MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX

1. EMITIOPIKH ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX:

DEPON®
DEPON® MAXIMUM
DEPON® ODIS

2. HOIOTIKH & ITOXOTIKH XYNGEXH o6€ 6p0oTIKG 6GLUOTATIKG,

] DEPON od1oxia 500 mg: ka0 diokio mepiéyet 500 mg mopoakeTapdAng

= DEPON avappdalovtoa dtokio S00 mg: kabe avappalov diokio mepiéyel 500 mg mopoKeTapOANG

= DEPON MAXIMUM avappalovta diokia 1 g: kaBe avafpalov diokio mepiéyet 1 g
TOPOKETOUOANG

= DEPON ODIS dwoneipoueva 6to atopa dtokio S00 mg: kdbe SloomepoUeEVO 6TO GTOUE O10KI0
mepiExel 540,50 mg KPOoEVKAYVA®UEVNG e 0lBVAOKLTTOPIVI TOPAKETAUOANG TOV
avtioTotyovv o€ 500 mg mopakeTapoing o ke diokio.

. DEPON vré0eta 200 mg: kabe vadbeto mepiéyel 200 mg mapoKeTapOANG

] DEPON vro0eta 600 mg: kabe vdbeto mepiéyel 600 mg mapoKeTapoOANg

] DEPON o1pémt 120 mg/5 ml: kdBe kovtardkt Tov yAvkov (5 ml) mepiéyet 120 mg
TOPOKETOUOANC

3. OAPMAKOTEXNIKH MOP®H

Atokia oA 1| avaPpalovia 1 S106TEPOUEVA GTO GTOUM, GIPOTL, VITOOETA.

4. KAINIKA XTOIXEIA

4.1 ENAEIZEIX

AvTeT®mion Nlog £m¢ METPLOG EVIUSEMS AAYOLS, SVGUNVOPPOLX Kot ¢ avtimupetikd. [Tpotyudtol og
ATOLO TOL OTTO 10, TTPETEL VA, ATTOPELYOVV T1 ANYN AKETVAOGOAMKVAIKOD 0&€og (vepevaicinaia 6to
OKETVAOGOAIKVAIKO 0&D, Bpoyyikd dcOa, S1oTapayEs TG TNKTIKOTNTOS, IGTOPIKO TEXTIKOV EAKOVC,
modLd pe kivovvo avamtvéeme cuvopdpov Reye amd tn xopnynon GOAKLAMKOV).

4.2 AOXOAOITA

H ovvnOng 8601 evnAikov givar 60mg/kg Bdpovg og dimpnuéveg d0GEILG.

Agv anaiteital cuvn OO TPOGAPHOYN TNG O0GOA0YING OE NAKIOHUEVOLG aoOEVEIC.

Amo Tov 6ToNATOS:

Evilikec kon mondid dve tov 12 etov: 0,5-1 g kdbe 4-6 dpeg. H nuepnota d0om dev Tpémel va
vrepPaivetl ta 4 g yio yopnynon Ppayeiog didpketog kot ta 2,5 g yio ypdvia xopnynon.

Hodrd 6-12 etdv: 250-500 mg 1 10-15 mg/kg B, 3-4 popég nuepnoing

Hodid 1-5 exdv: 120-250 mg 1} 10-15 mg/kg B, 3-4 popég nuepncing

Bpéon 3-12 unvov: 60-120 mg 1 10-15 mg/kg BE, 3-4 popég nuepnoing

Bpéon kétw tov 3 unvav povov petd omd 1 svufovin tov yatpov: 10 mg/kg 11 5 mg/kg av €xovv
iktepo
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Amo Tov 0pBob ue popen vmobérwy:

Eviiikeg kou moudid wave omd 12 etav: 0,5-1g, 3-4 popéc nuepnoiog
Hodid 6-12 etdv: 250-500 mg, 3-4 popéc npepnoimg

Houdid 1-5 exd@v: 125 -250 mg 3-4 popég nuepnoiog

4.3 ANTENAEIZEIX

] YrnepevarcOnoio otnv TapokeTapdAn 1 6€ KATO10 amd To £KO0Y0 TOV TPOIOVTOC.
. Bopetd nmotikn) Kot veepikn avendpkeilo
] e veppikég Mbuaoelg (Lovo ta avafpalovta diokia).

4.4 TAIAITEPEX [TPOEIAOIIOIHXEIX KAI IATAITEPEX IIPO®YAAEEIX KATA TH
XPHXH

H napoaketapdAn Tpémel vo xopnyeital pe Tpocoyn

. G€ ATOWO, LLE MTTOTIKT 1) VEQPPIKT ducAettovpyio

] 6€ OAKOOAIKOVC

. o€ OOl AOLTEITAL TPOGOYT MOTE Vo PNV vepPaiveTarl ) cuviotdpevn 86om. Ta moudud givat
7o evaicnta og TepinTmon VIEPIOGOLOYING

. G€ YOVOIKEG KOTA TNV EYKLLOCHVI KO TNV TEPT0d0 NG Yolovyiog.

] Otav to edppoko Aappavetat xpovia 1 6€ LEYAAES SOCELS TPEMEL VO TopaKoAovOEiToL
N NTOTIKN AgrTovpyia.

= Ta avaPpdalovra doxio Tov 500 mg wepiéyovv 17,93 nmol vatpiov avd diokio, To avappalovta

dwokia tov 1g mepigyovv 24,7 nmol vatpiov avd diokio kot ta dSucmelpdpeva diokia twv 500
mg meptéyovv 1,7 nmol vatpiov avd diokio: wpémet va AapfdaveTar vToyn and acbeveig o
dlarto ereyyouevoL vaTpiov.

] Ta avaPpdalovra Kot To SlcmelpOUEVa d1oKia TEPLEXOVY GopPLToin: ot acbeveic e omdvia
KAnpovoukd wpofAnpuata dvoavesiog otn epovkToln dev TPENEL VO TAPOLV OVTEG TIG LOPPES.
. Ta dancmelpdpeva diokia kot To G1pOTL TEPIEXOLY Gakyapoln: Ot acbeveic pe omdvia

KAnpovopkd mpofAnpata dvcavesiog o€ YAvKOLn, Kakn amoppoenon YAVKOING-yoroktodlng M
OVETAPKEL GOVKPAGT|C- IGOUOATACNG OEV TTPEMEL VOL TAPOLV LTI T LOPPN.

] Ta droomelpodpeva 610 GTOUO dIoKiA TEPLEYOLY TNYN PUVOAGLAVIVIG (oTaPTAY): LTopEl va.
givar Profepd yio avOpOTOVG LE PUIVOAKETOVOVPIO.

4.5 AAAHAEMNIAPAXEIX ME AAAA PAPMAKA

H yoAeostupapivn HEW®VEL TNV AmOPPOPTOT) TNG TOPUAKETAUOANG EVA 1] LETOKAOTPOIOT KoL 1)
VTOUTEPLIOVN TNV ALEAVOLV.

Me tantoypovn Ayn eopUdK®y Tov givol eraywyeic Twv NTatikdv eviOpov (T.y. eowvopapPirtdin) 1
umopel va dpdoovy Nratotolikd (1., MEAD, wvtepeepdveg) av&avetal o Kivouvog nratikng PAAPNC.
Acbeveig mov maipvouv BapPirovpiid, TPIKVKAIKA ovTiKaTaOAMTTIKG Kot 0AKoOAN UTopel va
EUPAVIGOVV J1OTAPAYEC LETABOAIGHOD UEYOA®Y SOGEMV TOPUKETAUOANG KOL VO AVENGOVY TOV

KPOVO NULONG TNG GTO TAAGUAL.

H mpofevecion umopei va PHEIDOEL TNV VEPPIKT OTEKKPIOT KoL VoL 0uENCEL Ta Emimeda TG
TOPOKETUUOANG GTO TAACUOL.

g GUYYPOVN XOPNYNOT| HE OO TOV GTOUATOG AVTITNKTIKA PaiveTol 6Tl avEavel o Kivovvog
opoppayiog.

H mopaketapoin peiovetl v frodiabeoiudmmra e Aapotpryivng ympig Opmg vo givat coeng

N KAk onpocio tne.

To oAk0OA umopel va avENGEL TNV NTOTOTOEIKOTNTO TG TOPAKETOUOATG KOTA TV

vepdocoroyia.

Xpbvio AN OVTIETIANTTIKOV 1) GTEPOEISIKAOV AVTICVAANTTIKOV 0t TO GTOUA EXNPEALOVY Ta
nratikd Eviupo kot propel va epumodicouvy Vv enitenén OepumELTIKGV EMMEI®V GTO TAUCHLA
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aVEAVOVTOG TO LETAPOMGHO TPMTNG 1000V 1 TNV ATOBOAN.

Epyaomplokéc e€etdoeic: H mapaxetopdAin pmopei vo, dOGEL yeudn amoteAécpato ovptkod 0&€og 6To
aipo pe tn néBodo Tov POoPopoforppapkod 0&Eog Kat Tng YAVKO(NG pe T uébodo o&eddonc-
vrepo&eddong.

4.6 XOPHI'HXH KATA THN KYHXH KAI TH 'AAOYXIA

Kinon: Méypt orjuepa dev £xovv TpokOyel evOei&elg 0Tt N TapokeTaOAn peavilel duoueveig
emdpdoelc 6to EuPpvo. Evrovtolg mpémetl va Aapupdavoviatl ot cuvinOelg Tpo@LAGEELS TOL apopohV TN
YPNON QOPUAK®OV KOTA TN SIGPKELD TNG KUNOEMG, WO10ATEPA KATH TO TPMTO TPIUNVO.

Lolovyio: H mapoaketapdAn anekkpiveTol 6To UNTPIKO YAAQ, Kol £XEL AVIYVEVTEL GE GUYKEVIPAOOCELG
pe ovoroyia 1:1 pe avtéc tov mMAAGHOTOC, A Oev QaiveTol va £xel SOVGUEVELS EMOPECELS 0TO PPEPOC
OTOV YOPNYEITOL COUPDVO [LE TO SOGOAOYIKO GYNLLOL.

4.7 ENIAPAXH XTHN IKANOTHTA OAHI'HZHX KAI XEIPIZMOY MHXANHMATQN
Agv &xet avaeepBel Té€Toa emidpaon.

4.8 ANENIOYMHTEX ENEPI'EIEX

2115 OepomenTIKEG SOGELS OTEPEITOL OYEDOV AVETIOVUNTOV EVEPYELDV.

ErAvVia avTIOpACELS VTTEPLOICONGING TOV EKONA®VOVTOL e dEpLaTIKO eEAvOnMa 1| ephnua
Kot omounteiton drokony| tng Oepamneiog

Kotd ™ xpovia AMqyn 1 ™ ANy peydAmv d0GE®V avapépovtal ELaPPE YooTpiKd
EVOYANLATO, OLUOAVTIKY OVOLULIC, OKOKKIOKVLTTOPOLO, LeBOLOGPaIptVaLiio, OEPUATIKA
eEavOnuara, Kvidwon, Tupetds, voyAvkaipica, 6iéyeporn tov KNX 1 vrvnAia,
OpopoxvtTonEViKy TOPPLPO.

[Mopatetapévn Mym vymAov 006E®V PTOPEL VoL TPOKOAECEL VEQPPOTADELD, KO CTTAVIMG
TOYKPEATITION.

4.9 YIIEPAOXOAOITA

H vrepdocoroyia pumopei va givotl amoTtéAeso LI0G aKOVGL0G 1 EKOVGIAG ANYNG LEYOIANG TOGOTNTOG
TOPUKETUUOANC ) TOPOTETOUEVNG ANYN S VYNAGDY ddcemv. Ot cuvéneleg umopel vo etvatl ToAd coPapéc.
H dwo prog Afqym 10 émg 15 g mopaketapodng omd eviiikeg umopel va mpokarécel Bapeld
NTOTOKLTTOPIKT] VEKP®GT] KOl GTOVIOTEPA VEQPPIKT) COANVOPLOKT VEKPOOT).

Ta cvumtdpato g vaepdocoroyiag epeavifovtat viog 24 opmv kot eEehicoovtal o PapvTnTa.
[Meprappdvovv vavrtia, epetong, vrepdpwaeio, ANOapyo, Kotlokd dAyog. H nratik PAGPN pumopel va
enpavioBel kot 4 £wg 6 nuéPeg LETA T Ay, eved cuviBwg EOAaveL oTo PéyloTto TG PapuTnTog TG OTIg
3 pe 4 nuépec omd ™ AqYT. Mmopel va €xel ooV OTOTEAECLLO NTOTIKT AVETAPKELN e EYKEPUAOTAOELD,
Kopa kot 0avato. Mmopel eniong va

avamtuyBobv o&Ewon, oldnpa eYKEPAAOL, aoppayio, VITOYAVKOLLLI, VIOTACT, AOTUMEN Kol VEPPIKN
OVETAPKELQ.

Epyoomnplokdg avamticoeTol VTEPTPAVSUUIVACALLLIN, VTEPYOAEPLVOPIVOLULIN KO TOPATACT) XPOVOL
nwpoBpopPivng mov amoterel a&16moTO deikTn NG EEEMENG TNG NIATIKNG AELTOVPYING Kot TPETEL VoL
mapokorlovdeitan Taktikd. Mmopel va eppavictet o&eio veppikn| avendpiela amd o&gio coAnvaplokn
VEKP®ON aKOUN Kal yopic v drapén nratikng PAAPNS. Eniong uropet va epgpovicfovv PAdfec tov
HLOKOPSIOL KoL TOYKPEOTITIC.

H mbavotnta tng to&ikng emdpdoemc avéivel 6Toug GAKOOAIKOVE, G' LTOVG TOV AAUPAVOLY PAPLLOK
Ta. 0Toio EnAyoVV To EVELUIKA GLUGTILOTO TOV TOTOG KoL TOVG KOYEKTEC.

Depon_ SmPC_all forms_11-2009 2.doc 3



H to&ucotnTa TG TOpaKeTOUOANG OQEIAETAL TNV TOPAYMYT EVOG €K T®V UETAPOAMTOV TNG, TNG N-
akeh-p-Peviokvoveipivng (NABQI), n onoia adpavomoieitarl e cOVOEST e YAOLTUOELOVT Kol
amoBdAdetar cuVeLEVYUEVT LLE LEPKATTOTOVPIV KOl KUGTEIVT]. XTIC TEPUTTMGELS VIIEPOOGOAOYING TA
amoBépato e yhovtabeidvng eavriovvror kKot 1 ehevBepn NABQI evavetar pe Bg1obhopuiikég
OLLAOEC GTO NTOUTOKVTTAPC, TO 07010 £TG1 KOTUOTPEPOVTOL.

Ovoeieg, 6mmc N aKeETLAOKVGTEIVN Ko 1 pebetovivn, ol omoieg enavopHdvovy to amobépato TG
yhovtafeldvng xpnotpomolobvtol o avtidota ot dnAntmpiaon amd mapokeTaporn. H aviipetonion
NG VTEPOOGOAOYING TPETEL VAL YIVETOL AUECHOC Kot 6TO vosokopeio. H yaotpikn mivon otav
eKTELEITOL EVTOG 2 @PAOV OO TNG AYEDS OMOUOKPOVEL EK TOV GTOLUAYOV TO, VITOAEIUUATO TOV
eappaxov. H yopnynon evepyod dvBpaka eumodilel v amoppoenomn g ToPAKETAUOANG 0 TO
évtepo. H epappoyn yevikav pétpov vrootnpiéng eivar amapaitntn. H xopriynon tov avtiddtov
apyilel apéoms, epodcov 1 Anebeica d6om eivar Tave and 125mg/kg B.X. yia tovg eviAikeg Kot move
arnd 200 mg/kg B.Z. yio ta mwondid kot cuveyiCeTot 1 0yl ovaAoYyd LE To OTOTEAECUATO TV LETPTICEDV
TOV ENEI®V TNG TOPUKETAUOANC GTO TAAGCLLAL.

H pétpnon tov emmédov npénet va yivetol 4 mpec LETA TV AW Kot va €xel Yivel péypt 16 opeg an’
o], Ot TIWEG TOV EMTEI®V TAPAUKETOUOANG TAAGLLOTOC TOL 0oBEVOVG GLYKPIvoVTaL LE EVal
TPOTVTTOTOEVO VOUOYPOULO TOV ETTESMV TPOC TOV XPOVO amd TG Aqweng (PAéne oynqua). H
YOPNYNON TOL AVTIOOTOL ¥PEWGLETOL EAV TO EMIMESD TOL AGHEVOVG VUL TTAV® OTTO TNV YPOUUT
Kwdvvov. INevikmg Oempeitan 6TL N epdmal ANy avo tov 10 g TapaKeTAUOANG UTopEl Vo TPOKAAEGEL
KAVIK®G £KOMAN oTtokvTTopKn BAARN. Bapid Oavoatneopa BAaPN cuvibwg enépyetal pe T Aqym
avo Tov 25 g. Ol GUYKEVIPAOCELS TNG TUPUKETAUOANG 6TO TAAGHO oyeTilovTatl e TNV GoPapdTnTa TNG
nroatikng PAaPNs. Enineda dvo tov 300 pg/k.ex. 4 dpeg HeETd TN AqYN €ival EVOEIKTIKA ovATTLENG
cofapng Prapne. Enineda kdtw tov 150 pg/k.ex. onpaivouv 6Tl 1 avantuén nratokuttaptkng PAGBNG
etvan amiBavn. H aketvAokvoteivn yopnyeitatl and tov otdpatog 1 evdooprefimg. [lapd to 6Tt givar mo
OTOTELECLATIKT OTAV 1] Yop1ynomn g apyilel evtdg 8 wpdv and TG AMWEWC, TPEMEL VAL YOPMYELTOL KoL
av akoun £xovv TopéAbetl 24 mpeg amd TNV Anym.

Evdoplefing yopnyodviar apyikmg 150 mg/kg B.X. dwivpéva og 200 k.ek. YAvkoing 5% oe &yyvon
15'-20' Aemt@dv, akorovBovpeva amd £yyvon 50 mg/kg B.Z. o 500 Kk.ex. yAvkolng 5% tig embpeveg 4
mpec ko petd 100 mg/kg B.Z. og 1000 k.ex. yYAvkding 5% vyio ti¢ emdueveg 16 mpeg.

YVVOAIKOG Ypovog yopnynong 20 mpeg. Eav eppavicbei avapuroktikn avtidpacn aviyetoniletal pe
OVTUCTOMIVIKG KOl 1) XOPNYNON TG OKETLAOKVOTEIVNG Uropel va cuveylabei pe yauniotepo pubuo.
Amd 0V oTONOTOC YopMyouvToL apyikdc 140 mg/kg B.X. kot ev cvveyeia 70 mg/kg B.X. kdbs 4 dpeg
vy 17 popéc.

H peberovivn mpénet va yopnyeitot to apyotepo 10 dpeg petd v Aqwn SlopopeTIKa 1|
OTOTELEGLLOTIKOTITOL TNG LEIDVETAL. XOPNYOUVTOL OO TOV GTOUOTOG 2,5 g Kabe 4 mpeg Kot Yo 4 popEc.
Edv ta ev 1o petagd petpnévia eninedo g TopaKETAUOANG Eival KAT® amd T0 Gplo KvdHLVoL
SLOKOTTTETOL 1) YOPTYNOT TOL AVTIOOTOL.

H amotuyio ¢ aywyng e avtidota eivar Evoeién yio uetaudoyeLon NIATOS.
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Katé RUMACK MATTHEW vouodypappa TpocdioptoLod Tov Kvdivou NIatoKLTTopkng PAAPNG
GUUP®VA LE TIG CLUYKEVIPAOOELG TNG TOPAKETAUOANG 010 TAGGua. Ioyver povo yro epdma Aymn
mopokeTapoAnG. o to dropa vYMAOD KvdHvov, 0 Kivovvog apyilel 16N 0o TNV GUVEYN YPOUUY.

5. OPAPMAKOAOTI'TKEX IAIOTHTEX
5.1 ®APMAKOAYNAMIKEX IAIOTHTEX

H mapaxetapudin omotedel Tov KOPLo evepyd UETABOAITN TNC POUVOKETIVIG OAAG GTEPEiTAL TV
TapeVEPYEIDV TNG. Exel avaAynTiKEG Kol OvVTUTLUPETIKEG 1O1OTNTEG TAPOUOLES LE AVTEG TOVL
OKETLAOGOAKVALKOD 0EE0C Kol acBevelg avTipAeyuovadelg 1010t Tes. Elval acBevig avactoréag g
Bloctvbeong TV TPooTayAavIVAY av Kol DITAPYOLY EVIEIEEIC OTL EIVOL TTLO OTOTEAEGLOTIKY KATH TOV
evlopov tov KNZ and avtd g teprpépetoc. H avtimoupetikn g dpdomn opeiletal oe GuEST
enidpaon ota vrobarapkd BeppopvduioTicd Kévipa. O unyavicpog e avaAynTikng dpdong g
dev glval yvootoc.

Epdnog 1 emavarapPovopevn 60coAoyia 6gv ETOPA GTO KOPOLOYYELNKO 1) GTO OVOTVELGTIKO GUGTILLOL.
e avtifeon pe TO 0KETLVAOGOALKVAIKO 0&D, 1 TApaKETAUOAT dev emnpedlel To ¥pdvo Tpobpoppivng,
dgv €xel avTIUOTETOALOKT dpdon Kot dev TPoKaAel EEEAKMGELG GTO YUOTPEVTEPIKO crwinva . H
OVTIPAEYHOVAOING OpAcm TNG eivat KON VIO EpEvVa.

5.2 ®APMAKOKINHTIKEX IAIOTHTEX

Amoppoéonon: H amoppdenon g mopakeTaloOAng 0TV Yoprnyeital amd To oToOu eivol Tayeio Kot
PNG. Ot PEYIOTEG CLYKEVTIPAOGELS 0TO TAAGHLO eMtTLYYdvovTal o€ 30-60 Aentd PETA TN KATATOOT.

Koatavoun: H mapoketapdAn KotavepeTon TaxEms 6€ GAOVS TOVG 1GTOVG.
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O1 GVYKEVTPAOGELS £ival GVYKPIGIUEG GTO Ao, 6TO TAAGHA Kol TN oigho. Ot cuvnOicpéveg
OVOAYNTIKEC CVYKEVIPHOGELS 6TO TAAGua gival 5-20 meg/ml. 'Exel Bpebel 0T vmdpyet kain
ovyyéveln Petald NG CLYKEVTIPMONC TNG OTO TAGGHO KOl GTO OVOAYNTIKO omoTédeoua tng. H
OUVOEDT TG LE TIG TPWOTEIVES TOV TAAGHATOG Kupaivetal peta&d 20% kot 50% og To&ikég
GUYKEVTPMOGELC.

Awmepva Tov TAOKOVVTO KOl OTEKKPIVETOL GTO YAACL.

H oVvdeon pe tic mpmteiveg TAAGLOTOG givort LK.

MetafoMoudc: H mopaketapoin petaforiCeror kuping oto map. [epinov 4% petaforileton
UEC® TOV KVTTOXP®UATOV TOL Natog P-450 kot o&edmvetal og éva to&kd puetafoAit o
01010¢ OTOTOEWVAOVETAL [1E EKAEKTIKT GOVOEST| [LE TNV NIATIKN YAouTad10vn Kot amoPfdAieTon
GT0 0VPO GLVOESEUEVO LUE KVGTEIVT KOl LEPKATTTOVPIKS 0&D.

O1 2 7o onpoavtikég 0doi petaforiopov givat 1 oVLELEN Yo TOV GYNUOTIGUO YAVKOVPOVISi®Y
Kol OEUKOV EVOGEDV, |IE TNV LOPPT TOV 001V amoPAALETOL GTO OVPO.

AvT0G 0 de0TEPOG TPOTOG KOPEVLTAL TAYXEMS OV YOPTYOLVTAL HLEYAADTEPES OOGELG AT TIG
OepamevTiKes.

EXdyiom mocdmra petaforiletal péow TV TOAATANG-AEITOVPYiNG 0EEBUCHOV TOV NTUTOG
KO TOV VEQPOV TPOG ToV VOposviimpévo petafoiritn N-aketvi-p-feviokivoveipivn (NABQI)
7oV givarl To&kog Yol T0L KOTTOP OAAG, VIO TIG GUVIGTMUEVEG SOGELC, AOPOVOTOLEITOL OO T1)
yAovtabeidvn Kot amofdrdieton cuvelgVYUEVOG LLE LEPKOTTOTOVPIVY KOl KUGTEIVT).

H péon myun tov ypodvov nuilmng katd v anékkpion givol 1-4 dpec.

AmofoA: H amofoln yivetat kupimg pe Ta 00pa Vo T HOPEN AVEVEPYDV YAVKOVPOVIKGOV
(60-80%) ko Beukmv petaforrtdv (20-30%) kot 5% amopaxpdveTor avarioimTo.

To 90% g kartamobeiong 66ong amofaiietar o€ 24 MPeG LEG® TOV VEPPOV KLPLMG G
yAvkovpovidia (60-80%) 1 6Evog Beuxog eatépag (20-30%).

Aryodtepo amd 5% amofdiieTon apetdfinto.

O xpovoc nuimepLodov Lmng tng amofoAng eivor mepimov 2 dpec.

DVo10TAHOAOYIKES TEPTMOGELS
Nepih) avendpkelo: Xe mepintwon kabapong kpeatvivng < 10ml/min, ) amofoin g
TOPOKETAPOANG KOl TOV HETABOAMTOV TNG EMPPadOVETAL.

Hrotikn averdpkeio: ZOUQOVA LE TO VEDTEPH dedOUEVE OeV paiveTal va emnpedlel Waitepa T0
UETAPOAIGUO TNG TOPAKETOUOANG

Hiwouéva dtopas:

H pappokokivntikn, 1 SuvatdtnTo cOVOESTG Kot 0 LETAUBOMGLOC TNG TAPUKETAUOANG LETAPAALOVTAL
gAappa M kot kaBorov o NAkiopéve dropa. Aev amatteital GuvnOg TPOGUPUOYN TG dOGNMC YU
avtdv ToV TANBvouo.

Neoyvéd, Bpéon kon mandid:

Ot QOPUOKOKIVITIKEG TOPAUETPOL TNG TAPOUKETAUOANG TOL TapaTnpRONKav o€ Ppéen Kot Toudid eivat
TOPOUOLEG e EKEIVES IOV TTOpATNPHONKOY GE EVIAIKEG, EKTOG amd TNV Nmepiodo {wng TAdopatog,
7oV glvat Atyo Bpaydtepn (mepimov 2 dpec) amd exeivn TV evnAk®v. Xt veoyvd, 1 numepiodoc {ong
glvar peyohdtepn amod ekeivn Tov Ppeeov (tepimov 3,5 dpeg).

Neoyva, Bpéon kor mandid niikiog Emg 10 1@V anekkpivouy onUovIiKd AydTepa YAvkovpovidta Kot
ePLocoTEPa cLiEVYUEVA BELKA o€ GoYEon e TOvg eviAikec. H cuvoAikn amékkpion tng
TOPOUKETAUOANG KOL TOV UETAPOATOV TNG Eivar 1) 1010 Yior OAEG TIC NALKiES.

5.3 Ipoxivikd dgdopéva Yo TNV ao@IAELQ

Depon_ SmPC_all forms_11-2009 2.doc 6



"Exovv a&roroynBei ot emdpaoeig g TapoKeTaoOAng ot dicita apovpainv Kot Toviikav og 0, 600,
3000 ko 6000 ppm exi 2 £t1). Agv vanpée £vdelEn KapKvoydvov dpacng TG TUPUKETAUOANG OE
apGEVIKOVS 0povpaiong KaBmg Kot 6 apoeViKovg kol OnAvKovg ToVTiKovg. Alpopodpeves EVOEIEELS
KapKIvOyovoL dpdong onpeimdnkoy og Onivkodg apovpaiong Aoy avénuévng emintwong
LOVOTTOPNVIG KLTTOPLKNG AELYOULTOG.

H ovykprikn avackdénnon g Pifioypaeiog yio tn yovoto&ikn Kot KapKivoyovo dpacT Tng
TOPUKETAUOANG E0E1EE OTL 01 YOVOTOEIKES EMOPAGELS TG TOPUKETAUOANG ELPavifovTal LOvo GE
3060A0YiEG VM TOL GUVIGTOUEVOV EVPOVE, LE AmOTELESUO cOPBapEg TOEIKEC EMOPAGELS,
ovpumepopuPavorévNe TG £vTovng TOEIKOTNTOC GTO HITOP KoL TO HVEAD TOV 0GTAOV. XTIC Ogpamentikég
d0CELS TG TOPUKETAUOANG dev vIepPaiveTal To Oplo Yo TNV TPOKAN O™ YovoToSKOTnTS. O LEAETEG
oe {®o dev védelEav dUVOIKO KOPKIVOYEVESTG GE UN-NTATOTOEIKA enineda docoroyiag. Eyovv
mapatnpnOet 0yKoyoveg eMOPACELS TNE TOPAKETAUOANG GE TAANIOTEPEC LEAETES, LOVOV LETE OTO
YOPNYNON TOAD VYNAGDY, KOTTAPOTOEIKDY SOGEWDV.

6. ®APMAKEYTIKA XTOIXEIA
6.1 Katdroyog pe Ta éko0) 0

DEPON odioxio 500 mg:
[polerativomompévo dpvio apafocitov, mofidovn, oteatikd o&v.

DEPON avappalovta diokio 500 mg:
Kurpkd o0&, dvodpo avBpaxikd vétpio, 6Evo avBpakikod vatplo, GopPitoAn, voTplovyog coKyopivn,
d0K0oVGOIKO VATPLo, ToAVPLOGVN, Bevioikd vdTplo.

DEPON MAXIMUM avappdalovta dokio 1 g:
Avvdpo KTptkod o0&y, avudpo avBpakikd vatplo, 6Evo avBpakikd vatplo, copPLtoAr, vaTplovyog
cOKYOpiv, 00KOVGIKO VATPLO, TOAVPLOOVY, Bevioikd vaTplo.

DEPON ODIS dwonepdpeva 6to otopa diokia 500 mg:

Avvdpo kTpikd o0&, 6Evo avBpaKiKd vaTplo, copPrtoin, avudpo avBpaKikd VATPLO, GULTIECTN
cakyopoln, kpoomoPiodvn, Bevioikd vatplo, PEATIOTIKO YEVONC TOPTOKAAL, AGTOPTAUN, KOALODYOG
OKEGOVAPAUN.

DEPON vrnébeta 200 mg & 600 mg:
HuovvBeticd ylvkepido.

DEPON oc1po6mt 120 mg/5 ml:
Sakyapoln, moivaBvievoylvkoin 1450/1500, avodpo kitpikd o&o, Bevioikd vaTplo, YAwpLovyo
VATP10, S1dpIKd KITPKO VATPLo, BEATIOTIKO YEHONS, BouTuA0DSpOLLAVIGOAN, KEKaBaprEVO VO®P.

6.2 Aocvpparétnreg

Koapia yvoor.

6.3 Awdpkewa ong

. DEPON o61okia 500 mg: 60 piveg

] DEPON avappdalovtoa dtokio S00 mg: 36 unvec

= DEPON MAXIMUM avaBpdalovrta diokio 1 g: 36 pivec

] DEPON ODIS bwaocneipdpeva oto otopa dtokio 500 mg: 36 piveg

. DEPON vro0gta 200 mg ko 600 mg: 36 urveg
] DEPON ocipémt 120 mg/5 ml: 18 pnqveg
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6.4

Idwitepeg Tpo@uAaEels KaTd T POAAEN TOV TPOiIGVTOG

DEPON odiokio 500 mg, DEPON ODIS Siacneipodpeva oto otopa diokia S00 mg, DEPON vrdbeta
200 mg kot 600 mg: puAdccovrtal o€ Beppokpacio pukpdtepn tov 25°C.

DEPON avappalovta diokia 500 mg kot DEPON MAXIMUM avafpalovta dickia 1g: dev
amoartovvtal Waitepeg ouvOnKeg Beppokpaciog yuo TNV GOUAAEN TOLG.

DEPON o1po6mt 120 mg/5 ml: puidocete oe Beppokpacio pikpotepn tov 30°C.

6.5

6.6

@Yo Kol GLOTUTIKA TOV TEPLEKTN

DEPON 61oxia 500 mg: kovti pe 20 Agvukd otpoyyvrd diokia og kuyéreg (adovpivio/PVC)
DEPON avappdalovta dtokio S00 mg: kovti pe 10 Aevkd 6TpoyyvAd d10TOUOVUEVE d1oKI0 OE
COANVAPLO (TOALTPOTVAEVIO) [ TOO (ToAVAIBVAEVIOV)

DEPON MAXIMUM avappalovta diokio 1 g: kovuti e 8 Agvukd otpoyyvrd diokia o
SOANVEPLO (TOAVTPOTLAEVIOV) LE T (TOAVABVAEVIOV) TTOV TTEPLEYEL APVYPOAVTIKO

DEPON ODIS dwoneipopeva oto atopo dtokio SO0 mg: kovti pe 16 Aevkd 6TpoyyvAd dickia
o€ 2 coAnvaplo (TOALTPOTVAEVIOL) LE TO (TOAVABVAEVIOV) TTOV TEPLEXEL APVYPAVTIKO.
DEPON vrd0eta 200 mg kot 600 mg: kovti pe 6 vwobeto og tavia (ahovpviov).

DEPON ocipdmt 120 mg/S ml: dypopo £m¢ vmokitptvo o1pdmt 6€ YOOAVI GKOVPOYP®UN QLIAN
tov 150 ml.

Odnyieg ypfiong/yepropod

DEPON avappalovta diokia 500 mg kot avafpdalovta diokia 1g: ta avaPpdlovta diokio mpémet va
StoAvovion 6€ TOLAGYLoTOV HIcO ToThPL vepd (150 ml) apéowmc mpv xpnoiomotndovv.
DEPON ODIS: ta diokia tomofetovvtal 6t YAOGGa, 6mov Kot S1eAbovTaL.

7.

KATOXOX THX AAEIAY KYKAO®OPIAX

EAMGSa

Bristol-Myers Squibb A.E.
Attikng 49-53 & Ipomovtidog 2
152 35 Bpiinoota, Attikn

TnA.: 210 6074300

Kompog

Axne Hovaywwtov & Yi6g EITE
1522 Aevkooia

8.

APIOMOX AAEJIAY KYKAO®OPIAX

EAMGdo

8503/6-2-2007

Kompog

DEPON oiokio 500 mg: 14055

DEPON MAXIMUM avafpdalovta dioxio 1 g: 18626
DEPON o1pomt 120 mg/5 ml: 14054

9.

HMEPOMHNIA THX IPQTHX AAETIAY/ANANEQXH THX AAETIAX
KYKAO®OPIAX

E\M\Gda
6/2/2007
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Kvrpog

DEPON oioxio 500 mg: 13/12/2005

DEPON MAXIMUM avappaovta diokia 1 g: 15/11/2005
DEPON o1po6mt 120 mg/5 ml: 22/12/2005

10. HMEPOMHNIA THX (MEPIKHX) ANAOEQPHXHX TOY KEIMENOY

11/2009
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