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DYAAO OAHTIOQN XPHEHE: IAHPO®OPIEE I'lA TON XPHETH

ADELONE 1% ogBoipikic otayéveg, Sidhopo
Prednisolone Sodium Phosphate

Aot TpogekTIKG 0kGKINPO TO Pikko odnyidy

1piiong mpoTod upyiceTe vo (PICILOTOIETE AuThH TO

@iappako, 16T meplapfive anpavTiKic TANPOQO-

pisg Na cag.

- MuraEre qutd o PHALo odnyLav ypios. Tong ypeta-

otel v 1o SePhoete Lavi.

EQv £xeTe TEPOTEP® GNOPIES, POTHGTE T0 Y1TPd, T0

(PUPHEKOTOIA T TO VOTOKOUD O0G.

H ouvtaym 11 autd 1o @appuxo yopnyiinke aroxhsr-

OTIKG Y10 60G . AEV TPENEL va SMOETE TO PAPUIKO GE

@Ahoug. Mropei va tovg Tpokuiéce BLaf, akdpa Kot

OTEV Tor CUPTTMRATE TOVE Elvan i1 pe Ta dixd oag,

Edv mapamprioete kamowa avemibbpmm evépyetlo, ma-

paxoksiole v EVIPEPOCETE TO YIXTPO, TOV PUONEKO-

7010 1] TO VOGOKOp0 oug. AuTd et Yir kale mbuvi

avemvunm evépyeto mov Sev ava@EPETal 01O POV

iAo odyidw yprione. BAéne nopdypugo 4,

T repiéyst To mapdy YUALO 0d1yLdN:

1. Tt givon To ADELONE xan mowa givan 11 4pion tou

2. T1 apéme va Yvopilete TPpoTon ¥PCIHOTON|oETE T0
ADELONE

3. Iag vo. ypnoponomoeete 1o ADELONE

4. IBavég avemBounTeg evépyeieg

5. g va. purdooete 10 ADELONE

6. TIepIEyGHEVO TNG CVOKEVGINS Kal AOUTEG TATPOQOpIEg

1. Ti givar to ADELONE ko 20w givor p ypijei) Tov
To ADELONE &{van éve T0mkd KopTikooTepoetdes otei-
po Stdhvpe Yo gprol] 6 EVIETOKPIVONEVES OTH KOPTL-
KOGTEPOES] PI-AotpdBel; PAEYpOVOIE KaTRaTAGEIG
tov wpoabiov TpMpatog Tov opBuipon. Ta kopTKOTTE-
poeidn eivon ovaieg tov Spovy ToAAamhi oTIC PAETHOVEG
kan adhepyieg avaotéddovtag T Qheypovadn aviidpu-
on ot epeioTikolg TaPEYOVTES HKOVIKIG, (NHIKAS 1]
avoGoRoYIKIG wmodeylug, Avectéilovy Ty veoayysi-
@O, TV TOAATAUGIHONG TOV VoPlacTdv Kat howtd
TOPAYOYIKA QUIVOPEVE 7OV GUVOSEDOUY TIG TERIKEG
Pphceig ™S preypovibdoug Sudicasiog. Avaotédlowy
(PUYOKUTTEPMON Kol THY GvTIdPGT) TOV AELQIKOL 1GTOD,
H npedvilorovn oe yopnin nepektikoma 0.125% de
SEPYETHL TOV KEPATOEIDY GE KAVOTOMTIKT] GUYKEVIPO-
on). [a 10 Aoyo avtd ypNCIHOTMETH O ERPEVEIUKEG
nmobdfcels. Avtifeta, n mpedwilohovn o peyUrDTEPES TTE-
prekTkOTNTES 1% Siépyetar EVKOAOTEPU TOV KEPUTOEIDT]
KOl TPOTINATHL OF PAEYHOVODIEIS KUTOGTACELS TOU GKAN-
pou t@ve kat ot Tpoctheg payoedindes.

EvSeiicvotal 1o TV OPTTOUTIKY 6VAKoDQIoT) KhAEP-
VKOV KETAGTACEMY TOV EMTEPUKOTO, KEPUTOEIB0TS Kal
Bredpuov, avebdpmza alkepyioydvon aitiov, Aannteg
QLEYHOVABEIS KuTeoThoelg puyoedols, okAnpov kot
emokAnpiov mwg Kat Tov keputoedovg. Emaxinpit-
deg, podOYpovg aKur, EMPUVEINKT) GTIKT Kepatitide,
un moadelg PAepupindes kal PAVKTAWVGOBNG KEPUTOETI-
reQukitida, xepatitida oxd 16 £pmta (wotpa, ip1doku-
kiitidec. Emiong 1o ADELONE yopnysitet peteyyeipn-
Tk oE evaoPolfikes Kuping EneUPAGELS, TPAVHKTH TOV
BokPov ko kepatomhaotikés. Mmopel va yopnymbel e
howpmteg and adevoiovg kut kowd fuktnpid (emue-
QUKITIOES) OTIC TPOIPES EVIOVES PAOEIS TG PAEYROVIS
Ak KGTe ond TAipn mpeobepamevtikg kdkoym. Tu-
VIOTOTOL TAVTOE VI OTOPEDYETOL GE AOILOBEIS KUTUG T -
celg Tou opbokpob.

2. Ty wpéner va yvapileTe TPy vo xprjcLpomonjoeTe T0
ADELONE

Mnyv ypyoipononjsete to ADELONE gav:

Eiote ahkepyikog otn dpactiki] ovsie (rpedvilordvn)

1] O£ 0TOL06TTOTE LD GUGTATIKG HVTOD TOV PuPpd-

®OL (TOV avagépovtal 6TV Tapaypago 6).

“Eyete eprmrua} embnliok] kepatinde, poknridozi,

xepatinda petd Supahopo, tpiyopa, ToddEe prey-

povég ywpig ynueobepancvtikng kdhoym, yAovkoud,

pupatioon tov opbaipod, £hkog Kol andoTu KE-

POTOELOOVG.

Ymapyel yvwot viepsvaicth|oia o8 KopTIKOoTEPOEST|.

Iposidorou]seig Kal mpopuiatog

Enpovtikd: My epoppoletor moté qutd 10 pappaxo

ot pamo oug xwpic TpdTa va supfovisvteits To ya-

1pd cug. Eav yprowponoteitan yw habog nabnon, propei

VoL 06NYNOEL GE TOPLLOT].

Evnpepdaoete 1o y10Tpd 1 70 Quppakomold cag Ipw ™

1pion tov ADELONE eav:

cag &gl yopnymOel apoapate Prednisolone Sodium

Phosphate 1| kamoleg Ghheg Tapdpoles koprkootepo-

eidelg otaydveg.

£yeTE PUpaTimon

POPATE HOAUKoDg QKOS ENOPIS

éxete eyxepiotel o katappaxTy

£xete yhoikwpa 1| hapBavets goppakevTiky ayoyi

1 cvEnpévn evBoplahma nicon.

AVTEVBEIKVUTOL 1] paKpoypOVIa yopTiynam o Tadii yio-

i T KOPTIKOGTEPOEST) UMOPPOPOTpEVEE ETBPODY oTOV

afova EmVEQPISla-uTopLON Kol GRAVIC, PTopolY Ve

ropatnpnbodv ko onpeia cuvdpdpov Cushing.

H Suwrkom tov puppakon petd and paxpd ypfan npénel

va yivetol TpoodeuTikd Onmg Ko oMy TEpiNTOON ™S

GUOTIHATIKIG XOPIYNOTS KopTKosTepoeibay. Omug

oupfoiver kot pe: dke KopTIKOSTEPOEISH pmopel va.

enaroovliiost abinom me evéoedid g icong o8 To-

poretapévn gpion (1-2 efdopadov i mepicatdrepo) me

Prednisolone Sodium Phosphate tomxd: arov. oplahps,

Kot m Suprsto xopatstapivie xpijong 0a rpéner va

eAfyyeTal ouompaTiid 1 evboeBidjia nison,

Tleplodikn e£étaon Tov WQEJQH‘}I’I!QG APEMEL va mEpL-

Aappaver TPOGEKTIKY EXTIHTION TOV KEpaToeidote Ka

TV Qukibv/ae dobiveis mou Bplokoviat 68 taxpoypovia

1 enavedopfavopevn Oeparneioe. © © ‘

Hadra

SH

.

i

av@hoye pe tov Thmo g PAGANG Kau propel va Suap-

KEGEL oh hiyeg Nuépeg péxpr apketés efbopades, oip-

pove pe 1o OepamevTikd anoTEAECHN. & VAOTPOMES

OV E£ivaL uyvOTEPES OTIS EV EVEPYEiIL xpdvieg PraPeg

suvietiTal enavdinym mg Bepanciac. Edv dev vadpEet

Bedtimon ToV GUPATOUETOV Gag PE To mépug T NpephV,

otepamote m gpion o ADELONE x1 emokegpteite

T0 YLOTPO oG,

Odyiss ypriong

1. [Ipotot ¥pnoponomeete 10 GEPUOKO yia mpmT
gopd, Pefuimbeite 611 To Kumdk sivan avérapo.

2. Apydt TOVETE To gEpioL gag Kat KoBicTe dveta.

3. Avoifte To (uokidio oTpifoviag To KemdKkl Kal piot-
pomOIaTE T0 SiyTuAd Gog Yo va Tpafiiéete anakd to
Kt Prégepo tov mpocfePinuévov opbudpod cog
(opipa 1)

4. ToroBetiote TV dkpr) Tov Pleiidiov kovtd oto pdan
1 10 Prépupd oug, umopebyoviag vo ayyifete v
@kpn TOL GToyovopETpov ota Phipapa / yipon mepl-
oy} 1) dhhes empdveles, Aoy Tov kivdivoy pdhuveng
Kat v enakdrovdn cofapn koipwén tov opbuiuond
(oo 2).

5. hiéote to provkdh anehd £101 dote povo pia otayo-
Vo Ve TTYOiveL 6T0 AT GG Kul 0TI GUVEXELR w)TjoTE
10 KiTw Prépapo. Av pa otayovae Ee@lyel und To patt
aug, mpoonabiote nikt (oynpa 3).

6. Meté ) gpijor) ADELONE méote pe 1o Sayturod oug
™ yovic Tov patiod cag, axd ™ ity v | Aertd. Avto
Bondd v otapotiicovy ot 0gBukIKES CTHYOVES Vit TE-
plGouy 610 LIERoWo odpw (oyrue 4).

7. Enavoidfete oto dAho cug pan edv oag to £YE1 TEL
0 yeTpds oug

8. Bidthate To Kamdkt 6T Q.

9. To pbyyog Tov prahidiov Exel oxeduotei y1a va tope-
€L pin povo otoyove ™ gopd. Emopévms, pn dieupi-
VETE TV TPOAC TOU pOy{OnG

TR

opinal  oyrpa 2 apipa3  opjpad

Eav ypnowpononjoste peyakotepn d6ony ADELONE

amh TNV KOVOvLK)

Agv vadpyouv ovpmtdpata £E viepdocokoyiag Kard mmy

opboipuai yprion koikvpiov mpedvilodowg.

latpikoi £heyyor

Eav ypnowponoieitar to ADELONE 1w efdopadec o

YwaTpds oag pnopel va oog TPOTPEWEL Y1a EMAVEAEYO.

Me avt6 10 Tpémo Ho PeParmbei yi v anroteleopatikn

xpion Tou gapudkov kebdg ki 6,1 1 doam mov Aaupa-

vetal eivan opBidg Tposappocpévy via ectc. O yatpog

Bu cug eZethost wg npog Ty evdopbdhue ticon, Katop-

PAKTN 1) Kol poiove).

Edv Egygdoete vo gpriopononjoets 1o ADELONE

Edav mpénel va hapPavetar 1o pappuko cuverds Kt to-

pubeiyete pua doom, Ba apénet va napete ™) doon avt)

10 Threpo Suvatov. Edv, ev tovtowg, minowalel n dpe

i v enopevn 8oan pn AaPete m Soon mov mepudsi-

wate, ohhi ouvexiote kavovika ) Bepomeio. Mn Sitha-

oudtete Tig Sooeig. Eav &feTe TEMIOOOTEPES EPOTHTELS

OYETIKA HE TN %PTIOT] GUTOD TOU PUPHKOD, POTHGTE TO

TOTPO 1] TO PUPHUKOTON0 OUC.

Eav otepomioers va yprjoiponoweite o ADELONE

Mn otepatioete ) gpijon Tov ADELONE eav npora

de ovpPovienteite 1o yiatpd cog. Edv €gete ypnotpo-

noujoer 1o ADELONE v peydho gpoviko ddompa (6

£ag 8 efdopadeg), tote Ou mpiner va 10 oTAPOTHOETE

oTodlOKA MOTE VO QTOQUYETE TIV EROVEPQAVION THE

Qheypovic.

4.M0avig avemOOpTES EVEPYELES

Onwg O T QEPHOKE, ETCL KOL 0UTO T0 PAPHIKE ITo-

pei v mpokuricer avemOiunTeg EVEPYELES, UV KoL eV

napovaraloviat e okovg Tovg avbphnoue.

H ronu) gpriom koprikootepoeidiv otov opludpd xel

amoderyel OT1L quvodelETaL amd upketés coPupés avemt-

opnreg evépyeieg. Ot 0UCIOTIKOTEPES 0 wuTég elvat:

1. Abénon mg evdopalpag mieans petd TomKy xo-
piynoen mave omd 15-20 nuépeg oe npodatebeipéva
ATOPA KAL YYOOTONG YAAUKOHOTIKOVG.

2. 06hwon tov pukol (Kutoppaktoyova dpaan) Kal Ku-
ping 610 oniobo TEPIEEKe0, HETH and PUKPOYPOVIL
xopimen.

3. Evepyomoinom, emdeivoor 1] npodiifean e Aopo-
Zeig and omho Epmto, pikmteg kot faktnpidia (kupi-
@¢ yevdopovidia).

Hloiv araviee (< 1/10.000)

Mok ondvie &xovv avapepbel mepurtdoelg anotitd-

VOONG TOV KEPUTOEIBOUS, ot opouévous aalevei pe

GNPOVTIKG KOTESTPUUPEVO KEPUTOEDI], 68 GUVBLUGHO

pe 1) gpion oplulKOV GTEYOVOV IOV TEPIELOVY (-

SPOPIKO GAOC.

My yveratés (n ouyvotnra dev popet v extyyliel axd ta

Sabéona dedopéva)

Mn WioTeg: Slatepuyig TN aVoGoToITIKOD CUCTIUATOG

Mzopel vo. mpokibyouy avridpicels vrepevaoinoiog,

ouviibug kabustepnpivou thinow, mov propet va odnyr-

gowy e epetiopd, kayipo, TTOHERD Kat paryolp.

Mn yvaotic: Siatapayic Tov vEupIKOD GuoTHUITOS
Tovokégalog

Mn yvootéc: Surapuyic ov Sépuatog kat Tov vrodo-
plov 1aTOn

Aeppotinde, knopde, eEavinua

Mn yvootic: ogfuh ki Siatapayic

H mr'rm'} APion KopTikoatepoadov propel va £xe mg
anotédecpa o quEnpévn evlopBihua ticon wov pxo-
pei vu'oényﬁmn o€ frapn Tov ontikod vedpov, MELDHEYT)
onTikT oEbTnTa Kal EhattduaTe onTIKoD nESion. Alkec



B](c;zgmw 1) emBeTicdmra (1B1oitepa oTa Ts1d).

Mlu @appaxa kat ADELONE

Topaxah®d smpephate © oTpd 1 TO QUEPHAKOTOW

G £av ypneInoTolEiTaL T TPOKELTAL VT (PTOIUOTON oE-

1€ GAXo phploKe cmu:tsm)mpﬁavnpsvmv KL EKEIVOV TV

onoinY BEV AMAITEITHL 10TPIKT GUVTAYOYPagNOT.

O opBahpikis oTUyOVeg TPEGVILOAOVIG OpIYODpEVES

tomka otoug opBukpodg eppuyvilovy pukpr anoppo-

gnon Kol Elm‘x_lmn 1 p.n«Savrm cuompuanki Spaon.

Evtovtowg eni mapatetapévng xopiiynang ba apénel vt

Loppavera veoym o TpedviCordvn:

o. Meidver v SpacTikdTTa TG GUIVLVIOIVIG, (POVO-
Bupprrding, epedpivng Kot prpapmikivic.

B. Evioyhet TNV LIOKoAGILiO OV Tpokahoby KiAOTE,
VIK( SL00pNTIKA.

. Avvatdv va auéiost Ty mbavomTo 1o&ikod SakTuli-
opod katé ™ Mym dukTukitidog Adyw ™S vrokahia-
piog Tow TPOKGAEL

8. AvEiver Tig avaykeg 68 avTidlafniika diokiy / veou-
Avn tov Slaprukoy eodeviy.

£, AvEaver 1] HELOVEL THY BpUcTIKOTITI TV XOPYOHHE-
VOV KOUHOPIVIKOV GVIITKTIKGY.

Oplopéva pappoke propel va auéfigovy Tig avemBoun-

1eg evépyeieg ™ Prednisolone Sodium Phosphate kau

GE (T T AEPITTOOT 0 YITpdg cag propel v cag -

paxorovBei ovaTpaTikd e@ocoy Exete AdBeL o) TV

oywyl] (GUUTEPTAUPBOVOPEVIOY OPICUEVOV (QUPUGKOY
ya tov 10 HIV: ritonavir, cobicistat).

Kimon kot Onhaopdg

Xpijon katd Ty Kinen

AcQUAen Kati TV EVToVN 1] TOPUTETAPEVT ayey Yie

To Kinua dev £xe1 anoderybei. Koilopio mpedvioidvng

JopnyeiteL oy Kinon povo av sivar tekeing arapait-

10 Kot 70 Oepoumentivd 6pelog eival capog peyahitepo

Tov mbavov avembopntov evepyaimv.

Yrapye pukpr mOavoTTo TG ERQEVIGNS AVKOGTONITOS 1)

kabuotepnpévng avartuéng tov epPpiov.

Xpiion kata Tov Onlacpd

Ta GUOTNHATIKAG YOPTYOTUHEVE KOPTIKOGTEPOEIST) EKKPI-

vovtal oto unTpikd yaha. H yopiymen kopTikooTtEpost

Solg xoMhopiov Sev eivan yvootd av obnyel of eninede

KopTikooTEpoEdoig oto avipdmyvo yaha. Emopivag, dev

cuviotiral 1 gpiion o yuvaikeg mov Bnhdilovy Ppépn.

Odijynon ka zeipropds pnravijpdroy

To ADELONE pmopei va et pétpla enidpoon ommy

WKOVOTITO 0811 OTG Kt EIPLopod pnyevov. Mropei va

apokuiéoel mupodikr) B6hoon TG dpuamg oTY EVoTi-

hakn, o autd mpénel va posidonowihvial o1 acbeveig
va iy odnyoly 1 va gewpilovrar smkiviuve pnyaviue-

10 péypt 1 Opact va sivar eviedog kalopr).

To ADELONE nepiéyet yhoprotyo Beviahkdvio

To ADELONE mepiézer yhopodyo Peviohkovio kot

nropet va tpokukéce epebiopd tov patidv. Edv gopa-

1€ podaxois pakods enaprg, Ou npémsl va Toug npuipi-
aete P ypropononioete 1o ADELONE 86T vmapyet

TEPINTWOT] OTOYPOUATIOHOD TV UKDV ETAQPG COC.

Ou mpénel va TEPIPEVETE TOVAG IGTOV |5 AenTd petd m

ypfiom tov ADELONE, npw tomobetoete toug pakoig

ENUQIG OTR PATIC GOG.

Mpoeidonoinen oyetikd pe mpofijpora oy dpoon

kotd 1 gpijen Tov ADELONE

EmikovavioTe pe 0 yiutpd oug v eppavicets ov-

prrdpeta Bokng Opuong 1} omoieadijrote GAANG OTTIKIG

Swtapumc.

3.Mag va ypyoiponoujoete 10 ADELONE

TTévToTe Vo YPIOIHOTOLEITE TO PEPLOKO 00T uGTHPG

OUUQOVE UE TIG 081 YiES TOV YIHTPOD 1) TOL PEPHAKOTOL-

ol oag. Eav éxete apoifolics, pwtiate Tov yiarpd 1 tov

PUPLOKOTOO TUE.

H ocuvvictdpevn 86am siven 1-2 ctaydves opbuhpikod

SLEADHUTOC 6TOV EMTEPUKOTO, 3-6 Qopéc TV Nuépe. e

Papiég nepurtdceg kibe pie dpa katd ™ Sidpkei g

nuépag Kul Kabe 0o dpeg katd m Sdprein ™me viytac.

Edv 1 khavikn) avramokpion sivon emapxig 1 dosokoyia

pmopei va ehuttmbel 68 pia otaydve kabe 4 dpeg ka

otav o cvpthpate ehoby vrd Eheyxo a otaydva
kabe 6 1 8 dpec. H Sudpreto g Bepomeiog mokiiiel

TAPEVEPYEIEG TEPIACPPAVOUY FOPLOPETIVOTABELR, HUOPL-
aom, THvo Tov oplakpon, Trhon PAeEapwy, emONAAK]
oTIkT| Kepatitida kot mbovy) poAdkuven KepaToedovg
1 oKkMpol prdva, Méca oe Aysg npépeg peth m di-
axomr] ™G Bepuneing Tov Tomkav opbuipkdv xopti-
KOOTEPOEWMV Kl MEPICTOOIOKG Katd ) Sidpkela g
Ogpaneiag, mapovoiaotke oe oobeveis (Kuping pad-
powe) oeta tpdcha payoeditda xmpic tpoiindpyovoa
opBai e pleypovn 1) AoipwmEn.

Fvratikn 1) nepetetapévn ypiiot] TomKoY KopTKooTe-
poediv propel vo odnynoel o& oynuaticpd onicon
VIOKOWIKOD KOTAPPEKT).

Te avtég g nobéveies wov mpokaholyv AénTuven Tov
kepotogdong M Tou akAnpol prdva, 1 Bepunein pe
KOpTIKOOTEPOEWT) propei vo 0dnyice 68 kémtovon Tov
Boipoi ket akorodbmg oz SraTpnot).

Opuaaon, Bokn

Aiaclnom Eévov c@puntog

Mn yvootic: yaotpeviepuée Sratapuyés

Avayevoia

Avapopd avem0HpnTOVY EVEPTEIDV

Eév mapotnpricete kamowt avemBopnTm evipyeia evnpe-
PAOETE 10 Y1oTpd 1] TOV QUPUOKOTOD Gug. AvTd 1oydel
Kot o kéde mbavi) avemOOunm evépyeln mov Sev ava-
pépetar oto mapdv PUidko odnyudv. Mropeite eriong va
avaépete avemBOpMTEg Evépyeieg amevdeing,

Efvikde Opyaviopuog Pappakmv

Mecoyeiov 284 GR-15562 Xokapydg, Abiva

Tnk: + 30 21 32040380/337

Dag: + 3021 06549585

Iotoronog: http://www.eof.gr.

Miom ™G avapopig evemBipnToV EVEPYEIOY PTOPEITE
vo Ponfhicete 6T1) GUALOYY TEPIGCOTEP®Y TATPOGOPIHY
OYETIKA [IE TNV @OQUASI TOV TapOVIOS PuppdKov.
5.Mog puhacoere To ADELONE

To éppako cutd mpémel Vo PUAGCOETAL GE PEPN MOV
Sev o fhémovy kat Sev to pOdvouy Ta modid,
Amoppiyte 1o Qakibio 28 nuépeg et To dvoryp, aKo-
un Kat av vedpyet Sidhopa.

Not pn ¥pnGIHOTOIEITE OUTO TO APUOKO HETE TNV Ve~
pounvia MEng mou avapépetal 6T0 KouTl Kl o QLaki-
810 peta m ovvropoypagic EXP. H nuepopmvia Migng
eivon 1 TeEXevTaio NUEPH TOV VO TOV OVAQEPETAL

No pn guiiooete o Ogppokpuaio peyekitepn tov
25°C. Pukdooete GV APYIKT GUOKEVRGTD Y Ve Tpo-
OTOTEVETL A0 TO WG,

My Tetlte QapUOKa 6T0 VEPD TNG UTOYETEVGNG 1) OTH
oxounibo. Pwteiote 10 puppakonold 'oug mog Vo mE-
TaEeTe TO QAPLEKE TOV BEV YPNOILOTOIEITE ma. Avtd
ta pétpa Ba Pondicovy oy npostacia tov mepPic-
Lovroc.

6. IEPIEYOPEVO TG CUGKEVEGIRG KaL houTég TANpoQo-
piEg

Tu nepréyer 1o ADELONE

H dpuctikt ovsia sivan n Mpedyilordvn. To dhha cucta-

Tkd sivon Sodium phosphate monobasic monohydrate,

Sodium phosphate dibasic dihydrate; Sodium Chloride,

Edetate Disodium, Benzalkonium Chloride, Water for

Injection

Epgavien tov ADELONE ko mepiegdpeve g ov-

GKEVAGING

To ADELONE eivat éva Siowyég, aypopo opbuipiko

Siehope. To ADELONE Swetifetar og kouti mov mept-

£1€1 £va TAAOTIKO g1oAiéio Tov 5 ml.

Kdtojog Aderng Kvkhogopiag ko Nupeoksvaotijg:
KOITEP A E.

ApwotoPoiiov 64, 11853, Abiva

Tnh: 2103462108

Dak: 2103461611

e-mail: info@koper.gr

To wapéy gvdlo odnndv ypijens eykpilnke Na te-
ievtaia popd oTig 14-04-2022



Package leaflet: Information for the user

ADELONE 1% Eye Drops Solution
Prednisolone Sodium Phosphate

Read all of this leafict carefully before you start using
this medicine because it contains important informa-
tion for you.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor,
pharmacist or nurse.

This medicine has been prescribed for you enly. Do
not pass it on to others. [t may harm them, even if their
signs of illness are the same as yours.

If you get any side effects, talk to your doctor,
pharmacist or nurse. This includes any possible side
cffects not listed in this leaflet. See section 4.

What is in this leaflet:

1. What ADELONE is and what it is used for

2. What you necd to know before you use ADELONE
3. How to use ADELONE

4. Possible side effects

5. How to store ADELONE

6. Contents of the pack and other information

1. What ADELONE is and what it is used for

ADELONE is a corticosteroid sterile solution for topical
use in responsive non-infective inflammatory conditions
of the anterior segment of the eye. Corticosteroids are
compounds that act against inflammations and allergies
and cause inhibition of inflammatory response to incit-
ing agents of mechanical, chemical or immunological
nature. They inhibit neovascularization, fibroblast prolif-
eration and other productive phenomena that accompany
the final stages of the inflammatory process. They inhibit
phagocytosis and the response of lymphatic tissue. Pred-
nisolone at a low concentration of 0.125% does not cross
the cornea in a satisfactory concentration. For this reason
it is used in superficial diseases. In contrast, predniso-
lone in higher concentrations of 1% passes more easily
through the cornea and is preferred in inflammatory con-
ditions of the sclera and in anterior uveitis.

It is indicated for the symptomatic relicf of allergic con-
ditions of the conjunctiva, cornea and eyelids, regardless
of the allergenic cause. Aseptic inflammatory conditions
of the uvea, sclera and episclera as well as the cornea.
Episcleritis, gutta rosacea, superficial spotted keratitis,
non-purulent blepharitis and pustular keratoconjuncti-
vitis, shingles keratitis, iridocyclitis. ADELONE can be
used postoperatively mainly in intraocular procedures,
in corneal injury and also after keratoplasty. Can be
administered in sclected infective conjunctivitis from
adenoviruses and common bacteria in the initial acute
inflammatory phase with the concomitant use of another
chemotherapeutic agent. However, it is recommended to
ovoid it in infectious conditions of the eye.

2. What you need to know before you use ADELONE

Do not use ADELONE if:

You are allergic to the active substance (prednisolone)
or any of the other ingredients of this medicine (listed
in section 6).

You have herpetic epithelial keratitis, mycoses, kera-
titis after vaccination, trachoma, purulent inflamma-
tions without chemotherapeutic treatment, glaucoma,
ocular tuberculosis, corneal ulcers and abscesses.
There is a known hypersensitivity to corticosteroids.

Warnings and precautions
Important: Never apply this product to your eyes without
first consulting you doctor. If used for the wrong condi-
tion, it can lead to blindness.

Tell your doctor or pharmacist before using ADELONE
if:

« you have recently been given Prednisolone Sodium
Phosphate or any other similar corticosteroid eye drops
you have tuberculosis

you wear soft contact lenses

you have had cataract surgery

you have glaucoma or you are taking medication for
increased intraocular pressure

Long-term administration is contraindicated in children
because the absorbed corticosteroids affect the adre-
nal-pituitary axis and rarely, signs of Cushing’s syn-
drome may be observed. Discontinuation of long-term
therapy must be done gradually as in systemic adminis-
tration of corticosteroids. As with other corticosteroids
prolonged use (1-2 weeks or more) of Prednisolone So-
dium Phosphate topically in the eye may result in elevat-
ed TOP. During prolonged use 10P should be examined
regularly. Frequently check cornea and lens in patients
under chronic, or repeated therapy.

Children

- prolonged use may lead to the risk of adrenal suppres-
sion

« growth retardation in children and adolescents

+ depression or aggression (particularly in children)

Other medicines and ADELONE

Please tell you doctor or pharmacist if you are taking or
might use other medicines including medicines obtained
without a prescription.

Prednisolone eye drops topically administered in the

eyes shows little absorption and minimal to zero sys-

temic action. For prolonged administration it should be

taken notice that prednisolone:

a. Decreases the activity of phenytoin, phenobarbital,
ephedrine and rifambicin.

b. Ir deficiency in Po
caused by diuretics.
c.It may cause “toxic digitalism "during digitalis
< adminiStration du€ to hypokalemia. * X7
. Ticrédses the needs' for antidiabetic tablets or insulin
"‘fdi"_diﬁbé_ll'b’ﬁ“éﬁﬁfm“”m T0A] 30 130[TYI60 OV it

o Tncreases’” or  decreases ! ‘efficacy” of "Cotinatinic.

(H)_rpnkulcmia)

7.Repeat in your other eye if your doctor has told
you to do this.

8.Screw the lid onto the bottle.

9.The tip of the vial is designed to provide a sin-
gle drop at a time. Therefore, do not extend the
nose hole.

T

figure 2 figure 3

1f you use more ADELONE than you should
There are no symploms associated to overdose during
ophthalmic use of prednisolone eye drops.

Medical check-ups

If you are using ADELONE for weeks your doctor may
prompt you to have a check-up. This is to make sure that
your medicine is working properly and that the dose you
are taking is right for you. Your doctor will check for
intraocular pressure, cataract or an infection.

If you forget to use ADELONE

If you are required to take the medicine continuously
and you forget a dose apply it as soon as possible. Un-
less it is almost time for your next dose, in which case
you should miss out the forgotten dosc and continue the
treatment as normal. Do not take a double dosc to make
up for a forgotten dose. If you have any further questions
regarding the use of this medicine, consult your doctor
or pharmacist.

If you stop using ADELONE

Do not stop using ADELONE without first consulting
your doctor. If you have been using ADELONE for a
long period of time (around 6 to 8 weeks), then you
should stop using it gradually, to avoid the inflammation
coming back.

4. Possible Side Effects

Like all medicines, this medicine can cause side effects,

although not everybody gets them.

Tt has been proven that several serious undesirable ef-

fects follow the topical use of corticosteroids on the eyc.

The most significant of these are:

1.Increase in intraocular pressure after topical
administration for over 15 to 20 days to predis-
posed individuals and individuals suffering from
glaucoma.

2.Blurring of the lens (cataract-inducing effect),
mainly on the posterior lens capsule, following
long-term administration.

3. Activation, deterioration or predisposition to in-
fections from herpes simplex, fungi and bacteria
(mainly pseudomonas).

Very rare (<1/10000)

Very rare cases of coronary catheterisation have been
reported in patients with significantly damaged corne-
as in combination with the use of phosphate-containing
ophthalmic drops.

Not Known (frequency cannot be estimated from avail-
able data)

Not Known: [ ne system disorders
Hypersensitivity, usually of a delayed type, which can
lead to irritation, burning, tingling and itching.

Not Known: Nervous system disorders

Headache

Not wi: Skin and subcuta
Dermatitis, itching, rash

Not Known: Eye disorders
Topical administration of corticosteroids may result in
clevated intraocular pressure which can lead to optic
nerve damage, reduced visual acuity and visual field
defects. Other side effects are chorioretinopatheia,
mydriasis, eye pain, ptosis, cpithelial punctate keratitis
and possible softening of the cornea or sclera. Within
a few days after discontinuation of topical ophthalmic
corticosteroids and occasionally during treatment, acute
anterior uveitis without pre-existing ocular inflamma-
tion or infection has occurred in patients (mostly black
patients).

5 tissue disorders

Intensive or prolonged use of topical corticosteroids may
lead to formation of posterior subcapsular cataracts.

In those discases causing thinning of the comea or scle-
ra, corticosteroid therapy may result in thinning of the
globe leading to perforation.

Vision, blurred

Foreign body sensation

Not Known: Gastrointestinal disorders
Dysgeusia

Reporting of side effects

If you get any side effects, talk to your doctor or phar-
macist. This includes any possible side effects not listed
in this leaflet. You can also report side effects directly
via National Reporting System. By reporting side effects
you can help provide more information on the safety of
this medicine.

5, How to store ADELONE

Keep this medicine out of the sight and reach of children:
Discard the bottle 28 days after opening, even.if thereiis
solution remaining. 3

Do not use this medicine af HIHCiy 1S
ed on the bof 'm’ﬁ!

sléd




antithr ic ugents. .
Some medicines may increase the adverse cffects of
Prednisolone Sodium Phosphate and your doctor may
wish' to monitor you carefully if you are taking these
medicines (including some medicines for HIV: ritonavir,
cobicistat)

Pregnancy and breast-feeding

Pregnancy

Safety of the foetus during intense or prolonged treat-
ment has not been proven. Prednisolone eye drops
should be administered during pregnancy only if it is ab-
solutely necessary and if the therapeutic benefit clearly
outweighs the possibility of undesirable events.

There is a small risk of cleft palate or retarded growth
in the foetus.

Breastfeeding

Systematically administered corticosteroids are excret-
ed in breast milk, However, it is not known whether the
administration of corticosteroid eye drops leads to any
level of corticosteroids in human milk. Therefore, use
in women who are breast-feeding is not recommended.

Driving and using machines

ADELONE has moderate influence on the ability to
drive and use machines. It may cause transient blur-
ring of vision on instillation, therefore patients must
be warned not to drive or operate hazardous machinery
until vision is clear.

ADELONE contains benzalkonium chloride
ADELONE contains benzalkonium chloride and may
cause eye irritation. If you wear soft contact lenses you
should remove them before using ADELONE as it can
discolour your soft-contact lenses: You should wait at
least 15 minutes after using ADELONE before reinsert-
ing your contact lenses into your eyes.

‘Warning about visual problems when using ADELONE
Contact your doctor if you experience blurred vision or
other visual disturbances.

3.How to use ADELONE

Always use this medicine exactly as your doctor or phar-

macist has told you, Check with your doctor or pharma-

cist if you are not sure.

Instill -2 drops into the conjunctival sac 3-6 times daily.

In severe cases, every hour during the day and every two

hours during the night. When sufficient clinical response

is observed, reduce dosage to 1 drop every 4 hours and

once the symptoms are under control 1 drop every 6 or 8

hours. The duration of therapy varies depending on the

type of damage and can last from a few days to sever-

al weeks depending on the clinical response. Relapses,

more ¢ommon in chronic active lesions, usually respond

to retreatment and is therefore recommended. If your

symptoms do not improve after 7 days, stop using ADE-

LONE and see your doctor.

Instructions for use

L.Before using the medicine for the first time,
make sure the cover is intact.

2.Wash your hands and sit comfortable,

3.0pen the vial by twisting the lid and use your
finger to gently pull the lower eyelid of your af-
fected eye (Figure 1)

4.Place the tip of the vial near your eye or eyelid,
avoiding touching the eyelid tip of the eyelid /
surrounding area or other surfaces due to the risk
of infection and subsequent serious eye infection
(Figure 2).

5.Push the bottle gently so that only one drap goes
into your eye and then release the lower eyelid.
Ifa drop escapes your eye, try again (figure 3).

6.After using ADELONE, press your finger at the
corner of your eye from the nose for 1 minute.
This helps stop the eye drops from going to the
rest of the body (Figure 4)

T T - “——‘m T
Do not store above 25°C. Store in original package in

order to protect from light.

Do not throw away any medicines via wastewater or
houschold waste. Ask your pharmacist how to throw
away medicines you no longer use. These measures will
help protect the environment.

6. Contents of the pack and other information

What ADELONE contains:

The active substance is Prednisolone. The other ingre-
dients are Sodium phosphate monobasic monohydrate,
Sodium phosphate dibasic dihydrate, Sodium chloride,
Edetate disodium, Benzalkonium chloride, Water for
injection.

What ADELONE looks like and contents of the pack
ADELONE is a sterile colorless eye drop solution. It is
available in a carton box which contains a plastic vial
of 5ml.

Marketing Authorisation Holder and Manufacturer _

COOPER S.A.

Aristovoulou 64, 11853, Athens
Tel: 2103462108

Fax: 2103461611

e-mail: info@koper.gr

This leaflet was last revised in 14-04-2022
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