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Noxafil (molakovaloAn)
Avaokonnon Tou Noxafil kal airioAoyiko €ykpiong otnv EE

Ti €ival To Noxafil kal 0€ NOIEG NEPINTWOEIG XPNOIHONOIEiTAl;

To Noxafil eival avTiguknTIaoiko GApPaKo Nnou XpnoldonoleiTal yia Tn Bepansia evnAikwv Kai naidiov
ano Tnv NAIKia TwV 2 ETOV Nou NACXOUV ano TIG dKOAOUBEG HUKNTIAOIKEG AOBEVEIEG:

e JINONTIKNA acnepyiAAwon (MuUKNTIAoIKn AoiJwEN nou npokaAegiTal anod Tov puknTa Aspergillus),
e oulapiwon (HuknTIaoikn AoidwEn Nou npokaAeital ano Fusarium),

e XpwWHOBAACTOMUKNTIAON KAl HUKATWHA (XPOVIEG HUKNTIACIKEG AOIMWEEIG TOU 3EPHATOG I TOU
unodopIou 10TOU, NPOKAAOUHEVEG OUVNBWG and ondpia JUKNATWV NMou npooBAaAAouv NAnyEg ano
aykabia n akideg),

e  KOKKIOIO€IDoPUKNTIaon (HUKNTIACIKN AOIMWEN TWV NVEUPOVWV NMPOoKAAOUHEVN anod TNV €I0NVOr
onopiwv).

Ma Tn eoulapiwan, Tn XpwHoBAACTOHUKNTIACN, TO HUKATWHA Kal TNV KokkidlogidopuknTiaon, To Noxafil
Xpnoigonoisital povo 6Tav ol Bepaneieg ge AAAa avTiguknTIaoika eapuaka (apgoTepikivn B,
ITpakovagoAn n @AoukovaloAn) dev €ival anoTeEAEOHATIKEG N OeV €ival KATAAANAEG.

To Noxafil xpnoigonoigiTal eniong o evnNAIKEG yia Tn Bepaneia JUKNTIACIK®V AOINWEEWY TOU OTOUATOG
Kal Tou @apuyya nou npokaAouvTal and Tov YuknTa Candida (apBecg). XopnyeiTal o aobeveic pe
ooBapa oTouaTika €Akn (aPBec) n pe eEaocBevnuévo avooonoinTikd ouoTnua, oTav Ta GAapuaka nou
epapuolovTal Tonika (ansubeiac enavw otnv aeda) sivalr gadAAov anibavo va dpdcouv anoTeAeouaTiKa.

To Noxafil xopnyeiTal eniong yia Tnv npoAnwn Twv 3INBNTIKWV HUKNTIAOIK®V AOIHWEEWY O aoBeveig ano
TNV NAIKia TWV 2 ETOV TwV onoiwv To avoogonoinTikd cuoTnua eival eEacBevnuévo €E€aiTiag Twv
BepansiwVv TIG oNoieg AAPBAVOUV KATA TOU KAPKivou TOU aiaTog I TOU KAPKIiVOU TOU PUEAOU TWV 00TWV
n €€aitiag @appakwy nou AauBavouv oTo NAdiclo YETAPNOOXEUONG AIHOMNOINTIKWY APXEYOVWV KUTTAPWY
(MeTapbOXEUON KUTTAPWY Ta onoia napdayouv KUTTApd Tou aigaTog).

To Noxafil nepiexel Tn dpaacTikn oucia nofakovaloAn.
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Mwg xpnoiponoisital To Noxafil;

To Noxafil xopnyeiTal yovo pe 1aTpIKn ouvTayn Kai n €évap&n Tng Bgpansiag npénel va yiveral and yiatpod
HE guneipia oTn diaxeipion HUKNTIAOIK®OV AOIM®EEWY 1} oTn Bepaneia aobevwv nou dIATPEXOUV UYnAd
KivOuvo npooBoAng ano dinBnTIKEG HUKNTIACIKEG AOINWEEIG.

To Noxafil diaTiBeTal uno poper NdcIJoU evaiwpnuaTog (Uypo yia Anwn and 1o oTopa), nukvou
dlaAupaTog yia Tnv napackeun diaAUPaTog Npog evOoPAERIa €yxuaon (evoTAAa&n), yaoTpoavoeKTIKOV
dloKiwv, KabBwg Kal yaocTpoaveeKTIKNG okOvNG KE dIaAUTN yia TNV Napackeur NOcIPou evalwpnuaTog. O
0pOG «yaoTPoavoOeKTIKO» anuaivel 0TI To GAPHAKO NepvA anod To oToudayl Xwpic va diaondTal £éwg 6Tou
(PTACEI OTO EVTEPO.

H emiAoyn TNG GApPakoTEXVIKNG HOPPNC, TG dogoAoyiag kal Tng didpkelag TnG Bepaneiag eEapTwvTal
and Tnv naénon yia Tnv onoia xopnyeiTal To @apPako kal anod Tnv nAikia, To BApoG KAl TNV avranokpion
Tou agBevolg oTn Bepaneia. To nooIPo evalwpnua, Ta diokia kal n okdvn he Tov S1aAuTn yia Thv
napackeur| noaoigou evaiwpnuatog Noxafil £€xouv diaQopeTikeG doooAoyieg kal dev NpEnel va
XpnoigonoloUvTal evaAAds.

O1 aoBeveic nou AauBavouv To diAAupa nNpog £yxuon npénel va deranndrjoouv oe diokia, ndoiyo
gvaiwpnua r okovn Pe d1aAuTn yia TNV napackeur nooigou evaiwpnuatog Noxafil auéowg poAig To
EMITPEWYEI N KATACOTACN TNG UYEIAg TOUuG.

Ma nepioodTEPEC NANPOPOPIEC, CUUBOUAEUBEITE TO PUAAO 0dNYI®MV XProng.
Mwg dpa To Noxafil;

H dpaoTikn ouacia Tou Noxafil, n nolakovaloAn, €ival €va avTIJuKNTIAoIKO GAPHUAKO MOU avhKel oTnV
opada Twv TpialoAwv. Apa npoAauBavovTac Tov oxnUaTioNo EpYOCTEPOANG, N onoia anoTeAEl onuavTiko
OUOTATIKO TOU KUTTAPIKOU TOIXWHATOG TWV HUKATWV. XWPIC TNV €pyoaTePOAN, 0 NUKNTAG VEKPWVETAI I
aduvaTei va eEanAwBei. O KAaTaAoyog TwV HUKATWV kKaTd Twv onoiwv dpa To Noxafil nepiAapBdveral oTig
NANPOQOPIEG TOU NPOIGVTOG.

Moia sival Ta opéAn Tou Noxafil CUHPWVa HE TIG HEAETEG;

Oepaneia Tng Aoipwing

Se pia KUpIa YeAETN HeTeixav 238 aoBeveic e dINONTIKEG HUKNTIAOIKEG AOIHWEEIG Ol onoiol dgv
avtanokpivovtav otn ouvnin avTIHukNTIaoikn Bepansia kal gToug onoioug xopnyndnke nocigo
evaiwpnua Noxafil. Ta anoteAéopaTta Tou Noxafil guykpiBnkav pe ekeiva AAAWV avTIHUKNTIACIKWV
Papuakwyv and 1aTpIKouc pakeAouG 218 acBevwv. TNV v AOYw HEAETN, TO 42% TwV ACBEVOV HE
dInBnTikn acnepyiAAwaon nou €hapav nooipo evaiwpnua Noxafil napouciacav eniTuxr avrandokpion os
oUyKpIOon HE TO 26% Twv aoBevav nou eAapav AAAa avTiguknTIaolka gdapuaka. H Bepaneia pe Noxafil
nTav emTuxng o 11 anod Toug 18 aoBeveic (61%) Pe diayvwopevn i mBavn goulapiwon, o€ 9 and Toug
11 aoBeveig (82%) pe XxpwpoBAaoTopuknTiaon f JUKATwHA kal og 11 anod Toug 16 aoBeveig (69%) pe
KOKKIDIogIdouKNTiaon.

>Tn deUTEPN BACIKN MEAETN OTNV onoia ueTeixav 350 aoBeveic Ye oTOMATOPAPUYYIKN KAvTIVTiaon nou
nTav BeTikoi oTov 16 HIV, To ndoiyo evaiwpnua Noxafil nTav e€icou anoTeAeopaTtiko YE To
avTINUKNTIAOIKO pAppako gAoukovaloAn. Z€ au@oTepa Ta pAppaka, YeTa anod 14 nuépeg Bepaneiacg, n
oToMAaTOQAPUYYIKN KavTivTiaon eite BeATIWONKE €iTe BepaneUTNKE ENITUXWG OTO 92% TWV aoBevVWV.

Se TpiTn YEAETN, oTnv onoia peTeixav 575 aoBeveic e anodedelypévn, nmbavn r duvnTikn dIN6NTIKN
aonepyiAhwon, diamoTwdnke 0TI To Noxafil xopnyouuevo pe evOo@AEBIa €yxuon n He diokia NTav
TOUAGXIOTOV €EICOU ANOTEAEOHUATIKO HE TO AVTIHUKNTIAOIKO pApuako BopikovaloAn oTn Peiwon Tou



KIvdUvou BavdaTtou. Ta anoteAéopaTta £dei€av o1l 44 ano Toug 288 acBeveic (15%) nou EAaBav apxikn
Bepaneia pe Noxafil aneBiwoav evrog 42 nuepwv and Tnv evapgn Tng Bepaneiag og guykpion e 59 ano
Toug 287 aaBeveic (21%) nou €Aapav apxikn Bepaneia pe BopikovaloAn.

MpSoAnyn AoipwEng

>e dUO NPOCOETEG KUPIEG NEAETEC DiEpEUVNBNKE N 1IKAvOTNTA Tou NdoIPou evaiwpnuatog Noxafil otnv
npoANWN AoIHWEEWY. Z€ pyia ano TIC HEAETEG, aTnv onoia peTeixav 600 acBeveic nou ixav unoBAnBei oe
METANOOXEUCN ApXEYOVWV KUTTAPWY, To Ndoiho evaiwpnua Noxafil ATav €€icou anoTeAeopaTIkO YE TN
@AoukovaloAn aTnv NpoAnwn dINBNTIKAG HUKNTIACIKAG AOIHWENG, ME To 5% Twv acBevwv nou éAaBav
Noxafil va avantuogouv Aoigwén os olykpion PE TO 9% Twv agbevwv nou éAapav pAoukovaldAn n
ITPaKkovagoAn.

>Tnv aAAn PeAETN, oTnv onoia Peteixav 602 kapkivonabeic, To Noxafil NTav nio anoteAeopaTikd ano Tn
pAoukovaloin n Tnv ITpakovaloAn, e To 2 % Twv acBsvwv va avantlooouv Aoipwén otnv opdda nou
€haBe Noxafil kai To 8 % Twv acBevwv nou éAaBav AoukovaldoAn n ITpakovaloAn.

NMaidia

H anoteAeopaTikoTnTa Tou Noxafil oTa naidid BacileTal s yia JEAETN Mou KATadelkvUEl OTI 0 OpyavioHOG
enegepyaleral To GAPHAKO HE TOV idI0 TPOMO ONWG KAl 0TOUG EVAAIKEG. TN MEAETN peTeixav 115 naidid
nNAIKiag ano 2 eTwv Kal avw Pe eEaoBevnuévo avooonoinTike ouoTnua Ta onoia éAaBav Noxafil o popon
dlokiou 1 okdvNng kai d1IaAuTn yia Noagigo evaimpnpa. Xta ev Aoyw naidid, Ta enineda Noxafil oTo aipa
nTav napopola Je auta nou BewpouvTal aoPain Kal anoTeAECUATIKA o€ eVAAIKEG. EniNAgov, ye Baon Ta
0£dOpEVA OXETIKA PE TOV TPOMo dpAcnG Tou GpApUAkKou o€ naidid Pe diNdnTikn aonepyiAAwon, To Noxafil,
OTav XopnyeiTal o€ goper £€yxXuong, okovng kal d1aAUuTn yia TNV Napackeur NOCIJoU evaiwpnuaTogs n
diokiou, avaueveTal va dpdaoel oTa naidid autda e Tov id1o TPOMNo ONWG Kal GTOUG EVRAAIKEG.

Mia aAAn PeAETN nepieAdpBave 31 naidid nAIkiag 2 €wg 17 eTwv Pe evdeXOUevn, mbavr f anodedeiypévn
dInBnTIkn acnepyiAAwan. MeTa ano 6 1 12 ¢Bdouadeg Bepaneiag, nepinou To 68% kai 70 77% Twv
naidiwv, avrioTolxa, napoucsiacav enituxn avranokpion oro Noxafil, n onoia ATav €ite nAnpng (n
AOINWEN unoxwpnoe) €iTe Yepikn (BEATIWON TwV CUPNTWHATWV). H HeEAETN dev ouveékpive To Noxafil pe
aAAn Bepaneia n ikovikd appako (gikovikr Bepaneia).

Moio1 kivéuvol ouvdéovTal pe To Noxafil;

O nARPNC KaTtaAoyog TWV aveniBUUNTWV EVEPYEIOV KAl TWV NEPIOPICU®Y Nou avaeepbnkav pe To Noxafil
nepiAapypaveral ato QUAAO odnyI®V Xprong.

O1 avenmBUUNTEG evEPYEIEG EEAPTWVTAl ANO TN PAPHUAKEUTIKI HOP@r) TOU OKEUACUATOG.

O1 nio guxVvEG aveniBupunTeg evepyeleg Tou Noxafil eivar vauTia (aioBnua adiabeaiag) n onoia ynopsei va
gival ooBapn. O1 AAAEG ouxVvOTEPEG CORAPEG avemBUNNTEG EVEPYEIEG €ival EUETOG, didppoia, nupegia
(nupeTdC) Kal augnuevn XoAepuBpivn oTo aipa (EvOeIEn NNaTIk®V NpoBANNATWV).

To Noxafil dev npenel va xopnyeital og ouvduaouo Pe Ta akdAouBa pappaka:

e epyoTapivn n d1UdpoegpyoTapivn (XxpnoigonoleiTal yia Tn Bgpansia TnG nuikpaviag),
e Teppevadivn, aoTepiOAN (XpnoIKMonolouvTal yia aAAepYiEG),

e oloanpidn (XpnoldonolgiTal yia oTohaxika npoBAnuara),

e Mpolidn (xpnoldonolgiTal yia Tn Bgpancia Yuxikwv aoBevEIDV),



e KIVIDivn (xpnoigonolgital yia Tnv kapdiakn appubuia),
e alo@avTpivn (xpnoidonolsgital yia Tn Bepaneia Tng eAovoaiag),

e OIgBacTaTivn, AoBaacrarivn 1 atoppacTarivn (XxpnoigonoloUvTal yid Tn HEiwon TwV EMNEdWV
X0ANOTEPOANG),

e BeveTokAAdEN (O6Tav XpnoiyonoleiTal yia Tn Bepancia acbevwv Pe XpOVvia AENPOKUTTAPIKN Aguxalyia,
kaTd TNV €vapgn Tng Bepaneiag kal kaTd TNV npooappoyn Tng d0ong).

MNep1oooTEPEG NANPOPOPIEC diaTiBevTal 6To PUAAO 0dNYIWV XPHOoNG.
MNa noioug Adyoug eykpidnke To Noxafil ornv EE;

To Noxafil eival anoteheouaTikd oTn Bgpansia JUKNTIACIK®OV AOINMEEWY O€ A0BEVEIC yIa TOUG oMnoioug ol
BepaneuTikéG eNIAOYEG €ival neploplopéveg. Mnopei eniong va xpnaoigonoinBei yia Tnv npoAnwn
OPIOHEVWV AOINWEEWV 0 aoBeveiG e eEaoBevnEvo avooonoinTiko ouaTnupd. O1 AoINWEEIS yia TN
Bepaneia 1 yia TRV NpoANYWN TwV onoiwv JNopei va Xpnoigonoinoei evOEXETAI va NPOKAAEGOUV COBAPEG
KATAoTACEIG, aKOWN Kal BavaTto. O1 aveniBUUNTEG EVEPYEIEG TOU (PAPHUAKOU KPivovTal avTIHETWNIOIPES. QG
€K ToUTOU, 0 Eupwnaikog Opyaviopog dapudkwv ékpive OTI Ta opeAn Tou Noxafil unepTepolv Twv
J1anmoTwBEVTWV KIVOUVWVY NMou cuvdEoVTal JE AUTO Kal €1I0nNyNONKE TNV £yKpion TNG XPHoNG Tou v Adyw
(apuakou ornv EE.

Moia péTrpa AapBavovTal yia TNV ac@PaAn Kal anoTEAECHATIKA XPRoNn Tou
Noxafil;

ZTNV NepiANYn TV XapakTnPIGTIKWV TOU NPOIiOVTOG KAl To GUAAO odnyI®v Xpnong cuPnepIAngdnkav
OUOTACEIG KAl NANPOYOPIESG YIa TIG KATAAANAEG NpoPUAAGEeIG Nnou npenel va AapBdavovTal and Toug
€MNAyyeAUATIEG TOU TOPEA TNG UYEIAG Kal TOUG AdoBevVEiG yia TNV aoc@aAr] Kal anoTEAEONATIKN Xpron Tou
Noxafil.

'Onw¢ yia 6Aa Ta papuaka, Ta dedopeva yia Tn xpnon Tou Noxafil TeEAoUv unod ouvexn napakoAouenon.
O1 avenmBUPNTEG evépyeleg nou avag@epovTal yia To Noxafil a§loAoyoUvTal NpooeKTIKA Kal AauBavovTal
oAa Ta anapaiTnTa PETPA Yia TNV NpooTAcia TWV AGOEV®V.

Noinég nAnpogopisg yia To Noxafil

To Noxafil €éhaBe ddeia kukAogopiag, n onoia ioxUel o€ oAOkANpN TNV EE, oTig 25 OkTwBpiou 2005.

MNepiocoTepeC NANpopopiss yia To Noxafil diaTiBevtal oTov diadikTuakd Tono Tou Opyaviopou, oTn
dielBuvon https://www.ema.europa.eu/en/medicines/human/EPAR/noxafil

TeAeuTaia evnuépwon TNG avaokonnong: 02-2026.
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