@vAro ooV (piong: IIAnpoeopics yra Tov ypijotn

Voriconazole Accord 50 mg emkaioppéva pe Aemtod vpévio Srokia
Voriconazole Accord 200 mg emkoivppéva pe Lewtd vpuévio dokia
Bopikovaloin

Awfdote TPooeEKTIKA 0AGKANPO TO PVLAO 001 VLAV (P16 TPOTOV OPYICETE VA TAIPVETE AVTO TO
PapRaKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

o DvraEte avtd To EOALO 0dNYIBV Yprons. Towg ypelaotel va to dwfdcete Eava.
. Edv &yete mepartépm amopieg, pmTNOTE TOV Y1ATPO, TOV POPLAKOTOLO 1) TOV VOGOKOLO GOG.
. H ocvvtayn v’ avtd 1o pappoako xopnynnke oamokAEloTiKA yio 6oc. Aev Tpénel va dMGETE TO

@apuako 6g GAAovg. Mmopel va Toug Tpokaiécetl PAAPN, akoOUa Kot OTay Ta, oNUEIR TNG
acBéveldg Toug eivar 010 pe ta S1Kd Gog,.

. Edv mapotnpfoete Kamolo avemBOUnTN EVEPYELL, EVILEPDOTE TOV YIOTPO, TOV QAPUAKOTOL0 1)
TOV VOGOKOUO G0G. AVTO 1oy0el Kat Yo, KABe mBovi avemBOunTn evépyelo mov OV avapEPETOL
670 TOPOY GUALO 0dNYIDV Ypiom. BAére mapdypopo 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvan to Voriconazole Accord kot oo etvon 1) xprjon tov

T péner va yvopilete mpv vo mépete To Voriconazole Accord
[log va ndpete to Voriconazole Accord

[MBavég avemBounteg evépyeteg

i va pvrdcoeton to Voriconazole Accord

[epreydpevo g cuoKeLOGING KOl AOTEG TANPOPOpPiEg

SN E L=

1. T givon To Voriconazole Accord kon mowa gival 1 ypion Tov

To Voriconazole Accord mepiéyetl ) opaotikn ovcio Bopikovaldin. To Voriconazole Accord givau
£VaL QVTILVKNTIOGTKO APROKO. Apa BovaTdVOVTOS 1] AVOGTEALOVTOG TV OVATTLET TOV HUKATOV TOV
TPOKAAOVV AOUMEELG.

Xpnoponoteitar yuo T Oepamneio acdevav (evniikov Kot Todidv Gve Tov 2 ETOV) UE:

o &v 1o Babel aomepyilimon (évog TOHTOC LUKNTIOGTKNG AOTU®ENC, TTOL OPEideTaL GE €1dN
Aspergillus),

e kavtvtotpio (GAlog TOTOC LUKNTIOGKNG Aoip®wEng mov ogeidetan og €1dn Candida) o pn
ovdetepomevikovg acbeveic (acbeveis yopig maboroykd younio apldud AevkokvTTdpmV),

e cofopés ev o Pabet, Aowpmselg and €1dn Candida, otov o udknrog givor avheKTikdg 6N
@AovKoVaLOAN (§va GAAO AVTILVKNTIOGIKO QAPLOKO),

o cofapéc UNKNTIOGIKES AMOTUMEELS TTOV TTpokaAovvToL amd €idn Scedosporium W Fusarium (2
SLoQOpETIKG 10N LVKNTAOV).

To Voriconazole Accord npoopiletor yio acBeveic pe emdevovpeveg, mhovag exaneilovosg ) Lo,
LUK TIOOIKEG AOTUADEELS.

[IpdAnym TV poKNTICIKOY AOUMEEDY Gg aceveic YNAOD KIVELVOL TTYOV VITOPAALOVTAL GE
UETOUOCYEVCT LVEAOD TMV OCTMV.

To mpoidv avTd TPEMEL VAL YPTCLUOTOIEITOL LOVOV VIO TNV ETIPAEYT TOV YLO.TPOD.

2. T ipéner va yvopilete mpy va mwapete To Voriconazole Accord

Mnyv napete to Voriconazole Accord
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e mepintoon aAdepyiag ot Popikovaloin 1 6€ 0molodmote GALO 0md TO GVLGTATIKE CVTOV TOV
QOPUAKOV (OVOPEPOVTOL OTNV TTAPAYPAPO 6).

Eivar moAd onpovtikd vo evnuep®OETE TO YLoTpd GOG 1) TO POPUOKOTOL0 GOG EAV TOIPVETE 1 £XETE
hpel GALG PAPLOKO, OKOMO KOL QVTA TOL YOPTYOUVTOL YMPIG WTPIKT CLVTAYT 1 PLTIKA PEPLLOKAL.
Agv mpémel vo TapETE TO PAPLOKA TNG 0kOAoLON G Alotag Tnv epiodo mov maipvete To Voriconazole
Accord:

Tepeevadivn (ypnoomoteiton yio Ty oAiepyia)

AocteplloAn ( ypnoomoteital yio TNV aAlepyior)

Z1lompidn (xpMOYLOTOIEITAL Y10 GTOLOYIKA TPOBANLOTO)

IMpolidn (ypnoyLomoteital yio TNV oVTILETOTIOT YUYIK®V TadncemV)

Kwidivn (ypnoipomoteiton yio Tig kapdlokég appubuiec)

Ivabradine (ypnoOTOIEITOL Y10 GUUATOUATO YPOVIOG KOPIIOKNAG AVETAPKELOGC)

Pwpapmikivn (ypnoiponoeitot yio m Oepoameio tng pupationong)

Epoafipévin (ypnowonoteitan ot Ogpancio katd tov AIDS) o€ d6ce1g Tov 400 mg kot dve, 1

@Oopa. NuepnNGing

KopPBapalenivn (xypnolonoteital ylo TNV oVIUETOTIOT CTOAGUDV)

o DovoPapPrTain (xpnoLOTOLELTAL Y10 TV OVTILETOMIOT coPapng abTVing Kol GTUGUOV)

o Alkorogldn] TG puoiPmoovg OAVPAS (.. EPYOTAUIVY], STVOPOEPYOTALLIVT], YPNCLOTOLOVVTOL
Yo TV Nukpovio)

o Zipoipovg (ypnoiponoteital o€ acheveic Tov VTOPANONKAY GE LETANOCKEVGT)

. PrrovoPipn (ypnowomoteiton ot Bepoameio katd Tov AIDS) og dooeig v 400 mg Kot v, 2
(PopéG NuEPN TG

o St John’s Wort (QutiKod GUUTAPpoLL)

e Venetoclax (ypnowomoteitol yio tn Oeponeio acOevav pe xpovia AeLQoKLTTAPIKT Aevyotptio-

o XAA)

IIposgidomou|oelg kKo TPoPLAGEELG
AmevBuvleite 6TOV Y10TPO, TOV QUPUAKOTOLO 1] TOV VOGOKOWO GO TPOTOV ThpeTe To Voriconazole
Accord gbv:

o glyate oAhepyikn avtidpaon og GALeS alOLEG.

. TAGYETE N TAGYKOTE TOTE Od NIATIKY vOG0. Edv £xete nratiky] vOc0o, 0 ylotpodg 6oc Umopel va,
GUVTAYOYPUPNGEL pia yaumAdtepn do6om Voriconazole Accord. O yiatpog cag Oa mpémet
eniong va mopakolovdel TV NIATIKY cog Agttovpyia, vad elote Vo Oepameio pe
Voriconazole Accord, pe e&gtdoeig aipatog.

o edv yvopilete 6T £yete kapdopvomdbeia, ovoporo kapdokd puiuod, Bpadvkapdia 1 pio
avopoiio oto niektpokapdioypdonua (HKI') n onoio ovopdaletor «odvdpopo poakpod QTey.

Oa tpémet va anopedyete onowdnmote Ekfeon oe NAMOKO Po¢ Kot T £kBgom 6Tov A0 KaTd T
duapketa g Oepameiag. Eival onuovtikd va, KaADTTETE TIC EMPAVEIEG TOL dEPUATOS TTOV Eival
ektebeléveg 6TOV A0 Kot VoL PN OLUOTTOLEITE AVTINALOKO e DYNAO dgikTn mTpooTaciog amd Tov A0
(SPF), kaBa¢ pmopei va eppoviotel avénpévn svasncio Tov dEPUATOG OTIC VTEPLDOELS UKTIVEG TOV
NAoL. AVTéG 01 TPOPLAGEELS 1GYDOVY ETIGNG Y10, TO, TTOLSLA.

Evd AopPavete Oepaneia pe Voriconazole Accord:

. EVIUEPDOTE AUEGMG TOV YIUTPO GOG, OV OVOTTUEETE
. £yKoopo ard Aok okTvofoAio
. coPopd depuatikd eEavOn o | UOUAAISEC
. OVO 610 0GTA.

[ ]
Edv gpoavicete dtatapayEc Tov 6EPLATOC, OTMG TEPTYPAPOVTUL TAPATAV®, O YIUTPOG GO UTOPEL Vol
G0OG TOPATEUYEL GE VAV OEPIOTOALOYO, O 0TTOI0C UETE TNV ETIOKEYN UTOPEL VO OTOQOGITEL OTL ETvat
OMNUOVTIKO VO £XETE TAPAKOAOVON O™ G€ TaKTIKT PdAoT. YTTapyetl pikpn mloavoTnTo EPOAVIoNS
KOPKIVOL TOV SEPUATOG LE TN LOKPOYpOVIa ¥prion Tov Voriconazole Accord.
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Edv avantdlete onpeio «emve@pidlokng OVETAPKELOG) OTOV TO EMVEPPIOLN OEV TAPAYOLV ETAPKEIG
TOGOTNTEC OPICUEVOV GTEPOEIOMYV OPUOVAV OTTMG 1) KOPTILOAN YEYOVOG TTOL UTOPEL VO 0O1YNCEL G
CUUTTMOUOTO OTTMG: XPOVIN KOTMOT 1] KOTMGN UEYAANG O1APKELNG, LUTKN advvopic, arndAelo Opeéng,
ammAEL BAPOVG, TOVOS GTNV KOIALY, TOPAKOAOVUE EVIUEPDGTE TOV YIOTPO GUGC.

0 Y1TpOG GOC TPEMEL VA TAPAKOAOVOEL TNV NIATIKN Kot VEPPIKT Agttovpyio cog e eEETAGELG aipLaToC,

oo kon £égpnpor
To Voriconazole Accord dgv B mpémet vo yopnyeital € Todld PKPOTEPO TOV 2 ETOV.

Allo @appoxa ko Voriconazole Accord
Iopokareiote vo EVUEPDGETE TO Y1ATPO 1) TO POPHOAKOTOLO GOG EAV TOIPVETE, EYETE TPOCPUTO TAPEL
N umopel va mapete GAAL PAPUOKO, OKOUT KOL GVTE TOL YOPTYOLVTOL YMPIG ITPIKT GLVTUYT.

. Mepikd @appaka, otov Aapfdvovtal Tantoypova (e to Voriconazole Accord, pmopovv va
gnnpedoovv 11 dpdon tov Voriconazole Accord, 1 pmopei To Voriconazole Accord va
EMNPEACEL T OPAOT TOVG.

Ileite oto Y10TPO GOG £V TOIPVETE TO MOPAKAT® PAPLOKO, KaBDG 1 TawTOYpovn Bepaneia e TO
Voriconazole Accord pénet, edv givol SuVoTOV, Vo OTOPEDYETAL:

e Purovafipn (ypnowonoteital atn Oepamneio tov 100 HIV) g 66ce1g twv 100 mg 2 popég
nuepnoing

Ileite oT0 Y10TPO GOG £V TOIPVETE KATOL0 0T TO TOPAKAT® APk, KaODS 1 Tovtdypovn Beparmeio
pe to Voriconazole Accord mpémetl va amopehyetol v gival duvatd, Ko pwopel vo amaiteiton

AVamPOCapHOYN TNG 600mg TG Popikovaloing:

e Prpoumovtivn (ypnoomoteiton yia tn Oepaneia g eupoatioong). Eav Aaupdavete 110 Oepaneia
pe prpopmovtivn, Ba ypelaotel vo mapakorovdovvtal ot eEETAGELS ALOTOC GOG KOt OL
aveMOOUNTEG EVEPYELES OO TN PUPOUTOVTIVY).

o  dawvvtoivn (ypnoyomoteiton Yo tn Oepameio g emAnyiag). Edv Aappdavete non Oepamneio pe
@awvutoivn, Ba ypelactel va mapakolovdeital 1 GUYKEVTPOOT TG PALVLTOIVIG GTO O, GO KOTH
T duapketa g Oepameiag pe to Voriconazole Accord Kot umopei v ovompocoprocTel 1 600
oG,

[eite oT0 Y1TPO GOG EQV TAIPVETE KATOLO O TO TOPAKAT® PAPUOKa, KUODC UTopel va omotteiton
AVOTPOCapHOYN N TapoKoAovONon Yia va eheyyBel edv ta @dppaxe Ko To Voriconazole Accord
eEaxorovBovv va £yovv to emBuuntd AmOTELEC O

e  Bopoeapivn Kot GAAS avVTITNKTIKA (T.). QOIVIPOKOVUOVY], ACEVOKOVLOPOAN, XPTOLLOTOIOVVTOL Y10l
TNV EAGTTOON TNG TNKTIKOTNTOG TOL OiLOTOC)

o Kvukhoomopivn ( ypnouonoteiton o acheveic mov voPfAndnKay ce petapdoyevon)

o  Taxpélyovg (ypnoonoteitor o acheveic mov voPARONKOY ce peTapUdoyELOT)

o YovApovvlovpieg (m.y. ToAPovtauion, yAumilion kot yAPovpidn) (xpnoYLOTOI0VVTAL Y10, TOV
Stapnn)

o Xrtativeg (m.y. atopPaoctativn, ciufactativ) (XPNOILOTOIOVVTOL Yo TN LEIMOT] TOV EXUTEIWDV TNG
YOANGTEPOANC)

o Bevlodwlenmiveg (m.y. pdaloraun, tpraloraun) (xpnoipomolodvtal yio GoPapég KATOOTAGELG
abmviog kot dyyovg)

o  Ouempaldin (ypnopomoteitat yio T Oepomeio eEAKMV)

o Amod Tov oTONATOG OVTIGCVAANTTTIKG (€Gv AapPdvete Voriconazole Accord evd ypnoiponoteite and
TOV GTOHOTOC OVTIGVAANTITIKG EVOEYETOL VO ELPAVIGETE AVETBVUNTEG EVEPYELES OTIMG VOUTIO KO
SLoTapayEC TG EUUNVOL POGEMC)
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e  Alkaroegidn g Vinca (m.y. fvkpiotivn xon fyumiactivn) (xpnoonoodvtot yia tn Oepaneia
Kapkivov)

o Ivdwaipn kot dAhovg avaotoreic e HIV apmtedong (ypnopomolodvtar yio, tn Oepaneio tov
HIV)

e Mn voukAeoo1dkoi avacToleic Tng avtioTpoeng HETOypaeaons (.. epaPipévin, vierafipdivn,
vePipoamivn) (ypnowonotovvrol yuo ) Bepoameio tov HIV) (kdmoieg 60ce1g g epafipéving AEN
umopovv vo, Anedodv Tawtdypova pe To Voriconazole Accord)

e MebBadovn (xpnooTOoLEiTaL Vi TV OVTILETMMION TOV 016100 otV Npwivn)

o Alpowvtaviin kot eovtavoin Kot dAlo Bpayeiog dpaonc omoedn OTMS GOLVPAIVTAVIAT
(Tavcimova oL YPNGLOTOLOVVTL OTIG YELPOVPYIKES ENEUPACELS)

o O&ukmdovn kat GAA poKpdg d18pKeLOS OTOEWN OTWS VOPOKMOOGVT (YPTCLLOTOLOVVTOL GE HETPLO
£w0¢ coPfopd ToOVO)

e  Mn otepoeldn avTipAeypovaddn eappoka (T.y. ovmpopaivn, dikhopevdkn) (xpnoipomotobvtor
v TN Bepoameio TOVOL Kot PAEYLOVIG)

o  dlovkovaloAn (XPMOILOTOLEITAL OTIG LVKNTIOGIKEG AOUMEELS)

e Everolimus (ypnoyomoteitot yio tn Oepaneio TpoympnuUévov veppikod Kapkivov Kol g
LETAPOGYEVEVOLG 0GOeVELQ)

o  TolBamtdvn (ypnoiponoteital yio ) Oepameio g vrovaTplapiog (yapnid enineda vatpiov 6to
aipa cag) 1 yo v emPpaduvon Tng EKTTMoNG TG VEPPIKNG Agttovpyiog o acbevelg pe
TOAVKVGTIKT VOGO TV VEQPDOV)

e Letermovir (ypnoonoteitot yio v TpoOAaEN amd T VOGO ToL Kuttapoueyaroiod (CMV) petd
oo LUETAUOGYEVCT LVELOD TV 0GTMV)

o  NoAo&eykoin: ypnoonoleitol yio T Oepomeio TG SUGKOIAOTNTOG TOL TPOKUAEITUL EOIKE 0
OVOAYNTIKA TOL OVOUALovVTaL OTIOET (.. LOPPIvY, 0ELK®AOVY, PUIVTOVOAT, TPULASOAN,
K®OEIVN)

e [vacaftor: ypnowonoteitat yuo ) Bepameia g KVGTIKNG tvoong

Kinon kot Onhaopog

To Voriconazole Accord dgv mpénel vo AapuPavetol ot S1dpKeLn TG EYKVHOGUVNG, EKTOG KOL OV TO
GLOTNAGEL 0 YTPOC Goc. Ot yuvaikeg 6e avamopoy®ytkn NAKio TPETEL Vo YPNGIUOTOLODY
ATOTELEGUATIKA LETPOL avTICOAANYNG. ETikoveoviote apéowmg e 1o yiotpd cog, dv HeiveTe £YKvog
v epiodo mov maipvete 1o Voriconazole Accord.

Edv eicBe €ykvog 1| Onralete, vouilete 6T umopei va giche £ykvog 1 oxedidlete vo amokTnoeTe TOdi,
{ntnote 1 GLUPOLAN TOL YLTPOV T} TOL PAPLOKOTOLOD GO TPOTOV TAPETE AVTO TO PAPLOKO.

O ynon Kot yEPGROS PNYAVOY

To Voriconazole Accord pnopei va mpokaAésel BOAmon tng Opacng 1 dvsdpeotn aicinon oty
éxBeomn o010 pwg. Otav avtd cag cupuPet, va unv odnynoete N un xewproteite epyareio | pnyoviuoTo.
Edv eppoavicete 1£1010 COUTTOUATA, ETKOVOVIGTE LE TO YIUTPO GOLC.

To Voriconazole Accord nepiéyel haxtoln

Edv &yete evnuepwbel and 10 yiatpod cog 0TL £xete dvoovelio 68 KATOWN GAKYOPN EXKOIVMVIOTE UE
ToV yutpd cag tpwv whpete To Voriconazole Accord.

To Voriconazole Accord mtepiéyel vatpro

Av106 10 Qappako TePLEYEL Arydtepo amd 1 mmol vatpiov (23 mg) avd diokio 50 mg, dniadn

OVLCLOGTIKG etvar «eAevBepO vaTplovy.

Av106 10 Pappako TEPLEYEL ArydTtepo amd 1 mmol votpiov (23 mg) avd diokio 200 mg, dniadn
OVCLOGTIKG etvar «eAevBepo vaTplovy.

3. Ilog va mapete 10 Voriconazole Accord

[Tavtote va maipvete To PAPUOKO CLTO CVGTNPE COUPOVE LE TIG 00N YiEg TOV YioTpo¥ cag. Edv €yete
apePoAieC, pPOTAOTE TOV YIUTPO 1) TOV PUPLLOKOTOLO GOG
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O ywTpog oag Bo amopacioet yio T 660m cog avaroya e To Papoc cog Kot To £100¢ TG AoipmEng
OV £)ETE.

H ocvvietdpevn d6om yia evniikovg (cupmepthaptfavopévey Tov NAKIOUEVOV acBevdv) lvarn
aKoAovon:

Awokia
Acbeveic 40 kg kot v Acbeveic kato Tav 40 kg
Adon 1o g Tpdtes 24 dpeg | 400 mg kdBe 12 dpeg o Tig 200 mg ka0 12 dpeg yio TIC
(Abon E@ddov) TPMOTEG 24 DPECS TPMOTEG 24 DPES

Adon petd g Tpotes 24 dpeg | 200 mg 600 Qopég TV Nuépa 100 mg 00 Qopéc v Nuépa
(Abon Zvvpnong)

Avdloya pe v avtamdkpion cag ot Oepaneio o yorpdg cog pmopet va avnoet v nuepnota 66om
ota 300 mg dVo Qopéc NuePNGImG.

O y10tpd¢ Pmopel v OTOQAGIGEL VO LELOGEL T dOCT €AV EXETE NTLOL EMG PETPLO, KIpPWOT).

Xpnon o€ Tooa ko @1 pfovg
H ocvvietdpevn d6om yio moudid Kot epnfovg givai n axdAovdn:

Awokio
Hondrd niaxiog arnd 2 o , , . ,
uucpérs;]a roovgl 2 ety K(?u Epnpornhikiog 12 émg 14 etddv pe
&onPot nhudac anb 12 éo ocopotikd Bépog amd 50 kg ko
PPoLT . L 806 Tévo Kot 6Aot o1 Een ot nhkiag
14 etddv pe copoticd Papog avo Tov 14 £16hy
ppodtepo tov 50 kg
Adon Yo Tig TpdTES 24 dpeg | H Bepaneio cog Ba Eexvioet 400 mg «60e 12 dpeg yia TIg
(Abon E@ddov) g £yyvon TPOTEG 24 DPEC
9 mg/kg 600 popég
Abon pnetd Tig TpaTeS 24 MPES nuepnoing 200 mg 500 QopES TNV NUEPAL
(Adon Zvvimpnong) (o péyrotn 660m tv 350
mg 300 QopES NuEPNGIMG)

Avdloya pe v avtamdkpion oag ot Oepaneia, o yoTpdg cog pmopet vo avENoeL 1 Vo LEDCEL TNV
nuepnota 66om.
. Atwokia mpémet va divovtor povo edv to mondi ivorn tkavo vo, kotomiel diokia.

Noa maipvete ta diokio TovAdyloTov pio dpo tpv N pio dpa HeTd To yevpo. Na Katanivete To diokio
oloKANpo pali pe Ayo vepo.

Edv eotig 1 10 maudi oag maipvete Voriconazole Accord yio tnv TpOANYN T@V LUKNTIOGIKOV
AodEE®V, 0 Y1I0TPOG OOG UTOPEL VO GTAUATNOEL VO GoG yopnyel To Voriconazole Accord edv eogig
70 TToudi GO avamtOete avemBounteg evépyeleg mov oyetilovrar pe t Oepameio

Edv napete peyardtepn 060m Voriconazole Accord amd Tnv Kavoviki)

Edv mépete meprocotepa diokio amd 0ca ypagel 1 cuvtoyn cog (] 0V KATO10G GALOG TaPEL TO, SloKio
60¢) TPEMEL VO, GUUPBOVAEVTEITE KATO10 Y1TPO 1 VO TATE OUECMG GTO TANGLEGTEPO EPNUEPEVOV
voocoxopeio. [Tapte pali ocag to xovti TV dickiwv Voriconazole Accord. Mmopel va eppavicete un
@LGOI0A0YIKT| dSucave&in 6TO PMG MG ATOTELEGILO TOV VO, TAPETE LeYoAVTEPT 060N Voriconazole
Accord amd TV KavoviK.
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Edv eydoete va mapete 10 Voriconazole Accord

Eivar onuavtikd va maipvete kavovikd ta diokia cag Voriconazole Accord tnv idio dpa kdOe nuépa.
Edv Eeydoete va mhpete pio d6GM, TAPTE TNV EXOUEVN dOGN GOG OTNV MdPa TNS. Mnv dpete dutAn
3001 Yo va ovamAnpadoete T 000 1oL Egxdoarte.

Edv otapatijoete vo maipvere 1o Voriconazole Accord

Onwg amodeiybnke, dtav maipvete OAeG TI 00GELS Gag GTN GMOTH MPa puropel va awvéndel onpovtikd 1
dpactikdtnTa 10V Papudkov cag. Eropévms, ektog Kot av 0 yioTpog GOg TEL VO GTALOTIGETE TNV
aymy”, etvar onpovtiKo vo cuveyilete va maipvete cmotd to Voriconazole Accord, cOpQVA LE TIG
001MYiEC TOV AVOYPAPOVTOL TILO TAV®.

Na cvveyioete va maipvete to Voriconazole Accord péypt o y1otpOg GoC VoL GO TTEL VO GTOLLOTIOETE.
Mnv cropatioete vopig ) Oepaneia, yroti n Aoipwén cag pmopel vo unv €xet Bepamnevtel. Ot acbeveic
LE 0OVVOLO OVOGOTOMTIKO GUGTNUA 1) aVTOL e OVGKOAES AOUMEELS I6mG YpelacBody pakpoypovia
Bepamneia yia va amopevyBel n vrotpomn TG AoipmEnc.

Oroav otopatioet ) Oegpamneio pe to Voriconazole Accord amd 10 yotpd GOC, dEV TPEMEL VAL ELPOVICETE
KOO0 GUUTTOUA.

Edv éxete meplocOTEpEG EPOTNCELG GYETIKA LLE T YPNOT] AVTOL TOV QUPUAKOL POTHGTE TOV YIATPO,
TOV (POPLOKOTOL) 1] TOV VOGOKOUO GOG.

4, IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappoka, £TGL KoL 0VTO TO GAPLOKO UTopel Vo TpokaAEcel avemBOUNTES EVEPYELES, OV
ka1 0gv Topovctdalovtal 6€ OAOLG TOVG AvOPMTOVC.

Edv epoavicBoldv avemBounteg evépyeteg, Katd ndoa mbavotnta Ba etvan mieg kKot mapodikés. [lap’
O\ aVTA, KATOlEG Umopel v givar coPapég KoL Vo OTTOLTGOVV 1TPIKT TOpaKoAOLON o).

YoPapéc avemOOuNTES EVEPYELES — XTONOTIOTE VO. TaipveTe TO Voriconazole Accord ko dgite
apéoms Evav YiatTpo

- E&avOnua

- ‘Tktepog, MetaPforéc oTig e£€TAOELS OUUATOG TNE NTOTIKAG AEITOVPYING

- Haykpeatitida

Addeg avemOOUNTES EVEPYELEG
[ToAv ovyvég: pumopet va ennpedoovy teplocotepovg and 1 otovg 10 avBpmmovg

- Ontucn PAAPN (netaPoin oy 6pact copmepthapfavouévng tng Bapmng 6pacng, LETaPor®Y
GTNV OTTIKN AVTIANYN TOV YPOUATOV, U1 ELCIOAOYIKNG ducave&iog oTNV ONTIKY avTidnym
TOV QMOTOC, AYPOUUTOYING, OPOUAUKNAG SLUTOPOYNGS, OPUCTC SIKNV PMTOGTEPAVOL,
VUKTOAW®TIOG, OpACTC KATA TNV OTola TO AVTIKEIEVO POiVOVTOL TOANVTEVOLEVD, OPOUCNG LLE
omvONPIoHOVG, aDPOS POTOG, LEI®ONG OTTIKNG 0EVTNTOC, AAUTOVTOG PAEULOTOC, ATMAELOG
UEPOVE TOoL GLVNBOLG OTTTIKOD TTESIOV, KNAMOWY UTPOCTA ATd TO LLATIOL)

- TTvpetog

- E&avOnpa

- Noavtia, épetog, Sdppoia

- ITovoképaiog

- ITpn&po ota dxpa

- II6vog 6t0 GTOpdY

- AVvGKOAD GTNV avaTVon
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- AvEnon Tov nrotikodv eviiimy
Yuyvég: umopel va emnpedoovy £m¢ 1 otovg 10 avBpmmovg

- Dleypovn TV TOPUPPIVIOY KOATOV, PAEYLLOVH TOV OVA®V, piyn, advuvapio

- Xouniot apiBuoi pepik®@v THTWOV, GUUTEPIAAUBAVOUEVOV CTUOVTIKAV LELDGEDYV,
£pLBPOKLTTAP®V (OPICUEVES POPEG AVOGOEEAPTAOLEVOL) 1)/KOL AEVKOKVTTAP®OV (0PIGUEVES POPES
pe mopetd), yopuniol apbuoi Tov kKuttdpmv mov ovopdlovtot aponetdia, Ta omoia fonBodv
otV &N ToL aipaTog

- XopunAn yAvkoln aipotog, Younio KGAo aipatog, YoUnAo VATplo oiplatog

- Ayyog, katdblym, cOyyvon, diéyepor, abavia, yevdoicOnoelg

- ETOoUOL, TPOHOG 1 U1 EAEYYOLEVEG KIVIOELS TV VMV, LOPUAYKIOGHO 1) TafoAoykn aicOnon
TOV OEPUATOG, OVENUEVOS PVIKOG TOVOC, vITvNAia, {AAN

- Awoppayio oto paT

- [pofAnuata kapdiokod puOpod TEPIAUUPOVOLEVOD TOV TOAD YPTYOPOL Kapdlakoh pudov,
TOAD apyol Kapdlakol puBuov, AMmobupuia, younin mieon, eAieypovn eAéPag ( omoio umopel va
oyetileton pe to oynuaTIcHo Opoufov oto aip)

- Oéela dvokorio otV avamvor, Ompakikd dlyog, oldnua Tov TPOoOTOV (GTOUA, YEIAT KoL YOp®
Ao T LATLL), GUGCMPEVLCT] VYPADOV GTOVS TVEVLOVES

- AVGKOIMOTNTA, OVOTEYI, PAEYLOVT] TOV XEINEDV

- "Tktepog, PAeyov TOV NIATOG Kol NEatikn AN

- E&avOnpata tov 6€ppratoc mov pmopel vo odnynoovy o€ coPapég puoolideg kat EEPAoDOIGHLO
TOV O€pUaTOG OV YopakTnpilovtol amd o exinedn, epvhpr TEPLOYN TOV SEPLATOG TOV
KOADTTETOL OO LKPA cuppéovta olidia, epuHpoTnTo TOL dEPUATOG

- Kvnopog

- AndAE LOAADY

- Ocoeuaryia

- Neppikn| avemdpkelo, aiflo oto oVpa, LETOPOAES OTIG EEETACELS TNG VEPPIKNG AgtTovpyiog

Oyt ovyvéc: pmopel va enmpedoovy €mg 1 otovg 100 avBpmdmovg

- I'pmddn cvuntdpato, EpeBIGHOG KOl PAEYLOV TOV YOOTPEVIEPIKOD GOANVE, GAEYLLOVI] TOV
YOGTPEVTEPIKOD COANVO TOL TPOKUAEL O18ppota. ov cyetileTon pe avTiPloTikd, PAEYHOV TOV
Aeppayyeiov

- dAeypovn ToL AETTOD 1GTOV TOV EMKAADTTEL TO EGMOTEPIKO TOIYOMUO TNG KOWAAG Kol KAADTTEL TOL
KOWALOKG Gpyaval

- AOYKOPUEVOL AEPPOOEVES (ETMOVVOL OPLGUEVES POPES), AVETEPKELD TOV OLULOTOTOUTIKOD
LueL00, avénon Tov aplipod TOV NOGIVOPIA®OY

- Elottouévn Aettovpyia tov enveppidiov, vroAettovpyio Tov Bupeoeldovg adéva

- [MaBoroykn eykepaiikn Acttovpyio, copmtdpote tonov Parkinson, BAGPN vevpov mov
TPOKAAEL LOVIIAGHATA, (YOG, HUPUNYKIOG O 1] KAVGO GTO XEPLOL 1] TO TOOLHL

- [Ipofinuata pe v 160ppoTio. 1 TOV GLVTOVIGUO

- Eyxkepolkd oionpa

- Amhonia, copfapéc KatacTdoelc Tov 0@OUALOD TOV TEPILOUPAVOLY: TOVO Kol QAEYLOVT] TOV
opBoApmv Kot TV PAepdpav, Taboroyikr Kivnon Tov oeBoipov, BAAPT Tov omTikod vehpoL
7oV 0dNYEl 6€ peiwON TN OPACTG, OIONUA TNG OTTTIKNG OMANG

- Mewopévn evaicncio oty aen

- Mn guctloroyikn aicnon g yevong

- Avckolieg otnv akor, ePPoég TOV OTOV, TATyYyoC

- DLeypovi OPICUEV®V ECOTEPIKMV OPYAVOV — TAYKPENS KOl OWOEKOSAKTLAO, 01O KOl
QAEYLOVT| TNG YADGOOG

- ALOYKOUEVO ATTOP, NTOTIKY AVETAPKELX, VOGOC TNG YOAN3O30L KOGTNGC, Y0oAOMOO0L

- dleyuovi TV apbpmdcemv, PAEYUOVT TOV PAEPOV KAT®O 0o To dépo (1 omoia umopel va
oyetileton pe tn dnuovpyio Bpopfou aipatog)

- dLeypovn ToL VEPPOL, TPWTEIVEG GTOL 0VPa, PAAPN TOV VEQPPOD
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- IToAv ypryopog Kapdiakog puBuog 1 EKTOKTEC GLGTOAES, OPICUEVES POPES LLE OKAVOVIGTA
NAeKTPIK epediopora

- Mn puoioroykd niektpokapdoypaenuae (HKI)

- AvEnon yohnotepoing aipatog, avénon ovpiog aipotog

- Alepycéc avTidpaoelg 0Epratog (optopéves Eopéc Papldg Lopeng), Tov mepappavouy
AmENTIKT Yo T {oN KoTdoTaon Tov dEPHOTog ToL TPOKOAEL EMDIVVES PLGOAISES Kot EAKN
TOV OEPUATOG KOl TV PAEVVOYOV@V, E101KA GTO GTOUA, PAEYLLOVT TOV OEPUATOG, KVIOWOT),
NAako ykavpo 1 Paptic LOPPNG dEPUOTIKN avTidpaoT HETA amd £kBeon oe emG 1| 6TOV A0,
epLBpdTNTO Kot gpeBiod ToL déppatoc, epuBpd N P SLVGYPOUATIGUO TOV FEPLATOG TTOV
umopei va £xel TporAnOei amd younio apBud aponetarioy, Eklepa

- Avrtidpacon g Béomng Eyyvong

- Alepyucn avtidpaon 1 vIEPPOAIKT AVOGOAOYIKT| OTAVTNON

Xravieg: umopel va ennpedcovy £mg 1 otovg 1000 avBpdmovg

- YrepAertovpyikodg Bupeoetdng adévag

- Emdeivoon g eykepolikng Aettovpyiog ) omoia anoteAel coPfapn emmAoky TaOnong tov
Nmatog

- ATOAELD TOV TEPIGGOTEPMY VMV TOV OTTIKOD VEVPOL, BOAEPOTNTO KEPUTOELDOVG, AKOVOLN,
Kivnon Tov oPBoipon

- [MoppoAivymdong potogvarchncia

- AwTapayn Kotd TV omoic T0 0vosOomomTIKO GUGTILO TOV GMUATOG ENLTiBETAL GE PEPOG TOV
TEPLPEPIKOV VELPIKOV GLGTILLOTOG

- [pofAnpata tov kapdiakod puORoL N TG KaPIKNG ay@YUOTNTAG (LEPIKES POPES OMEIANTIKA
Yo Com)

- AmetAntikn v ) {on aAlepytkn avTidpaon

- AwTopayn Tov CLGTHETOC TENC TOL OiUATOg

- A epYIKEC dEPLOTIKEG AVTIOPAGELS (LEPIKEG POPEG Papldg LOPPTG), 0L 0Toleg TEPIAapPdvovy
TayvTato TpHEo (0ldnpa) Tov Yopiov, TOL VITOSOPLOL 1GTOV, TOV PAEVVOYOVEOV KOl TMV
VTOPAEVVOYOVI®V 1GTOV, KWNGUMIELS 1} emdOvveS PAGPES TayEoc, epvBpol dépuatog pe aonul
SePLOTIKEG POAIDEG, EpeDIGIO TOV BEPUATOG KOL TV PAEVVOYOV®V, AENTIKT Yo T (on
KATAOTOGCT) TOV OEPUATOG OV TPOKAAEL TNV OTOKOAANON LEYOA®Y TUNHATOV TNG ETOEPUIDNG,
g e&mTEPIKNG OTIPASOG TOL FEPLATOC, ATO TIC OTIPASEG TOV SEPUATOG TTOV PPicKOVTOL KATM
amd avTV

- Mikpég ENpég POMOMTEC SEPLOTIKEG TAGKEG, OPIGUEVEG POPES TTOXLES LLE QLYUEG ) KKEPUTOELOELG
GYNLOTICLOVGY

AvemBOUNTEC EVEPYEIEG UE UM YVOGTH GUYVOTNTO:
- Doxkideg Kot KeYPOOUEVES KNALDEG

AlAeg onuovTikég avemBOUNTEG EVEPYELEG TV OTOIWMV 1] GLYVOTNTA eV gival YvmoTi), alAd Oa mpémet
va avagepBodv dueco otov yluTpd 6og:

- Koapxivog tov dépuatog

- Ddleyuovi TV 16TOV OV TEPPUALOVY TO 06TO

- Epv0péc, poldmoeig PAaPeg 1 dakTtuAlog1deis PAGPES TOV dEPUATOG OL 0TTOleg Umopel va
ATOTELOVV COUTTOO. PLOG VTOAVOCT|G BN OMG OV OVoualeTal SepUATIKOG EPLONUATMOONG
AdKog

Eme1dn eivar yvooto 611 10 Voriconazole Accord ennpedlel To Nmap Kot to veppd, 0 YloTpog oG
TPENEL VO, TOPOKOAOLOEL TNV NTOTIKTY Kol VEQPIKN oag Agttovpyio pe eEeTdoelc aipatog.
IMopakareicOe va evnuep®dcETE TOV Y1ATPO GOG €AV EYETE KATOL0 TOVO GTO GTOUAYL, 1) €AV Ol KEVADGELG
o0G £XOVV SLOPOPETIKT GVGTACT).

"Exovv vdp&et avapopég kapkivov Tov dépuatog oe acbeveic mov Adpupavav aywyn pe Voriconazole
Accord Yo peyaheg ypovikég mePLOd0LG.
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To nAakd éykovpa 1 n coPapn depuatikn avtidpaon petd and £kBeomn oe PmC 1} 6TOV A0
TAPOVGIACTNKE TLO0 GLYVE o€ Todid. Edv eoeig 1) to Toudi oog avantoéete dotapayég ToL dEPHOTOC, O
YWTPOG GOG UTOPEL VO GO TOPUTEUYEL GE OEPUATOAOYO, O OTTOT0G LETA OO GVLNTNON UTOPEL VO
amoPacicel OTL gival onuavtikd vo topakolovdeiote TakTikd £0gig 1 TO ToUdi oG, AVENON TV
nratik®v evidpov tapatnpndnke eniong cuyvotepa 6 T,

Edv xémota amd avtéc 116 avemBOuNTeS eVEPYELEG EMUEVEL 1] GO TPOKOAEL TPOPAN U, Tapakareiche
VO EVILEPMDGETE TOV YLATPO GOC.

Ava@opd avemOOunTOV gvEPYELAV

Edv mapotnproete Kamoto avemBOpUnTn VEPYELL, EVILEPMDGTE TOV YIATPO 1) TOV POPLOKOTOLO 1] TOV
VOGOKOWO G0G. AVTO 1oYvEL Kot Yio KaOe mhavr avemBountr evEpyelo TOL OEV AVUPEPETAL GTO TOPOY
@OALO 0OMyLdV ¥prione. Mmopeite eniong va avapépete avemBounteg evépyeleg anegvbeiog, PEC® TOV
€BvikoL cuaTNUATOG AVaPOPAS TToL avaypdeeTal oto [apdpnua V. Méom g avapopds
aveTOOUNTOV EVEPYEIDV Umopeite va PondNceTe 6T GLALOYN TEPIGGOTEP®V TANPOPOPIDY GYETIKA
LE TNV 0CQAAELL TOV TOPOVTOG PUPUAKOV.

S. o va puidoostal To Voriconazole Accord
To pdppoxo ovtd TPEMEL Vo LAACCETAL GE PLEPT) TOV OgV TO PAETOVY Kol OV TO POAVOLY TA TOdLA.

Noa pun xpnoIoTolEiTe avTd TO PAPUOKO UETA TNV NUEPOUMVi ANENG TTOVL AVOPEPETAL TV
emonpavon. H nuepounvia Anéng tvar ) tehevtaio nuépa Tov UiV TOL OVAQEPETOL EKEL.

Agv amoitodvTot 101KEG GLUVONKEG SLATAHPNONG Y10 LTO TO PAPLLOKO.

Mnv metdte eApUOKO GTO VEPO TNG AOYETELOTG 1) OTA GKOVTIOWN. POT0TE TOV QOpLOKOTOLO GOG Yol
TO TG VO, TETAEETE TO PAPLLOKO TOV OEV YpNoomoleite ma. Avtd ta uétpa Bo Bondncovy oty
TPocTocio Tov TEPPEALOVTOG.

6. Iegpreydpeva TS 6LOKELAGIOG KO AOTTEG TANPOPOPIEg

Tvngpréyer To Voriconazole Accord

- H dpactikn oveia eivar n foprkovaloin. Kabe diokio mepiéyet eite S0 mg BopucovaldAing (yio
TOL EMKOAVUUEVO, e AeTtTO VUEVIO dtokia Voriconazole Accord 50 mg) 1 200 mg
Bopucovalding (ywo ta emucodloppéva pe Aemtd vpévio diokio Voriconazole Accord 200 mg).

- Ta, dAAa cuotaTikd gival povodopikr Aaktoln, tpoledativomomuévo duvlo, voTplovyog
SaoTaVPOVUEVT] KOPUEALOLT, TOP1OOVT], OTEATIKO LOYVIGLO TTOV OTOTEAODY TOV TUPTVO TOL
dtokiov ko vrpopeAddln, dro&eidto Tov titaviov (E171), povoiidpuc Aaktdln Kot Tploketivn
7OV amoTEAOVV TNV emikdAvyn (BA. mapdypoeo 2, To Voriconazole Accord 50 mg
EMKAAVUUEVE e AeTTO LUEVIO dokia ) To Voriconazole Accord 200 mg emkaAvppéva, pe
AemTO LUEVIO dloKin TEPLEYEL AaKTOLN Kot VATP10).

Epoavien tov Voriconazole Accord kor mepleyOPEVO TS GLOKELUGIOG

To Voriconazole Accord 50 mg extkahvpupéva pe Aewtd vuévio diokio dtatifeTon g Aeukd mg
VTOAEVK, EMKAAVUUEVA IE AETTO VUEVIO, OTPOYYVAQ diokia, dtapétpov mepimov 7,0 mm pe tnv
évoelln “V50” yopayuévn ot pia mievpd kat yopic xdpatn oty GAAn.

To Voriconazole Accord 200 mg emukaAvppéva pe Aemtd vpévio dtokia drotifeton mg Aevkd €mg
VTOAELKO, EMKAAVUUEVA UE AETTTO VUEVIO, WOEWDN dlokia, e UfKkog mepimov 15,6 mm kot TAGTOC

7,8 mm, pe tnv £voeiEn “V200” yopayuévn ot pia mievpd kot yopic xbpatn ot GAAN.

Ta emkoloppéva pe Aemtd vuévio diokia Voriconazole Accord 50 mg Kot T EMKOAVUUEVA LE AETTO
vuévio dokia Voriconazole Accord 200 mg datiBevian og cuokevooieg tav 2, 10, 14, 20, 28, 30, 50,
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56 ko 100 M| o€ cvokevacieg KLWEANG piag 66ong (amd PVC / Alovuivio) mov mepiéyovv 10x1, 14x1,
28x1, 30x1, 56x1 1 100x1 emucoivppéva, pe Aewtd LUEVIO OloKiaL.

Mmropei va pnv KuKAOQOpoLV OLEG Ol GLGKEVAGIES.
Kéroyog adciag kokrogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomovia

Hopaywyog

Accord Healthcare Limited,
Sage House, 319 Pinner Road,
North Harrow,

Middlesex, HA1 4HF,
Hvopévo Baciielo

Pharmadox Healthcare Ltd.
KW20A Kordin Industrial Park,
Paola, PLA 3000

MdAita

Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50,95-200 Pabianice, IToAwvio

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéyr,
OALavdio

To mapév pvAilo 0dNYLOV Ypfiong eYKpidnke Yo TeEAeVTaia @opd: {MM/EEEE}

Aentopepn TANPOPOPLOKA GTOLYEIR Vi TO TPOTOV givar drabéciua oty 16tocerida Tov Evpomtaikon
Opyaviopod @oppdkwv: http:/www.ema.europa.eu
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