®Yrlo oonYIOV xpiong: IIAnpoopiss yia Tov ypijoTn

Posaconazole Accord 100 mg yootpoavOekTikd Sickia
mocakovaloAn

AP aoTe TPOGEKTIKA 0OLOKANPO TO GVALO 0ONYLOV YPNONG TPV OPYICETE VO TAIPVETE GVTO TO

QAaPROKO, HLOTL TEPLAGUPAVEL OCNUAVTIKES TANPOPOPIES Y10 CUG.

- DdordEte avTd TO PUALO 0dNYIDV YpNonG. Towg ypelootel va to dufdocete Eovd.

- Edv éxete mepartépo amopieg, poTNGTE TOV Y10TPO, TOV PAPHOKOTOLO 1) TOV VOGOKOLO GOLG.

- H ovvtoyn v avtd to gdppoko yopnynonke omokAEloTIKA Y10 60C. AgV TPETEL VO ODGETE TO
@appako og dAlovc. Mmopel va Tovg Tpokarécetl PAGPN, akOp KOl OTOV TO GCUUTTMOUATO TG
acBévelog Tovg givat 1010 pe Ta S1kd Gag,.

- Edv mopatnpioete kdmola avemBOunTn EVEPYELD, EVIUEPDGTE TOV YIUTPO, TOV POPUOKOTOLO 1)
TOV VOGOKOUO oG Avtd 1oybel Kot Yo k60e mbavi avemBountn evépyela Tov Ogv avapEpPeTaL
61O TOPOV PUALO 0dNYLOV Xpors. BAéme mapdypago 4.

T ePLEYEL T0 TAPOV GUALO 00N YOV

T1 eivan o Posaconazole Accord ko mota giva 1 ypromn tov
T npémer va. yvopilete mpiv napete 1o Posaconazole Accord
[og va ndpete to Posaconazole Accord

[MBavég avemBounteg evépyeteg

[og va pvidcoete t0 Posaconazole Accord

[epieydpevo g GLGKELOTING KOl AOUTEG TATNPOPOPIES

ok~ wnE

1. T givan To Posaconazole Accord kot wowa givar 1) yp16n Tov

To Posaconazole Accord mepiéyet £va @appoko wov ovoudaletal TocakovalOAn. AVTH OVAKEL GE Lo
OLLAS0. POPUAK®Y TOV OVOUALOVTOL KOVTILVKITIOCUKOY. XPNGLUOTOLEITOL Yiot TNV TPOAYN Kot TN
Oepameios TOADV SUPOPETIKAOV HVKNTIAGIKOV AOIUDEEDV.

To @appako avTd dpa GKOTMVOVTOG 1 CTOUATAOVTAG TNV aVATTUEN OPICUEVOV TOTTOV LUK TOV TOV
UTOPOVV VO TPOKOAECOVY AOUMEELG.

To Posaconazole Accord pmopei va ypnowwomombel og eviMKeg yuo ™ BEPATEVTIKY AVTIUETOTION
VKN TIOGIKOV AOUDEE®Y OV TPOKAAOVVTOL ard OKNTEG TNG owkoyévelag Aspergillus.

To Posaconazole Accord pmopei vo ypnotpomomBel oe eviilikeg Kot mtondid nAkiog omd 2 €Tdv Tov
Cuyilovv meprocdtepo amd 40 Kg yio va Ogpamevost Tic axdlovbeg katnyopieg HULKNTIOGIKOV
AomEewv:

- houméelg mpokahobueveg amd poknteg g owkoyévelng Aspergillus, ov omoieg dev éxovv
napovoldosl Pedtioon kotd T Sudpkeln Tng Oepameiog Pe To OVIYHVKNTIONOIKE (OPLLOKO
appotepikivn B N itpakovaldin | dtav avtd To QAPUOKO ETPETE VO SIOKOTOVY,

- LotumdEEl TPOKOAOVUEVEG OO POKNTEG TNG OwKoyévelag Fusarium, ot omoieg dev &yovv
napovoidoel PeAtioon kotd Tn Odpkew g Oepoameiog pe apgotepikivn B M O6tav 1
appotepikivn B énpene va dwokomnet,

- AOWMEELG TPOKOAOVUEVEG OO UOKNTEG 7OV TPOKOAOLV TIC KOTUOTAGELS YVOOTEG G
«POUOPAAGTOUVKNTIOCT KoL «UVKNTOUO», 0L OTOIEG OV EYOVV TOPOVGIAcEL felTimoT KoTd
T dudpketla g Oepameiog pe rtpakovaldin 1 6tav 1 1tpakovaloin Enpene Vo, SLKOTE,

- houméelg mpokarovpeveg and Evav pwoxknta wov ovoudletal Coccidioides, ot omoieg dev Exovv
nopovoidost Pertimon katd TN Odpkewn tng Oepomeiog pe pion M TEPIOCOTEPES AMO TIG
aupotepikivn B, rtpakovaldin n eAovkovaloAn 1 6Tav ovTd To @ApUaKe ETPETE VO, SLOKOTOVV.

To @appako avtd umopel emiong va ypnopuomombel yio v TpOANYN LOUKNTIOGIKGOV AOTUDEEDMY GE
eviAkeg Ko ondid nkiog amd 2 etdv mov {uyilovy mepiocotepo amd 40 kg mov Ppiokovtar og
VYNAO KIVOLUVO EQOAVIOTG MG LUK TIOGTKTG AOTH®ENC, COG:
- acBeveic mov &xovv e€ocBevnévo avoGOTTONTIKO GUOTNIO AGOG TNG ANYNG ¥NuUeloBepameiog
yio «o&eta poehoyevi Asvyoiion (OMA) 1 «ueA0dVGTANGTIKA cOVIpopay (MAX)
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- acBevelc mov  AauPdvouv «wynAng doong Oepomeion  VOCOKOTOGTOANC) Emelta  Amd
CUETAUOGYELON APYEYOVOV ALLOTOMNTIKAOV KuTtTtdpvy (HSCT).

2. T apéner va yvopilete apwv ndpete To Posaconazole Accord

Mnyv mépete To Posaconazole Accord:

- o€ mepinTmon aAAepyiag otV TocaKovAlOAN 1] 6€ 0TO10dNTOTE AAAO AT TO. GLGTATIKE AVTOV
TOV QAPUAKOL (CVOPEPOVTUL GTNV TOPAYPAPO 6).

- edv maipvere: tepeevadivr, aotepulodn, owompion, mpolidn, orogoavipivr, Kwidivn,
OTOLOONTTOTE PAPLOKO TOV TEPLEYOVV KAAKAAOELDT EPLGIPDIOVE OGUCE) OTMC M EPYOTOUIVI 1
1 dwdpogpyotauivn, 1 pacagativiy 6rmg 1 opfactativn, n atopfactativn 1 N AoPactativn.

- edv poMg éxete apyioet va maipvete PevetokAdin N n 86ccaceEvETOKAAENG GoG avEdveTan
apycogclo T Oepameio TG ¥POVING AEUPOKVTTAPIKNG Aevyaipiog (XAA).

Mnv méapete to Posaconazole Accord eqv otidnmote and ta mapandve 1oydel o £60c. Eqv éyete
apeBorisc, angvbuvbeite 6TOV Y1OTGOGH TOV PUPUOKOTOO GOG TPOTOV TTApeTe To POsaconazole
Accord.

BA. «AMa @dpuaka kot Posaconazole Accord» mapakdto yio mepiocOTEPES TANPOPOPIES
GUUTEPTLOUPAVOUEVOV TANPOPOPIDY CYETIKA IE GALO PAPLOKO TOV UTOPEL VO GAANAETIOPACOVV [E
10 Posaconazole Accord.

IIposgidomou)oels Ko TPOPLAGEELS

AmevBuvbeite otov yatpd, TOV popcacomold 1 Tov vocokouo cag mpv Tapete To Posaconazole Accord,

Y

- glyoate oAAEPYIKN avTIOPUOT GE KATO0 GALO OVTIULVKNTIOGIKO QAPUOKO, OTTOC 1) KETOKOVALOAN,
1N eAovKovalOAn, N 1tpakovaloin 1 n Popucovaloan.

- éxete M elyote KAmote NIOTIKG TpoPAnpata. Mmopel va ypelactel va vmoPAnbeite og eEetdoelg
alpoTog v malpvete aVTO TO PAPLLOKO.

- avantoéete cofapn didppota 1 EHETo, KABDS AVTEG 01 KATOOTAGELS UTOPEL VO TEPLOPIGOVY TNV
OTTOTELECUATIKOTITO GUTOD TOV PUPUAKOV.

- EYETE U1 PLGLOAOYIKT KaTOYPOEN TOL Kapdiakod puOuod (HKI') mov pavepdver Eva mpdPfinua
mov ovopaletan mapateTopévo ddotnua QTc

- éxete aduvapio Tov Kapdlokov P 1 KapdloKn avemdpKelo

- éxete TOAD Ppadl Kopdlokd TaAUd

- éxete doTapayn ToL Kapdiakol puhpov

- éxete omolodNToTe TPOPANUA [E Ta emineda KoAiov, payvnoiov 1 acfeotiov oTo aipo Gog

- naipvere Pvkpiotivn, PrvPraoctivi kot dAlo «odkaiogdn g Pivkogy (eappoka  Tov
YPNOYLOTO0VVTAL Yo TN Ogpameio Tov KopKivov).

- naipvete BevetokAdén (Eva apuroko Tov ypnoLotoleitat yio tn Oepameio Tov kapkivov).

Edv otidfmote omd 1o mopandvm oyvel o€ €0dg (M £xete apeiforics), amevbuvbeite otov yiotpo, Tov
QUPUAKOTOL0 1] TOV VOGOKOWO GO¢ TpoTov TapeTe To Posaconazole Accord.

Edv epopavicete coPapn| didppota M Epeto (adabesia) evd maipvete to Posaconazole Accord,
amevbuvieite 6TOV Y10TPO, TOV PAPUAKOTOLO 1) TOV VOGOKOWO GOG AUECHOE, KAOMS anTd Hmopel va 1o
KAVeL va oTAOTAOEL Vo Opa 6oTd. BA. mopdypapo 4 yio meptocoTEPEG TANPOPOPIES.

Oa wpémel vo, amopevyete TNV £kbeom oTov A0 Katd T didpkela g Oepameiag. Eivor onpavtiko va
KOAOTTETE TIC EKTEDEUEVEG GTOV A0 TEPLOYES TOL HEPIOTOC LE TPOCTOUTEVTIKT EVOLHOGTIN KOl VOl
YPNOWOTOLEITE AVINALOKO e VYNAS deiktn TpooTaciog amd tov Ao (SPF), kabng uropei va
eppaviotel ovénuévn evatodnoia tov déppatog otig aktivec UV tov Atov.

Hodwa
To Posaconazole Accord dev mpénel va divetar og Toudd NAKiog KATo TV 2 £TmV.

Al pappaxa kot Posaconazole Accord



Evnuepoote tov yotpd 1 10V oopproKkonold cog edv maipvete, £xete mpodGPATA TAPEL 1) Uopel val
TOPETE AAAD PAPLLOKOL.

Mnyv mapete To Posaconazole Accord gav maipvete omolodfmote 0o Ta okdérovOa:

- TeEpOEVASiVT (Ypnotpomoleital yio T Oepaneio aAlepyIdV)

- aotelloOAn (ypnoyomoteitar yia tn Oepaneio aALEPYLDV)

- cloanpion (ypnoomoteiton yio ) Bepaneio cTopaykdV TPOPANUATOV)

- mpolion (ypnowonoteitan yuo ) Bepaneia tov copntopdtov g dtotapayng Tourette kot g
YOYIKNG VOGOV)

- aropavipivn (ypnotiponoteital yo ) Bepoaneio g eAovociog)

- Kwidivn (ypnoomoteitat yio T Oepoaneio ToV U PUGIOAOYIKMV KOPIOK®DY pLOU®Y).

To Posaconazole Accord pmopei va 0vERGEL TNV TOGOTNTO TOV TAPAKAT® PAPUAK®V GTO OipLo,

YeYOVOS TOL Umopel va 00N yNoeL 6€ TOAD cofapéc LeTafolég Tov Kapdiakoy puBuod cag.

- OTOLUONTOTE PAPLLOKO. TTOV TEPLEYOVY KOAKOAAOELDN| EPLGIPDOOVS OAVPUGH OTMG 1) EPYOTAIVI 1|
N dwdpoepyotapivr, Tov YpNoLporolovvTaL Yia T Bepameia Tmv Nukpovidv. To Posaconazole
Accord umopei vo 0v&noetl TV ToGOTNTO TOV PUPUAK®OV OLTOV 6TO i, YeYovOg Tov Umopel
va odnynoet o cofapn Helwon TG poNg TOL CUATOG GTO dGYTVAL TOV YEPUDY 1 TOV TOSDV
oag Kot 0o propovoe va Tpokarésel PAGPN og avTa.

- Qo «otativiy 0mmg 1 oPoctativn, n atopPfactativi 1 1 AofacToTiviy, IOV XPNCLULOTOIOVVTL
v T Bgpomeio TNG VYNANG YOANOTEPOANG.

- Bevetokhaén dtav ypnoyomoteitatl oty apyn e Oepaneiog evog TOTOL KapKivoy, TNG ¥POVIaG
AEPPOKVLTTAPIKTG Aevyonpiog (XAA).

Mnyv mépete to Posaconazole Accord edv otidnmote amd ta Tapomdve wyvel o€ £66c. Edv éxete
appiPories, amevBuvleite oTov yoTpO 1| TOV GUPUAKOTOLO GOG TPOTOV TAPETE OVTO TO PAPLOKO.

Ao @hpuoko

Agite ) AloT0 TOV QOPUAK®OV TOL SIVETOL TUPOTAV® T 0010 dEV TPEMEL VO AaPAvovTal VR
noipvete o Posaconazole Accord. Extdg and ta pAproKo. mov avopEpovIoL Topomivm, VITAPYOLV Kot
Ao edpuaka mov evéyovy Kivouvo Tpofinudtmv pubpod o orolog propet va eival peyaldtepog
otav AauPavovton pe Posaconazole Accord. TMapakaieiote va Pefarmbeite dtL evnuepmdveTe TOV
YOTPO GOG GYETIKA LE OAQ TOL PAPLOKO TOV TAPVETE (GUVTOYOYPOPOVUEVE 1] U
OUVTOYOYPUPOVLEVQ).

Oprouévo @apuaka umropet va ovEncouvv Tov Kivouvo avembountov evepyeldy tov Posaconazole
Accord, av&avovtag v mocotnta tov Posaconazole Accord oto aipa.

Ta akdrlovba eappoke pTopei vo petdoovy Ty amotelecpatikdtnto tov Posaconazole Accord,

pewdvovtag v mocotnta tov Posaconazole Accord oto aipo:

- PLPAUTOVTIVI KO pLoapmiKivn (xproytorolovvtal yo tn Oepaneia opiopévov Aoywméewv). Edv
naipvete NON prpaumovtivr, Ba ypelacteite e€etdoelg aiparog kot Bo ypelactel va pocébete
Y10 OPIOUEVEG TOAVES OVETIBVUNTEG EVEPYELEG TNG PUPAUTOVTIVIC.

- eawvotoivn, kapPapalenivn, povoPapPitdin 1 Tpydovn (Xp1oLoTOloVVTOL Y10 T Oepameia 1
™V TPOANYT TOV KPIcEMV).

- epafipévin kot posaumpevafipn, mov ypnotponotovvo yio T Oepaneia g Aoipwéng HIV.

- QAOVKAOEQKIAATYT (avTIPlOTIKO TTOV YPTCLLOTOLEITAL KATE TV PAKTNPLOKOY AOIUDEEDV).

To Posaconazole Accord pmopei mbova va. ovénoet Tov Kivouvo avemBouunTomv eVEPYELDY OPIGUEVOV

GAADV POpPUAK®V, avEVOVTAG TNV TOGHTNTO TOV QOPLAK®V VT®V 6To aipa. Ta edppoka oavtd

neprouPavouv:

- ™ PBwkprotivn, ™ Prvpractivi kot GAAe «odlkaAogdn ¢ Bivkay (ypnopomolobvtal yio T
Bepamneio Tov KapKivov)

- BevetokAaén (xpnoyomoteiton yia tn Oepameio Tov KapKivov)

- NV KuKAoomopivn (¥pNOOTOLEiTOL KOTA TN OldpKelo 1 UETA omd Yepovpyikn eméuPoon
LETOUOCYEVOTC)

- TO TOKPOALLOVG KOl TO GIPOALLOVG (XPTCULOTOIOVVTOL KATH T OLAPKELN 1] LETA OO YELPOVPYIKN
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enéppaon HetapdoyeLoNg)

- ™ prpapmovtivn (ypnoomoteiton yia ) fepaneio opiopévav AotudEewmv)

- T PAPLLOKE TOV YpTMGLLoTolovvTal yo T Oepaneio Tov HIV, ta onoio ovopdlovtot avactoAeic
wpwtedong (ovumeptiappavopuévng e AomvaPipng kot g otalavapipng, mov yopnyovvion
pali pe prrovafBipn)

- ™™ wdaloAdun, v tpwloidaun, v oAmpalordun 1 dAleg  «Pevlodalemivec»
(xpnotpomoodvial g NPEMCTIKG 1 LLOYOALPOTIK)

- ™ STalépn, ™ Pepamapiin, ™ vipedurivr, T VicoAdmivn 1| GALOVG «OovaGTOAELS dlA®V
acPeotiov» (ypnoomolobvTal yio, T Bepameio TG LYNANG APTNPLOKNG THECTG)

- 1 dryo&ivn (xpnotpomoteitol yia t Bepaneio TG KapdoknG avemdpKeLog)

- ™ yAmlion M dAAeg «GovApovoulovpiery (ypnowonotobvtarl Yo tn Oepameion Tov LYNAOD
CaKYOPOL ailaTog)

- 10 all-trans petivoiko6 o&H (ATRA), mov ovopdleton emiong TpeTvoivy (xpnoipomotsiton yio
- Bepameio opIoUEVOV KOPKIVEOV TOV AIILOTOC).

Edv otidfjmote amd o mopandve oyvel oe €0dg (M £xete apeifories), amevbuvbeite otov yiotpo M
TOV POPUOKOTOL0 GoG TpoToV Ttapete To Posaconazole Accord.

Kinon ko Onraopdc

Evnuepdote tov yotpd cog edv eiote 1 vopilete 611 pmopel va glote £€YK0OC TPOTOL apyicETE Vol
noipvete To Posaconazole Accord.

Mnv méapete to Posaconazole Accord edv giote £yKvog, £KTOGC EAV GOC TO TEL O YIOTPOG GOG.

Edwv giote yuvaiko mov Oo pmopovoe vo peivel £ykvog, O TPETEL VO ¥PNCIUOTOLEITE OTOTEAEGLOTIKY
avTIGOAANYT EVE TaipveTe avTo To Eappako. Eqv peivete éykvog evéd maipvete to Posaconazole
Accord, emkovmvinoTe OUECHS LE TOV YIATPO GOG.

Mn 6nLalete evd moaipvete To Posaconazole Accord. Avtd oybdet en€1dn KPEC TOCOTNTEG UTOPEL Va.
TEPAGOVY GTO UNTPLKO YAAQ.

Oonynon ko xE1popoc pnyovnpdToy

Mmopei va cucBavBeite (GAn, vovniio 1 va éxete Baumn Opaon evad maipvete to Posaconazole Accord,
YEYOVOC TTOL UTOPEL VO EXNPEACEL TNV TKAVOTNTA GOG Y10, 001 yNoT 1} XPNOT EPYOUAEIDV 1| LYV LOT®V.
Edv ovpPel avtd, unv odnynoete 1 (pnOLLOTOWCETE OTOOONTOTE EPYOAELD 1] LYV LOTOL KoL
EMKOWVOVNOTE LLE TOV Y1IOTPO GG,

To Posaconazole Accord mgpiéyst vatplo
To @apuaxo avtd mepiéyel Myotepo amd 1 mmol vatpiov (23 mg) avd dickio, ivat owtd mov
ovopdlovpe «erevBepo vatpiovy.

3. Iog vo mapete To Posaconazole Accord

Mnyv kavete evalhayn petacd diokiov Posaconazole Accord kot OGOV EVALMPALLOTOG

106 0KOVOLOANG Y®pPiG Vo GUUPOVAEVTEITE TOV Y1OTPO 1) TOV PUPLOKOTOO GaG S1OTL 1) dAAayT| propet
Vo £XEL O OMOTEAEG O, TV EALEIYN OTOTELECUATIKOTNTOG 1] TOV avénuévo Kivouvo avembountov
EVEPYELDV.

[Tédvtote va TaipveTe TO PAPLOKO ALTO AVGTNPE COUPMOVE, LE TIC 00T YIEC TOV YIOTPOV 1 TOL
(QopuroKkonolov 6ac. Eav éxete apupiPoliec, pmTAOTE TOV Y1ATPO 1 TOV POPLOKOTOLO GOG.

1660 vo. TapeTe
H cvving d6om givar 300 mg (tpia diokio tov 100 mg) 600 opég NUepNGImE TNV TPMTN NUEPA KO
300 mg (tpia diokia twv 100 mg) pia popd nuepnoing peténeta.

H ddpkera g Bepamneiog pmopet va e&aptdrol amd Tov TOTO TG AOIU®ENG TOV £YETE KOl UTOPEL VOl
TPOCUPLOCTEL ATOUIKA Yol €56G amd ToV YiaTpd coc. Mnv tpocapudlete T 0661 GOG LOVOL GOG
PoTov cLPoLAELOEiTE TOV Y10TPO GO Kot Uy aALALETE TO BEPOUTEVTIKO GYLLOL COG.
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Haipvovrag avTd T0 PappokKo

- Kortamieite 1o diokio oAdKANpO e Alyo vepo.

- Mn Opvppartilete, pocdte, omdte 1 dStoAvETE TO S10KIO.
- Ta dioxio pmopodv va Anebovv pe 1 yopig Tpoen

Eav napete peyordtepn d0on Posaconazole Accord amé Ty Kavovik)
Eav vopilete 0t1 pmopet va éxete mhpet ToAd peydin tocotnta Posaconazole Accord, angvbuvbeite og
évay yiatpd M mnyaivete apécms 6To VOGOKOLLE .

Eav Egyaoste va mapete To Posaconazole Accord

- Edv Eeybdioete pia 660m, mhpte T poéMg to Boundeite.

- Qot660, edv etvar oxeddv 1 dpa yio TNV emOUEVN OO0 Gac, Tapareiyte T 60om mov Eeydoate
KOl EMGTPEYTE GTO KOAVOVIKO GOG TPOYPOLLLLLAL.

- Mnyv mépete SITAY 6O0T Y10 VO OVOTATNPOGETE T 600T Tov Eeydoarte.

Edv &yete meprocdTEPEG EPOTNGELS GYETIKA LLE TN XPTOT] CVTOV TOL POPUAKOV, POTNGTE TOV YLLTPO,
TOV QOPLOKOTOL0 1) TOV VOGOKOWO GOLC.

4. MOavég avemOBOuNTEG EVEPYELEG

Onwg 6l ta edppoka, £To1 Kol aVTO TO PAPLOKO UTOPEL Vo TPOKOAECEL OVETIBOUNTESG EVEPYELES, OV
Kot 6gv Topovclalovtal 6€ OAOVG TOVG AVOPMOTOVG.

Yopapéc avemOounteg evépyereg

Evnuepoote apéoms Tov Yotpod, TOV QUPROKOTOL0 1| TOV VOGOKONO UG €0V TUPUTIPNGETE

Kamowa awd Tig akérlovles cofapéc avemOopnteg evépyeieg — pmopei va ypelacteite enciyovoa

WTPLKI oyyn:

- vavtia 1 épeto (aiobnuo adabesiog 1 adiabecia), dSippota

- onueio Nratik®v TpofAnUdTev - avTd TEPILAUBEVOLY KITPIVIGHO TOV OEPUATOC 1] TOL AEVKOD
TOV HOTIOV 600G, aoLvNnoleTa okovpdypoua ovpa 1N AEVKOTA KOTpava, aicOnuo adtadeciog
xopic artic, otopoykd mpoPfAnuoata, omdAglo 6pegng M aovvinBoTn KOTTmoN 1| advvopia,
avénomn tov nraTikdv eviipmv mov gpeaviletol oTig EETUCELS IOTOC

- aAdepyikn avtidpoon).

Aldeg avemOBOuNTES EVEPYELEG
Evnuepmote tov yiatpod, TOV QOPROKOTOLO 1] TOV VOGOKOUO GOG £V TOPUTNPTCETE OTOLNONTOTE OO
TIG akOAOVOEG avemBOUNTEC EVEPYELEG:

2uyvéc: ot akdrovbeg umopei va emnpedoovy £oc 1 ota 10 dropa

- UETAPOAN GTO EMIMEDO CAGTOV GTO aipa Gog oL epeaviletol oTig £EETAGEIC AlATOC - TO oNUEin
neptlapPavouy aicnua obyyvong 1 advvapiog

- Un  QUoLOAOYIKN aicHnomn Tov OEépUaTog, OTMG HOVSIOCUM, HUPUAYKIOOUO, (ayodpd,
ovaTpiylao o, oyKOA®GN 1 KAYLO

- TOVOKEPOAOG

- YOUNAG emtineda kadiov - eppaviCovror otic eEeTdoelg aipatog

- YOUNAG emineda poyvnoiov - epeavifovton oTig e£ETACELS OLOTOC

- VYNAN 0pTNPLOKN TTieon

- ammAELN OpEENG, GTOUAYIKOS TOVOG 1} GTOMOYIKT dtotapayn, aépta, Enpoatopio, LeTaBoré oty
aicBnon g yebong cog

- Kaovpo, (£va aicOnua koyipotoc 6to otnbog mov avePaivel puéxpt Tov Aapo)

- YOUNAG ETITESO KOVIETEPOPIADVY, EVOC TOTOV AELKOKLTTAPMV (0VOETEPOTTEVIA) - OVTO UTOPEL
va KGvel o mhovo 1o evogyouevo vo tibete AomEelg kot ppavileton otig e£ETdoELg QipOTOg

- TLUPETOG

- aicOnua advvapiog, Caing, Kénwong 1 vIvnAiog

- eEavonua




Qoryovpo
dvoKOAOTNTO
dvoopia oto 0pbod

Oy ovyvéc: o1 akdrovdec urmopel vo exnpedoovy o 1 oto 100 droua

avoo - to onueio tephapPdvovy Tovokepalovg, aictnua korTmong 1 {dAng, duckoiio otV
avamvor| 1| YAOUN ELEAVIOT] Kot YOUNAO eninedo arpooeaipiving mov epeoviletat oTig EETACELS
aiporog

YoUnAO enimedo apometariov (Bpopporevia) mov eppaviferor otig £EeTdoES QilaTog - ALTO
UTOPEL VO 001 YNGEL G apLoppayia

YOUNAO €MIMESO «AEVKOKLTTAPMV», €VOG TOUOV AEVK®V Oloceopiov (Agvkomevia), 7oL
epopaviferon otig e€etdoelg aipatog - avtd pmopel va Kavel o mbavo to gvdeydpevo va mdbete
rouméeig

VYNAO eninedo «NOCVOPIA@VY», EVOG TOTOL AEVKOKVLTTAP®V (NOGIVOQIALL) - ovtd pmopel va
ovuPel edv €xete PAeyHOVN

QAEYLOVT] TOV QUOPOP®V ayYEIDV

TPoPAN T KapdlaKoh puduon

oTaGHOL

vevpikn PAAPT (vevpormdabeia)

11N QLGLOAOYIKOG Kapdlakog puiudc - eppaviletol oto kapdoypdenua (HKT), aicOnuo Taiumy,
apyog 1N YPYopos KapdloKOg TOALOG, VYNAT 1] YOUNAT apTnploKn Tieon

YOUNAT 0pTNpLoKY] Tieon

(QAEYLLOVT| TOV TAYKPEATOG (TAYKPEATITION) - 0V TO UTOPEL VO TPOKAAEGEL EVTOVO GTOUA KO TOVO
dwkom ¢ mapoyng o&vuydvov otov oTANVA (EUEPOKTO TOV GTANVOG) - OVTO UmOpEl va
TPOKOAECEL GOPOPd GTOUAYIKO TOVO

cofapd veppikd TpoPfAnuate - o onueio Teptrapufavovv avénuévn 1 Helwuévn obpno, UE
00pa SLPOPETIKOD YPOUATOG 0O TO GLVNOIGUEVO

VYNAG enimeda kpeaTvivig oTo aipa - ppaviCovton otig e€etdoelg aiportog

Prixag, Aodvykag

opoppayieg g HOTNG

cofapdg, 0&Vg TOVOG 6T0 6TNO0G KOTA TNV €16TTVoN (TAELPLTIKOG TOVOC)

OOYK®ON TV AePQUdEVOV (Aeppadevoradeio)

pewmpévn aicnon 1| evocdnoia, Wiaitepa oto dépua

TPOLOG

VYNAG M xapnAd enimedo caKydpov GTO aipa

Bopmn 6pao, evaicincio 610 PG

ammAEl0 pLoAM®V (oAomekior)

€AKT oTONATOG

piyn, yevikn aicOnon adwabeciog

VoG, TOVOG GTNV TAGTN 1] GTOV aVYEVa, TOVOG GTA ¥EPL0L 1] 6TA TOSLNL

Kkataxpdtnon vepol (oidnua)

TPOPANUOTO ELUNVOL POOTG (U] PLGLOAOYIKT KOATIKY oopporyiot)

avikavotnTo vIvoL (abmvia)

TANPNG N LEPLKT] OVIKAVOTNTO OpUALOG

TPNELLO TOL GTOLOTOG

avouoAo Ovelpa 1 SUGKOAIN GTOV VITVO

TPOPANLOTO GLVTOVIGUOD 1] IGOPPOTILOG

QAeypov PAevvoyovou

BovAwpévn pot

OVCKOAID TNV AVOTVOT

dvcpopia oto otndog

aicOnpo POLVCKAOUATOG

Nmo g cofapn vavtio, EUETOG, KPAUTES Kol O14ppola, cuviBwg Tpokaiodpeva and Evav 10,
GTOLLOYIKOG TTOVOG

pEYILO

aioBnon exvevpiopov



Yraviec: ot akOAovOec umopet va exnpedcovy £mc 1 ota 1.000 drouo

mvevpovia - o onpeio Teptrappdvoovv aicnuoa dVoTVolag Kol Topoywyn SVCYPOUATIGUEVOD
QAEYNOTOG

VYNAN apTNPLOKY TIECT] GTA AUOPOPO ayYEld TV TVELUOVOV (TVELHOVIKT VIEPTACT]), AVTO
umopel va Tpokaréoetl coPapn PAGPN oTovg TVEDHOVES KL TNV Kapdld oag

OLLOTOAOYIKA TTPOPAN LATO OTT®G U1 GUOIOAOYIKN THET TOL OUOTOG 1] TTOPOTETALEVT) CLLOPPOYTOL
coPupéc aAAEPYIKES OVTIOPACELS, TTOV TEPIAUUPAVOLY EKTETAUEVO PAVKTAUIVMOESG eEAVOM L0l Kot
OTOAETION OEPULATOG

VONTIKE TPOPAN|LATO OT®S TO VO, AKOVTE PVEG 1] VoL PAETETE TPAYLLALTO TTOV JEV VIAPYOVV
MmoBopuia

Yrapén mpofAnpdtov okéyng 1 optiiog, VIaPEn CTAGUMOIKOV KIVHGE®V, WO10ITEPO GTA XEPLL
00, TTOL OEV UmOpEiTe Vo eAEYEETE

OYYEWKO EYKEQUAKO €MEIGOO10 - Ta onueia mepthouPdavovv wovo, advvapic, povdoud 1
LUPUNYKLOGHLO OTO AKPOL

vapén VO TVEAOL 1| GKOTEWVOD GNUEIOV GTO OTTIKO GOG TTESIO

KopdloK avemdpkelo 1 Kapdlakn TpocsPfoin mov Bo pumopodoe vo 0dNYHGEL TN SLOKOTH TV
KopSOK®OV TOAU®V Kot Tov Bdvato, TpofAnuata Kapdiokoy puBuov, pe aipvidio Bévarto
Opoppot aipatog ota OO Gag (ev T Paberl pAefikr| Bpoppwon) - Ta onueio Teptiapfdvovy
évtovo Tovo N TPNEWO TV TOdIDV

Opoppor aipatog oTovg TVELUOVEG GO (TVELUOVIKT €UPOAN) - Ta onueio. TepAaupfdvovy
aioOnua dvomvolag 1 THVO KATA TV OVOTVOT

aloppoyio LEGH 6TO GTOUdYL 1] TO évtepd oag - ta onpeio Teptlopfdavouy aiplo 6Tov EUETO 1)
GT0 KOTPAVE GOg

OTOKAEIGHLOG TOV EVTEPOVL GAG (EVTEPIKT| AmOPPasN), Waitepa 61OV «Eed». O amorhelcpog Oa
EUTOOICEL T, TEPLEYOUEVO TOV EVTEPOV GOG OO TO VO TEPACOVY UEGM TOV KAT® TUAMOTOG TOL
eviépov - 1o onueia meptiopfavouv aicOnuo eovokduatog, éueto, cofapn dvokoAoTTa,
ATMAELN TNG OPEENG KO KPAUTES

KOVPOLLIKO QHOAVTIKO GUVOPOLO» OTaV TO. epuBpokLTTOpA drooTd®vTal (ALOAVGT)), TO OTOT0
umopel va cupPel e 1 yopig veppikn avemdpkeln

CITOVKVTTOPOTEVIO, YOUNAG emineda OA®V TV KVLTTAP®OV TOV aipotoc (epvbpoxvTTopa Kot
AEVKOKVTTOPA Kol UOTETAAL) TOV gppavilovTal oTic eEETACEIS iplaTOg

peydrol popf dvoypopoticpoi tov dépuatog (Opoupatikn Opopforevikny TopeHpa)

TPNEO TOL TPOCAOTOL 1 TNG YADGGOC.

KaTdOAym

Sumhomio

TOVOG GTOVG LOGTOVG

un cwotn Asttovpyic TV emve@pdimv - avtd pmopel va mpokaAécel advvapio, KOTwon,
amAEL OPEENS, SVOYPOUOTIGUO TOV OEPUATOS

Un 6T AEITOVPYiR TNG VAOPLONG - AVTO UTOPEL VO TPOKAAESEL YOUNAG eMimedo 6TO aipa
OPICUEVMV OPLOVAV TTOL EMNPEALOLY TN AELTOLPYIN TOV YEVVITIKAOV OpYAVAOV TOV OVOpOV 1 TV
YOVOIKDV

TPOPAN LT KON

YEVLOOAAIOGTEPOVIGUOG, OV £YEL MG OMOTELEGUO TNV DYNAN OPTNPlOK) Teon pe younmiod
eminedo kahiov (paivetar oty e€étaon aiparog)

Mn yvootéc: n ovyvotnta dgv uropet va extiundei pe faon tao dtbéoiua dedouéva,

opwopévol acbBeveic €yovv emiong avaeépel oicOnua cOyyvong UHETd omd T ANyn Tov
Posaconazole Accord.
£pLOPAHTNTA TOV OEPUATOC

Evnuepdote tov yrotpd, Tov QOpUOKOTOLO 1| TOV VOGOKOUO GOG GV TOPATNPNOETE OTOLUONTOTE A0
TIG AVETOOUNTEC EVEPYELEG TTOV AVAPEPOVTOL TOPOUTAV®.

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnprioete Kamoto avemBOUNTN EVEPYELN, EVILEPDGTE TOV YLUTPO, TOV PAPLLOKOTOLO M
TOV VOGOKOUO 60,G. AVTO 1oy0el Kot Yio, KAOE mhavr avemBOunTn evépyela TOv OgV AVAPEPETOL
070 TOPOV PUALO 0dNYIOV YpNoTg. Mropeite eniong va ovaeEpeTe avemBOUNTEG EVEPYELEC

amevbeiog, pEcm
.



EAlLada

EbBvikog Opyavicpdg @appdkov

Meocoyeiov 284

GR-15562 Xohapydg, AbMva

TnA: + 30 21 32040337

Iotdtonog: http://www.eof.gr
http://www.Kitrinikarta.gr

Kvzpog

DQappoxevtikég Ynnpeoieg
Ymovpyeio Yyeiog

CY-1475 Asvkooia

TnA: +357 22608607

dag: + 357 22608669

Iotétomog: www.moh.gov.cy/phs

Méow g avapopds avemBountwov evepysidv uropeite va fondnoete 6t GLALOYN TEPIGGOTEPOV
TANPOPOPLDV GYETIKA LE TV UGPAAELY TOV TOPAVIOC POPLAKOV.

5. Iag va puracoste 10 Posaconazole Accord
To @dppaxo avtd Tpémel va pLAAGGETAL GE LEPT) OV OgV TO PAETOVV Kol OV TO POAVOLY TOL TOALA.

No unv ¥pnoUoToLEiTe AVTO TO PAPUAKO LETA TNV MUEPOUN VIR ANENG TOL OVAPEPETAL GTNV KOWEAN 7
010 KouTi petd to EXP. H nuepopnvio AnéEng sivar n tekevtaio nuépa Tov pvo Tov avopEPETAL EKEL.

To eappako avtd dev amartel Woitepeg cuvOnKeg PUAAENC.

Mnv metdite eApUAKO GTO VEPO TNG OMOYETEVOTG 1] 0TO OKLOKE amoppippata. Potiote tov
(POPLOKOTTOL0 GOG YO TO MG VO TETAEETE TO, PAPLAKO TTOL OEV XPNOLUOTOLEITE M. AvTd Tow pétpat Oa
BonBncovv oty Tpoctacia Tov TePPAAAOVTOC.

6. Iepreydpevo TS GVEKEVAGING KOL AOUTES TANPOPOPIES

T epréyer To Posaconazole Accord
H dpaotikni ovoia givar | mocakovaloan. Kdbe dickio mepiéyet 100 mg mocakovalOAnG.

Ta, @GAAo cvototikd gival: Zopmoivpepés uebakpvitkon 0EE0c-a1fvAaKpPLAIKOD EGTEPQ
(1:1), xirpwcdg tprobvrectépag (E1505), Euittorn (E967), vopolumpomuiiky
rkuttopivn (E463), tpomviestépag yoriikoc (E310), pkpokpuotaliikn Kuttapivn
(E460), 0&eido mopitiov KoAAOEDEG GvVOPO, SLGTAVPOVLEVT] VATPLOUYOG KOPUEAAON
, VOTPLO GTENTVAOPOVUAPIKS, TTOALBIVOAXAKOOAN, TiTaviov d10éeidto (E171),
nolvatbvievoyAvkoin (macrogol), téikng (E553p), kitpvo o&gidio oidnpov (E172).

Epgavion tov Posaconazole Accord kon mepieyopievo tne 6UeKEVAGIag

Ta yaotpoavOektikd diokior Posaconazole Accord éyovv emkdivyn KiTpvov ¥p®UOTOS Kot G L0
Koyokiov unkovg tepimov 17,5 mm ko mhdrovg 6,7 mm, givat yapayuéva, ue «100P» ot pio migvpd
Ko yopig xapoyn oty GAAN TAEVPA, GLCKEVAGUEVE GE KUYEAN 1) G€ JATPNTI KUWEAT LOVASAG dOONC
o€ KouTld TV 24 1 96 diokimv.

Mmropel va, unv KokAo@opoOVv OAEG 01 GVCKEVAGIES.

Kdroyoc Adsiog Kvkrogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona s/n,
Edifici Est, 62 planta, Barcelona,



http://www.eof.gr/
http://www.kitrinikarta.gr/
http://www.moh.gov.cy/phs

08039 Barcelona, Ioravia

IapookevooTig

Delorbis Pharmaceuticals Ltd.
17, Athinon Street

Ergates Industrial Area

2643 Nicosia

Kompog

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

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéy,
OALavoio

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

MadAto

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

To apév pvAlo 0dnyLOVY piions avadempOnke Yo TehevTaio Qopa otig 12/2024
Adreg TNYES TANPOPOPLAOV

Agmtopepeic TANpoPopies Yo avTo TO0 EAPLOKO givar dtaBéoipec 6Tov dikTvaKO TOTo Tov Evpomaikov
Opyavicpov @apudakmv: http://www.ema.europa.eu.


http://www.ema.europa.eu/
http://www.ema.europa.eu/

