@10 odnyL@V yprong: [IAnpogopics yia Tov ypioy

Posaconazole Accord 100 mg yootpoavOekTika diokia
mocakovaloAn

AloPaoTe TPOGEKTIKA OLOKATPO TO GUALO 00N YLAV YP1|CNS TTPLY OPYICETE VA TAIPVETE AVTO TO

PappoKo, S16TL TEPLAAPPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- Dvraéte avTo To EOALO 0dNYIDV ¥prione. Towg ypelaotel va to drafdacete Eava.

- Edv éxete mepoutépm amopiec, poToTE TOV Y1OTPO, TOV POUPOKOTOLO 1] TOV VOGOKOLO GOG.

- H cvvtayn v awtd to gappaxo yopnynonke amokAEIGTIKA Yo 60G. Agv TPEMEL VO OMGETE TO
Qapuaxo og GAlovg. Mmopel vo toug TpokaAEécel PAGPN, oKOUO KOl OTOV TO, GUUTTOUATE TNG
acBévelog Tovg givar 1010 pe T d1kd Gog.

- Edv mapatnpioete kdmota avemOOun eVEPYELD, EVIUEPDGTE TOV YLOTPO, TOV POPLOKOTOLO 1
TOV VOGOKOUO Gac. Avtd 1oyvel Kot yia kébe mbavi| avemBountn evépyela mov dev avapEpeTal
670 TOPOV PUALO 0dNydV ypriong. BAéme mapdypopo 4.

T Tepréyer o mapov @OLA0 00N VLAV

T efvan T0 Posaconazole Accord kot oo gfvon 1 xpnon tov
T mpéner va yvopilete npv mapete to Posaconazole Accord
[ég va mépete 10 Posaconazole Accord

[MBavéc avemBounteg evépyeteg

[ag va purdcoete to Posaconazole Accord

[Mepieydpevo TG GVOKELATTNG KO AOUTEG TTANPOPOPIES

s W —

1. Tu givar To Posaconazole Accord ko ora givat 1 p1jon Tov

To Posaconazole Accord mepiéyet £va pdppako mov ovopdletal TocaKovaloAn. AVt aviKeL G Lo
OUAd0 POPUAK®Y OV OVOUALOVTOL KOVTIHVKNTIOCIKEY. XPNOLHOoTotEiTon yio TNV TpOAyn Kot TN
Oepaneion TOADV SIUPOPETIKAOV VKN TINGIKDOV AOIUDEEDV.

To @appoKo avtd dpo GKOTMOVOVTOG 1] CTAUATOVTIOG TV OVATTUEN OPIGUEVOV TUTIMOV LUK TMV TOL
UTTOPOVV VO TPOKUAEGOVY AOIUMEELG.

To Posaconazole Accord pmopel va ypnoponombel oe eviiAikeg yio ™ OgpOameEVTIKY] QVIWETOTION
LUK TIAGIKOV AOTUDEEMY TOV TPOKAAOVVTOL OO HWOKNTEG TNG OLKOYEVELWNG Aspergillus.

To Posaconazole Accord umopei va ypnopomombei oe eviikeg kot modd nAkiog amd 2 etV Tov
CuyiCovv meprocdtepo amd 40 kg yio va Ogpoamedoet Tic okOAovdeg KOTNYOPiES HUKNTIAGIK®OV
AomEEV:

- howméelg mpokadodueveg amnd WOKNTEG NG oKoyévewng Aspergillus, ol omoieg dev €yovv
mapovctdoel Pertioon katd tn Sdpkewa TG Oepoameiog PE TO OVTIHVKNTIOGIKE @appoKo
appotepikivn B 1 itpakovaloin 1 0tav avtd To pAppaKa ETPETE VoL SIOKOTOUV,

- AoWdEelG TpOKAAOVLEVEG OO HUKNTEG TNG OWOoYEvelng Fusarium, ol omoieg dgv €yovv
mopovctdoel Pedtimon katd T ddpkewn g Oepameiog pe oappotepikivin B 1 dtav 1
appotepikivn B émpene va daxomnei,

- AOWMEELG TPOKOAOVUEVEG OO HOKNTEG MOV TPOKOAOLV TIC KOTUOTAGEL YVWOOTESG ®G
«YPOUOPAAGTOHVKNTIOCT Kol «UUKNTOUO», 01 OTOIEG OV £YOVV TAPOLGLACEL PEATimON KOTA
™ ddpkewa g Bepaneiog pe ttpokovaloAn 1 6tav 1 1tpakovaloin Empene Vo SLOKOTEL,

- hoydEelg Tpokaiovpeveg amd Evav poknta tov ovoudletor Coccidioides, ol omoieg dgv €xovv
mopovctioel Pedtioon Kotd tn dwdpkela TG Oepameiog pe pio M mEPOCOTEPEG OMO TIG
appoteptkivn B, ttpaxovaldin 1 @AovkovalOAn 1 6Tav oVTA TO PAPUAKO ETPETE VA, SIOKOTOVV.

To pappoko avtd pmopel eniong va ypnoiporomBel yio Tnv TpdANYN LUKNTINGIKOV AOUOEE®V GE
eVNAIKEC Ko Tondd nAkiog omd 2 etdv mov {uyilovv mepiocdtepo and 40 kg mov Ppiokovion o
VYNAO KIVOUVO EUOAVIOTG LG LUK TIOGIKTG AOIU®ENG, oag:
- acBeveic mov &povv e€acbevnpuévo avocomomTikd cOGTNUA AGOS TNG AYNG ynueodepomneiog
v «o&gia poeroyevn Aevyarpion (OMA) i «poglodvuomrloctikd cuvdpouay (MAY)
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- acBeveic mov AauPdvovv «wyning 060omg Bepameion  AVOGOKOTOGTOANG» €melta  amod
CUETAUOGYELGT OPYEYOVOV arpomotTikav kuttapovy (HSCT).

2. T npéner va yvopilete apry wapete To Posaconazole Accord

Mnyv ntdpete 10 Posaconazole Accord:

- o€ mepintoon allepyiag 6NV Tocsakovaloin 1 6 0TolodNToTE AALO OO TO GLGTOTIKG AVTOV
TOV QUPUAKOL (avapépovTal GTNV Tapdypago 6).

- v moaipvete: TepPevodivn, aoctepllOAN, owoanpidn, mpolidn, oloeavipivn, Kwidivn,
OTOLAONTOTE PAPLLOKOL TTOV TEPIEXOVV KOAKAAOEDN EPVGIPMOOVG OGUCE) OTMC M EPYOTOUIVI 7
1 dwdpogpyotapivn, N placagativy O0Twg 1 opufaoctativn, n atopPactativi 1 n AoPactativr.

- eav UOAMG €xete apyioel va moaipvete BevetokAdén M 1 006G0CEVETOKAAENG GO avEdveTal
apysocla T Oepameia g xpOVING AEUPOKLTTAPIKTG Aevyaipiog (XAA).

Mnv népete 10 Posaconazole Accord €dv oTidNTote 06 TA TAPOUTAV® 1oYVEL GE €60G. Edv €xete
apeiBoliec, amgvBuvleite 6TOV YIOTGOCY TOV QAPULOKOTOL0 Gag TPOTov TTapeTe To Posaconazole
Accord.

BA. «AMa pdppoka kot Posaconazole Accord» mopakdto yio TepoGOTEPES TANPOPOPiES
GUUTEPTAOUPOVOUEVOVY TAT|POPOPIDY GYETIKA IE GALO PAPLOKO TOV UTOPEL VO AAANAETIOPAGOLV LE
10 Posaconazole Accord.

IIpogdomou]ceis Kot TPoPLAGEELS

AmevBuvleite 6TOV Y10TPO, TOV POPCAGOTOLO 1] TOV VOGOKOWO 6ag Py Tapete to Posaconazole Accord,

ghv

- glyate oAAepPYIKT AVTIOPOAGT] GE KATOL0 GAAO OVTIHVKNTIOGIKO QAPUAKO, OTIMG 1 KETOKOVALOAT,
N eAovkovaloAn, N 1tpakovaloin 1 1 Bopukcovaloin.

- €yete M elyate kamote Nratikd TtpoPfAnuato. Mmopel va ypetactel va vofinbdeite oe e€etdoelg
aipatog v Taipvete avTd TO PAPLOKO.

- avantoEete cofapn ddppota 1 £UETo, KaBDG AVTEG 01 KATOGTACELS UTOPEL VO TEPLOPIGOVY TNV
OTTOTELEGLATIKOTITO GLTOV TOL POPUAKOV.

- £€YETE U1 QLGLOAOYIKT KaTaypapr] ToL kKapdiokod pubupod (HKI') mov pavepdver éva mpoinpa
1oV ovoudleton mapotetapévo drdotnua QTc

- €yete 0dVVapio TOL KopdlakoD UL 1) KOpSLOKT| OVETOPKELN

- €xete TOAD Ppadh Kapdako maApd

- £yete dlatapayn ToL KapdkoH puOpoH

- €yete omolodnmote TPOPANUA e To emineda KoAiov, poyvnoiov 1 acfectiov 070 aipa Gog

- naipvete Pwvkpiotivn, PwvProotivip kot dAlo «oAkarosdn g Pivkog» (@apupoka  wov
¥PMNooTOtovVTOL Yia T Ogpameio Tov Kapkivov).

- naipvete Pevetokdhaén (Eva pApLOKO TOV ¥PNGILOTOLELTAL Y10, T Ogpameia TOV KapKivov).

Edv otidnmote amd o mopoandve 1oyvel og £0dG (1] Exete apeiPoiriec), angvbuvbeite otov yraTpd, Tov
(OPLOKOTOLO ) TOV VOGOKOUO GO¢ TpoTol mapete 10 Posaconazole Accord.

Edv gpoavicete coPapn ddppora 1 Epeto (adrabecia) evod naipvete to Posaconazole Accord,
amevBvuvleite GTOV Y10TPO, TOV PAPUAKOTOLO 1] TOV VOGOKOLO GOG OUECHG, KOOMG aVTO UTOPEL Vo, TO
KGVEL Vo, oTAPOTAGEL VO, Opa cmaTd. BA. mapdypapo 4 yio mepiocOTEPES TAPOPOPIES.

®a Tpénel vo amoPevyete TNV £kBect 6Tov A0 Katd ) didpkela tng Oepamneiag. Eivor onuovtikd va
KOAOTTETE TIG EKTEDEUEVES GTOV A0 TEPLOYES TOL OEPLOTOS LLE TPOCTATEVTIKT EVOLLAGT Kol VoL
ypMNOLLoTOLEiTE OvINAloKkd pe VYMAS deiktn Tpoctaciog and Tov Ao (SPF), kabdg propei va
eppaviotel avénuévn evaiodnoia tov 6€ppatog otig axtiveg UV tov MAlov.

Haora
To Posaconazole Accord dev mpémel va diveTat og Tandid nAkiog KAT® TV 2 eTdV.

Alro @dppoxa ko Posaconazole Accord
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Evnuepaote tov y10tpo 1] TOV Qoprokomold cog 0V TolpveTe, EXETE TPOCEATO TAPEL 1 LTOPEL VA
ThPETE AAADL PAPLLOKAL.

Mnyv ntapete 10 Posaconazole Accord £Gv waipvete omoloonmote amd Ta akérovda:

- TeEpQEVASivN (Ypnoponoteital yia ) Oepomeio aALePYIDV)

- aotellOAN (ypnowomoteitat yia tn Oepaneio oALEPYLOV)

- cloompidn (ypnolomoteitan yio tn Oepameio GTOUA KGOV TPOPANUAT®V)

- mpolidn (ypnoipomnoteitol yia tn Ogpaneia tov copntopdtov g dwatapayng Tourette Kot g
YOYIKNG VOGOL)

- alopavtpivn (ypnoiponoteital yio n Beponeio g eEAovoociag)

- Kwidivn (ypnoomoteitan yia T Bepameio TOV [ PLGIOAOYIKAOV KAPIUK®Y PLOUDV).

To Posaconazole Accord pmopei vo av&ENceL TV ToGOTNTO TOV TOPUKAT® QUPUAK®OV GTO CijLd,

Y€YOVOG oL Umopel vo 0dnynoet oe ToAD coPapés petaforég tov kapdiokod puhuov coc.

- OTOLONTOTE PAPLOKO TOV TEPLEXOVV KOAKAAOEDT EPLOIPMIOVG OAVPUCH OTTWG 1| EPYOTAUivI 1)
1 dwdpogpyotapivn, Tov ypncLoTOOVVTAL Yo T Bepaneio Tov nuikpovidv. To Posaconazole
Accord pmopei vo. ovENocel TV TOGOTNTA TOV POPUAKOV QVTAV GTO aifLo, YEYOVOS Tov pmopel
Vo 00MYNGEL 6€ GoPap1| LEIMON NG PONG TOV OHUATOG GTA SAYTVAN TOV XEPLOV 1| TOV TOJIDV
oo kot Oo propovoe va mpokarécel PAAPN og avTd.

- Lo «oTaTivipy OTtmg 1 clufactativ, ) atopfactativi 1 1 AoBacTaTivi, IOV XPNGLULOTOIOVVIaL
v N Bepameio TG LYNANG YOANOTEPOANG.

- Bevetokhdén Otav ypnoponoleitan oty apyn g Oepaneiog evog TOTOL KAPKIVOL, TNG YPOVING
AepookuTTaptkng Asvyoupiog (XAA).

Mnv médpete to Posaconazole Accord edv oTidnmote amd T0 TOPAUTAVO 16YVEL 6€ €666 Edv éxete
apePorieg, amevbuvbeite oToV YLOTPO 1| TOV POPUAKOTOLD GG TPOTOV TAPETE OLTO TO PAPLOKO.

Al edppaka

Agite ) AMoTo TOV QOPUAK®OV TOL SIVETOL TOPUTAV® TO 07010 dEV TPETEL VO, AdpPAvoVTaL EVE
naipvete to Posaconazole Accord. Extdg amd 0 gApLoKa TOV avapEPOVTOL TOPUTAV®, VITEPYOVV KOl
Ao edppaxa mov evéyovv Kivouvo TpofAnudtmv puBurod o omoiog propei va glvar peyaAnTeEPOG
otav AapPavovton pe Posaconazole Accord. Iapaxadeiote vo PePfawwBeite 6T evnuepdvete tov
Y0TPO GOC GYETIKA PE OAOL TO PAPLOKO TOL TOUPVETE (GLUVTAYOYPOPOVUEVA T} N
GLVTAYOYPOPOVHEVQL).

Opopéva eappaxo propel vo avERoovy tov Kivouvo avemdountov evepysidv tov Posaconazole
Accord, av&avovtog v mocodtta Tov Posaconazole Accord 6to aipa.

Ta axdlovBa eAappoK PUTOPEL VO LELDMGOLV TNV OTOTEAECUATIKOTNTA TOL Posaconazole Accord,

HEWmVoVTaG TNV TocsotnTa Tov Posaconazole Accord 6to aipo:

- PLPAUTOVTIVY KOt proapmikivn (xproiorolovvtat yio ) Bepaneia opiopévev Aotpdéemv). Eqv
nmaipvete MO prpapmovtivy, Oa ypelaoteite e€etdoelg aipotog kKot Oo ypelactel va Tpocesete
Y10 OPIoUEVEG TOAVES OVETIOVUNTEG EVEPYELES TNG PUPAUTOVTIVIC.

- pavutoivn, koppBoapalenivn, eavoBapfrtdin 1 Tpyudovn (ypnoiporotovvol yio T Oepaneio
TNV TPOAN YT TOV KPIGEDV).

- epafipévin ko pocapmpevafipn, mov ypnoipomotovvtat yio tn Oepaneio tng Aoipwéng HIV.

- PAOVKAOEOKIAAIVY (ovTIBLOTIKO TOV YPNCIUOTTOIEITAL KATH TV BAKTNPLOKOY AOIUDEEDV).

To Posaconazole Accord pmopei mBova va ovéRoet Tov Kivouvo averiBountov eVEPYEIDV OPIGUEVOV

AV QapUiK®V, AVEAVOVTOS TNV TOCOTNTO TOV POPUIK®OV 0VT®V 6T0 aipa. To eéppoke ovtd

neptloppavouv:

- ™ Bwkpotivn, ) Prvfractiv kKo GAAa «odkadogdn ¢ Pivkay (YpNOLOTO00VTAL Yo TN
Oepamneio TOL KAPKIVOL)

- BevetokAaén (ypnowonoteital yo tn Oepaneio Tov Kapkivov)

- ™V KukAoomopivn (yprnowomoteitor Kotd TN Obpkelo 1 HETO amd YEWPOVPYIKY emEpPaon
UETOUOTYEVOTG)

- TO TOKPOALOVG KO TO GIPOALOVGS (XPNOLULOTOIOVVTOL KOTA T1 OLEPKELL 1] LETA A0 YELPOVPYIKN
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enépPaon petapdoyevonq)

- ™ prpaurovtivy (ypnoipomoteitol yio ) Oepomeio opiopévav Aouméemv)

- T PAPLOKO, TOV YPTGLLOTOI0VVTOL Yo T Ogpameia Tov HIV, ta onoio ovopdalovtol avaoToAgic
mpotedons (ovuneptiapfovopévng g AomvoPipng kot g atalavafipng, mov yopnyovvtol
pali pe prrovaBipn)

- ™ woaloAdun, v tpwlordaun, v oAmpaloddun 1M dhlAeg  «Pevlodialemivey
(xpnoipomoobviot g NPEUGTIKE 1 LLOYXOAXPOTIKA)

- ™ Stalépun, ™ Pepoamapiin, T vieedimivn, T VIGOASTivn 1 GALOVG «avaoTOAES SlavA®V
acPeotiov» (ypnoomolovvtar yio T Bepameio Tng LYNANG APTNPLOKTG THECTG)

- ™ dryo&ivn (ypnoomoteitan yia tn Oepameio TG KOPIWKNG AVETAPKELOS)

- ™ yAmlidn M dAAeg «GovA@ovvAovpiesy (ypnowomolovvtal yio T Oepamein Tov vVyYNAOD
GOKYAPOV OiUATOQ)

- 10 all-trans pettvoikd o&O (ATRA), mov ovopdletar eniong TpeTtvoivn (xpnoiuomoteital yio
- Oepameio oploUEVOV KOPKIVOV TOL OIUOTOG).

Edv otidnmote amd to Topandve 1oyvel o £0dG (M £xete appiPolriss), anevBuvbeite otov yroTpd 1)
TOV QOPLOKOTOLO 60, TPoToV TapeTe T0 Posaconazole Accord.

Kvnon ko Onhaopog

Evnuepoote tov ylotpd cog edv giote 1 vopilete 6T umopel va giote £€yKog TpoToh apyiceTe va
naipvete to Posaconazole Accord.

Mnv mdpete to Posaconazole Accord dv giote £yKv0g, EKTOG £V GOG TO TTEL O YLOTPOS GOG.

Edwv eiote yovaiko mov Bo pmopoloe va petvel £ykvog, Bo TpEmel va P GLOTOLEITE OMOTEAEGLOTIKT
AVTICVAAN YT evd Ttaipvete avtd 1o edpuaxo. Eqv peivete éykvog evd maipvete to Posaconazole
Accord, ETKOWVOVIOTE OUECMG WE TOV YIOTPO GOG.

Mn Onralete evd maipvete o Posaconazole Accord. Avtod 1oy0et Emeldn HKpEG TOGOTNTEG UTOpPEl vaL
TEPACOVY GTO UNTPIKO YOAO.

001yNoN KoL YEPLOROS PNYUVI|LATOV

Mropei vo cucBavOeite (A, vivniio 1 va Exete Baum 6pacn evéd taipvete To Posaconazole Accord,
YEYOVOG TOL UTOPEL Vo EMNPEAGEL TNV IKOVOTNTA GOG Yo 001 yNoN N xpNon epyareiov 1 unyavnudtov.
Edv copPei avtd, unv odnynoete 1| ypOLUOTOINCETE OTOLAONTOTE EPYOAEID 1] UNYOVALLOTO KO
EMKOWMVNGTE LE TOV YIOTPO GOGC.

To Posaconazole Accord mepiéyel vatpio
To @appako avtd TepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd dickio, ivar ovtd TOL
ovopdlovpe «erevbepo vatpiovy.

3. [ og vo wapete 10 Posaconazole Accord

Mnv kavete evalhayn peta&d diokiov Posaconazole Accord Kot TGOV EVOI®PTLOTOC
mocokovaloAng xopig va cuufovievteite Tov YaTpd 1) TOV QOPUAKOTOLO Gag O10TL 1| oAy pmopel
VoL £XEL WG OMOTEAECUA TV EAAELYT] ATOTEAEGLLOTIKOTITOG 1] TOV ALENUEVO KivOuvo avemBduntov
EVEPYEIDV.

[Tavtote va maipvete T0 PAPLOKO AVTO AVGTNPA COLPOVA LE TIG 0OTYIEC TOL YITPOV 1} TOVL
QOPLOKOTOL0V GOC. Eav £xete apeifolies, poTioTe TOV Y10TPO 1 TOV QAPUOKOTOO GOG.

Méoo va mapete
H cvvnbng 66on eivar 300 mg (tpia diokia tov 100 mg) dvo popéc nuepncimg TNV TPAOTN NUEPA Kot
300 mg (tpia dwokia Tov 100 mg) pia popd nuepnoimg peténeita.

H dudpkera g Oepameiog pmopet va e&aptdral omd Tov TOmo g AoIU®ENG TOL €xETE Kot Pmopel va
TPOCOPUOCTEL ATOUIKA Y10 E5GG Ad TOV Y1aTpo Gag. Mnv mpocaplolete tn 600m Gog LOVOL Gag
potob cupfovievdeite Tov yloTpd cog Kot unv oAlalete To DEPOTEVTIKO G GOG.
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Haipvovrag avTd T0 Oappoko

- Kotomigite 10 d1okio oAOKANPO pe Alyo vepo.

- Mn Opvppartilete, poodte, omdte N SLOAVETE TO d1oKiO.
- Ta dioxio pmwopodv va Anebovv pe 1 yopig Tpoen

Eav napete peyorvrepn 66on Posaconazole Accord amé tnv kavovikng
Edv vopilete 6T pmopel va éxete mapel ToAd peydin mocotnta Posaconazole Accord, angubuvbeite oe
&vav y1oTpd 1 MNYOIVETE AUECHOS GTO VOGOKOUELD.

Eav Egyaoere va mapete To Posaconazole Accord

- Edv Eeydoete pia 660m, mhpte T noAg to Bounbeite.

- Qot6c0, edv elvar oyeddv 1 dpa yio TNV mOUEVN 600 GOg, Tapareiyte T d6om ov Egydoate
KOl EMGTPEYTE GTO KAVOVIKO GOG TPOYPOLLLLOL.

- Mnyv ntdpete SmAn 6061 Yo v AvOTANPAOGETE T 6001 Tov EgYACATE.

Edv égete meprocOTEPEG EPOTNGELSG GYETIKA LLE TN XPTOT CVTOV TOV PAPLAKOV, PMOTHGTE TOV YATPO,
TOV (PUPLOKOTOLO 1) TOV VOGOKOLO GOLC.

4. MOavég avemOBvunTES EVEPYELES

Onwg 6ha Ta péppoxka, £T61 KoL AVTO TO PAPLOKO UTOPEL VoL TPOKOAECEL OVETIBOUNTES EVEPYELES, OV
Ko 6gv Topovclalovtal 6€ OAOLS TOVG avOp®OITOVC.

YoPapig avemOOuNTES EVEPYELES

Evnuepdote apuécmg Tov YioTpo, TOV QUPUOKOTOL0 1] TOV VOGOKOUO GOG €AV TUPUATIPIGETE

Kamowo amd Tig akéiovdes cofapéc avemOopnTeg evépysreg — pmopei va ypelaoteite eneiyovoa

L TPLKI) oyoYi):

- vavtio 1 €peto (aictnua adabeciog 1} adabesia), diappoia

- onpela NEATIKOV TPOPANUATOV - aLTd TEPIAAUPEVOLY KITPIVIGUA TOL EPUATOG 1] TOV AELKOV
TOV HOTIOV 060G, 0oLVNOeTa oKoVPOYPOUL 0Vpa N AEVKOTA KOTpava, aicOnua adtabeciog
xopic artio, otopoykd mpoPfAnuata, omdield Opegng N acvvnbiotn KOT®oN 1| advvapia,
avénon tov nratikdv evidpmv mov gpeavifetot oTig eEETA0ELS OiLaTOg

- oAdepYIKn avTidpaoT.

AlLeg avemOBOuNTES EVEPYELEG
Evnuepmote tov yiatpod, TOV GOPUOKOTOLO 1] TOV VOGOKOUO GOG AV TAPOTNPNGETE OTOLUONTOTE A0
T1G akOAovBeg avemBountes evépyeles:

2uyvéc: ot axoiovBeg pmopel va emnpedoovv €oc 1 ota 10 dropa

- uetafoin oto eninedo aAdT®V 67O aipa oaog Tov eppaviletal 6Tig EETAGEIS ALOTOC - TO GNUETD
meptAapPdvouv aicOnua cuyyvong N advvapiog

- un  oucloloyikn aicOnon tov Jdépuatog, OMOC HOLOCUE, HVPUNYKIONCUM, @ayovpd,
OVATPLLOG O, OYKUA®GT 1] KAWIHLO

- TOVOKEPAAOG

- YOUNAG enineda kaiiov - eppaviCovron otig e€eTdoelg aipatog

- YOUNAG enineda poyvnoiov - gpeavifovtol 6Tig EETACELS OiLATOG

- VYNAY apTNpLOKY] TiEoN

- ammAELn OpeENG, GTOUAY KOG TOVOG 1] GTOLOY KT dtatapayn, aépta, Enpoctouia, petaforés oty
aicBnon tng yevong cog

- Kkaovpa, (Eva aicOnua kayipotog 6to otbog mov avefaivel péyptl Tov Aood)

- YOUNAG eTimEd 0 «OVIETEPOPIL®VY, EVOG TOTOV AEVKOKVTTAP®V (0VdETEPOTEVID) - OLTO pmopel
va k@vel o mhovo to evoeyOuevo vo tibete AomEELS Kot eppaviletor 6T eEETACELS OUATOG

- TUPETOHG

- aicOnpa advvapiog, CaANG, KOT®oNg N vvnAiog

- eEbvOnua
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payovpa
dvokototnTo
dvopopia oto 0phHod

'Oy ovyvéc: ot akdrlovdec umopel vo emnpedoovy éoc 1 ota 100 dropo

avorpia - to, onpeio TEPIAaUPAVOLY TOVOKEPAAOLG, aicnua KoéTmong 1 (GANG, duekoAia oty
OvamVoY| 1| YAOUN ELEAVION Kot YounAd eninedo apoc@aipivig mov eppavifetot otig eEeTdoelg
aipatog

YoOUNAo eninedo aypometoriov (Opopponevia) mov eupaviletor ot eEETAOELS AIUATOS - AVTO
UTopEL VoL 00N YNGEL GE alpoppayia

YOUNAO ETMMESD «AEVKOKVLTTAPOVY, E€VOC TOTOVL AEVK®V oOlpocpapiov (Agvkomevia), wov
epoaviletan otig e€gTdioelc aipatog - avtd pmopel va Kavel o mbavo to gvoexouevo va ndbete
howdEelg

VYNAO EMMEDD «NOCIVOPIA®V», EVOG TOTTOL AEVKOKVTTAP®V (NOCVOQIAiR) - avtd pmopel va
ouuPel edv Exete PAeypovn

(PAEYLLOVT] TOV ALLOPOP®V OYYEI®V

mpofAnuata KapdlaKod puOpon

onacpol

vevpikn BAaPn (vevpomdbeia)

Un UGIOA0YIKOG Kapdlakog puoudc - eppaviCetor 1o kapdoypaenua (HKT), aicOnupo taiumv,
apyo6s 1 YpNYopog Kopdokdg Tadpos, vymn M xapmAn apmploki Tieon

YOUNAN apTnplokn wieon

(PAEYLLOVT] TOV TOYKPENTOG (TAYKPEATITION) - VTO LITOPEL VAL TPOKAAEGEL EVTOVO GTOUAYIKO TTOVO
dwakom] TG mapoyng o&vydvov otov omAnva (EUPPOKTO TOL GTANVOG) - OVTO UTOPEl va
TPOKAAEGEL GOPaPO GTOUAYIKO TOVO

coPapd veppikad mpoPfAnuota - To onueia teprapfavovy avénuévn 1 Helwuévn obpnon, Ue
0Vpa SLUPOPETIKOD YPOUATOG atd TO GLVNOIGUEVO

VYNAG eminedo. kKpeoTvivig 6To aipo - eppavifovial otig eEETAGELS aipaTog

Pxag, AoSuykag

opopparyieg Tng poTNG

coPapdc, 0&0¢ TOVOg 6To 6TNOOC KT TNV E16TTVOT| (TAEVPLTIKOG TTOVOC)

S10YK®O™ TOV AEUPAdEVOV (Aeppadevoradsio)

petopévn aictnon 1 evoasOncia, Wwitepa 6To dEpU

TPOLOG

VYNAG 1 YopUNAd ETinEd O GAKYAPOL GTO aijLo

Ooumm 6paoc, evaicincio 610 g

anmAgln poAMoV (aAorekio)

€AKT OTONOTOG

piyn, yevikn aicOnon adiabeciog

TOVOGC, TOVOG GTIV TAATN 1) GTOV aLYEVA, TOVOG GTA YEPLOL 1] T TOSLOL

Katakpdtnorn vepol (oidnpe)

mpoPAnuaTe ELUVOL pOGNG (UM PUGIOAOYIKT KOATIKT aplopparyic)

aviKovotnto vvov (abmvia)

TANPNG N HEPTKN AVIKOVOTNTA OpIALOG

TPNEWLO TOV GTOUOTOG

avopaio dvelpo 1 SuGKOAi GTOV VTTVO

TPOPANUATO GUVTOVIGLOV 1) LIGOPPOTTIAG

pAeypovn PAevvoyovov

BovAwpévn pot

dvoKoAio otV avomvon

dvopopia oto 6100C

aicOnpo eoveKOUATOG

Nra €éog GoPaptn vavTtio, EUETOC, KPAUTES Kot ddppotd, cLVNOMG TPOKAAODUEVA ad EVaV 10,
GTOLOLKOG TOVOG

péyo

aicOnon exvevpiopov

Y|



Travieg: ot okohovfec umopel vo exnpedcovy £mc 1 ota 1.000 dropa

mvevpovia - ta onueia Tepriapfavouy aicOnuo dVGTVOLNG Kol TAPAY®OYT SVCYP®UOTIGUEVOD
PAEYLOTOC

VYNAN apTNPLOKY THECT] OTA AOPOPO. AyYEiD TOV TVEVUOV®V (TVELHOVIKT VTEPTAGT), CVTO
umopei va Tpokaiécel coPapn PAASN oTovg TVEDUOVEG KOt TNV KOpdld Gog

OLLOTOAOYIKA TTPOPAN LT OGS U PUGLOAOYIKT THEN TOV AiUATOG 1] TOPOTETAUEYT QLLOpPayic
coPapég aALEPYIKES AVTIOPAGELG, TOL TEPIAAUPAVOUV EKTETOUEVO GAVKTOVAOIEG EEAVOM LA Kot
OTOAETION OEPUATOG

VONTIKG TPOPANUOTA OTMG TO VO AKOVTE PMVEC 1| VO PAETETE TPAYLOTO TTOV OEV VTLAPYOVLV
MmoBopio

vmapén tpofAnpdtev okéyng 1 opiog, VTTOPEN CTAGUMIIK®Y KV CEMV, 1d10iTtepa oTo YEPLoL
G0C, TOL Ogv pmopeite va eéyEete

OYYEWKO EYKEPOAKO €melcOO0 - T onueio meptiopPfdavovy mdvo, advvapia, povdiacuo M
LOPUNYKIOO O, GTOL QP

Vapén evoc TVEAOV 1 GKOTEWVOD GNUEIOV GTO OTTIKO GOG TESIO

KapdloKn avemdpkelo 1 Kopdlakn TpocsBoin mov o propovce vo, 00Ny oEL 6T SLOKOT TV
KapOOK®V TOAU®V Kot Tov Odvato, Tpofinuata kapdiakod puduov, pe aipvidlo Odvato
Opoppor aipotog ota w6 cog (ev To Padel prefikn Opdupwon) - o onueia meptAiapupdvouv
€vTovo ovo N TPHELLO TV TOJIDV

Opoppor aipatog oTovg TVELHOVEG GOG (TVELUOVIKY €UPOAn) - To onueior mepiapupavouvv
aicOnpa dvomvolag N TOVO KATE TNV AVOITVON|

alpoppoyio LEGH 6TO GTOpdYL N TO évTePOd Gag - Ta onueia TepAapfavouy aipa otov UeTo N
ot KOTPOVA GOg

OTOKAELIGLOG TOV EVTEPOVL GG (evTePKN amoOPpasn), Wwitepa oTov «Ered». O amoxieionds Ha
EUTOSIOEL TO TEPIEYOUEVA TOV EVIEPOV GOG OO TO VO TEPAGOVY HEGH TOV KOATM TUNUATOG TOV
EVIEPOL - Ta onpeio mepthapPdvovv aicOnua povokdpatog, £pueto, cofaprn SLOKOIMOTNTO,
OTTMAELD TNG OPEENG KO KPAUTEG

COVPOLIKO OUOAVTIKO GUVOPOUO» OTaV To epubporitTopa daotmvtal (adivon), T0 0moio
pmopel va GupPel pe 1 yopig veppiky| ovemdpkeLa

CTOVKVTTOPOTEVIO, YOUNAG ETITESH OA®V TOV KVTTAPOV TOL aipotog (epvbpoxdtropa Kot
AevKokVTTOPA KoL ApomeTdAa) mov gpeavioviot otic eEetdoelg aipatog

peyaiol pof dvoyxpopaticpol tov dépuatog (Bpoupwtikn Opoppomrevikn Topevpa)

TPNEWO TOV TPOGOTOV N TNE YADGSAG,.

KatdOAym

Sumhonio

TOVOG GTOLG LACTOVG

un oot Aettovpyio TOV ETVEPPLOIOV - 0VTO pmopel va TPokaAEGEL advuvapia, KOO,
anmAELn OpeENS, SLCYPOUOTIGHO TOV OEPUATOG

un oot Agrtovpyia TG LVAOPLGNE - AVTO PTOPEL VO TPOKOUAESEL YOUNAG eTinedo GTO aipa
OPIGUEVOV OPLOVAV TTOV EXNPEALOVV TN AELTOVPYIL TV YEVVITIKAV 0PYAVAV TMV 0VOPOV 1 TV
YOVOIK®V

TPOPANUATO OKOTG

YEVLOOAAOOGTEPOVIGUOC, OV £YEL OC OMOTEAEGUO TNV VYNAN GpTNPLOKY TECT HE YOUNAO
eninedo kaAiov (paivetal oty e&étacm aipatog)

Mn yvootéc: n ovyvotnto dev umopel vo ektunOetl pe Baon ta dtabéoiua dsdoudvo

opwopévol acBeveic €yovv emiong avagépel aicOnuo cOyyvong HETA amd TN ARYN TOL
Posaconazole Accord.
epLOpOHTTA TOL SEPUATOG

Evnuepdote Tov yuotpd, Tov oproKorold 1) TOV VOGOKOUO GO AV TAPOTIPTCETE OTOLONTOTE And
TIG AVETOVUNTES EVEPYELEG TTOV OVAPEPOVTOL TOPOTAVE®.

Ava@opd avemBOunTOV evepyELOV

Edv mopatnproete Kamowo avemBOUNTN EVEPYELD, EVILEPDOTE TOV YIATPO, TOV POPLAKOTOLO 1|

TOV VOGOKOUO 60,G. AVTO 1GY0&EL Kot Yio, KAOE mhovn avemBountn evépyela Tov OEV avVapEPETOL

GT0 TTOPOV PUALO 0dNYIDV XpNoTG. Mropeite emiong va avagépete avemBOUNTEG evépyeleg anevieiag,

pHécm
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EArada

EBvikog Opyaviopog @apudrkmv

Meocoyeiov 284, GR-15562 Xoiapydc, ABnva

TnA: +30 21 32040337

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

DOopuokevTikég Ynpeoieg
Yrovpyeio Yyeiog

CY-1475 Aesvkooia

TnA: +357 22608607

Dag: + 357 22608669

Iototomog: www.moh.gov.cy/phs

Méow g avagopdg avemBountov evepyeidv uropeite va fondnoete ot GuALOYN TEPIGGOTEPOV
TANPOPOPLOV GYETIKA LE TNV OAGPAAELD TOV TOPOVTOG POPLAKOV.

5. o va purhdccete To Posaconazole Accord
To pappako avtd Tpémel va pUAGCCETAL GE PUEPT TTOL deV TO PAETOLY Kot dgv TO POEVOLY T TOdLA.

Noa unv xpnoyomoteite avTd T0 PAPLAKO LETA TNV NUEPOUNVIN ANENG TTOL AVAPEPETAL GTNV KLWEAN I
670 KouTi petd to EXP. H nuepopnvia AnEng givat n tedevtaio nuépa ToV UNva. oV avapEPETaL EKEL.

To eappako avtd dev amartel Waitepeg cuvOnKeg EOAAENG.

Mnv meTdTe QAPLOKO GTO VEPO TNG ATOYETEVGNG 1] OTA OlKlakd amoppippata. Potiote tov
(POPLOKOTOLO GOG Y0l TO TG VO TETAEETE TOL PAPLLOKO TTOL OEV YPMCLULOTOLELTE Tl AVTA TOL pLéETpa O
Bonfnoovv oty npoctacia Tov meptPdilovtog.

6. Iepreyopevo TGS GVEKEVOGING KOL AOUTES TANPOPOPies

T mepréyer To Posaconazole Accord
H dpaoctikn ovoia eivar | mosakovaloin. Kabe diokio mepiéyet 100 mg mocoakovaloAng.

Ta dAAa cuotatikd gival: Xvpmoivpepés pebakpuAtkod 0£€0s-a1BvAakpuAKOD ETEPQL
(1:1), xitpcog Tproubvrectépag (E1505), Evittddn (E967), vopo&umpomviikn
rxouttopivn (E463), tporviestépag yoriikog (E310), pikpokpuotadhiky kutTapivn
(E460), 0&eidio muprtiov KOAAOEDEG GvVOPO, SOGTAVPOVLEVT VATPLOVYOG KAPUEALOIN
, VATPLO GTEOTLAOPOVUAPIKD, TOAVPBIVLAOAKOOAN, Titaviov dtoEeidwo (E171),
noAvaibvrevoyAvkoin (macrogol), téhxng (E553P), kitpvo o&eidio cidnpov (E172).

Epg@évion tov Posaconazole Accord kot wepieypevo g 6VOKELAGIAG

Ta yaotpooviektikd diokia Posaconazole Accord éxovv emkdAvyT KiTpvov Yp®UIOTOG Kot Gy
Kayokiov pnkovg mepimov 17,5 mm kot wAdtovg 6,7 mm, givar yopayuéva pe «100P» otn pia mievpd
Ko yopic xopoyn oty GAAN TAELPA, GLCKEVOGUEVA GE KUWEAN 1) GE 1A TPNTN KLYEAN Hovadag dOGNG
o€ KouTld TV 24 1 96 diokiwv.

Mmropet vo unv KuKAOPOpoLV OLEG Ol CUGKEVAGIEG.

Katoyoc Adsrog Kvkhogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona s/n,
Edifici Est, 6° planta, Barcelona,
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08039 Barcelona, Iomavia

IMopaoKeELaoTHS

Delorbis Pharmaceuticals Ltd.
17, Athinon Street

Ergates Industrial Area

2643 Nicosia

Kbmpog

Laboratori Fundacio Dau
C/ C, 12-14 Pol. Ind. Zona Franca,
Barcelona, 08040, Iomavio

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéy,
OA\ovoia

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

MaAto

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

"o omoladnmote TANPOPOPi CYETIKA LE OLTO TO PAPLOKO, ETIKOIVOVIOTE LE TOV TOTIKO
OVTITPOCHOTO TOL KATOYOL TNG AdELG KVKAOPOPiaG:

AT/BE/BG/CY/CZ/DE/DK/EE/ES/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/
MT/NL/NO/PL/PT/RO/SE/SI/SK

Accord Healthcare S.L.U.
Tel: +34 93 301 00 64

EL
Win Medica A.E.
Tel: +30 210 74 88 821

To mapov gOLAo 00NYLOV Yp161S avadsmpr)Onke 1o TehevTaio popa otig 05/2025
AlLeg TNYES TAPOPOPLOV

Aentopepeic TAnpopopies Yo avto To PappoKo givor dabéoiueg oTov diktvako tomo Tov Evponaikoh
Opyavicpov Goppdrwyv: http://www.ema.europa.cu.
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