EVEQYOMOINTES [E EVOWUQTWEVO OTOUIO
WEKQOUOU Kal NPACIVO KAMNAKI YIO Th OKOvN.

Ciclair 160 pikpoypappdpia ava wekaouo, Sidnuua yia elcnvon unod nieon:

Evas wekaouods (66on nou anodidetal and 1 akpopuoio) nepiéxel 160 pikpoypappdpia
olkAecovions.

Ta doxeia eival tonoBetnuéva ce NNACTUKOUS EVEQYOMOINTES [E EVOWUQTWEVO OTOUIO
WEKQOHOU KAl WP KOMOKI yIa Th okovN.

Ciclair 320 pikpoypappdpia ava wekaouo, didnuua yia elcnvon uno nieon:

Evas werkaouos (66on nou anodidetal and 1 akpopuoio) nepiéxel 320 pikpoypaupdpia
olkAecovions.

Ta doxeia eival tonoBetnuéva ce NNACTUKOUS EVEQYOMOINTES [E EVOWUQTWEVO OTOUIO

WEKQOHOU KAl KOKKIVO KAMAKI YIQ TN OKOVN.

Exdoxo pe yvwoth dpaon:
Evas wekaopos nepiexer 4,/ mg aiBavonns.

[10 Tov nAnpN katanoyo twy ekdoxwy, BA. nopaypa@o 6.1.

3. ®OAPMAKOTEXNIKH MOPOH

AidAupa yia eicnvon uno niecn
Alouyés Kal OXPWOo

4. KAINIKEZ NMAHPOO®ORPIEL

4.1 Oepanevtkés evdeitels

To Ciclair evbeikvutal otnv Bepaneia yia tov éneyxo tou enipovou AoBuatos oe evhnIKes KAl
epnBous (nAikias anod 12 etwv Kal dvw).



4.2 Aoocofoyia Kal 1ponos xopnynons
To papuakeutko npoiov npoopidetal yia xpnon Sia €ICVONs OVO.

Aooconoyio

2 uvioTwpevn dboconoyia yia evhAIKes kal EPNBOUS:

H ocuvictwpevn &d6on tou Ciclair eivar 160 pikpoypauudpia ana nuepnoiws, N onoia
oOnyei o€ éneyxo Tou AoBuATos otnv NAelIovotNTa Twyv acBevwy. 2e acBeveis pe Bapu
QoBua, Kal eV TO QMO TOU OTOUATOS KOPTIKOCTEPOEION PEILVOVTAI N OIOKOMTOVTQN, UMOPEI
va xpnoiponoinBei upynnotepn 6oon éws kal 640 ug/nuépa (xopnyouuevn ws 320 ug
Suo popes N NuePQ) (BA. napaypago 2.1). 2tous acBeveis Ba npéenel va xopnyeital ddon
elonveouevns cikAeocovions katanAnAn yia th Baputnta ths vVOoOU TOUsS.

Ta cupntwpata apxidouv va Renuwvovtal pe 1o CICLESONIDE/ GENETIC evids 24 wpwv
aywyns. Apou eniteuxBei o éneyxos, N 6oon tou Ciclair npénel va e€atouikeletal kal va
ouBuidetal otnv edaxiotn doon nou xpeladetal yia tn dlIotPNoN TOU QNOTENECQTKOU
eneyxou Tou AoBUAToS.

H peiwon ts &dons ota 80 uIkpoypauudpla anaf nuepnciws unopei va eivar n
anotenecpaukn SOoN CUVTNENONS VIO OPICUEVOUS QOBDEVEIS.

To Ciclair npénel katd npotiunon va xopnyeital 1o Bpadu, av Kal N NPWIVA XopNynon s
&doons tou Ciclair éxel enions anodeixBei anotenecuaukn. H tefikh andpacn ws NPos
Bpadivh N npwivh xopnynon ts 6OoNs APNVETal OtV Kkpion tou Bepanovtos 1IaTPou.

O1 acBeveis pe coBapd dobBua kivbuveuouv anod e€apaels kal Npénel va unoBanniovtal oe
TOKTKES EKTUPNCEIS TOU €NEYXOU ToU QoBuatos, cuunepifauBavouéevwy twy SOKIUQCIWY
NS QVANVEUCTIKNS Aetoupyias. H augnuévn xpnon Ppoyxodliactanukwy Bpaxeias Spaons
YIQ TNV QVOKOUQIoN TWV CUUMTWHPATWY tTou acBuatos Oeixvel emdeivluon Tou eNéyxou
Tou aoBuartos. EQv ol acBeveis napatnpncouv 0T N QvakoupIon ano th XpNon [Boaxeias
Spaons Bpoyxodiactanukwy eival NIYyOtepo anoteNecpatkn N Xpeldlovial NEPICOOTEPES
€IONMVOES aNo O, cuvnBws, Npéenel va (NTNooUV IaTRIKN €EETA0N. 2€ QUTN TNV NEQIMTWON, Ol
acBeveis npenel va enavekuunBouv kal npenel va ANeOei unown N avaykn yia augnuevn
avtupieypovwdn Bepaneutukn aywyn (n.x. pia upwnnotepn Soon Ciclair yia Bpaxeia nepiodo
[BA. napaypago 5.1] N évas KUkAos xopNyNons And TOU CTOUATOS KOPTKOCTEPOEIOWV).
O1 coPBapés e€dpoels Tou GoBuatos nNpénel va avuuetwnidovial Je 1o cuvnin 1porno.

[10 va avuuetwniotouy ol €I0IKES QVAYKES Twv acBevuuy, onws N duckonia otnv niecn s
OOCIUETPIKNS CUCKEUNS TQUTOXPOVA e TNV elonvon, 1o Ciclair unopei va xpnoiuonoinBei e
N cuckeun aepoBanauou AeroChamber Plus Flow-Vu.

HAkiwuevor Kai QoBeVEls e vepoirn 1 nnqQtkn SUCAEITOURYIQ
Aev xpelaletal puBuion ths doconoyias oe nAIkIwWPEVOUs QoBeveis N oe QCBeVeis e Jelwpévn
NNQUKN N VEPPIKN NEITOUPYIQ.

[laibiaoikos ninBuouds
H acpdneia kal anotenecpaukotnta s ciknecovions oe naidid nAikias kKAtw Twyv |2 ety
Sev €xouv arkoun tekpnPIwBei. Aev undpxouv enapkn diaBéciua dedopeva.

Tpoonos xopnynons

[ loowurd&eis nou noéener va AN@Bouv roiv tov XejIoUO 11 thv X0oNyNon ToU POOUQKEUTIKOU
MOOIOVTOS

[1o€nel va xopnynBouv ctov acBevih odnyies opBns xpNons tNs GUCKEUNS EICTIVOUV.

EQv n cuckeun eicnvowy €ival kalvoupyla h av Oev exel xpnoluonoinBei yia pia eBdouada
N NEPICOOTEPO, NPEnel va aneneuBepwBouy 1pels Yekaopoi otov aepa. Aev anaiteital avo-
KIVNON TNS CUCKEUNS QPOoU NMPOKeITal yia dlanNupa aepoNUPQTOS.

Kata tnh SiIGpKela TS elcnvons, 0 acBevns NPENEl va eival KAt NEOTIUNCN KaBICTOs N 0PBIoS
KQI N CUCKEUN EICMVOWV MPEMEI VO KPQTETOI KOBETQ PE TOV aviixelpa TonoBetnpuevo otn
Baon s, kKAtw ano 10 AKPOPUOTIO.

Auote odnyies otov acBevh va apalpETEl TO KANUPKO TOU QKPOPUGCIOU, Va TonoBetnael
TN CUCKEUN €EICAVOWY OTO CTOMA TOU, VO KNAEICEl Ta xeiNn yupw ano 10 QkPOPUCIO KAl VO
elonveucel apya kal Babia. hatd i SIGPKEIQ TNs €ICNVONSs ano TO CTOUQ, NEENEl VA MIECE!
TO NAVW PEPOS TNS CUCKEUNS EICMVOWIV MOOS TO KATW. 2TN CUVEXEIQ, O QCOevNSs NPENEl va
QPQIPETEI TN CUCKEUN EICMIVOWY QMO TO CTOPAO KAl VO KPATNGOEI TNV QVANVON TOU YIA NEPINOU
10 Seutepdnenta n 6co aicbavetal aveta. O acBevns dev npénel va eknveucel UECa Ot
OUCKeUN eionvowy. 1énos, o acBevns npenel va eknveucel pya Kal Va €NOVATONoBetcel
TO0 KOAUUPA TOU QKPOPUGiou otn Beon tou.



To akpopuoio npenel va kabapiletal e Eva oteyvo XaptopavinAo N UPAcHa PIa popa
v €Bdouada. H cuokeun eicnvowy Oev Npenel va nAévetal N va TonoBeteital oto vepo.

[10 0dnyies OXeUKA PE T XPNoN TOU (POPHIAKEUTKOU MPOIOVIOS MPIV TNy Xopnynon, BAene
nopaypa@o 6.6.

4.3 Avrevdeitels

YnepeualoBnoia otn ocikAecovidn N Ce KANOIO anod Ta €KOOXQ MOU QVAPEQOVIQl OTNV
nopaypa@o 6. 1.

4.4 Eibikés npoeidbonoincels kal npopunagels Kata tn xpnon

Onuws Pe 6na ta elonvedpeva koptukootepoeldn, to Ciclair npénel va xopnyeital jue NPocoxN
o€ aobeveis pe evepyo N NavBavouoQ MVEUPOVIKN QUUATIWON, JUKNTQOIKES, IOYEVEIS N
Baktnplakés NoIWEEIS kal HOVO oTNV NEPINTWON Nou ol acBeveis autoi AauBavouy enapkn
Oepaneia.

Onuws e 6na ta eionvedueva koptkootepoeldn, 1o Ciclair Sev evdeikvutal otn Bepaneutiki
aywyn tou status asthmaticus N addwy otewv eneicodiwv AcBuatos ONou analteital n
XPNON eVIQUKWY ETOWV.

Onws pe ona ta eionvedpeva kopukootepoeldn, 1o Ciclair dev npoopiletal yia v
QVAKOUPION TWV O&EWV CUUMWPATWY QoBuatos yia Ta onoia anaiteital N xopenynon
elonveopevou Bpoyxodiactanukou Bpaxeias Spaons. [ 1pénel va cuvictatal otous acOeveis
VO EXOUV TETOIOU €i00US PpapHOKeUTKN aywyn diacwons diabBeaiun.

Eivair niBavdé va nopouciactouv  CUCTNUOTKES — €EMOPACEIS  TWV  EICIIVEOUEVUIV
KOPTUKOGTEPOEIOWY, IOIQITELO OTAV CUVIAQYOYPAPOUVTIAl uwnnes SOCEIS VIO MOPATETOUEVES
XPOVIKES NepIOdouUs. Autes ol enidpaoels eival nonu Aiyotepo NiIBavo va cuuBouy Ge cUYKPIoN
UE Qnd TOU OTOPATOS XOPNYOUUEVQ koptkootepoeldn. O1 niBavés cuctNUATKES eNIOPACEIS
nepinapBavouv: cuvdpopo Cushing, xapaktnpiotka cuvdpouou Cushing, eniveppidiakn
kataotonn, kabBuotepnon tNs avantugns ota NaidIA KAl OTous ePpNPOUS, PEIloN NS OCTKNS
MUKVOTNTAS, KATOPEAKTN KAl YAQUKWUAQ, KAl MO onavia SIAPOPESs PUXONOYIKES ENIOPAGCEIS N
endPACEIS TN CUUNEPIPOPQ cupnepINaUBAVOPEVWLIV PUXOKIVNTKNS UNELOOACTNEIOTNTAS,
Slatapaxwy Unvou, ayxous, kataBniyns n eniBeukotntas (1I01aitepa ce naidid). Luvenus,
eival onPaviko va puBuictei N SO0N TOU EICAVEOPEVOU KOPTKOOTEQOEIOOUS TN XaUNAOTEPN
SOoN e v onoia dlIaTNPEITal ANOTENECATIKOS €NEYXOS TOU QCOPAQTOS.

[laidiatpikos [1ANBuopuos

2 UVICTOTAI O TOKTKOS €AEYXOS TOU UWOUS Twv NaldIwy Kal twy epnpPwy nou AapBavouy
nopatetapevn Bepaneia e eIcNVEOEVA KOPTIKOCTEPOEION. L€ NeRIMUOoN KaBUCTEONONS
NS avanwugns, N Bepaneia Npenel va enavegetactel pe okono v ueiwon tns S0ooNnoyi-
QS TOU EICTMVEOEVOU KOPTIKOOTEPOEIOOUS, €QV €ival OUVATOV OTN XaPnAotepn SOCN CTNV
onoia diatnpeital anoteNecuaTKOS €Neyxos Tou aoBuatos. Enions, npéenel va egetaotei 10
evOEXOEVO NOPAMOMMNNS TOU QcBEVOUS Ge evav MaIdONVEUOVOAOYO.

Alotapaxn s NNATKNS AEITOUPYIOS.

Aev undapxouv OloBéciua otoixeia yia acBeveis pe coPapn Siatapaxn s NNAUKNS
Aeitoupyias. Avapévetal auénuéevn ékBeon oe acBeveis e coPapn SiIatapaxn tnNs NNATKNS
Aeltoupyias Kal yia auto ol acBeveis autoi Npénel va napakonoubouvtal yia mbaves
OUCTNUQTIKES €EMNIOPATEIS.

Alotapaxn eniveppidliakns Netoupyias

Ta openn s eicnveopevns ocikAecovidns NEenel va eNOXICTONOIOUV TNV QVAYKN YIA XPNon
and Tou CTOUATOS Xopnyoupevwy otepoeldwy. (otdoo, ol acBeveis ol onoiol annalouv
Oepaneia and otepoeIdn xOPNYOUUEVQ QMo TO CTOUA, €cakonoubBouv va OIOTPEXOUV TOV
KIVOUVO JEIWPEVNS ENVEPPIOIAKNS EPEOPEIQS YIQ CNUAVTIKO XPOVIKO SIGCTNA PETA ONO TNV
annayn tns Bepaneias Tous o€ elonveopevn cikAecovidn. H mBavotnta eueavions QvticTol-
XUV CUMNTWHQTWY JNMOPEI VO EMNIPEVE! VIO QPKETO XPOVO. 2E QUTOUS ToUs acBeveis unopei
VO XPEIQOTOUV €etelOIKeEUEVES CUPPBOUNES yIa Tov KaBoPIoPO TNS EKTACNS TNS OIOTOPOXNS
NS eNVePPIOIOKNS Aetoupyias MEIv and onolecONMNOTe NPOYPAUUQTICUEVES eNeUPACEIS.
[1p€nel navtote va AauBavetal unown Ce EKTAKTES NEPIMTUICEIS (IQTRIKES N XEIDOUPYIKES) KAl
o€ Npoypauuatcpeves dladikaoies Mou eival MBavo va NPokaNeCouV CTPes, N MBavotn-
TO UMNONEIMOUEVNS, UEIWPEVNS ENVEPPIOIOKNS QMOKPIONS KAl VO €EETALETAI TO eVOEXOUEVO



xopnynons katanAnAns Bepaneutikns QYWYNS UE KOPTKOCTELOEION.

[0 tnv addayn ths Bepaneias acBevwy ol onoiol Bpiokovtal ce Bepaneutkn aywyn pe
QMo TOU OTOPATOS XOPNYOUUEVA KOPTIKOCTEPOEION:

H annayn tns Bepaneias twv acBevwy nou AauBavouv anod Tou CTOPATOS CTEPOEION C€
Oepaneia pe eicnvedpevn cikAeocovidn kal N enakonouBn avuuelwnion Tous, Anaitouy
1I61QITEON MPOCOXN KABWS N ANOKATACTACN TNS UEIWPEVNS PAOIoENIVEPPIOIaKNS AEITOUPYIQS,
MOU OPEINeTal CE MOPATETAUEVN CUCTNPOTKN Bepaneia e OTEPOEION, UNOPEI VO XPEIQOTEI
QPKETO XPOVIKO OIQCTNQ.

RAocBeveis ol onoiol éxouv NABel Bepaneia Ue CUCTNUATKA XOPNYOUUEVQ OTEQOEION
YIQ UOKEES XPOVIKES MEPIOOOUSs N o€ uywnnes OOcels, €ival niBavov va napouciQcouv
PAOIoEMIVEPEIOIOKN KATAOTONN. L€ QUTOUS TOUS QOBEVEis Mpenel va NapakoNouBeital tTaktka
N PACIOENIVEPEIOIOKN AEITOUPYIQ KAI VO UEIWVETAI MPOCEKTIKA N OOCN TWV CUCTNPOTKO
XOPNYOUPEVWV OTEQOEIOWV.

MetdanonepinoupiaeBdoudda, EekivanotadiarkndiakonN TV oUCTNUATKAXOPNYOUUEVWY
OTtePOEIdWV UE eiuon tns Soons tNs npedvidondvns N ICOOUVAUNS NOcOTNTAs Kata | mg ava
eBoouadda. [1a ddoels cuvinpnons npedvionovns nou unepPBaivouy ta 10 mg nuepnaiws
unopei va kpiBei katanAnAo va yivouv pe npoocoxn peyanutepes SOCONOYIKES UEILOEIS
ava eBdopadiaia xpovika OIacTNPATO.

Oplopévol aocbeveis aicBavovtal adiabecia KAt UN CUYKEKPIPEVO TOOMO KATA T SIOPKEIO
s paons dlakonns tns Bepaneias, Nnapd ™ dlathpnon N akoua kal tn Bedtwon s
QVAMNVEUCTIKNS ToUs Neltoupyias. ©a npénel va evBappuvBouv va enipeivouv otn Bepaneia e
TNV EICNVEOEVN CIKAECOVION KAl VO CUVEXICOUV TN OIOKOMN TWY CUCTNQATIKA XOPNYOUUEVUWY
OTEQOEIOWY, EKTOS EQV UNAQOXOUV QVTKEIMEVIKQ ONUEIQ eMVEPPIOIOKNS QVENAQPKEIQS.

RAoBeveis ol onoiol adnalouv Bepaneia and otePoeIdN XOPNYOUPEVA QMNo TOU CTOUAQTOS KAl
TwVv onoiwv n gAoloceniveppidiarn Aeitoupyia earonouBei va eival Pelwpéevn, Npenel va
PEOPOUV NPOEIOOMNOINTIKN KOPTA MOU VO UNoOEIkVUEl 0Tl xpelalovial emnpocBetn Bepaneia
UE CUCTNPIOTIKN XOPNYNON CTEPOEIOWY KATA TN SIGPKEIQ MEPIOOWY OTPES, M.X. ENIOEiVWONS
WV acBuQUKWY Kpicewy, NoluwEewy Buwpaka, pei(ovos cuvodoU VOOOU, XEIDOUPYIKNS
enepBaons, TOaUPATOoS K.TA.

H avukatadctaon s Bepaneutikng aywyns CUCTNUQTKWS XOPNYOUUEVUWY CTEPOEIOWV Qno
Oepaneia ue eIonvoEs HePIKkES popes anokanunmtel annepyies, onws eivaln annepyikn pivitda
N 10 ek(eQ, MOU ENEYXOVTQV MOONYOUUEVWS [IE TO CUCTNUATKWS XOPNYOUUEVO (PAPOKO.

O nopddotos Bpoyxdonacouos Pe Auecn QUENCN Tou CUPIYUOU N ANNaQ CUPNTUWPATO
Bpoyxoouonacews KQtoniv XopNnynons ths 0OcNSs NPENEl va avtpetwnidovial e tn xopnynon
elonveopevou Ppaxeias dpaons Ppoyxodiactanukou, nou cuvnBws odnyei ce taxeia
avakoupion. O acBevhs Ba npéenel va aglonoynBei kal n Bepaneia ue 1o Ciclair Ba npénel
VO CUVEXICOEI HOVO €QV KATOMIV MPOCEKTIKNS EEETOONS, TO QVAUEVOUEVA OPeNN UNEPTEQOUV
tou niBavou kivbuvou. O cuoxetouos avauesa otn Baputnta tou AcBPATos Kal Ot YeVI-
KN eualcONcia Ooov aPopPa otis o&eies Bpoyxikes avudpacels Ba npenel va ANgBei unown
(BA. nopaypapo 4.8).

H texvikn nou eqpappolouy oI QCBOEVEIS |UE T CUCKEUN EICIIVOWYV MPETMEI VO ENEYXETAI TAKTIKQ,
ue okono va diacpanidetal OU N evepyonoinon TS CUCKEUNS EICVOWY CUYXPOVIeTal JE
NV elocnvon, eac@anidovias e auto Tov 1Pomno N BeAtoctn anodoon ToU POPIGKOU CTOUS
MVEUOVES.

H tautdoxpovn Bepaneia pe ketokovaldnn n dnndous Ioxupous avactoneis tou CYP3A4,
ouunePINaUBAVOUEVLIY TWYV NEOIOVIWY MOU NEPIEXOUV KOUMICICTATN, QVAUEVETQI VO QUENGEI
TOV KkivOUVO CUCTNUQTIKWY aveniBuuNTwy evepyelwy. O cuvOuaouos NEENEI Va anopeUyetal
MOEMNEI VO QNOPEUYETAI EKTOS EQV TO OPENOS UnepPBaivel Tov QuENPEVO KiVOUVO CUCTNUQTIKWY
QVENIBUUNTWY EVEPYEILV TWV KOPTIKOCTELOEIOWYV (BA. napaypago 4.5), kal otny nepintwon
Quth ol acBeveis Ba npenel va napakonoubouvtal yiIa CUCTNUIKES QVENMIBUUNTES EVEQYEIES
TWV KOPTUKOOTEPOEIOUIV.

Autd 10 PapuakeuTtko NPoidy nepiexel 4,/ mg ankoonns (ailBavonns) ce kaBe doon. H
NnoootNTa O€ dia 6OCN QUTOU TOU (PAPPAKEUTIKOU NEOIOVTIOS QVUCTOIXEI G NIYOTEQO Ano |
ml pnupas N kpaoiou. AUTh N PIKEN NOCOTNTA ANKOONNS GE QUTO TO POPPAKEUTKO NEOIOV
Sev Ba éxel kanola agloonueiwn enidpaon.



45 AdAndenidpacels pe anfda ¢apHaKkeutikG npoidovia Kkal affes HopPés
anAnfdenidpaons

Ano in vitro 6edopuéva npokuntel ou o CYP3A4 eival to kUpio éviupo nou eunneketal
oto petaBonioud tou evepyou petaBoritn M1 s cikneocovidbns ctov AvBpwno. 2€ JIo
uenetn anNAnNenidpacns papuaKkwWyY Ce cToBePONOINPEVN KOTAOTAON e CIKkAeoovION KAl
ketokovalonn ws 1Ioxupd avactonéa tou CYP3A4, n ékBeon oto Spactkod petaonitn M1
QuENBNKe Katd nepinou 3,5 Qopés, evw n €kBeon otnv cikAecovibn dev eNnnNPeACTNKE.
2 UVENUWS, N TQUTOXPOoVN Xxopnynon Ioxupwy avactonewy tou CYP3A4 (n.x. ketokovadlonn,
Itpakovadlonn, NEOIOVIA NOU NEPIEXOUV KOPMNICIOTATN kal pitovaRipn N ven@ivaRipn) npenel
VO QNOQEUYETAI EKTOS €EQV TO OPeNOS UnepPBaivel Tov QuUENPEVO KiVOUVO CUCTNHQTIKWY QVETI-
BuuNTWY EvEPYEIWY TWV KOPTIKOCTEPOEIOWY, KAl GTN MNEQIMTUWON QUTh Ol aoBeveis Ba npéenel
va napakonouBouvtal yia CUCTNUIKES QVEMIBUUNTES EVEQYEIES TWV KOPTKOGTELOEIOWV.

4.6 [ovigotnta, KUnon Kal yanouxia

[ oviyotnta kar Kunon

Aev uNAPXoUV eNapkeis kal kand eNeyXOUEVES UENETES O EYKUOUS YUVQIKES.

L€ Uenetes oe (a 10 yAuKokopTKoelON €delfav O enayouv Ts Siapapties dlanAacews
(BA. nopaypapo 5.3). Autd dev eival NiIBavo va oxetidetal e avBpwnous nou nauBavouv
US OUVIOTUW|IEVES EICMVEONEVES OOTEIS.

Onws pe anna yiukokoptukoeidn, n cikAecovidn Npénel va XpNaolonolEital kata th SIGPKEIQ
NS KUNONS JOVO €AV TO NMIBavO OPeNos Yia Tn untepa SikaloNoyei 1o SuVNTUKO KivOUVO YIO
10 euBpuo. [lpenel va xpnoiponoleital n edaxiotn anotenecpatkn 6Oon cikAecovidns Mou
anaiteital yia tn diathpnon eNapKoUs eNeEyxouU Tou QcBuQTos.

Ta Bpepn nou yevviouvtal anod PUNTEPES MoU €NaBaV KOPTUKOOTEPOEION KATA TN SIAPKEIQ TNS
EYKUPOOUVNS MPENel va napakonouBouvial NpOCEKTIKA VIO UNONETOUPYIa ToU PpAOIoU TWV
enveppIOiwy.

©nnoouos

Eival Qyvwoto eav n eionveopevn cikneoovidn ekkpivetal 6To avBpwnivo UNTPIko yana.
@a npénel va egetaldetal N xopnynon oiknecovidns ce yuvaikes nou BnAdlouv Povo edv
TO QVAUEVOUEVO OPENDS YIQ TN UNTEPQ €ival ueyanutepo ano kabe niBavo kivOuvo yia 10
naidi.

4.7 Enmbpaocels otnv Ikavotnta odnynons Kal X€IPICHOU HNXQVNHATWY

To Ciclair ev €xel kapia N éxel achuavin enidpacn otnv IKavoTNTta 0dNYNONS KAl XEIPICOU
LUNXQVNUQTWV.

4.8 AveniBupntes evépyeles

[lepinou 5% twwv acBevwv ekdnAwoav aveniBupuntes evepyeles o€ KNIVIKES UENETES e
2IkAecovidn pecw OOCIUETPIKNS CUCKEUNS EICIIVOWY UMO MIECN, N OMNOIQ XOPNYOUVIQV O€
nuepnoies ooels Pe eUpos anod 40 éws 1.280 pikpoypappdpia. 2ty nAelowneia Twy ne-
OIMTWOEWY, QUTES NTtav Nnies kal Sev anaimnBnke diakonn s Bepaneias e 2ikNeoovion
ueocw SOCIUETPIKNS CUCKEUNS EICMVOWY UNO Mieon.

Mn yvwotés

‘Ox1 ouxvés Lnavies (Sev LNopoUY va eKTiLN-
Tuxvétnta (>1/1.000, (1/10.000 - Y HOP F
<1/100) 1/ 1.000) Oouv ano ta diabeciua
' Sedouéva)
Katnyopia Opyavou
LUOTNHAQTOS
hapdiakes diatapaxes H|’06*n*po nan
LWV
Alotapaxés tou yaotpe- Nautig, éuetos™  hoiniokd anyos™
VIEQIKOU Aoxnun yeuon  Aucneyia®
, , Avudpdoels otn
[‘evikés Slatapaxes kal | ., ,
Oéon epapuoyns

KAOTOOTAOOEIS TNS 0doU ,
tnpotnta o

XOPNYNONS , ,

eIy O€on epapuoyns
AIQTQPAXES TOU QVOCO- Ayyelooidnua
MoINTUKOU CUCTNATOS YnepeuaicOnaoio

, Muknuaoikés Nol-
NoluwéEels Kkal Napact- , ,
LUUEEIS TOU OTOMO-

TWOEIS .
10S




AIQTQPQOXES TOU VEUPI- :
HOPOS P Khepananyia®
KOU CUCTNQTOS
@onn 6paon,
OpBanuikés diatapa- Kevipikn Opwdns Xo-
XES ploappiBinotpoeibona-
Bela
Vuxokivntukn unepdpo-
OtNPEIOTNTQ, OIATOPAXES
, , UMNvVouU, Qyx0s, kataBn -
WVuxiatpikes Siatapaxes ,
N, eNIBeTKOTNTQ, PETO-
Bonés otn cupunepipopa
(kupiws o€ naidiA)
, Aucpuwvia
AIQTQPQOXES TOU QVO- , ,
, , Brixas ueta v er-
MVEUCTIKOU CUCTNUAQTOS, %
10U BUIPOKA KAl TOU He- o ' oF
P : [lopado&os
coBwpakiou , .
Bpoyxoonaouos
Alotapaxes tou dépua- | :
P <PF Exleua kal eCav-
T0S KAl TOU UNodOPIoU
, Onpa
IoToU
Ayyeiakes S1QTQPAXES Ynéptaon

*Opolas N xaunNAoTEPNS CUXVOTNTOS GE CUYKPION E EIKOVIKO PAPPAKO

** RioBnua nanuwy napatnpnBnke oe KNIVIKES OOKIUES GE MEPINTUICEIS MOU WS €Mi 1o nAeictov
oUOXeTdoviaV [E TQUTOXPOVN Qywyn PE PAPHUQAKA UE YWWOTES kapdlakes enOPATEs (M.x.
Oeopunnivn h canBoutaponn).

O nopadotos Ppoyxdonacuos UNOPEi va eUeAVIoTEl QuECWS PUETA T xopNynoh ths SOoNS
KQI €iVal PIO PUN-OUYKEKPIPEVN OCEIa aviiOpaon o€ ONQ TQ EICMNVEOUEVO PAPUOKEUTIKO
MEOIOVTQ, N OMNoia JUNOoPEi va oxetidetal e tn OPACTKN OUCIQ, TO €KOOXO N TNV YUEN KATO
NV €EQTUION OTNV NEPINTWOoN OOCIUETPIKWY CUCKEUWV EICAVOWV. 2€ COBQPES MEPIMTUICEIS,
Oa npenel va egetaletal n diakonn tou Ciclair.

(Mnopei va napouciactoUv CUCTNUQTKES ENIOPACEIS TWV EICMVEOUEVUY KOPTIKOCTELOEIOWY,
1blaitepa dtav xopnyouvial oe uwnnés SOCEIS YIa MOPATETQUEVES XPOoVIKES nepiodous. O
niBaveés ouotnuatkes enidpacels nepinapBavouv cuvdpouo Cushing, xapaKINEICTKA
opolalov pe Cushing, katactonn eniveppidiwy, kabBuotépnon s avantuéns oe naidid kal
ePNPOUS, Jeilon OCTKNS NUKVOTNTAS, KATOPEAKTN, YyAaukwa (BA. enions nopaypago 4.4).

Avapopd niBavonoyouuevwy aveniBuuntwy EVEQYEILV

H avapopd niBavonoyouuevwy avemBuuntwy EVEPYEILV ETQ QnO Th XOPNynon
Q0€I0s KUKAOPOPIAS TOU PAPUAKEUTIKOU NPOIOVIOS €ival CNUAVTKN. EMITOENEl TN CUVEXN
napakonouBnon tNs oxéons OPeNOUS-KIVOUVOU TOU POPHIAKEUTIKOU NEOIOVTOS. ZNTEital ano
TOUS enayyenpaties UYEIQs va avaPepouy onoleconnote MBavonoyoupeves aveniBuuntes

evépyeles éow tou EBvikou Opyaviouou Qappakwy, (Meocoyeiwy 284, 15562 Xonapyods,
ABnva, tnn: 213 2040380/337, ictdtonos: http://wwuw.eof.gr

49 Ynepdooonoyia

Octeia:

H eionvon and uyieis eéBenoviés pias epanat doons 2.880 pikpoypauuapiwy oiknecovidns
ntav kana avektn. HniBavotnta eupavions o&ewy 1ok eNiOPAcEWY Nou akonouBouv tnv
unepdoconoyia pe eicnveopevn cikAecovion eival xapnan. hatoniv oteias unepdoconoyias
Sev analteital cuykekpiuevn Bepaneutikn aywyn.

Xpovia:

Katoniv napatetauévns xopnynons 1.280 pikpoypauuapiwy cikaecovidns, dev napatn-
oNBnkav kNIvikd onueia eniveppidlakns kataotonns. (JotOco, v CUVEXICTEI N Xophynon
OOOoNSs UYNAOTEPNS TNS CUVICTWIEVNS VIO NOPATETQUEVES XPOVIKES MEPIOOOUS, OEV UNOPEI
va anoknelotei kanolos Babuos eniveppidiakns katacotonns. (TInopei va eival anapaitntn n
nopakonouBnon s eniveppiSiarns ePeOPEIQS.

5. OAPMAKOAOTIKEL IAIOTHTEZ

5.1 ®appakoduvapikés 1610tntes



DapuakobBepaneutkn katnyopia: ‘ANNa pApPaKa YIa TS QNOPEAKTKES NABNOCEIS TwV
QEPLOPOPWY OOWYV, EICMVEOUEVQ, YAUKOKOPTUKOEION

Kwoirkos ATC: RO3B A0S

Mnxaviouos Apaons

H oikdecovidbn napoucialel xapnAn  ouyyevela O€ECPEUCNS |E TOV  UMOOOXEQ
yAukokopukoeldwy. [Tletd and tou ctopatos eicnvon, N ciknecovidn petatpénetal eV UUIKO
otous nveupoves, otov kuplo hetaBonitn (C2 1-des-methylpropionyl-ciclesonide) o onoios
exel ekONAN avuPieypovwon 60Acn Kkal yia 1o AOYO auto Bewpeital o evepyos petaBonitns.

KhAvikn anotenNecpauKOTNTO KAl ACPANEIQ

) € TEO0EPIS KNIVIKES OOKIUES, exel OeIXOei Ol N GIKNECOVION UEILVEI TNV UNELAVTIOPACTKOTNTO
WV QEPOPOPWY OOWV GTN UOVOPUWICPOPIKN AOEVOCIVN GTOUS UNEPAVTIOPACTIKOUS QODEVEIS,
LUE 1O EYIoTO anoténeca va napatneeital he th 6oon twyv 640 pikpoypauuapiwy. 2€ annn
SoKkIUN, N NPoBepaneia e CIKkAECOVION YIQ ENTA NPEPES PETOIQCE CNUAVTKA TS QVIOPQCEIS
MEWIUNS KOl OWIUNS (pQCNS MoU NPokNNBNKaV JETG ano elcnvon aNNepyioyovou. H aywyn Je
elonveopevn oikAecovidn anodeixBnke enions ot petpiadel TNV AugnNon Twv PAeyHOVWOWY
KUTtGPWY (cUvono nwolvopidwy) kKal twv eAeypovwowy diapeconaBntwy O€ eNQyOUEVO
ntuena.

EReyxopevn penénn cuvérpive tny AUC tns kopuldnns 24wpou oto niddoua o€ 26 evnnl-
KOUS aocBuaukouUs acBeveis ueta and aywyn / NUEPUIV. L€ CUYKPION |IE TO EIKOVIKO (PAPO-
ko, N aywyn pe 320, 640 kal 1.280 uikpoypapupudpia ciknecovidns ava nuépa, Sev Jeiwoe
O€ OTQUOUKA ONPUAVIKO Babuo us péoes tpes tns kopulonns 24wpou oto nAdoua (AUC,
L./ 24 Wwpes) oute €deite kanola dbocoetapuupevn enidpaon.

e wAivikn SoKkiun oty onoia oupueteixav 164 evhnikes QvOpES KAl YUVQIKES
acBuaukoi acBeveis, xopnyNBnke oiknecovidn ce docels 320 uikpoypaupopiwy n 640
UIkpOoypPaupopiwy/NuéPa yia xpoviko diactnua |2 eBdouddwy. hatoniv dieyepons e |
kal 250 pikpoypappdpia koouviponivns, Sev napatnpnBnkav onpavikés annayéEs ota eni-
neda Kopulonns oto NNACHAO CE CUYKPION [E TO EIKOVIKO PAPHOKO.

AINAG-tUPNEs, eNeyxOUEVES E EIKOVIKO PAPaKo OokIueEs dldpkeias 12 eBdouddwy ce
evhnikes Kal epnBous exouv O€itel OU N aywyn e oikAecovidn, eixe ws anotenecpa Ben-
UWHEVN NVEUPOVIKN AEoUpYia, Jetpoupevn e tov FEV. Kal tn ueyiotn eknveucurn pon,
Benuwuévo €Neyxo TwV CUPNTWPATWY TOU QCOPQTOS KAl JEIWPEVN QVAYKN YIQ EICMVEOEVOUS
BAto-2 aywvIoTEs.

2 e penein Siopkeias 12 eBdouddwy pe 680 acbeveis pe coBapd Gobua, ol onoiol
nponyoupéevws eixav unoBnnBei oe Bepaneia pe 500 — 1.000 pikpoypauudpia NEOMIoVIKNS
@Aoutkaldvns ava nuépa N e 1Icoduvaun Bepaneia, nocooto 8/,3% kal 93,3% twwv
acBevwy Sev ekdbnnwoe napd&uvon kata tn diapkela tns Bepaneias pe 160 h 640 ui-
KPOYPAUUAOPIa oikAecovidns, aviiocToIxa. 210 €nos s NeEpIodou Penens Twy |2 eBOouo-
Swyv, 1a anotenécpata €deitav cTatcUKkG onuavikn dlaPopd Petatyu twy docewyv |60
Uikpoypauuapiwy kal 640 uikpoypaupapiwy cikAecovidns ava NPELQ, QVAPOPIKA E TV
ELPAVION NAPOEUVONS ETA TNV NPWTIN NPéEPa s uenéwns: 43 acBeveis/339 (12,7%) otnv
opada wv 160 uikpoypauuapiwv/nuépa kal 23 acBeveis/ 341 (6,/%) otnv opdda twv
640 uikpoypauuapiwv/nuepa (Noyos kivouvou= 0,526, o= 0,0134). kai o1 duo ddoels
olkAeoovidns odhynocav oe ocuykpioipyes tues FEV, ous 12 eBdouddes. Avenibuuntes
evépyeles oxeulopeves pe i Bepaneia napatnpnBnkav oto 3,8% kal 5% twyv acBevwv
nou unoBAnBnkav oe Bepaneia pe 160 n 640 uikpoypauudpla ciknecovidns ava NPEPEQ,
QVToTOIXQ.

Mo nepartépw dokiun 52 eBdoudadwy, otnv onoia cupueteixav 36/ acBeveis e NNIo €ws
u€ETpIo acBua dev unopece va katadeitel onuavikn Sla@opa otn dpach uwnAotepwy OO-
ocewv oikneoovidns (320 n 640 ug ava nuépa) oe cuykpion Pe xaunnotepn doon (160 ug
QVQ NPEPQ) OTOV €NEYXO TOU QCBPATOS.

5.2 @appakokivntikés 1810tntes
H oiknecovidn napouciadetal ws didAuPa aepoNUUATos, Nou anoteneital and NPowdNTUKO
uniko HFA 134a kal aiBavonn, 1o onoio enibelkvUel YoaUUIKN OXECN QVAPESQ OTIS SIAPOPES

OOCEIS, TS MEPIEKTIKOTNTES EICTIVOWV KAl TN CUCTNUQTIKN ekBeon.

Anoppdpnon




Menétes pe and twu otopaTtos kal evooPneRiws xopnyoUuevn EASIOENICNUACEVN
olknecovidbn éxouv Oeitel atenn éxtaon s and tou CTOUATos anopEopnaons (24,5%). H
Qno ToU otopatos Plodiabeciuotnta kal ths oikAecovidNs Kal Tou evepyou petaBonitn tns
eival apenntéa (< 0,5% yia v oikneoovidn, < 1% yia 1o petafBonitn). [Me Baon éva neipo-
ua y-onivinpoypagias, N evandBecn otous nveupuoves o€ uyin atopa eival 52%. 2e ape-
ON OXECoN PE QUTN TNV TPN, N cuctnpatkn BiodiaBeciuotnta tou evepyou Petaonitn eival
> 50% xpnoiyonolwvtas T SOCIUETPIKN CUCKEUN €lcnvouy s oikAecovidns. RaBws n
ano tou octouatos Biodiabesipdtnta tou evepyou petaBonitn eival < 1%, n nocdnta s
€IoNVeOEeVNs oikAeocovidns Nou katanivertal, 6e cupPanAel otn CUCTNPATKN ANOEEOPNON.

Khatavoun

Meta and evbopnéRia xopnynon Ge uyIN AToPA, N AEXIKA PACN KATAVOWNS TNs CIkAecovioNs
Atav Ttaxeia kal oe cuppuwyvia pe tny uwnan Adinogidia ms. O Oykos Kkatavouns NTav Katd
u€co opo 2,9 I/kg. H cuvonikn k&Bapon opou tns ciknecovidns eival upnin (katd PeEco
oo 2,01/wpa/kg) unodeikvuovias upynnn nnatukn anékkpion. To Nocootod Ins ClkAecovioNs
T0 onoio cuvdéetal e Us avBpuwnives Npwreives tou NAACUATOS Ntav Katd Peco 0po 9%
KQl €EKEIVO TOU evepyou petaonitn s ntav 98- 99%, unodeikvuovias pia oxedov ninen
oUvOeon s KUKAOPOPOUOCQS CIkAecoVIONs / Tou evepyou PetaBonitn TNS UE TS MOWTEIVES
TOU NAQOPQTOS.

Bloyetaoxnuauouos

H oikAecovidn udponuetal kupiws oto BioNoyIkwsS evepyo tns etaonitn péow twy evlUuuwy
NS €0TeEPAONS otov nveupova. (Mia diepevnon tou nepaltépw evluuikoU petafonicuou
Qno 1a PIKPOCWHATA Tou avBpwnivou nnatos €6€i&e Ot auth n evwon Petaonidetal, ue
katanuon ano 1o CYP3A4, katd kuplo Noyo oe udbpo&uniwpevous avevepyous uetaBonites.
EninA€ov, o1 avactpeyiues, ectepikes, NINOPINes, culuyeis EVUICEIS TOU evepyou JetaBonitn
ue AINOPQA 0tea avixveubnKav CTOUS NMVEUOVES.

AnoBonn

H cikAecovidn, YETG aNo TOU CTOPATOS KAl ano evooPeRia XopNyNon, ANekKkPIVETAl KUPI-
WS JEcw Twv konpavwy (67%), yeyovos nou unodelkvuel Ot N QnéKKPIoON PECW TS XONNS
€ival N KUPIa 000S AMOUAKPUVONS TNS.

DopPUOKOKIVNTKES/ POPIUOKOOUVAUIKES OXETEIS:

AoBeveis ue aoBua

H ocikAecovidn dev napoucialel papuakokivnukes aniayes oe acBeveis Pe nmio acBua
OUYKPITKQ [HE UYIN QTOMO.

HAlikiwuevor
H nAikia 6ev ennpeadel tn cuctnuatukn esBecn ctov evepyo petaBonitn, cuhguwyva e nan-
OUCUIOKES PAPPAKOKIVNTIKES UENETES.

Nepoirn i nnatukn duoneitoupyia

H peiwpévn nnaukn Aeitoupyia Pnopei va ennpedcel tny anofonn Twv KOPTKOCTELOEIOWV.
) € pia penetn nou nepinauBave acBeveis ue nnatukn SucAEIToupyia Nou €Enacxav and NNATKN
Kippwaon, NapaAtNENBNKe uYPNNOTEOLN CUCTNUATIKN €KBecn GToV evepyo petafonitn.

AOyw s eNAeYns VEPPIKNS QMEKKPIONS TOU evepyouU petafonitn, penetes oe aoBbeveis e
veppikn ducnerntoupyia Oev exouv NPAyHATonoINbei.

5.3 [pokAivika dedopéva yia tnv acpanela

Ta npoknivika 6edopéva e tnv cikAecovidn dev anokanUuntouv I0IQITEPO KiVOUVO YIO
oV QvBpwno e PAon us cUPPQUKES PeNetes PAPPOKONOYIKNS ACPANEIQs, TOLIKOTNTAS
enavanapBavouevwy OOCEWY, YOVOTOEIKOTNTAS N EVOEXOEVNS KOPKIVOYOVOU OPA0NS.

L€ ENETES QVAMAPAYWYIKNS TOLIKOTNTAS MOU MnpayuatonoinBnkav ce neipapuatolwa,
anodeixBnke Ot 1a YAUKOKOPTKOEION ENAYOUV CUYYEVEIS OlauapTies (NUKOOTONQ, CKENETIKES
Suopoppies). (QoTd00, AUTA Ta AMNOTENECATO TWV PENETWY o€ nelpapatolwa &€ aivetal
VQ ICXUOUV OTOV QvBpwno Otav xopnyouvial O CUVICTWUEVES SOOEIS.

2€ SUo penetes |2 unvwy oe okunous, nopatnEnBnke otn peyiotn 6Oon, pia oxetulouevn
ue tn Bepaneia Spdon cus wobnkes (eidIkotepa atpoia). Auth N dpdon nopatNENBNKe
O€ CUCTNUQTKES ekBETEls D,2/7 — 8,34 popés autwy Nou onueiwBnkay otny nuephoia Soon
wv 160 ug. H onpacia autou tou eupnuatos otov avBpwno eival dyvuotn.

Menétes ce dwa e anna yAuKokopTKoEION €beltav O N XOPNYNON POPOKONOYIKWIY



SOCEWV YAUKOKOPTIKOEIOWY KATA TN SIQPKEIQ TNS KUNCEWS PJNOPEI VO QUENCEI TOV KivOUVO
yIa kaBuotepnon ths evoouNTiou avantuéns, yia kapdiayyeliakn kal/ N petafonikn vooo twyv
evnAikwy Kal/N yia JOVILES annayEs OTNV MUKVOTNTA TOU UNOOOXEQ TWY YAUKOKOPTIKOEIOWY,
OTtNV QvaKUKAWGN KAl CUPNEPIPOPA VEUPOUETORIBACTUWY. H CUCXETON QUTWY TWV CTOIXEI-
wv o€ avBpuwnous nou AauRavouy cikAecovidn dia elcnvons eival Ayvuwotn.

6. ODAPMAKEYTIKEZ NMAHPOO®OPIEL

6.1 RKatanoyos ekdoxwyv

Nop@nioupavio
AIBavonn, avudpn

6.2 AoupPatotntes

Aev epapuoletal.

6.3 Aidpkela Qwns

3 XpOViIQ.

6.4 |biaitepes npogpunagels Kata tn puAagn tou npoiovios

To papuakeutko autd Npoidv dev anaitei Idlaitepes cuvBnkes punatns. O NeEPIEKTNS NEPIEXE]
uypPo unod nieon. (Tinv tov ekBéoete ce Bepuorpacia peyanutepn twy 50°C.
O nepiértns Sev Npénel va 1punnBei, va onacel N va kael akopa kal av gaivetal AdeIos.

6.5 ®@uon Kal cuoctauka ToU NePIEKTN

H cuckeun eicnvowy anoteneital ano eva uno niecn neplektn anouuiviou kal oppayiletal
ue doaoipetpikn BanBida, akpo@Usoio Kal kanakl, kal tTa OUo and NoAUNPONUAEVIO.

To Ciclair 80 pikpoypappapia ava wekaouod didAuua yia eionvon uno niecn éxel NpAcIvo
KQMQKI.

To Ciclair 160 uikpoypappapia ava yekaouo didnuua yia eicnvon unod niecn éxel uwp
KQMQKI.

To Ciclair 160 uikpoypapuudpia ava yekaoud Sidnupa yia eionvon unod Niecn €xel KOKKIVO
KQMQKI.

MéyeBos ouokeuaoias: | cuokeun eicnvons pe 120 dooiuetpikous Yekaopous

6.6 |8iaitepes npopunagels anoppiyns Kal annos xelpIouos

@a npénel va SoBoUv otous acBeveis NpooeKTIKES odNyies yia TNV 00BN XPNoN TS CUCKEUNS
eionvowy (BA. Ounno Oényiwyv Xpnons).

Onws e 1o NEPICCOTEPQ EICMVEOUEVQ NEOIOVIO OE MEPIEKTES UMNO niecn, n Bepaneutikn
SPACcN QUTOU TOU (PAPPOKEUTIKOU MOOIOVIOS UNOPEl va uelwbel Otav o neplektns eival
Yuxpos. [apodna autd, 1o Ciclair nopéxel pia otabepn 6don oe Bepuokpaaoies and -10°C
éws 40°C.

EQv n ouckeun €ionvons yiver nonu Koua, QPQIOECTE T CUCKEUN arod tnv nlaoctikn 6nkn
Kal Beouavete tv oto xeoi 0as yia Aiya Aenta noiv t xonon. [lote unv xonoiuonoinocete
oudnnorte aino yia va tnv Beouavete,

KABe axpnoiponoinTto PaPUAKEUTIKO MEOIOV N UNOAEIUUA NMEENEI VA QNoPEINTETaI CULPUIVO
LE TS KATA TOMOUS IOXUOUOES OXETKES OIQTALEIS.

7. RATOXOL THX AAEIARZ KYRAODOPIAL

GENETIC SPA

Via G. Della Monica n.26
84083, Castel San Giorgio
Salerno

ITAAIA

Tel.: +39 089828911 1

Email: info@geneticspa.it




8. APIOMOZL(OI) AAEIAZ KYKAODOPIAL

9. HMEPOMHNIA NPQTHZ EMKPIZHZ / ANANEQZHX THZ AAEIAX

Huepounvia npwtns éykpions: 06-11-2023

10. HMEPOMHNIA ANAGEQPHZIHL TOY KEIMENOY

CICLAIR

INH.SOL.P 160MCG/actuation
BT X 1 INHALER X 120 METERED ACTUATIONS

Bon0note va yivouy To QAPUOKO TLO 0.GQOUATN KL
Ava@épeTe:
OAEX T1¢ avemOounteg evEpyereg yo
OAA t0 pappoka
Xvuninpovovtos TNy « KITPINH KAPTA)»



