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@vAro ooV (piong: IIAnpoeopics yra Tov ypijotn

Voriconazole Accord 50 mg emkolvppéve. pe AeTTo VUEVIO droKia
Voriconazole Accord 200 mg smkalvppéva pe Aemtod vpévio diokio
Bopikovaloin

AW PaoTE TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLOV YP1ONGS TPOTOV UPYIGETE VO TAIPVETE AVTO TO
PappraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES VI GUC.

o DoraEte avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPfdcete Eavd.
. Edv éxete mepartépw amopieg, p@TNOTE TOV Y1OTPO, TOV PUPLAKOTOLO 1| TOV VOGOKOLO GOC.
. H ocvvtaynq yU’ avtd 10 papproko xopnynonke omokAEIoTIKA Y10 60C. Aev TPETEL VO SDGETE TO

@apupoko og GAiovs. Mmopel va Tovg mpokarécetl PAAPN, axdpa Kot OTav To onueia TG
ac0éveldg Toug eivar 010 pe ta S1Kd Gag,.

. Edv mapomnpricete kamowa avemBOUnTn eVEPYELL, EVILEPADOTE TOV YLOTPO, TOV QAPUAKOTOL0 1)
TOV VOGOKOUO G0G. AVTO 1oY0eL Kot Y10, KAOE mhovi avemBOunTn evépyelo mov OV avapEPETOL
670 TaPOY PUALO 0dNYIDV Xpnomn. BAéne mapdypapo 4.

T epLéyeL 1o Tapov GUALO 00N YLOV:

Tt eiva to Voriconazole Accord kat oo givat 1 xpion Tov

T1 npémer va. yvopilete Tpv vo, mhpete To Voriconazole Accord
Iog vo mapete to Voriconazole Accord

[MBavég avemBounteg evépyeteg

[Mog va puidccetor To Voriconazole Accord

[epieydpevo g GVGKELOGING KOl AOITEG TANPOPOpPiEg

Uk wd P

1. T givon To Voriconazole Accord kon owa gival 1 xpfion Tov

To Voriconazole Accord mepiéyet ) dpaotikn ovoio fopikovaldin. To Voriconazole Accord givor
£V0L OVTIVKNTIOGTKO APIOKO. Apo BovaTdvovTog 1| avasTEAAOVTOG TV OVATTLEN TOV LWOKATOV TOV
TPOKAAOVV AOIUMEELG.

Xpnoponoteitar yuo T Oepamneio acbevav (evniikov Kot Todidv Gvo Tov 2 ETOV) UE:

e &v 1o Babel aomepyilimon (évag TOTOG HUKNTINGIKNG AOTH®ENS, TTOL OPeideTaL GE 10N
Aspergillus),

o kavtvtalpio (GAlog THmog poknTIootkig Aoipwéng mov opeidetat o £i6n Candida) og pn
ovdetepomevikovg aceveis (aobevelg yopig maboroykd younio aplfud AgvkokuTTdpmV),

e coPopés ev o Pabet, Aowpmselg and €1dn Candida, otav o udxnTog eivor avheKTkKdg 6N
@AoVKOVALOAN (§va GAAO AVTILVKTTIACIKO QAPLOKO),

e cofapig uUNKNTIaGIKEG AomEELS TOL TpokaAohvTal amd €idn Scedosporium i Fusarium (2
SLOQOPETIKG, €I0N LOKNTOV).

To Voriconazole Accord mpoopiletot yio acbeveic pe emdevodpeves, mibavmg exomeilovoss ™ Lo,
HUKNTIOGIKEG AOUMEELS,

[Ipdinym TV PuKNTIICIKGOV AOUOEEDY 68 acBeveic LYNAOD KivdHVOL TXOL VTTOPUAAOVTOL GE
UETOUOCYEVCT LVEAOD TMV OCTMV.

To mpoidv avTd TPEMEL VAL YPTCLUOTOIEITOL LOVOV VIO TNV EMPAEYT TOV YLOTPOD.

2. T npémer vo yvopilete Tpw va wapete To Voriconazole Accord

Mnv wapete To Voriconazole Accord
e mepintwon aliepyiag otn Popikovaloin 1 6€ 0TO10dTOTE AAAO OTO TOL GLGTUTIKG AVTOD TOL
QOPLAKOV (OVOPEPOVTOL GTNV TTOPAYPAPO 6).



Eivol modh onpavtikd vo eV|UEPMGETE TO YLOTPO GAG 1] TO PUPLOKOTOLO GOG EAV TOIPVETE 1) EYETE
TAPEL GALG, PAPLOKOL, OKOLO KOL GUTA TTOL YOPTYOUVTOL XMPIG IOTPIKN CLUVTAYN 1 UTIKG QAPLLOKAL.
Aev mpémet va. mhpete To dppaka ¢ akdAovng Aotog v mepiodo mov naipvete to Voriconazole
Accord:

Tepeevadivn (ypnoomoteiton yio v odldepyia)

AoctepilloAn ( ypnoponoteitat yio v aAlepyior)

Z1lampidn (ypnolomnoteitan Yo GTOROYIKA TpoBANoTo)

ITyolidn (ypnoiponoteital ylo TV OVTILETOTIOT YOYIKOV TadNcemV)

Kwidivn (ypnoponoteital yia tig kapdiakég appuduies)

Ivabradine (ypnoiponoleital yio GOUTTOHOTO YPOVIAG KOPOLUKTG OVETAPKELNG)

Pwpapmikivn (ypnoiponoeital yia m Beponeio g pupatioong)

Eopoafipévin (xpnowonoteitan ot Bepaneia katd tov AIDS) cg ddoeig v 400 mg kot dve, 1

Popd nuepnoing

Koppapalerivn (xpnoylomoteitot yio Ty oVIYUETOTIOT) CTACUMDY)

o DowvofopPrtain (xpNOILOTOLELTAL Y10 TNV OVTILETOTION coPapng abmVing Kol GTUGU®OV)

o Alxorogldn] TG pLoIPMOOVG OAVPAS (.. EPYOTAUIVY], STVOPOEPYOTAUIVT], ¥PNCIUOTOLOVVTOL
Yl TNV NUKpovier)

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

. PrrovoPipn (ypnowomoteiton ot Bepoameio katd Tov AIDS) og dooeig tov 400 mg Kot v, 2
QOpEG NpEPNGING

o St John’s Wort (putuicd cupuminpopio)

o Naro&eykoin (ypnoyomoteitat yio tn Oepameio TG SVGKOIMOTNTAG TOV TPOKOAAEITAL EIOIKA
Ao aVOAYNTIKG TOV ovopalovtal omoedn (1., Lopeivn, 0&ukmddvn, eavTavOAn,
TPOUAOOAT|, KOOETVT))

o ToABomtdvn (ypnopomoteitor yio ) Oepaneio T vwovatplopiog (younAd exineda votpiov

070 aipa oag) N Yio TV eMPPAduvon Tng EKTTMONG TG VEPPIKNG Agttovpyiog o€ acevelg pe

TOAVKVGTIKT VOGO TV VEQPPDOV)

o Aovpaciddvn (ypnoyonoteitat yio tn Oepameio g KaTaOAYNC)
o Venetoclax (ypnoonoteitor yio tn Oepaneio acOevdv pe xpovia AEUEOKVLTTOPIKT Agvyatpio-
o XAA)

Ipocdomomoeis ko TPoPLAGEELS
AmevBuvBeite oToV Y10TPO, TOV POPLOKOTOL0 1] TOV VOGOKOUO GoG TTpoTod Ttapete to Voriconazole
Accord gav:

o glyate oAhepyikn avtidopoaon oe GArec alOleC.

. aoyeTe N TAGKOTE TOTE 0d NIATIKY vOG0. Edv €xete nratikn vOGo, 0 Y10Tpog cog PUmopel va
ouvvtayoypaenoet pia yauniotepn doom Voriconazole Accord. O yotpdg oag o mpémet
gmiong va mapakolovbel TV NIOTIKY Gog Asttovpyia, Eve elote Vo Oepameia e
Voriconazole Accord, pe e€etdoelg aiparoc.

o gav yvopilete 0T £yete kapdopvomadeia, avauolo kapdlokd pviud, Bpadvkapdio 1 pio
avopoiio oto niektpokapdioypdonua (HKI') n ool ovopdletor «ocdvdpopo pokpod QTey.

B0 mpénel vo, amoPevyeTe omoladnmote £kBeon e NAoKO PG Kal TV £€kBeon oTov A0 KT ™
duapketa tng Oepaneing. Eival onuoviikd va KaADTTETE TIG EMPAVEIEG TOL dEPHOTOG TTOV Eival
ektebeléveg 6TOV A0 Ko VoL PNOLUOTOLEITE AVTINALOKO e DVYNAO OgikTn TpooTaciog amd Tov A0
(SPF), xabm¢ umopei va eppaviotel avénuévn svoictnoio Tov EPUATOS 6TIS VIEPIMOELS OKTIVES TOV
NAov. AvTtég o1 TPOPLAAEELS 1GYDOVY EMioNG Y10 TOL TTOLILAL.



Evd Aappavete Ogpaneia pe Voriconazole Accord:

. EVILEPDOOTE AUECHOC TOV YIOTPO GOG, OV OVOTTOEETE
. £YKOLLOL 0O MALOKT] 0KTVOBoATL
. coPopd depuatikd e£avOn o 1 UOUAAISES
. OVOo 610 0GTA.

[ )
Edv gpoavicete dratapayéc Tov 6EPUATOC, OTMS TEPTYPAPOVTAL TAPATAV®, O YIUTPOS GO UTOPEL VoL
00G TOPATENYEL GE VAV OEPLOTOAOYO, O OTTOI0G LETA TNV EMICKEYN UTOPEL VO 0TOQOGIoEL OTL Etvat
OMNUOVTIKO VO £XETE TAPAKOAOVON O™ G TOKTIKN PAoT. YTapyel Kpn mhavoTnTo EREAVIeNG
KOPKIVOL TOL dEPHOTOG e TN pakpoypovia xprion Tov Voriconazole Accord.

Edv avortdéete onueio «emvePPOlOKTG OVETAPKELNG OOV TO EMVEPPIOIN OEV TOPAYOVV EMAUPKEIG
TOGOTNTES OPICUEVOV GTEPOEWOMV OPLOVAV OTMG 1) KOPTILOAN YEYOVOS OV UTOPEL VO 0O1YT|GEL GE
CUUTTOUOATA OTTMG: XPOVIA KOTMOT 1] KOTMON HEYAANG O1APKELNG, LVTKN advvapic, andAielo Opesng,
ATOAELN BAPOVG, TOVOC GTNV KOIALY, TOPUKOAOVIE EVIIUEPDCTE TOV YIOTPO GUGC.

Edv avoantdéete onpeia «ouvdpdpov Cushing» 6mov 0 opyavicpog mopdyel VEPPOAIKES TOGOTNTEG
NG OpUOVIG KOPTILOANC, YEYOVOC TO 0TTOI0 EVOEYETAL VO 00N YNOEL GE GUUMTAOUATO, OTTMG: TPOGATYN
Bapovg, Mmmon ¥Po petald TV UMV, GTPOYYLAEUEVO TPOGMITO, GKODLPO YPMOU TOV OEPUATOC GTO
GTOUAYL, TOVG UNPOVG, TOVG LOGTOVG KAt TO v dkpa, AETTUVOT) TOV OEPUATOC, EDKOAO LOAMTIGUO,
VYNAEG TIHEG GaKYAPOV TOV OUOTOC, VITEPPBOAIKT TPLYOPLIA, VITEPPOAIKT| EPIOPOOT|, TAPAKOAOVE
EVIUEPDOTE TOV Y1ATPO GOC.

0 YTpdG GOG TPEMEL VA TOPAKOAOVOEL TNV NIATIKY Kot VEPPIKT Agttovpyio cag pe eEETAGELS OiLOTOG.

owra ko £éenpor
To Voriconazole Accord dev Oa Tpénet vo. yopnyeitot 6€ Todld pKpOTEPD TOV 2 ETOV.

Alo @appoxa ko Voriconazole Accord
Iopoakareiote vo evUEPDGETE TO Y1ATPO 1) TO POPUOKOTOLO GOG EAV TOIPVETE, EYETE TPOCPOTO TAPEL
N pumopel va mdpete GAAa QApLOKO, OKOUT KOL GVTAE TOL YOPTYOLVTL YMPIG WTPIKT GLVTAYT.

o Mepikd pappoxa, 6tov Aapupavoviat towtdypova ue o Voriconazole Accord, uropodv va
gnnpedoovy ™ dpdon tov Voriconazole Accord, v umopei to Voriconazole Accord va
ennpedoel T Spdor Tovg.

[leite oto0 Y10TPO GOG EQV TOIPVETE TO MOPUKAT® QAPLOKO, KaODG 1 TawTOYpovn Bepoameio pe T0
Voriconazole Accord mpémet, edv givon Suvatdv, Vo omoQevyETaL:

e Puovafipn (ypnowonoteitor otn Oepaneia tov 100 HIV) og 66ce1g twv 100 mg 2 popég
nuepnoing

o ['Khaocdeykiumn (ypnoponolgital yio T Oepomeio Tov kapkivov) — edv ypeldletol va
YPTCULOTOGETE KOl TO dVO PAPLOKA, O YTPOS G0¢ Ba Tapakoiovdel cuyva Tov kapdiakd puOud
oag

[leite oto yoTpd c0OG €GvV TOipVETE KATO10 OO TA TOPAKAT® PApUaKe, kKabdg 1 Tavtdyxpovn Bepaneio
e To Voriconazole Accord mpémet vo amopebyetal £4v eivorl duvatd, Kot Propel vo amotteiton

AVOIPOCaPLOYN TG 6001 TG PopikovaldAng:

e  Prpoumovtivn (ypnoomoteiton yia tn Oepaneia g eupatioong). Eav Aaupdavete 1101 Oepaneia
pe prpopmovtivn, Ba ypelaotel vo mapakolovdovvtal ot eEETAGELG ALOTOC GOG KOt OL
avemBOUNTEG EVEPYELEC OO TN PUPOUTOVTIVY).

e  dawvvtoivn (ypnoyomoteiton Yo tn Oepameio g emAnyiag). Edv Aappdavete non Oepaneio pe
QawvuToivn, Ba ypelactel va mapakolovdeital 1 GLYKEVTPOOT TG PALVLTOIVIG GTO O, GO KOTH
™ ddpketa g Bepaneiog pe To Voriconazole Accord kot pmopei va ovampocappootei 1 66on
oG,



Ileite oT0 YLOTPO COG £GV TAPVETE KATOLO OTO TO, TOPAKATO QAPUAKA, KOODG Pmopel vor amorteital
AVOTPOGUPLOYT N TopoKoAoVON N Yo va eheyyBel edv ta pappoka ko/n to Voriconazole Accord
g&axoAovBovv va £ovv To emBVUNTO OTOTELECLOL:

e Bopoapivn kot GAAG aVTITNKTIKG (.Y, QOIVIPOKOVLOVT], AGEVOKOVUOPOAT, XPTCLLOTOLOVVTOL Yo
NV EAATTOGCT TG TNKTIKOTNTOG TOV aipLaTog)

o Kvuxhoomopivn ( ypnoomoteitan og acbeveic mov vroPAndnKay oe petapdcyevon)

o  Taxpdipovg (ypnoonoteiton og acbeveic mov vroPAnOnKay oe petopudsyeLoN)

e YovApovvlovpieg (m.y. ToAPovtapion, yumlion Kot yiBovpidn) (xpnoyLorolovval yio Tov
Stapnn)

o XYrtartiveg (m.y. atopPaoctativn, ciufactativn) (XPNOILOTOIOVVTOL Yo TN UEIMOT TOV EXUTEIWDV TNG
YOANOTEPOANC)

o Bevlodwlemivee (m.y. daloraun, tpraloraun) (xpnoipomolodvtol Yo GoPapEég KOTUOTAGELS
abmviag kot dyyovc)

o Ouemnpaldin (ypnoipomoteitol yio T Bepaneio eAKMOV)

e Amd 10V 6TOHOTOG OVTIGVAANTTIKG (€Gv Aapfavete Voriconazole Accord evd ypnotponoleite and
TOV GTOHOTOC OVTIGVAANTITIKG EVOEYETOL VO ELPAVICETE AVETIBVUNTEG EVEPYELEC OTIMG VOTIO KO
SoTapayEc TG ERUVOL pOGEMG)

o Alkarogidn g Vinca (m.y. frvkpiotivn kot fyumiactivn) (xpnoonotobvton yiao tn Oepameia
KapKivov)

® AvaoTtoAgig Tng TVPOGIVIKNG Kvdong (.., axitinib, bosutinib, cabozantinib, ceritinib,
cobimetinib, dabrafenib, dasatinib, nilotinib, sunitinib, ibrutinib, ribociclib) (ypnoyomotovvtat yio
) Bepameia Tov KapKivov)

o Ivdwapipn kot dAhovg avaotolreic e HIV apmtedong (ypnopomolobvtat yio, T Oepameio tov
HIV)

e  Mn voukAeoodikol avacsTolei Tng avtioTpoens petaypapdong (.. epapipévin, vierafipdivn,
vePpamnivn) (ypnotporotovvtar yio tn Ogpomeio tov HIV) (kdmoteg d0oe1g g epaPipéving AEN
umopovv vo, Anebovv tawtdypova ue to Voriconazole Accord)

o MebBaddvn (xpnoomoleital yio, TNV avVIIUETMTIGT ToV 060D 6TV Np®ivn)

o Alpovtaviin kot eovtavoin Kot GAle Bpayeiog dpaonc omoeldn OTMS GOVPUIVTAVIAT
(Tovcimova Tov YPTCUYLOTOIOVVTUL OTIG YELPOVPYIKES ETEUPACELS)

o O&ukmdovn kot GAAL LOKPAG O1EPKELNG OTIOEION OTWS VOPOKMAOVT (YPTCILOTOLOVVTOL GE HETPLO
£w0¢ coPfopd ToOVO)

e Mn otepoeldn avTipAeyovmdn eappoka (1. Povmpopaivn, duhopevdxmn) (ypnoipomotobvton
ywo TN Oepomeio TOVOL Kot PAEYLOVIG)

o dlovkovalOAn (XPNCILOTOLEITAL GTIG LUKNTIGIKEG AOUMEELC)

e Everolimus (ypnowonoieitat yio m Oepameio mpoympnuéEVOD VEQPIKOD KapPKIVOD Kol O€
LETAPOGYEVUEVOLG 0o0eVELQ)

e Letermovir (ypnoiomoteitot yio v Tpo@OAaEn amd Tt VOG0 ToL Kuttapoueyaroiod (CMV) peta
Ao LUETAUOGYEVOT LVELOD TV 0CTMV)

e Ivacaftor: ypnowonoteitar yuo ) Bepameia Tng KVGTIKNAG tvedong

o dlovkho&akiArivn (avTIBloTiKO TOL YPNGIUOTOLEITUL KOTA TOV PUKTNPIOK®OV AOYUMEEWDV)

Kinon kot Oniaopog

To Voriconazole Accord dev mpémet vo, Aapupavetor 6N S1GpKELD TN EYKVUOGVVNG, EKTOC KOl 0LV TO
GLOTNGEL 0 YLTPOG GOC. Ol Yuvaikes 6€ avamopay®yk NMKio TPETEL VO YPNGLLOTOLOVV
OMOTEAEGLLATIKG LETPOL AVTIGOAANYTG. Emikovaoviote apécmg e 1o yiatpd cog, edv peivete £yKvog
v mepiodo mov maipvete o Voriconazole Accord.

Edv gio0e éyxvog 1| Onhalete, vouilete 0t umopei va gicle £yxvog 1 oxedlalete vo, amoKTNGETE MO,
{ntote TN GUUPOLAN TOL YTPOV T} TOL PAPLOKOTOLOD GAG TPOTOV TAPETE AVTO TO PAPLOKO.

O ynon Kot YEPGROS PNYOVOY
To Voriconazole Accord pmopei va, mpokaiécet 00Awon g 6paonc 1 duvcdpeostn aicnon otnv
éxBeon oto pwg. Otav avtd cog cupPel, vo unv 0d1yNoeTe N U YEPICTEITE EPYUAELN ) YOV LLOLTOL.
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Edv eppoavicete 1£1010 COUTTOUATA, ETIKOVOVIOTE LE TO YIUTPO COLC.

To Voriconazole Accord mepiéyer haktoln
Edv éyete evnuepwbel and 10 yotpod cog 0Tl £xete duoovesio o€ KATO0 GAKY 0PN EMKOWVMOVNGTE LE
Tov yatpd cog Tpwv mhpete to Voriconazole Accord.

To Voriconazole Accord mepiéyetl varpio
Av1o 10 Pappaxo mepEyel Mydtepo and 1 mmol vatpiov (23 mg) ava dickio 50 mg, dniadn
0VLGLOOTIKA givarl «eAevBepo vaTpiovy.

Av1d 10 Pappoko mepiEyel Ayotepo amd 1 mmol vatpiov (23 mg) avd diokio 200 mg, dniadn
0VLGLOOTIKA givarl «eAevBepo vaTpiovy.

3. Mo va wapete To Voriconazole Accord

[Tévtote va maipveTE TO GAPLOKO AVTO AVGTNPE GOUPMOVE, LE TIG 00N YIS TOL Y1TpoL Goc. Edv éxete
apQPOAIEC, POTAGTE TOV YIATPO 1] TOV POPLOKOTOLO GOC

O y1atpdg oag Ba amopacicet yia T d6oN oG avaioya Le T0 PApog oag Kot To £id0g ™G Aoluwéng

OV £)ETE.

H ocvvietdpevn d6on yio evnAikovg (GuUmepAaBovoUEVOY TOV NAIKIOUEVOY acBevdv) glvar

aKoAoLON:
AwokKio
Acbeveig 40 kg kot dvw AobBeveic kdto tov 40 kg
Adon Yo TG Tpdrtes 24 dpeg | 400 mg kdéBe 12 dpeg yo Tig 200 mg kabe 12 dpeg yuo TIc
(Abon Epddov) TPMOTEG 24 DPEG TPMOTEG 24 DPEC

Abon petd Tig TpATES 24 DPES
(Abon Zuvtpnong)

200 mg 600 Popég TNV NUEPA

100 mg Vo @opég TV Nuépa

Avaloya pe v avtamndkpion cag ot Oepaneia o yloTpdg cog pmopet va, av&noet Ty nuepnota 60om

ota 300 mg dVo Qopic NuePNGimG.

O ywrpdc pmopel va anogaocicet va peidoet T 06om gdv Exete Nma Em¢ péTpia Kippwon.

Xpion o€ Tooa ko @1 pfovg

H ocvvietdpevn d6om yio moudid Kot pnpoug givai n axdAovdn:

Awokia

[Mondié nhkiog amo 2 émg
pkpoTepa TV 12 eTdv Kot
épnpot niuciog and 12 mg
14 e1dv pe copatikd Bapog

ukpotepo tov 50 kg

"Epnpor nikiog 12 éwg 14 etdv pe
ocopotkd Papog amd 50 kg kot
Thve Ko OAoL ot EpnPot nAkiog
dvo tov 14 etov

Adon 1o TS TPAOITES 24 DPES

H Bepoancio cag Oa Egkivioet

400 mg kdé0e 12 dpeg yia TIg

(Abon Epoddov) g £yyvon TPMOTEG 24 DPEC
9 mg/kg dvo popéc
Adbon pnetd Tig TpoTeS 24 OPES nuepnoing 200 mg Vo Qopic TNV NuéPa

(Adom Zvvtipnong)

(pio péyrotn 660m tv 350
mg 300 Qopés Nuepncing)




Avéioya pe TNV avtamokplon cag otn Bepameia, 0 YaTpodg oag UTopel va avéNGeEL 1] Vo, LELDGEL TV
nuepnota 66om.
. Atwokio Tpémel va divovtor ovo €dv To modi ivat tkovo va KoTamiel dloKiaL.

Noa maipvete ta diokio TovAdyloToV pio dpo Tpv N pio dpa HeTd To Yevpo. Na Katanivete To diokio
oAoKANpo padi pe Atyo vepo.

Edv eotig 1 To mandi oag maipvete Voriconazole Accord yio v mpoAnyn TV LUKNTIOGIKOV
ModEewV, 0 Y1oTpdg 6o UTopel vo 6TopoTNGEL Vo oag yopnyet To Voriconazole Accord gdv eoeign
70 Todl 6o avanTOEete avemBounteg evépyeleg mov oyetilovron pe ) Bepameio

Eav napete peyorvtepn d6on Voriconazole Accord amd Tnv Kovoviki

Edv mépete meprocotepa diokio amd 6ca ypdeet 1 cuvtoym 6og (1 v KAmolog AAAOG ThpEL Ta. dioKio
60G) TPETEL VO, GUUPOVAEVTEITE KATO10 Y1OTPO 1 VO TATE AUECMG OTO TANGIEGTEPO EPNUEPEVOV
voocokoueio. ITapte poli cag to kovti Tav dickiov Voriconazole Accord. Mropei va gpovicete un
QLGIOAOYIKN duoave&io 6TO POG MG ATOTEAEGHLO. TOL VO TThpeTe peyalvtepn d6on Voriconazole
Accord amd TV Kovovikh.

Eav Egyaoete va mapete To Voriconazole Accord

Eivot onpavtikd va maipvete kavovikd ta diokio cog Voriconazole Accord v idwa dpa kébe nuépa.
Edv Eeydoete va mhpete pio dOGN, TAPTE TV EXOUEVN dOGN GO OTNV MdPO TNES. Mnv dpete dutAn
3001 Y10, VO OVATANPAOCETE TN 000M 7oL EEYACUTE.

Eav etapatieste va naipvete to Voriconazole Accord

Onwg amodeiynke, 6tav maipvete OLEG TIG 0OGELG OOG GTN GMGTH MPO. UToPEl va avéndel onuovTikd n
dpaoctikdTTa TOL Papudkov cag. Emopévmg, eKTog Kot av 0 YloTpog GOg TEL VO GTALOTHGETE TNV
aywy", eivan onuavtiko va cvveyilete va maipvete cwotd to Voriconazole Accord, copemva e Tig
001 YiEC TOV AVOYPAPOVTOL TLO TAV®.

Na cvveyioete vo maipvete To Voriconazole Accord péypt o ylatpdg 6oG Vo 60G TTEL VO, GTOLOTHOETE.
Mnyv otapathioete vopic ) Oepaneia, yati n Aoiuwén cog propet vo, unv £xet Oepamevtel. Ot acbeveig
UE 0OVVOO OVOGOTOINTIKO GUGTNUA ) AVTOL [1E OVGKOAES AOTUDEELS I6mG Ypelacbovy pakpoypovia
Bepaneia yia vo amopevyBel n vrotpomn T Aoipwénc.

Ortav otouatiosl | Oepaneio pe o Voriconazole Accord omd to yiatpd oag, 6gv TPEMEL VO, EUQUVICETE
KOTOL0 GUUTTMOLLOL.

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LLE TN YPNOT] AVTOV TOV PUPHAKOL POTGTE TOV YATPO,
TOV QOPLOKOTOLO 1] TOV VOGOKOLO GOLC.

4. MBavég avemOOpNTES EVEPYELEG

Onwg 6ha Ta eAppOKa, £TGL KO AVTO TO PAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV
ka1 0gv Tapovolalovtal 6 GAOVG TOVG AvVEPOTOLG.

Edv gppovicbotv avemBountec evépyeiec, katd ndoa mbavomta Oa eivar frieg kKot mopodikés. [lap’
O\, QVTA, KATOLEG Uopel Vo ival coPapég KOl VoL OTaLTGOLY WTPIKT TopaKoAoVOn o).

Yofapic avemOOuNTES EVEPYELES — XTOpOTIOTE VO, TaiipveTe To Voriconazole Accord kou deite
apéoms Evav yiatTpo

- E&avOnpa

- ‘Tktepog, MetaPoréc oTig eEETAOELS OUUATOG TNE NTOTIKAG AEITOVPYING

- Moaykpeatitido



AMLeg avVEMOVUNTES EVEPYELEG
[ToAd cuyvéc: pumopel va emnpedcovy Teplocotepovs omd 1 otovg 10 avBpdnovg

- Ontucn PAaPn (netaPoAir onv 6paoct copmeprrapfavouévns g Baumng dpacng, petaforov
GTNV OMTIKN AVTIANYN TOV YPOUATOV, U1 ELCIOAOYIKNG ducave&iog oTnY OTTIKY avTidnym
TOV PMOTAOC, AYPOUUTOVING, OPOUALKNG dUTAPOYNG, OPUCoTG dIKNV POTOGTEPAVOL,
VOKTOA®TIOG, OpaonS Katd TV omoia To avTiKeipeva paivovTol ToAavIevoUEVa, OpacnS e
omvOnpIopovg, avpas POTOG, UEl®ONS OTTIKNG 0EVTNTOC, AAUTOVTOG BPAEULOTOC, AITMAELOS
UEPOVC TOL GLVIIBOLG OTTTIKOV TTEGIOV, KNAMOWV UTPOGTA ATTO TO LATLO)

- IMupetdg

- E&avOnpa

- Noavrtia, éuetog, dSidppoia

- IMovoképarog

- IIpn&wo ota dkpa

- [16vog 610 cTopdyt

- AvckoAia TNV ovamTvon

- AvEnon tov nratikov eviopov

Yuyvég: umopel va emnpedoovy £m¢ 1 otovg 10 avBpmmovg

- Dleypovn TV TOPUPPVIOY KOATMOV, PAEYLLOVH TOV 0VA®V, piyn, advuvapio

- Xouniot apifuoi peptk@v THTWOV, GUUTEPIAAUPAVOUEVOV CTUOVTIKAOV LELDGEDY,
£pLOPOKLTTAP®V (OPICUEVEG POPEG AVOGOEEAPTAOLEVOL) T/KOL AEVKOKVTTAP®OV (OPIGUEVES POPES
pe mopetd), youniot apibuoi T@v KuTTdpmy Tov ovoudalovtol oloneTdAla, To omoia fondody
o™V &N ToL aipaTog

- Xounin yAvkoln aipotog, Younio KGA0 oipatog, YoUnAd VATPLo oilatog

- Ayyog, katdblym, chyyvon, diéyepor, abavia, yevdaicOnceig

- ETOGUOL, TPOHOG 1) U EAEYYOLEVEG KIVIIOELS TOV LMV, LUPUIYKIOGHA 1| ToBoAoyikT aicOnon
TOV OEPUATOG, LENUEVOS PVIKOG TOVOC, VITVNAia, {AAN

- Awoppayio oto Pt

- [popAnuata kapdiokod puOuod TeplapuPovouévon Tov ToAD Yp1YopoL Kapdiakol puduov,
TOAD apyol Kapdlakol puBuov, Amobuuia, yaunin tieor, eAeypovn eAEPag (n omoia pmopei va
oyetiletan pe to oynuaTicro Opoufov oto aipo)

- Oéela dvokorio otV avamvor, dmpakikd dryog, oidnua Tov TPOoc®TOV (GTOUA, YEIAN KoL YOp®
Ao T LATL), GUGCMPELCT] VYPADOV GTOVS TVEVOVES

- AveKOIMOTN T, SVCTIEYI, EAEYLOVT] TOV XEINEDV

- ‘Tktepog, PAeyovn TOV NIATOG Kol NEatikn PAGLRN

- E&avOnuata tov 6£ppatoc mov pmopel vo 0dnyncovy o€ coPapég pueolidec kat EEPAobOIG O
TOV O€pUATOG OV YopakTnpilovtol amd o exinedn, epudpr| TEPLOYN TOV SEPUATOG TOV
KOADTTETOL OO LKPA cuppéovta olidia, epufpoTnTo TOL dEPUATOG

. Kvnouog

- AndAelo LoAAOV

- Ooceuaiyia

- Neppik1| avemdpkelo, aiplo 6To oVPa, LETOPOAEC OTIG EEETACELG TNG VEPPIKNG AgtTovpyiog

Oyt ouyvég: umopet va ennpedoovy €og 1 otovg 100 avBpmdmovg

- I'pucddn cvpntdpoto, epebiopodg Kot GAEYUOVH TOL YOOTPEVIEPIKOD COANVE, PAEYLLOVI] TOV
YOGTPEVTEPIKOD COANVO TOL TPOKUAEL O18ppota. ov cyetiletan pe avtiPloTikd, PAEYHOV TV
Aeppayyeiov

- DAgyHOVI TOL AETTOV 16TOV TTOV EMKAAVTTEL TO ECMOTEPIKO TOTYWOLO TNG KOS Kol KOAVTTEL TOL
KOWALOKG Gpyaval

- AOYKOPUEVOL AEPPOOEVES (ETMOVVOL OPIGUEVEG POPEG), AVETAPKELD TOV GLLILOTOTOITIKOD
Huelon, avénon Tov aplipod TOV NOGIVOPIAOY

- ELattopévn Asttovpyia tov emve@pdiny, vwoieitovpyio Tov Bupeoedois adéva
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IMaBoroywn eykepaiikn Aettovpyio, cvuntopate tomov Parkinson, PAGnN vevpov mov
TPOKAAEL LOVSLAGHLOTO, AAYOC, LOPUNYKIAGHO 1 KAGO GTo ¥EPLa 1) TO TOSLN

[IpoPAnpata e TNV 160pPOTia 1} TOV GUVIOVIGUO

Eyxepaiko oidnpa

Awmhonia, cofapéc KaTaoTdseS TOV 0POUALOD TOV TEPILOUPAVOLY: TOVO KOl GAEYLOVT] TOV
opBoiumv kot tov Prepdpav, maBoroyiky| kivnon Tov oeBoipol, PAEPN Tov ontikoy vehpov
7oV 0dNYel o€ peimwon TN OpAcTG, OIONUO TNG OTTTIKNG ONANG

Mewopévn evaicncio oy aen

Mn guctloroyiki aicOnon g yevong

Avckolieg oty akor, pPoés Tmv dTV, IAtyyog

DAeypovi OPICLEV®V ECOTEPIKMV OPYEVOV — TAYKPENS KOl OMOEKASAKTLAO, 01O KO
QAEYLOVT] TNG YADGCGOG

AOYK@OUEVO ATTOP, NTOTIKT OVETAPKELL, VOGOC TNG YOANJ0Y0L KOGTNG, Y0AOMOOL

Ddleypovi TV apbpmdcemv, PAEYUOV TOV PAEROV KATO oo To dépL (1 omoia UTopel va
oyetifeton pe tn dnuovpyio Bpopfou aiparog)

DLeypovi ToL VEPPOL, TPWTEIVEG GTO 0VPa, PAAPN TOV VEQPPOD

[ToAb ypryopog Kapdiakdg puOUdS 1) EKTAKTEG CUGTOALG, OPICLEVEG POPES LE OKOVOVIGTOL
niektpikd epebicpota

Mn guctloroykd niektpokapdioypdenuo (HKI)

AvENon yoinotepding aipatog, avénon ovpiog aipotog

Alhepycéc avTdpdoelg 6€ppatog (optopéves eopéc Paplég Lopeng), mov mephappdvouv
AmENTIKT Y10 T (®N KOTAGTOON TOL dEPUOTOG TOL TPOKUAEL EXDIVVES PLCOAIDEG KO EAKN
TOV OEPUATOG KOl TV PAEVVOYOV@OV, E101KA GTO GTOUM, PAEYLOVI TOV OEPLATOS, KVIdWOT),
NAakd ykavpa 1 Paptis Lopeng dEPHOTIKN avTidpaor HETA amd £kBeon og p®G 1| 6TOV NAL0,
gpLBpdTTA KOt £pEBIoUO TOV HEPUATOC, EpLOPO 1 LOP SVGYPOUATICUO TOL SEPOTOG TTOL
propel va £xel TporkAnOel amd younio apBud aponetoiioyv, klepa

Avtidpaon g Béomg Eyyvong

Allepyucr| avtidpaon 1 VIEPPOALKT AVOGOAOYIKY| OTAVTNGON

Yravieg: umopel va emnpedcovy £m¢ 1 atovg 1000 avOpdmovg

YrepAertovpyodg Bupeoeldng adévaog

Emdeivoon g eykepolikng Aettovpyiog n onoia anoteAiel coPapn emmAoky nadOnong tov
NATOG

ATOAED TOV TEPIGGOTEPMV VMV TOV OTTIKOD VEVPOL, BOAEPOTNTA KEPATOELDOVG, AKOVTLHL
kivnon tov opOoipon

IMopgoAivymdong potogvaichncia

AwTopayn Kot TV 0oio T0 6vocOoTOMmTIKO GUGTIIO TOV GMUATOC ENLTifETOL GE HEPOC TOV
TEPUPEPIKOD VELPLKOV GLGTILLATOG

[popAnuata tov kepdiakod puOUoy N TS KaPSIKNE ay@YUOTNTAG (LEPIKES POPES ATEIANTIKA
i Cor)

AmetAntikn v ) {on aAlepykn avtidpaon

AwTopayn Tov CLGTHLATOC TENS TOL AiATOg

Alhepyég deppraticég avtidpacels (Lepikég popiég Papldg Lopeng), ol omoieg TepAapfdvouy
tayvtoto TpHEo (0idnua) Tov Yopiov, TOL VITOSOPLOV 1GTOV, TOV PAEVVOYOVOV KOl TMV
VTOPAEVVOYOVI®V 1GTOV, KWNOUMOELS 1] EMdOVVEG PAAPES a0, EpLBPOV dEpUATOG e aon i
depLOTIKEG POAIDEG, EpeBIoO TOV BEPUATOG KOL TV PAEVVOYOV®V, AmENTIKY Yo TN {oN
KOTAGTOOT) TOV OEPLOTOC TOV TPOKAAEL TNV ATOKOAANGT HEYGA®V TUNUATOV TG EMOEPUIdAG,
G e&mTEPKNG GTIPASHC TOV dEPLATOC, OTtO TIG OTUPAOES TOV dEPUATOG TTOV PpickovTol KOTM
amo vtV

Mikpég Enpég POAMIMTEG SEPUATIKEG TAUKES, OPICUEVEG POPEG TUYIEG LE OLYUEG N «KEPAUTOELDEIG
GYNMUOTIGHLOVG

AvemBOUNTEG EVEPYEIEG LE U YVOOTH GUYVOTNTOL:

Dokidec Kol KEYPOOUEVEG KNATOEC



AMAEC ONUOVTIKES VETIOVUNTEG EVEPYELEG TV OTTOL®MVY 1| GLYVOTNTA deV Elval YVOOTY, 0AAY Oa mTpémet
va avagepBodv duesa oTov YluTpd 6og:

- Koapxivog Tov déppatog

- DLeypovi TV 16TOV 1OV TEPPUALOVY TO 06TO

- EpvOpéc, poldmoeig fAaPeg N dakTuAl0€10€lg PAAPEG TOV EPUATOG O1 OTTOIEC UTTOPEL VL
amoTELOVV COUTTOLO P0G VTOAVOCTG BN oM oL ovopdleTal depatiKog EpLOMUATMOONG
AbhKog

Enedn givon yvootod ot to Voriconazole Accord ernpedlet To Nap Kot o VEPPE, 0 YL0TpOG GOG
TPENEL VO, TOPOKOAOLOEL TNV NIOTIKT Kol VEQPIKN oag Aettovpyia pe e€etdoelg alpatoc.
[opokareiche va evUEPOOETE TOV YIOTPO GOG EAV £YETE KATOL0 TOVO GTO GTOWAYL, 1] EAV Ol KEVADGELG
oG £XOVV SLOPOPETIKT GVGTACT).

"Exovv vidp&et avapopég kapkivov tov dEpuatog o acbeveic mov AdpuPavay aywyn ue Voriconazole
Accord yio peydieg ypovikég mepto8ovC.

To nAokd Eykavpa 1 1 cofapr| SEPUATIKN avTidpaon HETA amd £kBeon o PMG 1 GTOV A0
TOPOVGIACTNKE TLo GLYVE o€ Todid. Edv eoeig 1) to moudi oog avantoéete dlotapayég ToL dEPOTOC, O
YWTPOG GOG UTMOPEL VO GOG TAPUTEUYEL GE OEPUATOAGYO, O OTTO10G UETA ad GLLNTNON UIopel va
ATOPAGicEL OTL €ival ONUOVTIKO VO TopakolovBeioTe TaKTIKA £0gig 1 TO Tadi cag. AVENoN TV
nratik®v eviduwv Tapatnpndnke exiong cuyvotepa G TOSIA.

Edv xémotla amd avtéc T1g avemBOUNTES EVEPYEIEG EMUEVEL 1] GO TPOKOAEL TPOPAN LA, Tapakaleice
VoL EVIUEPMDCETE TOV Y10TPO GOLC.

Ava@opd avemBounTOV EVEPYELOV

Edv mapotnphoete Kamoto avemBOunTn evépyela, EVIULEPMDGTE TOV YIATPO 1) TOV POPLUKOTOLO 1] TOV
VOGOKONO GaG. AVTO 1oYvEL Kot Yio kdOe mhavr| avemBountrn evEPYELO TOV OEV AVOPEPETOL GTO TUPOV
@OALO 00N YDV Yprionc. Mropeite emiong va avaeépete avembounteg evépyeieg angvbeioc, PEcw TOV
€0VIKOO GLGTNUATOG AVOPOPAC:

EArada

EfBvikog Opyaviopog @apuakmv
Meooyeiov 284

GR-15562 XoAiapyog, ABnva
TnA: + 30 21 32040380/337
dag: + 30 21 06549585
Iotétomog: http://www.eof.gr

Kvmpog

DopuaKeVTIKEG YINPETieg
Ymovpyeio Yyeiog

CY-1475 Asvkooio

TnA: +357 22608607

dag: + 357 22608669

Iotétomog: www.moh.gov.cy/phs

Méow ¢ avagopdc avembdunTmv evepyeldv pmopeite vo fondncete 6t GLALOYN TEPIGGOTEPMV
TANPOPOPLDY GYETIKA LLE TNV OCPAAELD, TOV TOPOVTOG QPOPLAKOV.

5. Mo va pvidooeTan To Voriconazole Accord

To pappoko ovtd TPETEL VO LAACCETAL GE PEPT) TOV OgV TO PAETOVV KoL OV TO POAVOLY TO TOdLA.
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Na pn ¥pnoHomoLEite aVTO TO PAPIAKO HETA TNV NUEPOUNVIa AENG TTOL AVOPEPETOL CTNV
emonuaven. H nuepounvia Aéng etvar n tehevtaio nUEPO TOL VA TOV OVAPEPETOL EKEL.

Agv amaitodvTot 101KEG CLUVONKEG d1ATHPNONG VIO ALTO TO PAPHOKO.

Mnv metdte apUOoKa 6TO vePO TNG AMOYETELOTG 1) OTA GKOVTIOW. P@ToTE TOV POppLoKomold Gog Yo
TO TG VO, TETAEETE TO PAPLLOKO TOV OEV YPNOLoToLEite . Avtd Ta pétpa o fonbncovy oty
TpooTacio Tov mtepPdArovtog.

6. Iepreyopeva TS 6VOKELAGIOG KO LOUTTEG TANPOPOPiEg

Tvepréyer To Voriconazole Accord

- H dpaotikn ovoia givar 1 Popikovaldin. Kdbe diokio mepiéyel ite S0 mg Popikovaloing (v
To emKaAvppéve pe Aemto vpévio diokia Voriconazole Accord 50 mg) 1 200 mg
Bopucovalding (ya to emkodlvppéva pe Aentd vuévio diokio Voriconazole Accord 200 mg).

- Ta dAAa cuoTaTikd givar povoddpikn Aaktoln, tpolerativomomuévo duvlo, voTplovyog
StoTavpodpevn KapueAAoln, moPdovr, OTEATIKO LoyVIGLO TOV GTOTEAOVYV TOV TUPTVO, TOV
dtokiov ko vrpopeAddln, dro&eidto tov titaviov (E171), povoiidpu Aaktdln kot Tplaketivn
7OV amoTEAOVV TNV emikdAvyn (BA. mapdypaeo 2, To Voriconazole Accord 50 mg
EMKAAVUPUEVE [E AETTO DUEVIO dlokia ) To Voriconazole Accord 200 mg emKaAVUUEVD IUE
AemTO LUEVIO dloKia TEPLEYEL AAKTOLN KOt VATPLO).

Epgavien tov Voriconazole Accord kou mepieyopevo TG 6VOKEVOGIOG

To Voriconazole Accord 50 mg emkoAvppéva pe Aemtd vuEVIo diokio dlotibetat g AeVKE Emg
VIOAELK, EMKAAVUUEVA E AETTO VUEVIO, GTPOYYVAQ diokia, dtapétpov epimov 7,0 mm pe tnv
évoeidn “V50” yopayuévn ot pia mievpd kot yopic xdpatn oty GAAn.

To Voriconazole Accord 200 mg emikolvppéva pe Aentd vuévio diokia datifetar wg Aevkd £mg
VTOLEVKO, ETIKAAVUUEVE E AETTO VUEVIO, OEWN dlokia, e ufKkog mepimov 15,6 mm kot TAdToC

7,8 mm, pe v évdeidn “V200” yapoyuévn ot pio TAEVpa Ko xwpig xapacn oty GAA.

Ta emkadoppéva pe Aemto vpévio diokia Voriconazole Accord 50 mg kot to emkalvppévo, pe Aemto
vuévio dokia Voriconazole Accord 200 mg dwatifevion o cvokevacies twv 2, 10, 14, 20, 28, 30, 50,
56 ko 100 7| o€ cvokevacieg KVYEANG piag 66ong (amd PVC / Alovpivio) mov wepiéyovv 10x1, 14x1,
28x1, 30x1, 56x1 1 100x1 emucodvppéva pe Aentd vuévio diokia.

Mmropei va, v KuKAOQPOpPOLV OLEG Ol GLOKEVAGIES.
Kéroyog adciog kukrogopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomavia

Hopaywyog

Pharmadox Healthcare Ltd.
KW?20A Kordin Industrial Park,
Paola, PLA 3000

Moadita

Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice, IToAwvio

Accord Healthcare B.V.,
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Winthontlaan 200,
3526 KV Ovtpéym,
OALavoio

To mapév evLro 00OV YpRoNGS eYKPiIONKE Y10 TEAEVTOIO POpd TOV 06/2023

Aentopuepn TANPoPOPLOKE oToLElR Yio TO TPOiOV givar Stabécipua oty 16Ttocerida Tov Evporaikon
Opyavicpov Papudakmv: http://www.ema.europa.eu
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