DVrAo odnyIOV ypiong: [IAnpogopieg yra Tov (prioTy

Voriconazole Accord 50 mg semkoloppéva pe Aewtd vpuévio doKio,
Voriconazole Accord 200 mg emkaloppéve pe AeTTé VPUEVIO dioKia
Bopucovaloin

Awpdote TpocekTIKG 0AGKAN PO TO PULAO 001 VIOV YPNGNS TPOTOV UPYICETE VA TALPVETE AVTO TO
Pappoko, 010TL TEPLAAPPEVEL CNUAVTIKEG TAPOPOPIES YIM GOC.

. DurdEte avTd TO EOALO 0dNYIBV Yprione. Towg ypelaotel va to dufdoete Eava.
. Edv éyete meportépm amopiec, poTNOTE TOV YIOTPO, TOV GAPUAKOTOLO 1) TOV VOGOKOLO GOG.
. H ovvtayn yU avtd 1o eappoko yopnynnke amokAEIGTIKG Yio 60G. AgV TPEMEL VO ODGETE TO

@apuoko o€ GAlovg. Mmopel va Tovg mpokorésetl PAGPN, akdpa Kot dtav o onueia g
acéveldc Toug etvat id1a pe Tor O1KA 6ag.

. Ed&v mopatnprioete kKamowo avemiBOUNTN eVEPYELD, EVILEPDOTE TOV YIOTPO, TOV PUPLUKOTOLO 1|
TOV VOGOKOUO GOG. ALTO 1oY0eL Kat Yo, KAOe mhovn avemBountn evépyela Tov Ogv avapEéPETaL
610 TaPOV PUALO 0dNYIDV xpnor. BAéne napdypapo 4.

T epréyer To mapoév eUALO 0NYLAOV:

T eivor To Voriconazole Accord kot oo givat 1 xpromn Tov

T npémel va yvopilete Tpiv va mdpete To Voriconazole Accord
Iag va mépete to Voriconazole Accord

ITBavéc avemBounteg evépyeteg

g va pvraccetor to Voriconazole Accord

ITepreyduevo g cuokevasiag Kot Aoimég TAnpopopieg

SAINAIE o

1. Th gival To Voriconazole Accord kot wola givor 1 yprjon Tov

To Voriconazole Accord mepiéyet t dpactik ovoia Bopikovaldoin. To Voriconazole Accord givar
£V0L OVTILVKNTIOGTIKO (ApRaKo. Apa Bavatdvovtag 1 ovasTEALOVTOS TNV AVATTUEY TOV HUKHTOV IOV
TPOKAAOVV AOIUMEELC.

Xpnowonoteital yio t Oepaneio ac0evav (evnlikov Kot Tadidv v Tov 2 ETmV) UE:

e &v 1o Babel acmepyilimon (évog TOTOG LUKNTIOGIKN G AoinmEng, Tov opeileTon e €10M
Aspergillus),

e Kavtwralpia (GAA0G TOTOG PUKNTIOGIKYG AoipumEng mov opeietan og €idn Candida) oe pun
ovdeteponevikovg aceveis (acbeveis yopig maboroykd younid aptBpd Aevkokvttdpwy),

o ocofapég ev tm Pabdel, Aowwméerg and €idn Candida, otov o uvrntog eivar ovOEKTIKOG 6T
PAoVKOVALOAN (€va AAAO OVTIHVKNTIOGLKO GAPLOKO),

e cofapéc UNKNTICIKES AOLUDEELS OV TTpokaAovvTol and €idn Scedosporium Y| Fusarium (2
SLoPOPETIKG £10M LVKNATOV).

To Voriconazole Accord mpoopiletat yio acOeveic pe emidevodpeveg, Thavac exomethovoes ) {on,
HUKNTIOOKEG AOUDEELS.

[Ipdinym TV poknTIOcIK®OV AOUGEEDV GE acBeveic VYNAOD KIvOUVOL TXOL VIOPAAAOVTOL GE
UETAPOGYEVOT] LOEAOD TOV OGTMV.

To mpoidv avTd TPEMEL VAL XPNOLUOTOIEITOL LOVOV VIO TNV ENPAEYT] TOV YLOTPOV.

2. T péner vo yvopilete mpiy vo wapete To Voriconazole Accord

Mnyv napete 10 Voriconazole Accord
Y nepintoon adAepylag ot Popikovaloin 1 6€ 0mo10oMToTE A0 OO TO GUGTATIKA CLTOV TOV
PapuaKov (avapEPOVTOL GTNV TAPAYPOPO 6).
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Eivai moAd onpoavtikd va evIep®GETE TO Y10TPO GOG 1) TO POPLOKOTOLO GOG £V TAIPVETE 1| £XETE
TOPEL AALQ PAPLOKO, OKOLLOL KOL QVTA TTOL YOPTYOUVTOL YMPIC ITPIKT GLVTOYN 1 QUTIKA PAPUOKO.
Agv TpémeL vo TAPETE TO PAPHOKA TNE 0KOAOLON G AloTag TV Ttepiodo mov maipvete To Voriconazole
Accord:

Tepoevadivn (ypnoomoteiton yio v oAdepyia)

AocteuloAn ( ypnolomroteital ylo TNy aAiepyia)

S1lompidn (xpnoylomoteital Yo GTOHOYIKE TPOPAT LaTor)

IMolidn (ypnoomoteital Yo TNV AVIIHETOTIGT] YOXIKOV TadncE®mV)

Kwidivn (ypnowomoteitan yuo tig Kapdlaké appuduisg)

Ivabradine (ypno1onolEiTOl Y10 GUUTTOUATO XPOVING KOPILOKTG OVETAPKELNG)

Puwpapmikivn (ypnowonoteitan yuo tn Oepameia tng pupaticoong)

Epafipévin (ypnowonoteitan ot Ogpancio kotd tov AIDS) o€ d6ce1g Tov 400 mg kot dvw, 1

Popa nuepncing

KopBapalerivn (xpnoylomoteitat yio TNV OVIILETOTICT) GTUCUMDV)

. DawvoPoapPrTain (xpnolpoToteiton yio TNV aVTIHETONIGT coPapng abmviag Kol GTAGUMV)

. Alkorogdn g epuoifmddovg OAvpag (T.y. epyoTapLiv, Stwdpoepyotapivn, XpNoLULOTOI0VVTOL
Yo TNV NKpovion)

. Z1poAovg (ypnoiponoteitar o€ acbeveig mov vrofANONKaAV GE HETANOGYEVGT)

PrtovaPipn (xpnowomoteitar otn Bepoaneia katd Tov AIDS) og d0oe1g tov 400 mg Kot dvo, 2
Popég NHePNGinG

. St John’s Wort (@utikd copuminpmpo)

. Noaro&eykoin (ypnoomoteitor yio ™ Ogpaneio TG SVGKOIAOTNTOG TOL TPOKOAEITOL EOIKE
oo avOAYNTIKA oV ovopdlovtal omoedn (TT.y. LopPivn, 0ELK®OOVT, PAVTOVOAN,
TPOUAOOAT, KOOETVN))

. ToAPantdvn (ypnopomoteitat yia ™ Oepaneio g vwovatprotpiog (younAd enineda votpion

67O aipa oag) N Yo TNV EMPPAduven g EKTTOGNG TG VEPPIKNG Agttovpyiog oe acOeveig ne

TOAVKVGTIKT] VOGO TV VEPP®DV)

Aovpacdovn (ypnoomoteiton yio 1 Oepaneio g KatdOAnyng)

Dwvepevovn (ypnoiponoteital yio n Bepomeio Tng xpOVIOG VEPPLKNG VOGOL)

Venetoclax (ypnoiponoteital yio m Ogponcio acevov pe ypovio AEUPOKLTTOPIKT AEVYoLUio-

XAAN)

Mpocdomomceils ko TPoPVAGEELS
AmevBuvleite otov YioTpd, TOV QAPUAKOTOLO 1) TOV VOGOKOWO GOG TPoToD TapeTe T0 Voriconazole
Accord gdv:

. glyate olAepyikn avtiopoon o€ dAreg aloOAeG.

. TACYETE 1 WACYOATE TOTE OO Mmatikn voco. Edv £xete nratikn voco, o yiotpog cag pnopet vo
GUVTAYOYPAPNGEL pia yapnAidtepn doom Voriconazole Accord. O yatpog cag Oa mpémet
emiong vo TopakoAovBEl TNV NTOTIKY GoG Asttovpyia, evd giote vd Bepaneia pe
Voriconazole Accord, pe e€gtdoeig aipatoc.

. eav yvopilete 6T £yete kapdopvomadeia, avapalo kapdiako puoud, Bpadvkapdio 1 pio
avopoAio oto niextpokapdioypaenuo (HKI) n onoio ovopdaletor «svvdpopo pokpod QTey.

Oa Tpénel va amo@evyeTe 0OmoLodNTOTE £KOECT) G€ NALOKO MG Kot TNV kBE0T GTOV A0 KaTd TN
duapxeta tng Bepamneiog. Eivarl onpoviikd vo KaAOTTETE TIG EMPAVELEG TOV SEPLOTOG TTOL Eivar
exteeléveg 6TOV A0 KaL VoL (PICLUOTTOLEITE AVTINALOKO PE VYNAO dgikTn TpooTasiag amd Tov A0
(SPF), kB¢ umopei va eppavictel avEnuévn evactnocio tov SEpUATOG OTIG VIEPIMIELS AKTIVEG TOV
NAov. Avtd evdéxeton va avénbel tepartépm amd dAAa eappaka Tov gvostntomoloby 10 dEPUA GTO
NAMaK6 emG, OTMG 1 LeboTPeEATN. AVTEC 01 TPOPLAGEEIC 1GYHOVV EMIGNG Y10 T TOLOLA.
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Evd Aappaverte Oepaneio pe Voriconazole Accord:

. EVNUEPDOTE AUECHOC TOV YIUTPO GOC, OV AVOTTOEETE
. £yKavpa amd nAokn akTvofoiin
. coPapd deppatikd eEavOnua | UGOAAIDEG
. TOVO 610 0GTE.

[ ]
Edv gpeavicete dratapayes Tov SEPUATOC, OTMS TEPLYPAPOVTUL TOPATAV®, O YIUTPOG GOG UTOPEL VO,
GOC TOPATEUYEL OE EVAV OEPLOTOAIYO, O OTTOI0C LETA TNV EMIGKEYN UTTOPEL VAL ATOPUGITEL OTL Eivar
ONUAVTIKO Vo £XETE TAPAKOAOVON O 6€ TaKTIKn Baon. Yrapyetl pkpn mhavotnTo epHeaviong
KOPKIVOD TOL SEPUATOC LE T HoKpOoypovia xprion Tov Voriconazole Accord.

Edv avoantdéete onpeio «emvePplOlOKNg AVETAPKELNSG) OOV TO EMVEPPIOLN OEV TAPAYOVV EXAPKEIS
TOGOTNTES OPIGUEVIOV GTEPOEOMV OPLOVAV OTMG 1) KOPTILOAN YEYOVOG TOV UTOPEL VL 001Y1|OEL GE
GUUMTOUOTA OTMG: XPOVIA KOTMOT 1] KOTMOT| LEYAANG O1apKELNG, Huikn advvapic, armAigla Opeéng,
ammAEL BAPOVG, TOVOC GTNV KO, TOPOKOAOVIE EVIUEPDCTE TOV Y1UTPO GOC.

Edv avoartdéete onpueia «cuvopopov Cushing» 6mov 0 opyavicpog mopayel VIEPPOAIKES TOGOTITEG
™G oproOvNG KOPTILOANG, YEYOVOS TO 0010 EVOEYETAL VO OO YNGEL GE GUUTTAOUATO OTMOG: TPOGANYN
Bépovg, Mmddon vPo petald TV OU®V, GTPOYYLAEUEVO TPOCMTO, GKOVPO YPMULA TOL OEPUATOC GTO
GTOYL, TOVG UNPOVG, TOVG LOGTOVG KOt TO Ave Akpa, AETTLVOT] TOV OEPUATOC, EDKOAO LOA®TIGUO,
VYNAEG TIHEG GakyEpOL TOL aipaToc, VITepPOAKN TPLYOPLIa, VITEPPOAIKT| EPIdpmOT|, TapaKOAOVLE
EVILEPMDOTE TOV Y1TPO GOG.

0 YTpdG GOC TPEMEL VA TOPAKOAOVOEL TNV NIATIKN KO VEPPIKT Aettovpyio 6og e EEETAGELS OiUATOG.

Hoord ko Epnpor
To Voriconazole Accord dev o mpémel va yopnyeitol o€ mondid PKpOTEPT. TOV 2 ETMV.

Allo @appoxa ko Voriconazole Accord
Mopokareiote vo EVUEPDGETE TO Y1OTPO 1) TO POPLOKOTOLO GOG EAV TAIPVETE, EYETE TPOGPATO TAPEL
N UToPEL va TAPETE AAAL PAPLLOKO, OKOUT KOL QVTH T0V YOPNYOVVTOL Y®PIG LOTPIKT GUVTOYT|.

. Mepwd pdapuaxa, 0tav Aopfdavovtal tavtdypova e to Voriconazole Accord, pmopovv vo
empedoovy 1 dpdomn tov Voriconazole Accord, 1 pmopei to Voriconazole Accord va
gnNpedoel T dpdon Toug.

[Teite ot0 Y1Tpd GOG EQV TOIPVETE TO MOAPOUKATO PAPLOKO, KaBDS 1 Tavtdypovn Bepaneio pe to
Voriconazole Accord mpémel, eGv givatl Suvatdv, vo amopedyeTaL:

e Prrovafipn (ypnoomnoteitar otn Oepaneio tov 100 HIV) og 661 twv 100 mg 2 popég
nuepnoing

o ['Khoodeykiumm (ypnoomoleitol yio ) Oepameio Tov kapkivov) — edv yperaletar vo
YPTCLLOTOGETE KAl TA VO PAPLOKA, O YTPOS Gog o mapakolovbel cuyva Tov kapdiokd pvluo
o0g

[Teite ot0 Y10Tpd GOG EQV TOIPVETE KATOL0 OO TO TOPAKAT® APk, KaODS 1 Tavtdypovn Deparneia
pe To Voriconazole Accord mpénetl vo amo@ehyetar eGv givar Suvatd, Kot UITopel vo amaiteitat
aVaIPOCapUOYN TG d0omg TG Popukovalding:

e Pwpapmovtivn (ypnopomoteitan v tn Oepaneia g pupatioonc). Edv AapPavete ndn Beponeia
HE pLpapmoutivn, Oa ypelaotel va mapakolovbfodvtar ot e£ETAoELS AipaTOg Gag KOl Ot
aVEMBOUNTEG EVEPYELES OO TN PUPAUTOVTIVY.

e dawvrtoivn (ypnowomoteitan yia tn Bepaneia g emAnyiog). Eqv Aapfavete 1on Bepaneia e
eawvvutoivn, Ba ypelootel va mapakolovbeital 1 GLYKEVIPMOT] TG PALVVTOTVIG GTO QLo GOG KOTA
) dudpketa g Oepameiag pe To Voriconazole Accord Kot Umopei va ovamposopproctel 1 d6om
oG,
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[Teite oto yTpd c0G €AV TOiPVETE KATOW0 OO TO TOPAKAT® APk, KAODS Umopel va amotteiton
OVOTPOCaPHOYN N TapokolovOnon Yia va eheyyOel edv ta edpuaia kovn to Voriconazole Accord
e€axolovBolv va £yovv to emBountd amoTELES UL

e Bopoapivn kot AL avTImNKTIKA (). POIVIPOKOLLOVY], AGEVOKOVUAPOAT], YPT|CLLOTOIOVVTOL Y10
TNV ELATTOGT TG TNKTIKOTNTOG TOV QU[LOTOC)

o  Kvkhoomopivn ( ypnoonoteiton o ac0eveig mov voPANONKAV o€ PHETAUOGYEVOT))

o Taxpdlpovg (ypnoponoteitol oe aceveic mov vroPAnOnKay ce petapdoyevo)
YovApovorovpieg (m.y. ToAPovTapion, yMmlion kot yAPovpidn) (xpnoLLOTOLOVVTOL Y10 TOV
Stapnn)

e Xrartiveg (m.y. atopPactativn, cyPactativn) (xpnoiponotovviol yio T Helmon Tov EMTEI®V TG
YOANGTEPOANC)

o Bevlodwlenivee (m.y. daloraun, tpraloraun) (xpnouomolovvTol Y10 GoPapEg KATUGTACELG
admviog Kot dyyovc)

OpenpaloAn (ypnopomoteitor yia ) Oepomneio eAK®V)

e Amd t0ov 0TOpPATOG OVTIGVAANTTTIKE (eGv AopfPdvete Voriconazole Accord evd yproiponoteite omd
TOV GTOHOTOC AVTIGLAANTITIKG EVOEYETOL VO ELPAVIGETE AVETIOVUNTES EVEPYELEC OTIMS VOV TIOL KOl
StaTopayEs TG ERPVOL pOCEMG)

e Alkaroegdn g Vinca (m.y. frvkpiotivn kon fiumiactivn) (xpnoporoodviot yio 1 Oepaneia
KapKivov)

®  AvooToAglc TNG TVPOGIVIKNG Kvdiong (1., axitinib, bosutinib, cabozantinib, ceritinib,
cobimetinib, dabrafenib, dasatinib, nilotinib, sunitinib, ibrutinib, ribociclib) (ypnoipomolodvror yio
) Bepamneia Tov KapKivov)

o Ivdwvafipn kot dArovg avactolreic e HIV npmtedong (ypnoponotodviot yio t Ogpaneio Tov
HIV)

e Mn voukAeoo1dikol avacToAeic TG avtioTpoeng petaypapdong (.. epafipévin, vieraPipdivn,
vePipanivn) (ypnowomolovvtal yio tn Oepaneio tov HIV) (kdnoieg d6ce1c g epaPipéving AEN
propovv va Anehovv towtdypova pe To Voriconazole Accord)

o MeBadovn (ypnoyomoteital yio TV OVIHETOTIOT ToV 016100 otV Npwivn)

AApatvtovidn kot orvtoviin kot GAra Bpoyeiog dpdong omoeldn OTmG GOLPAVTAVIAT
(Tovcimova oL YPNGYLOTOLOVVTAL GTIG XEPOVPYIKES ETEUPACELS)

o O&uk®dovT Kot GAAL LOKPAG O1EPKELOG OTLOEN 0TS VOPOKMIOVT (YPTCULOTOLOVVTOL GE UETPLO
£€mw¢ cofapd movo)

e Mn 6tepoeldn avTIPAEYHOVOON Qappaka (.. Povmpoaivr, SIkKAOPEVAKN) (XPTCILOTOLOVVTOL
v Begpameio TOVOL Kot GAEYHOVIG)
drovkovaloin (ypMOOTOIEITOL OTIG LUK TIOCIKEG AOUMDEELS)

e Everolimus (ypnoylomoteitat yio tn Oepameio TpoympnréVoL VEPPIKOD KOPKIVOL Kol GE
HETALOTYEVIEVOVS 00OEVELS)

e Letermovir (ypnoonoteitot yio v 7po@OAaén amd t vOco Tov Kuttapoueyoroiod (CMV) petd
oo PETAUOGYEVOT LVEAOD TOV 0CGTMV)

e Ivacaftor: ypnowonoteital yo tn Ogpameio Tng KLGTIKNG VOGN

o Dlovkho&axkidhivn (avTiloTiKd TOL YPNGIUOTOLEITOL KOTA TOV PUKTNPIUK®Y AOUDEEDVY)

Kvonon kot Onhaocpig

To Voriconazole Accord dev mpémet va AapBavetat 6T S10pKELD TG EYKVUOGUVIG, EKTOG KO OV TO
6VGTNoEL 0 YTpdS Goc. Ot yuvaikeg 6g avamapoy®ykn nAtkio TpEmeL va ¥pNGHoTotohy
OTOTEAECLLATIKA LETPOL AVTICVAANYNG. Emkovoviote apéomg pe 1o yotpd 6oc, e0v LEIVETE £YKVOG
™V nepiodo mov maipvete T0 Voriconazole Accord.

Edv €ic0e éykvog 1 Onralete, vouilete 0T umopel va giche £ykvog 1 oyxedlalete vo. amoKTNGETE TALOI,
{ntote ™ GVEPOLAN TOL YTPOY 1) TOV POPLOKOTOLOV GG TPOTOV TAPETE AVTO TO PAPLLOKO.

Odnynon Ko (EPLoPog pNyovay
To Voriconazole Accord pmopei va tpokarécel 00Awon g 6pacng 1 duedpeotn aichnon otnv
é€kBeon oto pwg. Otav avtd 6o cupPel, vo unv odnynoete N Un (EPIOTEITE EPYOAELD 1] YAV LOTAL.
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Edv epopavicete 161010 GUUTTOATO, ETUCOVOVIOTE LLE TO YWTPO GOG.

To Voriconazole Accord mepiéysl Aaktoln
Edv €yete evnuepwbel and 1o yiotpd cog 0Tl ExeTe dusavedio o8 KATO GAKY PO EXKOVOVIOTE LE
TOV Y10TPO Gag Tpwv wdpete to Voriconazole Accord.

To Voriconazole Accord wepiéyel vatpro
Avtd 10 appaKo mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd dickio S0 mg, dniadn

0VoLOoTIKA gfval «eAevBepo vaTpiovy.

Avtd 10 PappaKo meptEyel Aydtepo and 1 mmol vozpiov (23 mg) ava dioxio 200 mg, dnAaodn
0VGLOOTIKA glval «eAevBgpo voTpiovy.

3. M og va wapete 1o Voriconazole Accord

[Tavtote va maipvete TO PAPLOKO AVTO AVGTNPE GOUPMOVE LE TIC 0O YIES TOVL YIATPOL Goc. Edv &xete
applBoAiec, pmTNOTE TOV YLTPO 1] TOV QOPLOKOTOLO GOG

O yatpoc cag Ba amopacicet yia T d66N cag avaroya pe To Bapog cag kot To €i00g tng Aoipnméng
OV €XETE.

H ocvvietdpevn d6on yia evniikovg (cupmeptiapfavopévev Tov NAMKIOREVOY aclevov) etvar n
aKOAoLON:

Awokia

Aocbeveic 40 kg kot dve AocbBeveic kdto Tov 40 kg

Adon Yo TG TPOTES 24 DPEG
(Adon Epddov)

400 mg ka0e 12 opeg yia T1g
TpmTEG 24 DPE

200 mg kd0e 12 dpeg yo TIc
TPOTEC 24 Dpeg

Adon pnetd Tig TpdTeg 24 MPES
(Abon Zuvtnpnong)

200 mg 600 Popég TV NUEPa 100 mg 6v0 Qopéc v NUéEPa

Avdloya pe v avtandkpion cag ot Bepaneia o yoTpdg cog pmopel va avénocet Ty nuepnota 60om
ota 300 mg dvo Qopéc nuepNGimG.

O y1atpdg Pmopel v 0moQaGIcEL VO LEUDGEL T1 000 €AV EYETE N0 £OG UETPLXL KIPPOOT).

Xpion o€ tardld ko eprjpfovg
H ocvvietopevn d6om yio mandid kot eprfoug givat n akoiovdn:

Awokia

TMToudrd nAkiog omd 2 mg
pikpotepa v 12 etdv Kot
£€pnPot nlxiog amd 12 €wg
14 etdv pe copotikd Papog

uikpotepo tov 50 kg

"Epnpot nhikiog 12 émg 14 etddv pe
ocopoTikd Bapog and 50 kg ot
Thvo Kot 6Aot ot EpnPot nAkiog
dvo Tov 14 getov

Abon Yo TS TPOTES 24 DPEg

H Bepaneia oag Ba Eexivrioet

400 mg «d0e 12 dpeg ya T1g

(Abon Epddov) ®¢ £yyvon TPWOTEG 24 DPEC
9 mg/kg 600 popég
Adon pnetd Tig TpdTeg 24 MPES nuepnoimg 200 mg 600 Popég TV NUEPa.
(Adon Zuvtpnong) (plo péyrotn d6om tav 350
mg 500 Qopéc nuepnoing)
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Avaloya pe v avtamdkpion oag ot Oepamneia, o yraTpdg cog umopei va avéNoeL 1 va. LEIDGEL TNV
nuepnoa 66om.
. Awokia mpémel va divovtor povo ebv to moudi lvar tkavo va katamiel diokia.

Na naipvete ta diokio TOLAGYIGTOV pio dpa TP 1 pia dpa petd to yevpa. No Kotomivete To diokio
oAoKAnpo pali pe Ayo vepo.

Edv eoeig 1 to moudi oag maipvete Voriconazole Accord yia Ty TpoAny”n TOV HUKNTINGIKOV
AoUDEEWDVY, 0 YIUTPOG GOG UTOPEL VO, GTAUATAOEL VO 60G Yopnyel To Voriconazole Accord gdv eo€ig 1
70 Todi 6a¢ avantoéete avemBuunteg evépyeleg mov oyetilovtan pe tn Oepameio

Edv napete peyardtepn 666m Voriconazole Accord am6d TV Kavoviki

Edv mépete mepiocotepa diokio amd 0ca ypdeet 1 cuvtayn 6og (1] €v kdmo10¢ AALOG TapeL T SioKia
G0C) TPEMEL VO GLUPBOVAEVTEITE KATOL0 Y1OTPO 1) VO TATE AUECHS GTO TANGIEGTEPO EPTLUEPELOV
vocokopeio. [Tapte pali cog To kovti TV dickiowv Voriconazole Accord. Mmopel va eppavicete un
PLGLOAOYIKT] dvcaveSia 6TO PMG MG ATOTELEGLO TOV VO, TAPETE PeYaADTEPT 000N Voriconazole
Accord amd v Kavovikn.

Edv Egyaoete va mapete To Voriconazole Accord

Eivon onpavtikd va maipvete kavovikd ta diokio cog Voriconazole Accord v id1a dpo kébe nuépa.
Edv Eeydoete va mapete puo 0o, TAPTE TV EXOUEVN dOGN GO GTNV MPO TS Mnv Ttdpete duthn
5001 Yo Vo ovamAN pAOCETE T dO0™ 1oL EgXAGUTE.

Edv otapatiiogte va moipvere 1o Voriconazole Accord

Onwg anodeiydnke, dtav Taipvete OAEG TIC OOEIS GOG GTN CMGTN MPa Propel va avéndei onpovticd 1
dpacTiKOTNTA TOL Papudkov cag. Emopévms, ektog Kot av 0 yiaTpog GOG TEL VO, GTAUATI|GETE TNV
ayoyn, elvan onuavtiko vo cuveyilete va taipvete 6wotd to Voriconazole Accord, copupova pe tig
0d1Myleg IOV AVOYPAPOVTOL TLO TAV®.

Noa cvveyioete vo maipvete o Voriconazole Accord péypt o y1otpdg GoG VoL GOG TEL VO GTOUATHOETE.
Mnyv ctapatioete vopig tn Oepamneia, yoti n Aolpwén cog propei va unv éxel Oepamevtei. Ot acOeveig
UE 0OVVOLO OVOGOTOMTIKO GUGTILO 1) L TOL e SVOKOAES AOUMDEELS IomG YpelacBodv pakpoypdvia
Bepaneia yio va amo@evyfel 1 vrotponn G Aoipwéng.

Orav ctapatoet 1 Ogponeia pe to Voriconazole Accord amd 10 y10tpd G0G, OV TPETEL VOL EPPOVICETE
KOO0 COUTTM L.

Edv éxete meplocdtepeg EpMTNGELS GYETIKA LE TN XPTOT QLTOV TOL PAPUAKOV PMOTNGTE TOV Y1OTPO,
TOV QUPLOKOTOLO 1] TOV VOGOKOWO GOG.

4. MBavég avemBOunTeg evépysereg

Onwg 6ha Ta papUHaKa, ETCL KOL 0VTO TO PAPLOKO UTOPEL VoL TPOKAAEGEL AVETIOVUNTES EVEPYELES, OV
Kat 6gv Topovclalovial 6€ OAOVE TOVG avOpmTOVC.

Edv eppavicBoidv avemBounteg evépyeteg, Katd naco mbavornta Ba sivor fmeg ko mapodikéc. [ap’
O\l avTd, KATolEG Umopel vor ivat coPapég Kot va amalTiGOLV 1 TPIKT TopaKoAovOnon.

YoPapig avemOOUNTES EVEPYELEG — LTONATGTE VO TOiPvETE TO Voriconazole Accord kon dgite
apéomg Evay YaTpo

- E&avOnpa

- "Tktepog, Metafolég oTig £EETACELS OUULATOG TNG NTOTIKG AELTOVPYiog

- Haykpeatitidn
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Adreg avemBOuNTESG EVEPYELEG
[ToAd cuyvéc: pmopel va emmpedcovy meptocotePovs amd 1 otovg 10 avBpdmovg

- Ontucr PAAPN (petaPorn oty 6pacT copmepthapfavouévng g Oaumng dpacng, petafoimv
GTNV OTTIKN AVTIANYN TOV YPOUATOV, U1 GLCIOAOYIKNG dvoave&iog TNV OTTIKY avTidnym
TOV PMOTOC, AYPOUATOYING, OPOUAUIKNG dTOPOYNS, OPOONG dIKNV PMTOGTEPAVOL,
VUKTOA®TIOG, OpOoNG KATA TNV 0moia To avTIKEIHEVA POIVOVTOL TOAAVTEVOLEVE, OPUCT|G LLE
omvOnpopove, avpag OTOG, Helmong onTIKNG 0E0TNTUGC, AAUTOVTOG PAELIATOC, ATMAELNG
UEPOLS TOL GLVNBOVG OTTTIKOV TTESIOV, KNAOWV UITPOCTH OO TO PATLO)

- [Mopetdg

- E&avOnpa

- Noavrtia, épetog, diappota

- [Movoképaiog

- I[Ipn&yo ota dkpo

- [T6vog 610 cTOpAYL

- Avckolio 6TV avomvon

- AvEnon tov nratikov eviduwny

Yuyvég: pmopel va emnpedcovy £m¢ 1 atoug 10 avBpmmovg

- Dlreypovi TV TopappViV KOAT®V, AEYLOVY] TOV OVAMV, piyT, aduvapio

- Xapniot apifpoi peptkdv THTOV, GUUTEPIAAUPOVOUEVOV CNUOVTIKAOV LEUDGEDV,
£pLOPOKLTTAPOV (OPIGUEVES POPEG OVOGOEEAPTMEVOL) )/ KOL AELKOKVTTAP®V (OPIGUEVES POPES
He TupeTd), younAol aplfpol TV KuTTap®V TOV OVORALoVTOL ALOTETAALD, TO 0mtoio o fovy
otV &N T0L aipaTog

- Xoapnin yAvkoln aipatog, xopnio kéio aipatog, younAd vaTplo aipotog

- Ayyog, katabhyn, cOyyvon, diEyepon, admvia, yevdoioOnoelg

- Erocpol, TPOOG N U EAEYYOUEVEG KIVIOELS TV LLMV, LOUPUNYKLOGHO 1 TafoAoykn aicOnon
TOV OEPUATOG, OVENUEVOG VKOG TOVOGC, VItvnAia, {AAn

- Awoppayio 6to piTL

- Ipofinpata kapdiakod puOuod Teptlapfovouévon Tov TOAD YPIYopoL Kapdiakoh puopov,
TOAD apyol KopdlakoD puluov, Aobupia, xounAn tieon, eAeypovn eAEPag (1 omoio pmopei va
oyetileton e to oynuaticpo Opopfov oto aipo)

- Oé&gia dvokoria oty avamvor|, Ompokikd dryog, oldnUa TOV TPOCHTOL (GTOUW, XEIAN Kol YOP®
omd To PLATLR), GLOCHPEVON VYPAV GTOVG TVEVLOVEG

- Avckototnta, SvoTEyia, PAEYLOVT TOV XEWNEDV

- ‘Tktepog, Preypovi Tov faTog ko Nratiky] PAASn

- E&avOnuata tov dépuatog mov pumopel va 0d1nynoovy o€ cofapég puoaiideg kat Eeprovdicua
TOV dépUaTog oV Yapaktnpifovtol amd o eninedn, Epuhpr| TEPLOYT TOV SEPUATOS TOV
KOAVTTETOL OO pKPA cuppéovta olidia, epuBpoTNnTa TOV dEPUATOG

- Kvnopog

- AndAero LOAADY

- Ooceuadyia

- Neppikr| avemdpkela, aipo oto ovpd, LETOPOAESG OTIC EEETACELS TNG VEQPLKNG Aettovpyiog

- HAox0 éykovpa 1 faptac Lopeng deprotikn aviidpoor HeTd amd £KBeon e pmg N GTOV A0

- Kapxivog Tov déppatog

Oy ovuyvég: pmopet va ennpedoovv €og 1 atovg 100 avBpdmovg

- I'purcddn cvpntdpato, epedioog Kot GAEYUOVN TOL YOGTPEVIEPLKOD GOANVA, PAEYLOVI] TOV
YOGTPEVTEPIKOV GOANVA TOL TPOKAAEL d1éppota mov oyetileTar pe avtiPloTikd, PAEYLOV TOV
Aeppayyeiov

- dLeypovi T0v AETTOD 1GTOD OV EMKOADTTEL TO ECOTEPIKO TOLYMIO TNG KOG KOl KAOADTTEL TOL
KOWoKA dpyava
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- AOYKOUEVOL AEUPOOEVES (ETMDOVVOL OPIGUEVES POPEG), AVETAPKELD, TOV OLLLOTOTTOLNTIKOD
poglod, avénon Tov aplfpod TOV NOGIVOPIL®Y

- Elattopévn Aettovpyia tov emtveppidimv, vroleitovpyio Tov Bupeogldons adéva

- IMaboroywn eykepaiikn Aettovpyia, cvuntopato tomov Parkinson, PAGfn vedpov mov
TPOKaAEL Hovddcpata, GAYos, LUPUNYKIOCHO 1] KAOGO 6T XEPLa 1) To IO

- [TpofAnpato pe v 16oppomio 1 TOV GUVTOVIGUO

- Eyxepaiuco olompa

- Awmlonio, cofopéc KataoTdoels Tov 0POUALOD TOV TEPILAUPAVOLV: TOVO Kol GAEYLLOVY| TOV
opBodpmv kot tv PAepapwv, Taboloyikr kivrion tov 0eOuApov, BAAPTN Tov omTikoh VEHPOL
mov odnyel o€ peiwon g OpacTS, 0ldNUA TNG OTTIKNG ONANG

- Mewwpévn evaiodncio oty agn

- Mn guciloloyikn aicOnomn g yevong

- Avckolieg otnv akon, epfoés Tmv dtwv, (Atyyog

- DdLeypovi OpICUEVEV ECOTEPIKDY OPYAVMV — TAYKPENS Kol SMIEKAOAKTVAO, OO Kot
(QAEYLOVT TNG YADOGCOG

- AOYKOUEVO NTTOP, NTOTIKT AVETAPKELL, VOGOC TNG YOANJ0Y 0L KOGTNG, YoAdAbOL

- Ddlreypovi TV apbpmdcewv, pAeypoVH T@V PAEPOV KAT® amd To dépa (1) omoia pumopel va
oyetiletan pe tn dnuovpyio OpduPou aipatog)

- DLeypovi ToL vEPPOL, TPOTEIVEG GTO 0VPa, PAAST TOL VEPPOL

- IToAv ypnyopog kKapdakog puOuds 1 EKTAKTEG GUGTOAEC, OPICUEVEC POPEC LE OKAVOVIOTO,
niekTpikd gpedicpata

- Mn gucioloyikd niektpokapdtoypaenua (HKT)

- AvENGN YoANnoTEPOANG QUpOTOG, aDENGT oVpiag aipaTog

- AMepykég avTIdpaoelg 0Epratog (0pIoUEVES POPES Paplig LOPPNG), TOV TEPAaUPEvOLY
amelintikn ya ) {1 KatdoTaon Tov OEPLOTOS TOV TPOKAAEL EMMOVVEG PLGOADES Kat EAKT|
TOV OEPUATOG KL TV PAEVVOYOV®V, E10IKA GTO GTOLA, PAEYLOVT TOV dEPUATOC, KVIdwon),
epLOpdTTa Ko epeBiopd Tov dEppatoc, epudpo N LOP SLVGYPOUATICUO TOVL FEPLATOS TTOV
umopei va £xel TpoxkAndei amd younid apdpd aponetoriov, Exlepa

- Avrtidpaon g 0€omg £yyvong

- AMepyct| avtidpaon 1 VIEPPOAIKT AVOGOAOYIKY] OTAVTION

- dLeypovi TV 16TOV OV TEPPAALOVY TO 06T

Yravieg: pmopel va emnpedcovv £og 1 otovg 1000 avBpdmovg

- YrepAertovpyog Bupeoetdng adévag

- Emdeivoon g eyke@olikng Aeltovpyiog 1 onoio amotelel cofapn emmiokn wddnong tov
Nmatog

- AndAel0 TOV TEPIGGOTEPMV VMV TOV OTTIKOD VEVPOL, BOAEPOTNTO KEPATOELOOVS, AKOVGLHL
kivnon tov 0@Ouipod

- IToppoivymong pwtogvaicncia

- AwoTopayn KoTd TNV 0oio T0 0VOGOTOMTIKO GUGTIIO TOL CMUOTOC EMLTIOETAL GE PHEPOC TOV
TEPUPEPLKOV VEVPIKOV GUGTILOTOG

- ITpofAnpata Tov Kapdiakov puduov 1 TG KapdoKng oy@yludTnToG (LEPIKES POPES AMEIANTIKA
Yt Com)

- Ametintikn| v tn {on addepyikn avtidpaon

- AwTopayn Tov GLGTHOTOC TENG TOL AiHATOg

- AMEPYIKES SEPUATIKEG AVTIOPAGELS (LEPLKEG POPES PapLdg LOPPTS), OL 0Tt0iES TEPILAUPAVOLY
tayvtato TpH&o (0idnua) Tov yopiov, TOL VITOSOPIOV 1GTOV, TOV PAEVVOYOVOV Kol T®V
VTOPAEVVOYOVIOV 1GTAV, KVNGUMIELS 1] EnmdOVVES PAAPeg Tayéoc, epuBpol dépatog pe aonpt
depuatikég poAides, epebiopod Tov dépuatog kol TV PAEVVOYOVOV, ATEANTIKY] Yo T (om
KOTOGTOGT) TOV OEPUATOG OV TPOKAAEL TV OMOKOAANGT LEYOA®V TUNUAT®V TG EMOEPUIOAG,
g e&mTePIKNg oTIPAdOS TOL dEPUATOC, Ao TIG OTIPAOES TOV dEPLATOG OV PpicKovTol KAT®
ond quTnv

- Mikpéc Enpég POMIMTEG SePUATIKES TAGKES, OPIGUEVEG POPEG TTOYIES LE OLYLUES ) KKEPATOELOELS
GYMUOTIC OV
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AvemB0Ounteg evépyeleg e PN YVOGTY] GUYVOTN T
- Doxkideg kot KeYpOOUEVES KNALdES

AlAeG ONUOVTIKEG AVETIOVUNTEG EVEPYELEG TV OTOLMV 1] GLYVOTNTA OEV Elval YV®GTY|, ALA B Tpémet
va ovapepOodv duesa oTov yloTpd c6ag:

- EpvOpég, pohdndelg PAaPeg 1 dakTuAtogldeic PAAPEG Tov dEpATOG OL OTOiEg Pmopel va,
OTOTEAOVV GUUTTMUO LLKG AVTOAVOOT|G TTABN GG TTOL OVOUACETOL dEPUATIKOG EPLONUATAOING
AvKOG

Emedn eivar yvawoto 6t 1o Voriconazole Accord ennpedlel To Nrap kot to VEQPAE, 0 Y1TpOC GOG
TPETEL VO, TOPOKOAOLOET TNV NITOTIKY] Kot VEQPIKT Gog Agttovpyio pe eEETACELS QiOTOG.
[MopakareicOe va evepDOETE TOV Y1IATPO GOG EAV EYETE KATOL0 TOVO GTO GTOUAYL, 1] €AV Ol KEVMDOELG
G0G £XOVV SLOPOPETIKT GUCTOOT).

"Eyovv vrapEel avapopég kapkivov tov dépuatog o€ acbeveic mov Adpupavav aymyn pe Voriconazole
Accord ywo peydileg ypovikég meplddouc.

To nhokd Eykavpa 1 1 cofopn depproTikn avtidpaomn HETA amd £kBeon e P®G 1] GTOV NAL0
TOPOVGLACTNKE TLO GVY VA o€ Todd. Edv goeig 1 to moudi oag avantoéete datopoyég Tov dEPUATOG, O
YTpOG GOG UTOPEL VO GO TAPATELYEL GE OEPUATOAGYO, O 0TO10G LETA amd GLNTNOT UITOPEL va
amoPAcicetl OTL gival oMUOVTIKO VO TopaKoAOLOEIGTE TAKTIKA £0€ig 1] TO Tadi cag. AvEnon Twv
nratikov evidpov tapatnpndnke emiong cvyvotepa G T,

Edv xdmola amd avtéc T1g avemBOunNTeG EVEPYEIEG EXUEVEL 1] GO TPOKOAEL TPOPAN L, TopakaleicOe
VO, EVILEPDCETE TOV Y1ATPO GO,

Avo@opd avemBOunTOV gvepyEL®OV

Ed&v mapotnpricete Kamowo avemBOUNTN EVEPYELL, EVILEPMDGTE TOV YATPO 1] TOV QOPLOKOTOLO 1| TOV
VOGOKOUO 6aG. AVTO 1oyveL Kot Yo kaOe mhavr avemBountn evépyela Tov SEV AVaPEPETAL GTO TOPOYV
POAAO 0dMyudV ¥prione. Mmopeite emiong va avaeépete avemBounteg evépyeleg amevbeiog, pécw

EALada

EBvikog Opyaviopog @apudkmv

Mecoyeimv 284, GR-15562 XoAapydc, ABnva

TnA: +30 21 32040337

Iototomog: http://www.eof.gr , http://www Kitrinikarta.gr

Mécm g avapopdg avemBountov evepyelmv propeite va fondnoete otn cuALoYN TepiocdTEPOV
TANPOPOPLOY GYETIKA [LE TNV AGPAAELD TOV TOPOVTOG POPLAKOL.

5. og va gvrdoceTtan To Voriconazole Accord
To @dppaxo avtd Tpémel va puAACCETAL GE PEPT] TOL dev TO PAETOLY Kat dgv TO POEVOLVY T TALd1dL.

Noa pn gpnoiponoieite 0vtd T0 PAPUOKO HETA TNV NUEPOUN VD AMNENC TOL OVOPEPETUL GTNV
emonuavon. H nuepounvia Anéng ivot n tehevtaio nuépa Tov VO TOL OVAPEPETAL EKEL.

Agv amaitodvtot 101KEG cLUVONKES d1ATHPNONG VI ALTO TO PAPLAKO.
Mnyv metdte PAPLOKO GTO VEPD TNG AMOYXETEVONG N 6TA oKovTide. Pmtiote Tov pappakonold cog yo

TO TG VO, TETAEETE TOL PAPLOKA TOV OEV YPNGUOTOLEITE Mo AVTA To puéTpa O fondncovy otnv
mpooTasio Tov mtepPdAlovtog.
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6. Mepreydpeva TG GVOKEVAGING KOL AOLTEG TANPOPOPIES

T epréyer To Voriconazole Accord

- H dpactikn oveia eivar 1 foprkovaloin. Kabe diokio mepiéyet eite S0 mg Bopucovalding (o
TOL EMKOAVPLUEVD pe AemTO VEVIO diokia Voriconazole Accord 50 mg) 1} 200 mg
Bopucovaloing (yo ta emucolvppévo, pe Aertd vpévio dtokia Voriconazole Accord 200 mg).

- Ta dAAa cuotoTikd givat povoddpikn Aaktoln, TpolehaTvomompévo GUVAO, VOTPLOVYOG
StaoTavpod eV KapUeALOLN, TOPdOVT, CTEATIKO LAyVIGLO TOV OTOTEAOVV TOV TUPTVO TOV
dtokiov kot vrpopeAdoln, dro&eidio tov titaviov (E171), povoiidpikn Aaktdln kot TplokeTiviy
OV amoTeEAOVV TNV emikdAvyn (BA. mapdypago 2, To Voriconazole Accord 50 mg
emKoAVppEVO e Aemtd vuévio diokio 1 to Voriconazole Accord 200 mg emkaivppéva pe
Aemto vUéVIo diokia TepLEYEL AakTOlN KOl VATPL0).

Ep@avion tov Voriconazole Accord kol mepLeONEVO TIG GVOKEVUGLOG

To Voriconazole Accord 50 mg emkolvppéve pe Aemtd vpuévio diokia dratibetonr wg Aevkd Emg
VTOAELKOL, EMKAAVUHUEVA LE AETTO VUEVIO, GTPOYYLAA diokia, dtapéTpov mepimov 7,0 mm pe v
€vdelln “V50” yapayuévn ot pio TAevpd Kot yopis xapan oty GAAN.

To Voriconazole Accord 200 mg gmucodlvoppéva. pe Aemtd vEVIO dtokia droTifetan Mg AeVKA MG
VTTOAELKOL, ETKAAVUUEVA [LE AETTTO DUEVIO, MOELDN O1oKia, e UNMKOg mepinov 15,6 mm kot TAGTOG

7,8 mm, pe tnv £vdeitn “V200” yapoyuévn ot pio TAEVPA Ko xopig xapacn oty GAAn.

Ta emkodoppéva pe Aemtod vpévio diokia Voriconazole Accord 50 mg kot o ETUKOAVUUEVD LLE AETTTO
vuévio dioxia Voriconazole Accord 200 mg datifevion o€ cvokevacieg tav 2, 10, 14, 20, 28, 30, 50,
56 xat 100 1) o€ cvokevaoieg KLYEANG piag 60oms (amd PVC / Alovpivio) mov mepiéyovv 10x1, 14x1,
28x1, 30x1, 56x1 1 100x1 gmkodlvppévo pe Aentd vuEVIo diokia.

Mmropei va, unv KukAoQopovv OAEG Ol GLCKEVAGIEC.
Kdaroyog adeiog kukrhopopiag

Accord Healthcare S.L.U.

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

08039 Barcelona,

Iomovia

Hapaymyog

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

MaAta,

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

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéytn,
OALovdia

Accord Healthcare Single Member S.A.
64" Km National Road Athens,
Lamia, Schimatari, 32009, EALGSa

IMoa omoladnmote TANPOPOPia. GYETIKG LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TOPUKAAEIGTE VO
amevBouvleite otov TomKo avimpdcwno Tov Katdyov g Adstog Kukhopopiag:
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AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/NL/
NO/PT/PL/RO/SE/SI/SK/ES

Accord Healthcare S.LL.U.

Tel: +34 93 301 00 64

EL

Win Medica A.E.

Tel: +30 210 7488 821

To mapdv @OALO 03N LAV prioNg eYKPiONKE Y0 TELEVTALO Popa: 10/2025

Agmtopepn TANpopoplakd otoyeia yio To mpoidv elvar dtobéoipa oty 1oTocerida Tov Evpomaikod
Opyaviopob @apudrkmv: https://www.ema.europa.eu
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