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B. PYAAO OAHI'TQN XPHXHX
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@VYAro ooV piong: IIAnpogopics yra Tov yxprjot

Noxafil 40 mg/mL wocpo evaropnpo
mocaKovaloAn

AP acTe TPOGEKTIKA OAOKANPO TO PVAAO 0ONYIAOV YPTONG TPV UPYICETE VU TAIPVETE AVTO TO

PaproKo, O10TL TEPLAOUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUGC.

- dvrdEte avto To EOALO 0dNYIBV Yprone. Towg ypelactel va to dofdcete Eavda.

- Edv éxete mepartépo amopieg, p@INoTE TOV Y10TPO, TOV PAPLOKOTOLO 1) TOV VOGOKOUO GOLC.

- H ocvvtayn yt' autd to edppako yopnynonke onokAEISTIKA Y10 60c. Agv TPEMEL Vo SDGETE TO
@apuraKo o€ GAAOVC. Mmopel va Tovg TPOKAAEGEL BAAPT], AKOUO KOL OTOV TO GUUTTOUOTO TNG
aoBéveldc Toug etvar 101 e Tol KA oo,

- Edv mopatnpnoete kamoto avemBOuntn evEpyeLn, EVILEPADGTE TOV YLOTPO, TOV PUPUOKOTOL0 1
TOV VOGOKOUO G0GC. ALTd 1oy0eL Kot Yo Kabe mhavn avemBOunt evépyeia mov dev avapEPETOL
670 TTOPOV UALO 0dNYIdV. BAéme mapdypago 4.

T wePLéyeL 1o Tapov GUALO 00N YLOV

T eivon To Noxafil kot oo givan 1 ypiom tov

T mpénet va yvopilete npv mapete To Noxafil

[log va ndpete o Noxafil

[Mbavéc avemBounteg evépyeteg

[log va puidcocete to Noxafil

[Tepreydueva tng cuoKeVOGING Kot AOUTES TANPOPOPIES

A e

1. T eivar To Noxafil kon wowa givan ) ypijon Tov

To Noxafil mepi€yet éva appako Tov ovopdletol TocakovalOAn. AVTH OVIKEL GE LU0 OUAOM
QOPUAK®OV TOL OVOUALOVTOL KOVTIHVKNTINGIKE». Xp1olHoToteitat yio TNy Tpdinym kot tn Oepameio
TOAADV SLOPOPETIKAOV LVKNTILGIKOV AOIUDEEDV.

To @appoko ovTd dpa GKOTOVOVTAG 1] GTAUATMOVTOG TNV AVATTLEN OPICUEVMY TOTOV LVKTOV TOL
umopel va TpokoAEcoVY AOUMEELG.

To Noxafil pmopel va ypnoponomBel oe evihikeg yia ™ OepUmEVTIKT OVIIHETMTIOT TOV AKOAOVO®V
TOTOV LUKNTIGIKOV AOIUDEEMV OTAV GALO AVTILVKNTIAGIKG QApLOKa dEV €YoV OpACEL 1] EMPENE VOl
GTOUOTNGETE VO TO TOIPVETE:

o AowdEelg mpokarodpeves omd poKNTeS TG owoyévelas Aspergillus ol onoieg dev £xovv
TapoLGIdoet PelTion KoTd T dtdpkeln TNG Bepameiog e TO AVTILVKNTINGIKG QApUaKol
appotepikivn B 1 itpaxovaldin 1| dtav avtd ta edppoka EXpene va d10KomTovv,

. AOWMEELG TPOKAAOVUEVES OO LOKNTEG TNG OIKOYEVELNG Fusarium mov deV £(0VV TOPOVGLACEL
BeAtimon kotd ) didpketa g Bepaneiag pe appotepikivn B 1 étav n appotepikivn B énpene
VoL d10KOTE],

. AOMEELS TPOKOAOVLEVEG OO LWOKTTEG TOV TPOKAAOVV TIG KUTAGTACELS YVWOTEG (G
«POUOPAACTOHVKNTIOGT KO UVKNTOUO» TOV OEV £XOVV TOPOLGLACEL PEATI®OON KOTA TN
ddpketa g Bepamneiag pe rtpakovaloin 1 dtav 1 rtpakovaloin Enpene va S1Komel,

. AomEelg mpokalovpeveg amd Evav poknta wov ovopdaletor Coccidioides wov dgv Exouvv
TapoLvclioel Pektioon KoTd T didpkela TG Oepameiog e pia 1 TEPICOTEPEG Ao TIG
appotepikivn B, itpaxovaldin 1 plovkovaloin 1 0TovV aVTA T0 QAPLOKO ETPETE VO SIOKOTOVV.

. AodEELG GTNV TEPLOYN TOL GTOUATOG KO TOV AULUOV (YVOOTEG MG KUVKWOTIKEG GTOLATITIOES)
TPOKAAOVUEVEG ammd LOKNTEC TOV KaAoOvTon Candida, o1 0moiEg dev €AV TPOTNYOLUEVAOS
avTiueTOnicOel OepamevTiKd.

To @apuaxo avtd propei exiong va ypnopomoindet yio Ty TpOANYT LUKNTIOCIK®Y AOIUMEEDV GE
EVNAIKEC IOV PBpickovTal 6€ VYNAO KIVOUVO EUQAVIOTG MO LUK TIOGTKNG AoTH®mENG, 6Twme:
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o acBeveig mov Eyovv e£0cOevNLEVO OVOGOTONTIKO GUGTILO AOY® TNG ANWYNG ¥NUE0Oepameiog
yia «o&eia poehoyevi Aevyopion (OMA) 1 «pwelodvomiactikd chvopouay (MAY)
. aoBeveic mov AapPavouy «YNANG 00GTG AVOGOKATUCTUATIKY Bepameion Enetta omd

CUETAROCYEVCT] OPYEYOV®V OLUOTOMTIKGV KuTTtdpwv» (HSCT).

2. Tvpéner va yvopilete npv wapete To Noxafil

Mnyv napete to Noxafil

o o€ mePInT®OoN aAlepyiog oTNV TOCAKOVALOAN 1| O OTO10ONTOTE GAAO OO TO. GLGTATIKA CLVTOV
TOL POPUAKOL (OVOPEPOVTOL GTNV TTAPAYPAPO 6).
o €dv maipvere: tepeevadivn, acteilOAN, cloampion, wpolion, alopavpivr, Kvidivn,

OTOL0ONTTOTE PAPLLOKO TTOV TEPLEYOVY KOAKAAOEIIN EPLGIPDIOVS OAVPUCH OTTMG 1) EPYOTAUivI 1
1N dwdpogpyoTapivn, N Lo «otativiy Omwg 1 cwufoctativn, n atopPactativi | n Aofactativn.

. eqv nOMG €xete apyioel va maipvete PevetokhdEn N n d6om Pevetokhdéng cog avEdvetot apyd
ywo ™ Oepoameio TG XPOVING AEUPOKVTTAPIKNG Acvyaipiog (XAA).

Mnyv népete o Noxafil edv otidnmote and o Tapamdve 16y0eL o€ e5ds. Eav éxete appiPoliec,
amevbuvieite oTov yLoTpd M TOV POPUAKOTOL0 GO TPOTOL TapeTe To Noxafil.

BA. « Ao pappoxa kot Noxafil» mapakdto yio mteplocotepes TANpopopieg cupmeplapfovouévmv
TANPOPOPLDY GYETIKA LE AAAL PapUaKo TOV uTopel va oAAnAemidpdoovv pe Noxafil.

Ipogdomomjoeirs ko TPpoPLAGEELS
AmevBuvleite oTov Y10Tpd, TOV GUPLOKOTOLO 1| TOV VOGOKONO cag Tply mhpete o Noxafil, edv:

o glyate OAAEPYIKT OVTIOPAGCT) GE KATOL0 AAAO OVTIHVKNTIOGIKO QAPLOKO, OTTMG 1) KETOKOVALOAN,
N eAovkovaloAn, N itpakovaloin 1 1 Bopucovaldin.

o €xete M eiyote KamoTE NIOTIKAE TPOPAaTa. Mmopel va ypetaotel va vmoPAnbeite oe eetdoeig
aipatog evéd Taipvete owtd T0 PAPLOKO.

. avantoéete coPopn didppota 1 EPETO, KAOMG AVTES 01 KATAGTACELS WTOPEL VO TEPLOPIGOVY TNV
OTOTELEGLLATIKOTITO QUTOV TOV PAPHAKOV.

. €XETE U1 PLGLOAOYIKT KaTOypoen Tov Kapdtakol puBuov (HKI) mov pavepmdvet éva mpofinuoa

7ov KoAgiton dtdotnua wapateTapévon QTc

€xete aduvapio Tov Kapdlokov Pu 1 KepdloKn avemdpkeLo

€xete TOAD Ppadl ¥TOTO TG KOPOLEG

£€yeTe druTopay” Tov Kopdlokoy puopov

£€yete OmO100MMOTE TPOPANLLA LE TO EMiMEDD KaAlov, payvnoiov 1 aoPeatiov 6To aipa cag
nmaipvere Pvkplotivn, BrvPractiviy Kot GAAG «OAKOA0EWN TG Bivkac» (PApLLOKa TOV
¥PTOCLLOTOIOVVTAL Yia TN Bepamneio TOL KapKivov).

. maipvete Pevetokhaén (éva eapuroko OV xpnoipoToteital yio T fepaneio Tov Kapkivov).
Ba Tpémel vo amopevyeTe TNV £kBeon oTov A0 Kotd T didipketa g Oepaneioc. Eivatl onpovtikd va
KOADTTETE TIC EKTEDEUEVEG GTOV A0 TTEPLOYES TOV OEPLALTOG LLE TPOGTATEVTIKY] EVOLLOGIO KO VOl
¥pNoomoteite avinAoko pe vynAd deiktn npootaciog and Tov Ao (SPF), kabac puropei va
eppaviotel ovénuévn evatodnoia tov déppatog otig aktivec UV tov nAtov.

Edv otidrjmote omd o mopandve woyvel o €0dg (M £xete apeiforieg), ansvbuvbeite otov yloTpo, Tov
POPUOKOTOL) 1) TOV VOGOKOUO G0¢ TpoTol mipete To Noxafil.

Edv epoavicete coPapn| didppota i Epeto (adabecia) evo naipvete to Noxafil, angvbuvbeite otov
YTPO, TOV PUPHOKOTOLO 1| TOV VOGOKOUO GOG OUESMG, KAOMG aVTO UTOPEL VoL TO KAVEL VO, GTAOTICEL
va dpa cwotd. BA. mapdypago 4 yio teplocdtepeg TANPOPOPIEC.

Howod
To Noxafil mocipo evoudpnuo dev Oa Tpémel va ypnoomoteiton o€ mandid kot pnPovg (ikiog
17 etV Ko KATw).
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Alha @appoxa kot Noxafil
Evnuepaote tov y1otpd M 1OV QaploKonold cog e4v ToipveTe, £XETE TPOCOAUTA TAPEL 1| LTOPEL VO
ThpeTe GALO PAPUAKO.

Mnyv napete To Noxafil edv maipvere omoroonqmote amd To axkéiovda:

TEPPEVADTIV (Ypnoipomoteital yia tn Oepomeion aAAEPYIDV)

aotep{OAN (ypnowomoteiton yio tn Ogpameion aALEPYIDV)

oloompion (ypnowomoteitan yiao tn Oepaneia oTopayIKOV TPOPANUATOV)

mpolion (ypnowomoteitar yio, T Oepamneio v cvuntoudtov g Tourette Kol TNG YOYIKNG

vOGOL)

o aropavtpivn (ypnoonoteital yio tn Bepameio tng eAovociog)

. Kwidtvn (ypnotponoteiton yio ) Oepaneio TV U GLUCIOAOYIKAOV KApSAKOV pLOUMV).

To Noxafil pmopel vo. avéncet v TocOTNTO TOV TOPUKAT® EUPUAK®V GTO Qijlo, YEYOVOS TOL UTOPE]

VoL 001 YNGEL G€ TOAD GOoPapEC LETAPOAEC TOV KapdLOKOD pLOUOL GOg:

o OTOL0ONTOTE PAPLOKO, TTOV TEPLEYOVY KOAKAAOEDN EPLGIPDIOVE OALPACH OTMG 1| EpYOTAUiV I}
1 dwdpogpyotapivn, mov ypnotpomoobvtot yio T Oepaneio tov nukpovidv. To Noxafil
umopei va 0vENGEL TV TOGOTNTO TOV PAPUAKDV CUTOV GTO O, YEYOVOS IOV UTOPEL vl
00N YNGEL 6€ cofapn UEI®ON TG PONG TOV CLIATOC GTA SUYTLAN TV YEPLDV 1] TV TOSDV GOG
ka1 Ba pmopovce va Tpokarécel PAAPTN o€ avTd.

o plo «otoTivipy 0Ttmg 1 cuPactativn, ) atopfoactativn 1 N Aofactativr, TOL ¥PNCUOTOIOVVTL
v TN Bepameio TNG LYNANG YOANGTEPOANG.
. Bevetokha&n otav ypnoyomoteitar oty apyn g Bepameiog evog TOTOL Kapkivov, TG xpdviog

AepeokuTTaptkng Asvyaipiog (XAA).

Mnyv mépete o Noxafil edv otidnmote and ta mapamdve 1oy0el o€ e50c. Eav éxete appiPoiie,
amgvbuvoeite oToV Y1OTPd 1 TOV POPUOKOTOLO GO TPOTOV TAPETE AVTO TO PAPLLOKO.

Ao pdppoka

Agite ) Aloto TOV QUPUAK®OV TOL SIVETOL TOPATAV® TOV deV TPENEL VA, AaUPAvovTol EVOCEH TOUPVETE
to Noxafil. Ekto¢ amd 1o edppoka mov avaeEpovTol TopaTavm, DTEPYOLV Kol GALL QAPUAKO TOV
EVEYOLV Evav Kivouvo TpofAnudtoy puduov wov pmopel va etvar peyoAvTepog 6Tav AdpuPivovtor Pe
Noxafil. ITapaxoieicOe va Pefarmbeite OTL EVNUEPDVETE TO YIOTPO GUG GYETIKA LE OAOL TOL PAPLOKOL
OV TTAUPVETE (CLVTUYOYPOPOVIEVA ] LT GLVTAYOYPUPOVLEVA).

Opiopéva pdppoko propel va avé&noovy tov kivouvo avemBountov evepyeimv tov Noxafil
avéavovrtag v mocdtrta tov Noxafil oto aipa.

Ta akdlovBa papuake Propel vo LEtdGovV TNV amotelecpatikotnta Tov Noxafil, peidvovrag v

mocotnta Tov Noxafil oto aipa:

. PLPOUTOVTIVI] KO pLPOUTIKiv (xpMoiorotovvTol yio T Oeponeio opiopévav Aotunéemv). Eqv
maipvete 0N propapmovtivn, Oa ypelooteite eetdoelg aipotog kot Oa ypelaotel vo tpociete
Yo OpIopéEVEG TOOVES avemBOUNTEG EVEPYELEG TNG PLOAUTOVTIVIG.

o eawvvtoivn, kapPoualenivn, eatvoPapPiedin f Tpuddvn (ypnotpomotodviot yio tn Oepameia M
TNV TPOANYT| KPIGEWDV).

o epafpévin kol pocaumpevafipn, Tov ypnoiomolovvtot yio T Oepameio tng Aoipméng pe HIV.

o OAOVKAOEOKIAAIVY (avTIBlOTIKG IOV XPTCLUOTOIEITOL KATA TV PAKTNPLOKOV AOIUOEEDV).

o (QAPLLOKO TTOV YPTCLUOTOLOVVTOL Y10l VO LEUDGOLV T 0&£0L TOV GTOUAYOV OTTMG 1) GLUETIOVN Ko
N povttdivn | N openpalOAnN Kol TOPOUOLN PAPIOKE TOV KOAODVTOL OVAGTOAEIS TNG avTAiog
TPOTOVIDV.

To Noxafil pmopel mBavd va avénoet Tov Kivouvo avemiBountoy evepyEIDY OPIGUEVOV GAA®DY
QUPUAK®V QLEAVOVTOG TNV TOGOTNTO CVTAOV TOV PUPUAK®OYV 6T0 aipa. Ta eapuoke avtd
eptAapPavouv:

o T Pvkpiotivn, tn rvPraotivn kot GAAL «aAKOA0EWT TNG Bivkay (XPTCLOTOLOVVTOL Y10 TN
Bepaneia kapkivov)
o Bevetokhdén (ypnowonoteitan yo ) Oepameio Tov Kopkivov)
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. TNV KuKAoomopivn (ypnoyomoleital katd tn S1apKeld 1 LETE amd YEPOVPYIKT EXEUPOOT
UETOUOCYEVONG

. TO TAKPOALOVE KOl TO GLPOAMUOVG (XPNOLOTOIOVVTAL KOTA TN OdpKELD 1] LETA OO YELPOVPYIKN

EMEUPOOT LETAUOGYEVCT|G)

. ™ prpapmrovtivy (ypnowyonroteiton yio T Bepaneio opiopuévov AoUdEemV)

. TO PAPUOKO TOV ¥PNOLoTOtovVTAL Yia T Ogpameia Tov AIDS kot kaAobvtol ovacToAElg
Tpwtedong (meptiapfovouévng e AomvaPipng Ko g otalavafipng, ol omoieg yopnyovvrot
ue prrovafipn)

o ™ wdaloraun, tnv tpraloraun, Ty oirpaloiaun 1 dAlec «Peviodialenivecy
(xpnopomoloHVToL MG KATUGTOAEIG 1) LOOYOAOPMTEG)

o T Sthtwaléun, tn Pepomopiin, tn vipeduriv, T VIGOASITIVI 1] GAAOVG KOVOGTOAEIG KOVOADV
acPeotiov» (ypnoipomolovvar yio ) Oepaneio LYNANG apTNPLOKNG TEOTC)

. ) dryo&ivn (ypnoomoteitan yio T Bepoameio KapOOUKNG AVETAPKELNS)

o TN yAmlion 1 dAleg «sovipovolovpies» (ypnoiporotovval yio ) Bepaneio vymAod cakydpov
aipaTog)

o 10 all-trans petvoikd o0& (ATRA), mov ovopdletan emiong Tpetvoiv (ypnotpomnoteita yio T

Oepaneio oploUéVOV KOPKIVOVY TOV OiOTOC).

Edv otidnmote amod o mopandvm 1oyvel o €odg (M £xete apeiforieg), amevbuvbeite otov yiotpd 1 Tov
QOPUOKOTOLO GaG TPOTOVL TapeTe To Noxafil.

To Noxafil pe Tpo@ég ko1 motd

INo ™ Pertioon g amoppdenong ¢ rocakovaloing, Ba mpémetl avtn vo Aaufavetol, 0Tote etvat
duvato, Katd ) Stapkela 1] ApECHOS PETA TO PayNTo 1 £va VYPO cuuTA PO S1oTPoPnG (PA.
napaypoaeo 3 «Ilmng va mdpete to Noxafily). Agv vrdpyovv mAnpopopies yio Vv €nidpaot Tov aAKoO
OGNV TOCAKOVALOAN.

Kinon kot Onhaopog

Evnuepdote tov yiotpd cog edv giote 1 vouilete 0TL pmopel va 10T€ £YKVOG TPOTOL APYICETE VAL
naipvete To Noxafil.

Mnv napete 1o Noxafil edv elote £yKvog, eKtdg €dv Gag TO TEL O Y1ATPHS GOG.

Edv giote yovaika mov Ba propovce va peivet £ykvoc, 8o mpémet vol PO LLOTOIEITE ATOTEAEGLOTIKT
AVTIGVAANYT EVOS® TTaipveTE aVTO TO Papuako. Edv peivete £ykvog evoom maipvere to Noxafil,
EMKOWVOVNOTE AUECHOG LE TOV YLOTPO GOG.

Mn Onialete evoow maipvete To Noxafil. Avtd 1oy0el Enedn PIKPEG TOGOTNTES PUTOPEL VA TEPACOVY
GTO UNTPIKO YOAQ.

Oonynon kKo yEPGROS PNy avHdTOV

Mmnopei va arcBavOeite {aAn, vavniia 1| va €xete Boumn 6paocr evad maipvete To Noxafil, yeyovog mov
umopel va emnpedost Ty IKavOTNTA GOg Yo 0d1ynom 1 xpnon epyoreiov 1 unyovnuatov. Edv copPet
OVTO, LNV 00N YNOETE 1| YPNCLUOTOGETE OTOLUONTOTE EPYAAEID 1] UNYOVILOTOL KOl ETIKOIVMVI|OTE LIE
TOV YITpO GG,

To Noxafil wepréyerl yiokoln

To Noxafil mepiéyet mepimov 1,75 g yAvkolng avd 5 mL evoiwpfpotog. Av o ylotpog 6ag, Gog
EVNUEPMTE OTL EYETE OLGOVESIN O OPICUEVO GAKYOPO EMIKOWVMOVINGTE LE TOV YIOTPO GOG TPV TAPETE
oVTO TO PAPLLOKO.

To Noxafil Tepiéyer vatpro

AVTO TO POPUAKEVTIKO TPOIOV TTEPLEYEL AyOTEPO atd 1 mmol vatpiov (23 mg) avd d6omn, eivarl avtod
7ov ovopalovue «ehevbepo vatpiovy.

To Noxafil mepiéyer pevioiké vatpro

Av106 T0 QoppakeLTIKO TPOoidy TepiEyel 10 mg Pevloikov vatpiov (E211) avd 5 mL evoaiwpruotoc.
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To Noxafil repréyer feviviki) aikodin
Av106 T0 POPUAKEVTIKO TTPOTIOV TTEpLEYeL £mg 1,25 mg Beviviung aAkooAng ava S mL evaioprpatog. H
Beviuhkn aiicodAn umopei va TPOKOAEGEL OAAEPYIKES AVTIOPACELC.

To Noxafil wepiéyel mpomvievoylokoin
AvT06 TO POPUAKEVTIKO TPOIOV TTEPLEYEL £G 24,75 mg mpomvievoyAvkoAng (E1520) ava 5 mL
EVOLOPTIUOTOC.

3. Mg va wapete To Noxafil

Mnv kdvete evordayn peta&y Anync Noxafil mocipov evanmpnpartog kot Noxafil diokiov | Noxafil
YOO TPOOVOEKTIKTG KOVEMG KO SLOADTY Y10, TOGLLO EVOLDPTLLO X0 PIg VO GLUPOVAEVTEITE TOV YI0TPO M
TOV QUPUOKOTOLO GOG O10TL 1) QALY UTTOPEL VO, £YEL MG ATOTEAEGLOL TNV EAAELYN
UTOTEAECUATIKOTNTOG 1 TOV AENUEVO KIVOLVO aveETOOUNTOV EVEPYELDV.

[Tavtote va maipvete T0 EAPUOKO CLTO CLGTNPE GOUPOVO, LE TIG 0ONYiES TOV YLOTPOD 1] TOV
Qapuakomolod coc. Eav éxete appiPolicc, potioTte TOV Y10Tpd 1 TOV Qoprakomold cag. O yioTpog
oag o TopakoAoVONCEL TNV AVTATOKPLIOT] KoL TV KATAGTAOY G0G Yo Vo Kafopicet yio Tdco
duotnua xperdletal va oag divetar to Noxafil kot v amottodvTol omolecdNTOTE AALAYES OTIV
nuepnota 6461 Gog.

O mopakdto Tivakag delyvel TN cvvioT®dpevn ddon Kot TN didpketa TG Bepomeiog n onoia eEaptdron
amo Tov TOHTOo TG AOTUMENC TTOL £YETE Kot Umopel v, TPOcapLOGHEl 0TOUIKA Y10 E5GG 0 TO YIUTPO
cag. Mnv tpocapudlete ™ d6on cag Lovol cog Tpotod cupPfovievdeite 1o yoTpd cog 1 aAAdlETE TO
oynuo Bepaneiog cog.

Ormote givarl duvatd Bo mpénet va maipvete TocakovaloAn Katd tn S1dpKeLd 1 AUECHG LETA OO
QoynNTo M €va vYPO GLUTANPOLO SLUTPOPTS.

"Evoeién 2OVIGTONEVY 0061 Kol oldpKeLd TG Ospameiog

Ogpamneio avOeKTIKOV H ovvictopevn d6on givarl 200 mg (pio kovtoMd tov 5 mL)

MuknTootk®v AoUdEEDY YOPTYOVLEV TEGCEPLS POPES TNV NUEPO.

(AnOnuircy aomepyillwon, Evolhoktikd, edv cvotabel amd To yloTpd Goc, LTOpEiTe va

Dovlapiwoy, napete 400 mg (dVo Kovtahlég TV 5 mL) dvo popég v Nuépa

Xpwuoflaotouvrntioon/ pe Vv TpoimdOecm OTL pmopeite vo TAPETE KoL TIG OVO dOGELS

Mokntawuo, KT T O1GPKELD 1] HETA TO POYNTO 1 £V VYPO GUUTANPO LA

Koxxkidioeidouvrntioon) SLTpo1C.

Ogpameia TPAOTNG POPAS TNG Tnv mpot) nuépa g Bepanciog apte 200 mg (pio KovtaAld

Muk@TIKNG XTOROTiTIONG tov 5 mL) pia popd. Metd v tpotn nuépa, wdpte 100 mg
(2,5 mL) pio popd v nuépa.

Amotponi T®v coPapmv ITapte 200 mg (pio kovtaAld Tov 5 mL) Tpelg eopég v Nuépa.

MuknTotK®v AoUDEEDY

Eav wapete peyorvtepn 66on Noxafil awd tnv kavoviki)
Edv avnovyeite 611 pmopel va £yete mAPEL TOAD, EMKOVMOVIOTE AUECHOG LE TO YIOTPO OAG 1] TOV
emoyyeApaTio VYeiog.

Eav Eeyaoete vo mapete To Noxafil

Edv mapoieiyate pio d60m, mapte T POALG To Bupunbeite kot petd cuveyiote dnwg tpv. QoT0660, £0vV
glvar oyedov 1 ®PA Yo TNV EMOUEVT OGN GaG, TAPTE TN 060N caG OTAV Elval TPOYPOUUATIGUEVO. MnV
ThPETE OUTAN SOOT| Y10, VO OVATAN POCETE TN d00T OV EgYdioaTe.

Edv éxete meprocdtepeg EpMTNGELS GYETIKA LLE T YPNOT OVTOV TOL PAPUAKOV, POTNOTE TOV Y1ATPO,
TOV QUPLOKOTOLO 1] TOV VOGOKOLO GOLC.
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4. MBavég avemOOunTeg evépysereg

Onwc 6Ma o pdppoka, £T61 Kot avTd TO PAPLOKO UTopel Vo TPOKAAESEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Tapovcldlovtal 6€ OAOLG TOVG AVOPMOTOLG.

Yofapég avemOBOUNTES EVEPYELEG

Evnuepoote apéomg Tov Y1aTpo, TOV QUPRAKOTOL) 1] TOV/TI]V VOGOKONO0 GUG EAV TOPUTIPNGETE

Kamown and Tig ax6rov0eg cofapéc avemOOpunTeg evEpyeleg — PTOPEL VO YPELUGTEITE EXEIYOVGA.

WTPLKI ayoYN:

o vavtio 1 €ueto (tdon N ekdNA®ON EUETOL), d1dppOoLa,

. oNUELN NTOTIKOV TPOPANUATOV - aVTA TEPIAAUPAVOLY KITPIVIGHO TOV SEPILOTOS ) TOV AEVKOV
TOV HOTIOV GOG, AoLVIOIGTA GKOVPOYXPOLLL 0Vpa 1 Aevkmnd KOTpava, aichnua adiobeciog
yopig artia, oTopayIKA TPOPAN AT, OTMAE OpeENC 1 acvVHBioTn KOO 1| advvapia,
avénomn tov nroTikov eviipmv mov speoviletot oTig eEETUCELS QULOTOC

. OAAEPYIKN aVTiOpOOT

Adreg avemOOUNTEG EVEPYELES
Evnuepaote tov ylotpd, Tov eapuaKorold 1 ToV VOGOKOUO GOG GV TOPATNPNCETE OTOLONTOTE AT
TIG aKOA0VOEC avemBOUNTES EVEPYELEC:

Yuyvéc: ot akolovbec uropel va ernpedcovy £oc 1 oto 10 droua

o UETAPOAT GTO EMIMESO AAATOV GTO L0l GaG TOV ERPAVIfETOL OTIC EEETATELS AILATOC - TO
onueia tepriapfdvouy aicOnua cOyyvong 1 advvoiog

. LN QUGIOA0YIKY aicBnon ToL dEPUATOC, OTMG LOVSUGHLO, LUPUAYKIOGLLO, POyovpd,

avatpiylaoua, oyKkoAmon 1 Kayipuo

TOVOKEPUAOG

YoUNAd eminedo kadiov - sugavioviol otic eEeTdoelc oipatog

YOUNAG emtinedo, poyvnoiov - epeavilovton oTig e£TA0ELS QipLOTOC

VYNAN 0pTNPLOKY TieoN

ammAEL OpeENG, GTOUAYIKOG TOVOC 1| GTOUOYIKT dtotapayn, agpia, EnpocTtopio, LETUPBOAEC

otV aicOnon g yebong oag

Kaovpa (éva aicOnpo koyipoatog oto 6tnlog mov avePaivel péxpt Tov Aaipod)

YOLNMAQ EMITESA KOVOETEPOPIAOVY, EVOS TOTTOL AELKOKVLTTAP®V (0VdETEPOTEVIQ) - VTO pTopEl

va KGvel To mlavo to evoegyouevo va tabete Aotudéelg kat speoviletat oTig £ETAoELS aipaTog

TupeTOg

aicOnpo advvapiog, Caing, KOTwong 1 vIvnAiog

eEavinua

payovupa

dvokooTnTa

dvogopia ato opho

Oyt ovyvéc: ot akdlovbec uropei va ernpedosovy £mc 1 oto 100 droua

o avalpia - Ta onueia TepiAapfdvovy movokepaiovg, aictnuo koTmong 1 {oAng, duckoAia otV
ovomvon N YAouU epeavion Kot yoaunAd eninedo apocsearpiving mov epeavietorl otig egetdoelg
oipoTog

. YOUNAS emimedo arponetariov (Bpopponevia) wov eppaviletal oTig e£ETAGEIS AiLOTOC - AVTO
UTopEl VoL 001 YNOEL GE aupoppayia

o YOUNAO ETUTEDO «AEVKOKVTTAP®VY», EVOG TOTOV AEVKAOV alpocPalpiov (Aevkomevia), Tov
gupavileton otig e€etdoelc aipatog - avtd UmTopel va KAveL TTo Thovd To evOEXOUEVO VO TAOETE
AOUOEELG

o VYNAO EMTEDO «NOGIVOPIAMVY, EVOC TOTTOL AELKOKVTTAP®OV (NOGIVOPIALR) - aLTO HImopel va
ovpel edv £yete pAeypov

. QAEYLOVT| TOV QLLOPOP®V OrYYEI®V
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TpoPApaTE KapdloKoL puOpon

GTOGLOL

vevpikn PAAPT (vevpordbeia)

U1 PLGIOA0YIKOG KapdLaKOS pLOUOG - eppaviletar oto Kapdoypaenue (HKD), aicOnua

TOAUDV, apyOS N YPNYOPOS KapOoKOS TAAUOS, VYNAN 1| YOUNAN apTNpLoKy TieoT

YOUNAY apTnploKn Ttieon

. QAEYLLOVT TOV TOYKPENTOC (TayKPETITION) - aVTO UIToPEl Vo TPOKAAEGEL EVTOVO GTOLOYIKO
ovo

. SLoKoT TG TapoyNg 0EVYOVOL GTOV GTANVA (ELLPPAKTO TOL GTANVOC) - 0 TO UTOPEL Vo,
TPOKAAEGEL GOPapd oTOUAyIKO TOVO

. cofapd veppikd mpoPAnpata - To onueia TEPLaPAVOUY aLENUEVN | HELOUEVT] 00PNON, UE

00pa SLOPOPETIKOD YPDOUOTOG atd TO GUVNOIGUEVO

VYNAG enineda kpeaTviviig oTo aipa - eppavifovral otig eEETAGEL aipaTog

Prixag, AoEuykag

opoppoaryieg g poTng

coPapdc, 0&0¢ TOVog 6To 6TNOOC KT TNV E16TVOT| (TAEVPLTIKOG TTOVOC)

S10yKmoN TV Aepeadévov (Aeppadevorddein)

uelopévn aictnon n evactncia, Witepa 610 dépua

TPOHOG

VYNAG M YapnAd nimedo GoKyAPOL GTO aipa

Ooumn 6paoc, evaicincio 610 PG

ammAEL0 LoAM®V (oAomekio)

€AKT GTONATOG

piyn, yevikn aicOnon adrobdeciog

OVOG, TOVOG GTIV TAATN 1] GTOV avYEVa, TOVOG GTa YEPLOL 1] 6T TOSL0L

Katakpdtnon vepol (oidnua)

TPOPANHOTE ELPNVOL POOTG (U] PUGIOAOYIKT KOATIIKY oploppayiol)

avikavotnto vvov (abmvie)

TANPNG N LEPIKT avIKOVOTITA OpIATOG

TPNEWO TOL GTOUATOG

avapoio ovelpa 1 SueKoAio GTOV VTTVO

TPOPANOTA GUVTOVIGHOD 1) IGOPPOTTIOG

@AYoV PAevvoyovou

BovAwpévn pot

dvokoAio otV avomvon

dvopopia oto otnhog

aicOnpo eovoKdATOg

nmio €0 coPfapn| vauTtio, EUETOS, KpAUmES Kot d1dppota, cuviBwg TpokalodpEVa Od Evay 10,

GTOLLOYIKOG TOVOC

péyLo

. aicOnon exvevpiopod

Yrdviec: ot akoAovOec umopel va emnpedicovv €oc 1 ota 1.000 droua

. mvevpovia - to onpeio tephapfdvouy aictnpo SVCTVOLNG Kol Tapaywyn SVCYPMUATIGUEVOL
QAEYHOTOG
. VYNMA 0PTNPLOKN TEGT GTO OHOPOPO OYYEID TWV TVELHOV®V (TVEVLOVIKN VIEPTACT]), AVTO

umopel va tpokorécel coPfopn PAAPN oTOLE TVEDUOVEG KOl TNV KOPOLd GOG
o OLUOTOAOYIKA TPOPALOTA OTT®S [11] PUGIOAOYIKT TTNEN OHUATOG 1] TOUPAUTETAUEVT] OLLOPPOYTaL

o coPopéc oAAEPYIKEG AVTIOPAGELS, TOV TEPIAALUPAVOVY EKTETAUEVO GAVKTUVAOIEG eEAVON LA Kot
UTOAETION SEPUOTOC

o VONTIKG TPOPANLOTA OTTMG VO aKOVTE QMVEC 1| Vo PAETETE TPy LOTA TTOV OEV LITAPYOVY

o AmoBupia

o Vrapén TpoPANUaTOV okéYng N opAiag, VTapEN CTACUMOIKOV KIVIGE®DY, KUPIME 6T YEPLo

G0G, TTOL OEV UOPELTE VoL EAEYEETE
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OYYELKO EYKEPUAMKO €MEIGOO10 - TO onpeia TephapPavovy Tovo, advvapia, LoHolacua 1
HUPUNYKLOGIO GTO GKPO.

Oapén evog TVPAOV 1 GKOTELVOD OMLEIOL GTO OTLTIKO GOG TESTIO

KopOLOKN AVETAPKELD 1) KOPOLKN TPOooPoAn mov Ba pmopohoe va 0dNyNoEL 6N SLOKOTH TV
KOPOOKAOV TOAUMY Kot Tov Bdvato, TpofAHota Kapdiakol puduov, pe aipvidto Bdvato
Opoupor aipatog ota mOdIA Gog (ev T Padel prefikn Opoufmon) - Ta onpeio Tepthappdvovv
£vTovo TTOVo N TPHELLO TOV TOdIDV

Opoppor aipartog 6Tovg TVELOVEG GOg (TvELIOVIKT EUPOAR) - Ta. onueia Teptiaufavovy
aicOnpo dvomvolag 1 TOVO KATA TNV OVOTVOT

alpoppayio pEca 6To GTOUAYL 1) TO EVIEPO GO - TO oNUEia TEPLOUPEVOLV aipo oToV EUETO N
GT0 KOTPOVA GOLG

OTOKAEIGHOG TOV EVTIEPOV GOG (EVTIEPIKT| OmOPPaAN), Wiaitepa 6ToV «Eled». O amoKAEIGHOG Oal
EUTOOIOEL TO TEPLEYOUEVO TOV EVTIEPOV GOG OO TO VO TEPAGOVY HEGH TOV KOTM TUNLOTOC TOV
eviépov — ta onpeio TepAapuPdvouy aicOnue PovcK®OTOC, £UETO, GoPapr) SVGKOIAOTNTO,
ATMAELN TNG OPEENG KO KPAUTES

KOVPOLLIKO QLUOAVTIKO GUVOPOLO» OTAV TO EPLOPOKVTTAPA SLUGTAOVTAL (POAVGT)), TO OO0
umopel va cupPetl pe 1 yopig veppikn avemapkeLd

CTOVKVTTOPOTEVIO, YOUNAL ETITESH OA®V TOV KVTTAP®OV TOL aipatog (epudpokvTTapa Kot
AEVKOKVTTOPO Kol OUOTETAALR) TOV ep@aviloviot oTIC EEETAGELS OiUATOg

peydarotl popP dvoypopoticpol 6to dépua (Opoupwtikn Opoufomevikn TopeLPO)

TPNEO TOL TPOCHOTOL 1 TG YADGGOC.

KaTdOAym

SmAonio

TOVOG GTOVG LOGTOVG

U1 GOOTH AELTOVPYIL TOV EXVEPPLOI®V - AVTO UTOPEL VO TPOKAAEGEL adLVOLia, KOTWOOT,
anmAELn OpeENS, SLOYPOUATIGUO OEPLOTOG

U1 6®OTH Agttovpyia TG LIOPLONG - AVTO PTOPEl VAL TPOKOAECEL YOUNAG ET{TESA GTO OipLoL
OPICUEVMV OPLOVAV TTOL EMNPEALOVV TN AEITOLPYIN TOV YEVVITIKOV OPYAVOV TOV OVOPOV 1) TOV
YOVOIKDV

TPOPANLOTO OKONG

YELOOOASOGTEPOVIGIAC, TTOL £XEL WG OMOTEAEGUA, TV DYTAT OPTNPLOKN TECT LE YOUNAO
eninedo Kakiov (paiveton oty e€étaon aipatog)

Mn yvootéc: n ovyvotnto dgv uropet va extiundei pe faon ta drebéoiua dedouéva,

opiopévol acBevelg Exovv emiong avoaeépet aicOnpo ovyyvong petd t Aqyn tov Noxafil.
£pLOPOTNTA TOV dEPLATOG

Evnuepaote tov yratpd, Tov gopuakonold 1 Tov VOGOKOUO GG EAV TOPATNPTCETE OTOLONTOTE U
TIC OVETLOOUNTEG EVEPYELEG TTOL OVOPEPOVTOL TOPATAVE®.

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnproete Kamolo, avemBOunTn evépyeia, EVIUEPMDGTE TOV YIATPO, TOV PUPOKOTOLO 1 TOV/TNV
VOGOKOWO GaG. AVTO 1oyveL Kot Yl kdOe wihovr avemBountn evépyela Tov 6gV avapEPETAL GTO TOPAY
@OALO 0OMY1DV ¥prionc. Mmopeite eniong va avapépete avemBounteg evépyeleg anevdeiog (PA.
AEMTOUEPELEC TAPAKAT®). MEG® TNG OVOPOPAS OVETIBOUNTOV EVEPYEIDV UTOpEiTe va fonbnoete otn
GLALOYT TEPIGGATEPMOV TANPOPOPLDV GYETIKA LLE TNV OGOAAELD TOV TOPOVTOC PUPUAKOD.

EALGS:

EBvikdc Opyaviopuog @apudkwmv,

Meocoyeiov 284, GR-15562 Xoiapyodg, AOva,

TnA: + 30 21 32040337,

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

Konpoc:
DQapuaxevtikég Yanpeoieg, Yrovpyeio Yyeioc, CY-1475 Agvkwoio,
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TnA: +357 22608607, ®a&: + 357 22608669
Iototomog: www.moh.gov.cy/phs

5. IIog va pvridooete To Noxafil
To @dppoako avTtd TPETEL VO, PUAACGETOL GE PEPT TTOL OeV TO PAETOVLY Kot dgv TO POEVOLY TO TTALOLdL.

Na pnv ypnoiponoteite ovtd To0 PAPUOKO LETE TNV Nuepounvia ARENG oL avapépeTat GtV
emonpavon petd to EXP. H nuepounvia Anéng eivat 1 televtaio nuUépa TOL UNVA TOV AVOPEPETAL
eKel.

Mnv katoyoyeTe.

Edv €yete kAmo10 evald@pnpa Tov £xEl TAPAUEIVEL GTN PLAAT TEPIOGOTEPO OO TEGGEPLS EPOOUADES
LETE TO TPMTO Gvorypa, dgv Ba TPEMEL VoL YPNGIULOTOGETE 0LTO TO PAppaKo. Emotpéyte T odin
OV TTEPIEXEL TO OTOLO EVOTOLEIVOY EVOLDPN L GTO PUPLLOKOTOLO GG,

Mnv metdte AappOKa 6TO vEPO TNG OMOYETELONG 1 OTa OKIOKA amoppipata. Potiote tov
(OPUOKOTOLO GOG YOl TO MG VO TETAEETE TO PAPLOKO TTOL OEV YpNOIOoTOlEiTe T Avtd ta pétpa Oa
BonBncovv oty Tpoctacia Tov TepPdAiovtog.

6. Iepreyopeva TS 6LOKELAGIOG KUL AOUTTEG TANPOPOPIEg

T nepréyer o Noxafil

- H dpaoctikn ovoia oto Noxafil elvan 1 mocaxkovaldin. Kdbe yiiootoATpo T0L TOGILOV
evalmpnuatog mepiéyet 40 YIAooTOY PO TOCAUKOVALOATS.

- Ta dAha cvotoTikd 6to evarmpnua eivar moAvcopPucod 80, oipueducovn, Pevoikd vatplo (E211),
KITPpIKO VATPLo 1wdpikod, KITpkd 0&H povohdpikd, YAvkepOAn, EavBdvng ko, vypn yAvkoln,
d1o&eidio tov trtaviov (E171), teyvnto Pertimotikd yevong kepdot, mov meptEyel BevivAikn
oAko0An Kot tpomvievoyAvkoAn (E1520), ko kekabappévo Ddmp.

Epeavien tov Noxafil ko wepreydpeva Tng 6vuokevaciog

To Noxafil givon éva Aevkd, mocio evard@pnua 105 mL pe yebon KepAot GLGKEVAGEVO GE YOOAIVEG
KaoTavoypoes erares. 'Eva docopetpikd koutddt mpounBevetan pe kaOe pLain yio vo LETP®VTOL Ol
d00o¢e1g 2,5 ko 5 mL tov TOGILOL EVOL®PNLLOTOG,.

Katoyog Adcrog Kvkhoopiag MopookevaocTiig
Merck Sharp & Dohme B.V. Organon Heist bv
Waarderweg 39 Industriepark 30
2031 BN Haarlem 2220 Heist-op-den-Berg
OMhavdia Béhyo
Merck Sharp & Dohme B.V.
Waarderweg 39
2031 BN Haarlem
OMhavdio

IMo omoladnmote TANPOPOPIO. GYETIKA LE TO TOPOV PUPUOKEVTIKO TPOoidV, TapukaieicOes va
amgvBuvbeite otov TomiKd avtimpoésmmo tov Katdyov tng Adelag Kvkiopopiag:
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Belgié/Belgique/Belgien
MSD Belgium

Tél/Tel : +32 (0)2 776 62 11
dpoc_belux@msd.com

Bbnarapus

Mepk Llapm u Jloym bearapus EOO/]
Ten.: +359 2 819 3737
info-msdbg@merck.com

Ceska republika

Merck Sharp & Dohme s.r.0.
Tel: +420 233 010 111
dpoc_czechslovak@merck.com

Danmark

MSD Danmark ApS
TIf.: + 45 44 82 4000
dkmail@merck.com

Deutschland

MSD Sharp & Dohme GmbH

Tel: 0800 673 673 673 (+ 49 (0) 89 4561 0)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU
Tel.: + 372 6144 200
msdeesti@merck.com

EA\rada

MSD A.®.E.E.

TnA: +30 210 98 97 300
dpoc_greece@merck.com

Espaiia

Merck Sharp & Dohme de Espaiia, S.A.
Tel: +34 91 321 06 00
msd_info@merck.com

France
MSD France
Tél: + 33 (0) 1 804640 40

Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: +385 16611 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)

Limited
Tel: +353 (0)1 2998700
medinfo_ireland@msd.com

RCN000027162GR

Lietuva

UAB Merck Sharp & Dohme
Tel. +370 5278 02 47
msd_lietuva@merck.com

Luxembourg/Luxemburg
MSD Belgium

Tél/Tel : +32 (0)2 776 62 11
dpoc_belux@msd.com

Magyarorszag

MSD Pharma Hungary Kft.
Tel.: +36 1 888 5300
hungary msd@merck.com

Malta

Merck Sharp & Dohme Cyprus Limited
Tel.: 8007 4433 (+356 99917558)
malta_info@merck.com

Nederland

Merck Sharp & Dohme B.V.

Tel: 0800 9999000 (+31 23 5153153)
medicalinfo.nl@merck.com

Norge

MSD (Norge) AS
TIf: +47 32 20 73 00
msdnorge@msd.no

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
dpoc_austria@merck.com

Polska

MSD Polska Sp. z 0.0.
Tel.: +48 22 549 51 00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 446 5700
inform_pt@merck.com

Roménia

Merck Sharp & Dohme Romania S.R.L.
Tel.: +40 21 529 2900
msdromania@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila
d.o.o.

Tel: +386 1 5204 201
msd.slovenia@merck.com



Island
Vistor hf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.l.

Tel: 800 23 99 89 (+39 06 361911)
medicalinformation.it@msd.com

Kvbmpog

Merck Sharp & Dohme Cyprus Limited
TnA.: 800 00 673 (+357 22866700)
cyprus_info@merck.com

Latvija

SIA Merck Sharp & Dohme Latvija
Tel: +371-67364224
msd_lv@merck.com

RCN000027162GR

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel: +421 2 58282010
dpoc_czechslovak@merck.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@merck.com

United Kingdom (Northern Ireland)

Merck Sharp & Dohme Ireland (Human Health)

Limited
Tel: +353 (0)1 2998700
medinfoNI@msd.com

To mapév evALo 00OV YpfioNS avadepOnke Yo TELEVTAIR POPa TOV AVyovsTo 2024.

Addeg TNYEG TANPOPOPLOV

Aentopepeic mAnpoeopieg yio avtd 10 QapproKo eivar dtabéoipeg otov dikTvakd TOTo ToL Evpmraiko

Opyaviopot @apudrkmv: https://www.ema.europa.eu.
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@VYAro ooV piong: IIAnpogopics yra Tov yxprjot

Noxafil 100 mg yootpoavOekTiKd dioKia
mocaKovaloAn

AWPacTe TPOGEKTIKA OAOKAN PO TO GVAAO 0ONYIAV YPT1ONG TPV UPYICETE VU TAIPVETE AVTO TO

PaproKo, O10TL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUG.

- duraEte avtd To EOALO 0dNYIBV Yprone. Towg ypelactel va to dofdcete Eavda.

- Edv éxete mepartépo amopieg, poTNoTE TOV Y10TPO, TOV PAPLOKOTOLO 1) TOV VOGOKOUO GOLG.

- H ocvvtayn v avtd 1o edappoko xopnynnke amokAeloTiKd Yio 60G. Agv TPEMEL VO ODOETE TO
@apuraKo o€ GAAOVC. Mmopel va Tovg TPOKAAEGEL BAAPT], OO KoL OTOV TO GUUTTOUOTO TNG
aoBéveldc Toug tvat 1010 e ToL O1KA oG,

- Edv mopatnpnoete kKamoto avemiBOunt eVEPYELD, EVILEPDGTE TOV YLOTPO, TOV PAPUOKOTOL0 1)
TOV VOGOKOUO 60G. AVTO 1oy0eL Kot yio, KaOe mhovi avemBOuntn evépyela Tov 0ev avapEPETaL
670 TOPOV GUALO 0dNYIDV ¥pNong. BAére mopdypago 4.

T epréyel 1o Tapov GUAA0 00N YLOV

T efvon To Noxafil ko mota givan 1 ypriom tov

T mpénet va yvopilete npv mapete to Noxafil

Iag va mapete to Noxafil

[MBavéc avemBounteg evépyeteg

Ilog va puidcocete to Noxafil

[epreydueva g cvokevaciog Kot AoEG TANpopopieg

AR e

1. T eivar To Noxafil kon wowa givar i) pijon Tov

To Noxafil mepiéyet éva pappako mov ovopdletol TocaKovaloAn. AVt aviKEL GE Lo OUAOa
QOPUAK®V TOL OVOUALOVTOL KOVTIHVKNTIONGIKE). Xprolponoteital yio TNy Tpdinym kot tn Oepomeio
TOAADV SLOPOPETIKAOV LVKNTIUGIKOV AOIUDEEDV.

To @appoxo ovtd dpa GKOTOVOVTAS 1] GTALOTMOVTOG TNV AvATTLEN OPICUEVOVY TOTOV LUK TOV TOV
UTOPOHV VO, TPOKAAEGOVY AOUMEELS.

To Noxafil pmopel va ypnoponomBel oe eviihikeg yio T BEpPATEVTIKY] OVIIUETMTICT] LUK TIOUGIKOV
AodEewv Tov TpokolohvTon amd POKNTES TG OwKoYévelag Aspergillus.

To Noxafil pmopei va ypnoponomBel e evihkeg Ko og moudld nikiog and 2 etmdv mov Quyilovv

neprocotepo omd 40 kg yio va Bepaneioet Tig axdAovbeg katnyopieg LUKNTIOGIKOV AoUOEEDV:

. AOWADEELG TPOKAAOVLEVES A0 LOKNTES TNG OwKoYévelng Aspergillus, ol omoieg dgv Exovv
TapoLGldoel Pedtiwon Kotd TN dtdpkela TG Bepameiog [Le TO AVTILVKNTINGIKG QAPUOKOL
appotepikivn B 1 itpaxovaldin 1| 6tav owtd to pApUoKa ETPETE VO SIOKOTOVV,

. AOWDEEIG TPOKAAOVUEVES OO LOKTTEG TNG OWKOYEVELNG Fusarium, Ol OTOIEC OEV £YOVV
nmapovoidoet Bedtioon Katd ) didpkelo TG Oepomeiag e appoteptkivny B ) 6tav i
appotepikivn B énpene va daxonel,

. AOMEELS TPOKOAOVLEVEG OO LWOKTTEG TOV TPOKAAOVV TIG KUTAGTACELS YVWOTEG (OG
«YPOUOPAACTOHVKNTIOGT KO CUVKNTOUO», Ol OTOIEG OEV £(O0VV TOPOLGLACEL PeATiOON KOTA
T Sudpketa g Oepoameiog pe ttpakovaloin N 6tav N rpakovaloAn ETpens v SLOKOTEL,

o Aoméeig Tpokadodpeves omd Evav poknta mov ovopaletal Coccidioides, ol omoieg dev €yovv
TaPoLVGldoel Pehtioon Kotd T didpkeln TG Oepameiog Pe pio 1 TEPIocOTEPES Ao TIg
apgotepikivn B, itpaxovaldin 1 plovkovaloin 1 0TovV aLTA TO QAPLOKO ETPETE VO SIOKOTOVV.

To @apuakxo avtd propei exiong va ypnoomoindet yio Ty TpOANYT HUKNTIONCIK®Y AOUMEEDY G

evAIKeG Kot Tondild nAkiog and 2 etmv mwov Luyilovv mepiosdtepo and 40 kg mov Ppickovtal og
VYNAO KIVOLUVO ELOAVIONG P0G LUKNTIOGIKNG Aoipuméng, 6Twg:
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o acBeveig mov Eyovv e£0cOevnEVO 0VOGOTONTIKO GUGTI O AOY® TNG ANWYNG ¥NUE0bepameiog
yia «o&eia poehoyevi Aevyopion (OMA) 1 «pwelodvomiactikd chvopouay (MAY)
. aoBeveic mov Aappdvouvy «wynAng 06o1g Bepameia. vocOKOTAGTOANG EMELTA O

CUETAPOCYEVCT] OPYEYOVDV OLUOTOMTIKGV KuTtdpwv» (HSCT).

2. Tvpémer va yvopilete npv wapete To Noxafil

Mnyv napete to Noxafil

o o€ mePinT®on aAlepyiog oTNV TOCAKOVALOAN 1| O OTO10ONTTOTE GALO OO TO. GLOTATIKA CLLTOV
TOL PAPUAKOL (OVOQEPOVTOL GTNV TTAPAYPAPO 6).
o edv maipverte: tepeevadivn, aoteiloAn, cloampion, mpolion, clopavpivr, Kvidivn,

OTOLOONTTOTE PAPHLOKO TTOV TEPLEYOVY «AAKAAOELIN EPVGIPDIOVG OAVPAG) OTMG 1) EpYOTALiv 1)
1N dwdpogpyoTapivn, N Lo «otativy Omwg 1 cwfactativn, n atopPactativi 1 n Aofactativn.

o €qv nOMG €xete apyioel va maipvete PevetokAdEn N 1 d0om PeveTokhdEng cog avEdvetol apyd
ywo T Oepoameio TG XPOVING AEUPOKVTTAPIKNG Acvyaipiog (XAA).

Mnyv mépete o Noxafil edv otidnmote and o Tapamdve 16y0eL o€ e50c. Eav &xete appiPoiie,
amevbuvbeite oTov yloTpd M| TOV PAPUAKOTOL0 Gag TPOTOL ThpeTe To Noxafil.

BA. « AN appoxa kot Noxafil» mapoakdto yio meplocdtepec TANpopopieg cupmeptlapfovopévov
TANPOPOPLDY GYETIKA PE GAAC PapUOKo TOV UTopel va aAAnAemidpdoovv pe Noxafil.

Ipocdomomjoeirs ko TpoPLAGEES
AmevBuvBeite oTov Y10Tpd, TOV PUPLOKOTOL) 1| TOV VOGOKONO Gag Tply mipete o Noxafil, edv:

o glyate OAAEPYIKT OVTIOPAGCT) GE KATO10 AAAO OVTIHVKNTIOGIKO QAPLOKO, OTTMG 1) KETOKOVALOAN,
N eAovkovaloAn, N 1tpakovaloin | 1 PopucovaloAn.

. €xete M eiyote KOTOTE NIOTIKG TPOPApaTa. Mmopel va ypetaotel va vroPfAnbeite oe e€etdoeic
alpoatog v Toipvete ovTd TO PAPLOKO.

. avantoéete coPfapn dtdppoto 1 EUETO, KAOMG AVTES 01 KATOOTACEL UTOPEL VAL TEPLOPIGOVY TNV
OTOTELEGLLATIKOTITO GLTOV TOV PAPUEAKOV.

. €xeTe U1 PLGLOAOYIKY KaToypaen Tov Kapdtakoh puBuov (HKI') mov pavepdvet éva mpofinua

7ov ovoudletal mapoteTapévo ddotnua QTc

éxete aduvapio Tov Kapdlakoy pu 1 KapdlaKn avemdpKelo

éxete TOAD Ppadl Kapdlokd TaApd

€xete daTopay] TOL KopdaKov puipon

éxete omolodnmote mPOPANUA LE TO EMimeda Kakiov, payvnoiov 1 acPeotiov 010 aipa Gog
naipvete Prvkprlotivn, BrvPractivn kot dAda «odkorogldn e Pivkac» (pdppoka mov
YPTOYLOTOI0VVTAL Yo TN Bgpameio Tov KapKivov).

o naipvete PevetokAdén (Eva eappako Tov ypnoiponoteital yio T Bepamnsio Tov Kopkivov)
®o Tpémel vo amoeeVYETE TNV £kBecn oTov A0 Kotd T dtdpketa ¢ Oepaneioc. Etval onpovtikd va
KOADTTETE TIG EKTEDEUEVEG GTOV N)ALO TTEPLOYES TOV OEPLATOG LLE TPOGTATEVTIKY] EVOLLOGIO KO VOl
YPMOLOTOLEITE OvINALOKO Le VYNAD deiktn Tpoctaciog and Tov Ao (SPF), kabadg pmopet va
eppaviotel ovénuévn evatotnoia tov déppartog otig axtivec UV tov RAtov.

Edv otidnmote amd to Tapondve 1oyveL o€ e0dg (N £xete apeiBoiisc), amgvbuvleite otov yiatpd, Tov
(QOPLOKOTTOLO 1 TOV VOGOKOWO 6o TpoTtov dpete o Noxafil.

Edv epoavicete coPapn diappoia 1 Epeto (adiabecio) evm maipvete to Noxafil, angvbuvbeite otov
YTPO, TOV PUPHOKOTOLO 1| TOV VOGOKOUO GOG OUESMG, KOOMG anTod HITopel Vo TO KAVEL VO, GTAOTIOEL
va 6pa. cwatd. BA. mopdypogo 4 yio meplocdtepeg TANPOPOPIEC.

Howoé
To Noxafil dev 0o pénel va divetal o€ ToudLd NAKINC KATO TV 2 ETOV.
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Alha @appoxa kot Noxafil

Evnuepaote tov y1otpd 1 1oV QaproKkonold cog e4v ToipveTe, YETE TPOCOAUTA TAPEL 1| LTOPEL VO
TAPETE AALOL PAPLLAKAL.

Mnyv napete To Noxafil eav maipvere oworoonmote amd To axoérovda:

TeEpQeVASiv (ypnopomoteiton yia tn Oepaneio aAdepyimv)

aotel{OAN (ypnoyomoteital yia tn Oepaneio aALEPYIDV)

oloampion (ypnoyomoteiton yia T Oepaneio oTopAY KOV TPOPANUATOV)

mpolion (ypnowomoteiton yio tn Oepaneio v cvuntOpdTov TG Satapoyrg Tourette kot Tng
YUYIKNAG VOGOL)

alopavtpivn (ypnoonoteital yio tn Bepameio tng eAovociog)

o Kwidtvn (gpnopomoteiton yio ) Oepaneio TV [ GLUCIOAOYIKAOV KApSIAK®Y pLOU®V).

To Noxafil pmopel v avénoet v TocOHTNTA TOV TAPOKAT® PUPUAK®V GTO QijLo, YEYOVOG TOV UTOPEl

VoL 001 YNGEL 6€ TOAD GOoPapEC LETAPOAEC TOV KapdLOKOD pLOUOL Gog:

o OTO100NTOTE PAPLLOKO TTOV TEPLEYOVY KOAKAAOEIN EPLGIPDIOVE OAVPUCH OTTMG 1) EpYOTANiv 1
N dwdpoepyotapivn, mov ypnoporoodvtot yio ) Oepaneia tov nuikpovidv. To Noxafil
propel va 00ENGEL TV TOGOTNTA TOV POPUAK®V CUTOV GTO OO, YEYOVOS OV UTOPEL Vol
odnyNnoet g cofapn Pei®on TG PONG TOL CILATOG OTA SAYTVAN TV YEPUDV 1] TV TOSUDYV GOG
ka1 Oa pmopovce va Tpokarécel BAAPT o€ avTd.

o pio «oToTivipy O0Ttmg 1 sfactativ, 1 atopfactativn 1 n AoPactativr, Tov YPNGLOTOIOVVTL
ywo T Oepameio TNG LVYNANG YOANGTEPOANG.
. Bevetokhaén otav ypnoyomoteitar oty apyn g Bepameiog evog TOTOL KapPKivov, TNG YPOVING

Aepporuttapikng Aevyopiog (XAA).

Mnyv mépete o Noxafil edv otidnmote and o Tapamdve 1oY0eL o€ e50c. Eav Exete appiPoliec,
angvBouvbeite oToV YLoTpd 1 TOV POPUOKOTOLO GOG TPOTOV TAPETE AVTO TO PAPLLAKO.

Al @dppoka

Agite ) Aloto TOV QUPUAK®OV TOL SIVETOL TOPUTAV® To 0Toia OV TPEMEL VoL AAUPAVOVTOL EVED
naipvete o Noxafil. Ektog and ta gappoka wov avapEpoviol Topamive, DVITAPYOVY Kol GAAL
QappoKa Tov evéyovy Kivouvo mpofAnudtov pubuov o onoiog pmopel va givarl peyaAdbtepog Oty
AapPavovton pe Noxafil. Iapakaieiote va Pefaiwbeite 0Tt eviuep®VETE TOV Y1OTPO GO GYETIKA LE
O\0L TO, PApUOKO TOL TOIPVETE (CLVTAYOYPOUPOVUEVA 1) 1] GUVTAYOYPOUPOVLEVCE).

Opiopéva, pdpuako uropei va avé&noovy tov kivovuvo avembountov evepyeimv tov Noxafil,
av&avovrtag v tocdtta tov Noxafil oto aipa.

Ta axdlovOa papuake propel vo petdcovy Ty aroterecuatikomta tov Noxafil, peidvovrog myv

mocotnta Tov Noxafil oto aipa:

. PLPOUTOVTIVI] KO PLPOUTIKIVY (M oloTotovvTal yio T Oepomeio opiopévav Aotunéemv). Eav
maipvete 0N prpapmovtivn, Oa ypelocteite e&eTdoelg aipotog Kot Oa ypelaotel vo Tpocéete
Yo oplopéveg TOAVES oveTIBOUNTEG EVEPYELEG TNG PLPAUTOVTIVIC.

o eowvutoivn, kapPapalenivn, powvoBapPrrain M tprudovn (ypnoionotovvron yio T Bepameia 1
TNV TPOANYT| KPIGEWDV).

o gpaPpévin kol posaumpevafipn, mov ypnopomotobvtot Yo, T Oepameio g Aoipwéng HIV.

o Q@AOVKAOEUKIAAIVT (avTIBLOTIKO TTOV XPTCLUOTOIEITOL KOTH TV PAKTNPLOKOV AOIUOEEDV).

To Noxafil pmopel mbavd va avénoet Tov Kivouvo avemiBountov eVePYEIDY OPIGUEVOV ANV
QUPUAK®V, AVEAVOVTOG TIV TOGOTNTO TOV PUPUAK®V aVT®OV 6To aipo. Ta eappoka avtd
eplAapPavouv:

o ) Pvkpiotivn, tn BrvPractivn kot GAAL «aAKOAOEDT TNG Bivkay (XP1CLLOTOLOVVTOL Y10 TN
Bepaneia Tov KapKivov)
o Bevetokha&n (ypnowonoteitan yio ) Oepameio Tov KapKivov)
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. TNV KuKAoomopivn (ypnoyomoleital katd tn S1apKeld 1 LETE amd YEPOVPYIKT EXEUPOOT
UETOUOCYEVONC)

. TO TAKPOALOVE KOl TO GLPOAMUOVS (YPMOYLOTOLOVVTAL KOTA TN OEpKELD 1] LETA OO YELPOVPYIKN
EMEUPOOT PLETAUOCYEVOT|G)

. ™ prpapmrovtivy (ypnoyonroteiton yio ™ Bepaneio opiopuévov AoUmdEemv)

. T PAapUaKe oL Ypnotpomotovvtal yio. T Oepamneio tov HIV, ta omoia ovopdaovtol avactoieic
mpwtedong (copmeptropPavopévng g Aomvafipng kon tng atalavafipng, Tov yopnyovviat
uali ue prrovafipn)

o ™ wdaloraun, tnv tpraloraun, tnv oirpalodaun 1 dAlec «Peviodialenivecy
(xpMoomo10HVTOL MG NPEUOTIK 1] LLOYAALPDOTIKA)

o T SthTialéun, tn Pepomopiin, tn vipeduriv, Tn VIGOASTIVN 1 GAAOVE «OVOCTOAEIG S1OOAMY
acPeotiovy (ypnoomolodvtar yio T Oepameio TG VYNANG APTNPLOKNG THECTG)

. ) dryo&ivn (xpnowomoteitan yio T Bepameio TG KOpSOKNG AVETAPKELOG)

o T yAmlion 1 dAleg «GovApovolovpiesy (ypnoiporotovvTal yio ) Bepaneio Tov VYNAOD
GoKyapov aipoToC)

o 10 all-trans petvoikd o0& (ATRA), mov ovopdleton emiong Tpetvoivn (xpnotpomoteitar yio

Oepomeio OpIGUEVOV KOPKIVOV TOV QUOTOC).

Edv otidnmote amod 1o mopandvm oyvel o €odg (M £xete apeiPorieg), amevbuvbeite otov yiotpd 1 Tov
QOPUOKOTOLO GaG TPOTOVL TApeTe To Noxafil.

Kinon kot Oniaopog

Evnuepdote tov yiatpd cog edv eiote 1) vopilete 611 pmopel va glote £€yKv0OC TPOTOL apyicETE VOl
naipvete o Noxafil.

Mnyv mépete o Noxafil edv giote £ykvoc, exTdc €4V GOG TO TEL O Y1ATPOS GAG.

Edv giote yovaiko mov 6o puropodoe va peivel £ykvog, 0o Tpénet vo, PpTGLLOTOIEITE OTOTEAECUATIKT
AVTIGLAAN YT EVO TTaipvete avTd TO Papuako. Edv peivete éykvog evm maipvete to Noxafil,
EMKOWVMOVNOTE AUECHG LLE TOV YIOTPO GOG.

Mn OnAidlete evo maipvete to Noxafil. Avtd 1oyvel emeldn] WKpEG TOCOTNTEG UITOPEL VO TEPAGOVYV GTO
UnTpo yoro.

Odynon ko EPLopog pNyavnpdTov

Mmnopei va awsBovOeite (aAn, vavniia | va €xete Boumm 6paocr evod maipvete To Noxafil, yeyovog mov
propel v EXNPEACEL TNV IKOVOTNTA GaG Yio 01 yNnon 1| xprion epyareimv N unyavnudtov. Eqv copPet
aVTO, UMV 00N YNOETE N (PTCLUOTOICETE OTOLAONTOTE EPYOUAEID 1] LY OVILATO, KOL ETIKOIVOVIGTE LE
TOV Y1uTpO GG,

To Noxafil wepiéyer vaTpro
Av106 TO POPUOKEVTIKO TPOTOV TTEPLEYEL AYOTEPO atd 1 mmol vatpiov (23 mg) avd diokio, glvar ovtd
oL ovopalovpe «elevBepo vaTpiovy.

3. g va wapete To Noxafil
Mnyv kévete evarloyn peta&d diokiov Noxafil ko Noxafil mécyov dtodvpatog yopic va
GUUPOVAELTEITE TOV YIUTPO 1 TOV QOPLOKOTOLO GOG S10TL 1) AAAAYT| UTOPEL VAL £XEL WG UMOTELEG IO, TNV

ENAENYT OTOTEAEGLOTIKOTITAG 1 TOV AVENUEVO KIVOUVO aveTIOOUNTOV EVEPYELDV.

ITavtote va maipveTe T0 PAPUOKO CLTO CVOTNPE COUPOVO LE TIG 0ONYIEG TOV YLOTPOD 1] TOV
Qapuokomolod coc. Eav éxete appifoliec, pmtnote TOV Y10TPO 1 TOV POPLAKOTOLO GUG.

IIéoo va mapete

H ovvnfng 60om etvor 300 mg (tpia diokia Twv 100 mg) dVo popéc nuepnoimg Ty TpOTN NUEPT KoL
300 mg (tpia dwokia tv 100 mg) pio popd NUEPNGIMG LETETELTA.
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H d1dpketa g Bepaneiog pmopel va eaptdror amd Tov TOTO TG AoTU®ENC oL £YETE KO UTOPEL VO
TPOCAPUOCTEL OTOUIKA Y10 EGAG amd TOV Y10TpO Gag. Mnv mpocapuolete tn 6001 Gog HOVOL Gag
poTob cupPovievbeite Tov yoTpo Gog Kot Unv aAAALETE TO BEpamevTIKO GYNIO GOG.

MMaipvovtog ovTd TO APROKO

. Kozomieite 10 d10Kio OAOKANPO e Alyo vepo.

o Mn Opvuparilete, pacdte, omdte 1 SAvETE TO d1OKiO.
o Ta diokio pwopovv va AneHovv pe 1 yopic Tpoen

Edv mapete peyorvtepn 66on Noxafil amd Tnv kevoviki
Edv vopilete 6tT1 pmopei va, £xete mapel moAd peydin tocotnto Noxafil, arngvbuvieite og évav yiatpod

N TNYoiveTe QUECMG GTO VOGOKOETD.

Eav Eeydoete va wapete To Noxafil

o Edv Egydoete pia 660m, mdpte T noMg to Bouneite.

o Q61660, 4V glval GYedOV 1 PO Y0 TNV ETOUEVT dOGN GaG, TAPOUAEIYTE TN 006N OV EEYACOTE
KOl ETOTPEYTE GTO KAVOVIKO GaG TPOYPOULLOL.

. Mnyv mépeTe SImAN SOOT| YO VO OVATTANPAOGCETE T 600T oV EEYAoaTE.

Edv éxete mepiocdtepeg epmTNCELG CYETIKE LLE T YPTOT OGVTOV TOV POPUAKOV, POTHCTE TOV YIATPO,
TOV QOPLOKOTOLO 1| TOV VOGOKOLO GOLC.

4. IMBavég avemBOuNTEG EVEPYELES

Onwg dha ta eapuroka, £TGL KOl 0VTO TO GAPLOKO Uopel vo TpokaAécel avemBOUNTES EVEPYELES, OV
ka1 0gv Tapovoldlovtal 6 OAOLG TOVG AVOPMOTOLG,.

YoPapéc avemBOunTES EVEPYELES

Evnuepoote apécmg 1ov y1otpo, TOV QUPUOKOTOL0 1] TOV/TI)V VOGOKONO GUGS EAV TOPUTNPICETE

Kdmowo and Tic aK0Aov0eS coPapég avemBOUNTES EVEPYELEG — PTOPEL VA Y PELOCTEITE EMELYOVGO,

WTPIKY ayOYn:

. vavtia 1 épeto (aicOnua adwbeciog 1| adiabesia), dSidppola

. onpeia NTOTIKAV TPOPANUATOV - aVTd TEPIAAUPAVOLY KITPIVIGHA TOV SEPLOTOS 1) TOV AELKOV
TOV LATIOV 00G, 0cLVHOIGTA GKOVPOYP®LN 00PA ) AEVK®TA KOTpava, aictnuo adiabeciog
Xopic ortio, oTOpYIKA TPOoBANUHATO, aTdAELD OpeENg 1 acLVOIoTN KOTWGEN 1 advvaia,
avEnomn tov NraTkdv evomv Tov gpeaviletol 6Tig eEETACELS OULOTOC

. OAAEPYIKN aVTiOpOOT

AdLreg avemOOUNTEG EVEPYELES
Evnuepdote Tov yotpd, ToV QopUoKomold 1| TOV VOGOKOUO GaG 6V TOPATPNCETE OTOLOONTOTE OO
TIC akOA0VOEG avemBOUNTEG EVEPYELEC:

Zuyvéc: ot axdAovlec umopel va ernpedoovy émg 1 ota 10 dropa

. peToPoAn oto eminedo aAATOV 6TO aipa oG Tov epeavifeTol oTig eEETACELS ATUATOG - TOL
onueia Teptiappdvouy aicOnua cvyyvong 1 adVVILIOG

. L1 PLGIOAOYIKY] aicOnoT TOV SEPUATOC, OTMG LOVILAGHE, HUPUNYKIOC LM, PoyoDpa,

ovoTpiyloc o, ayKOA®GN 1| KAOWYILO

TOVOKEPUAOG

YounAd emineda kodiov - eppavifoviar otig eEeTdoels oipatog

YOUNAG emineda, poyvnoiov - eppavifovton oTig e£ETACELS QLOTOG

VYNAN apTNPLOKT e

ammAEL OpeENG, GTOUAYIKOG TOVOG 1] GTOAYIKT dtoTapayn, aépia, Enpootopio, HETOPBOAES

oV aicOnon g yebong cag

o Kaovpa (va aicOnua kayipotoc 6to otnbog mov avePaivel uéxpt Tov Aapo)
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YOUNAQ ETITEDD, KOVOETEPOPIAMVY, EVOG TUTOL AEVKOKLTTAP®V (OLOETEPOTEVIN) - AVTO UOpEl
va KAvel o mavo to evogyduevo va mabete AomEelg kot eppoaviletal oTig e£€TAGEIS LOTOC
TpeTdg

aioOnuo advvapiog, Caing, KOT®oNG 1 LIVNALOG

eEdvOnua

payovpa

dvokototnTo

dvogopia oto opbo

Oy ovyvéc: ot okdAovbec pumopet va emnpedoovy €o¢ 1 ota 100 drouo

avalpia - Ta onueia TepiAapfdvovy movokepaiovg, aictnuo koTmong 1 {oAng, duckoAia TNV
ovomvon | YAou eReavion Kot yoaunAd eninedo aposearpiving mov epeavietorl otig egetdoelg
oipoTog

YoOUNAS eminedo arponetariov (Bpopponevia) wov eppaviletal oTig eEETAGEIS AiLOTOC - AVTO
UTopEl v 001 YNOEL GE aupoppayia

YOUNAO ETUTEDO «AEVKOKVTTAP®VY», EVOG TOTOV AEVKAOV apocalpiomv (Aevkomevia), Tov
gupaviCeton otig e€etdoelc aipatog - avTd UmTopel va KAveL TTo mhovo To evOEXOUEVO VO TAOETE
AOUOEELG

VYNAO EMTEDO «NOGIVOPIAMVY, EVOC TOTTOL AEVKOKVTTAP®OV (NOGIVOPIALR) - aLTO HImopel va
ovpel edv £yete pAeypov

QAEYLLOVT] TOV OLLOPOP®V arYYEI®V

TpoPAnpate Kapdlokov puhuov

GTOGLOL

vevpikn BAAPT (vevpordbeia)

U eLGOA0YIKOG Kapdlakds puOUOG - epeaviletar oto kapdoypdenue (HKI), aicOnua
TOAUDV, apyOS N YPNYOPOG KapOLOKOS TAAUOS, VYNAN 1| XOUNAN apTNPLoKy TiEoT

YOUNAT apTNPLOKY] Tieon

QAEYLOVT TOV TOYKPEATOS (TOyKPETITION) - ALTO PUIOPEl VoL TPOKAAESEL EVTOVO GTOLUYIKO
Vo

SLoKOT TNG TaPoyNG 0ELYOVOD GTOV GTANVA (ELPPAKTO TOL GTANVOC) - VTO UTOpPEL vVaL
TPOKAAEGEL GoPapd oTopay KO TOHVO

coPoapd veppucd mpoPAnuata - To onueio Teprappavouv avénuévn | uetwuévn ovpnomn, Le
00pa SLPOPETIKOD YPDOUOTOG Ad TO GUVNOIGUEVO

VYN enimeda kpeatTvivig oto aipa - eppaviCovron otig e€etdoelg aipatog

Prixac, AdSuykoag

oupopporyieg g uoTng

cofapdc, 0&EVG TOVOG 6T0 6TNBOG KOTA TNV €16TVON (TAEVPLTIKOG TOVOC)

OOYK®ON TOV AEUEAOEVOVY (AELLEAdEVOTADELN)

pewmpévn aicnon 1| evocinoia, Wwaitepa oto dépa

TPOLOG

VYNAG 1} YOUNAQ EMITEdD GOKYAPOV GTO QLN

Baumn dpaocm, evactncio 6To g

omOAEL LOAAMODV (adomekio)

€XKT GTOUATOC

piyn, yevikn aicOnon adiabesiog

OVOG, TOVOG GTIV TAUTN 1] GTOV ALYV, TOVOG OTa YEPLoL 1) 6T TOSLN

KatokpdTnomn vepod (oidnua)

TPOPANUATA ELUVOL POOTS (U1 PVGLOAOYIKT KOATIKY apLoppayiol)

avikavotnto Vvov (abmvio)

TANPNG N UEPIKT AVIKOVOTITA, OUIALOG

TPNELLO TOV GTOUATOG

avopoie dvelpo 1 Suokodio, GTOV VTTVO

TPOPANUOTA GUVTOVIGHOD 1) IGOPPOTTING

QAeypovT PAevvoyovou
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BovAwpévn pot

dvokoAio otV avomvon

dvopopia oto otnhog

aicOnpo eovoKOUATOG

N €0 coPfap1| vauTtio, EUETOS, KPAUTEG KOt d1dppota, cuVHOOS TPpokaAoDUEVA OO EVaV 10,
GTOLLOYIKOG TOVOC

péyLo

aicOnon exvevpiopon

rivieg: ot akoiovfec umopei va emnpedoovy £w¢ 1 ota 1.000 drouo

Tvevpovia - Ta onueia TEpAapPivouy aicOnuoe SHGTVOLNG Kot Topaymyn SUGYPOUATIGUEVOL
OAEYLOTOG

VYNMA 0PTNPLOKN TEST GTO OHLOPOPO OYYEID TWV TVELHOVOV (TVEVLOVIKN VITEPTACT]), CVTO
umopel va tpokorécel coPfopn PAAPN oTOLE TVEDUOVEG KOt TNV KOPOLd GoG

OLOTOAOYIKE TPOPATLLOTA OTTOC U1 PLGLOAOYIKT TAEN TOV AIUATOG 1] TOPATETALEVT ALLOpPOYin
coPapéc OAAEPYIKEG AVTIOPAGELS, TOL TEPIAUUPAVOVY EKTETAUEVO GAVKTAIVAOIEG e&EAvON A Ko
ATOAETION OEPUATOG

vONTIKE TPoPANHOTO OTTMOC TO VO AKOVTE POVES 1 VO PAETETE TPAYLLATA TTOL OEV LITAPYOVV
MmoBupio

vropén TpoPfAnudtemv okéync | optiiog, VopEn CTUCUOIIKOV KIVAGE®V, 1010{TEPU OTO XEPLAL
G0G, TTOL OEV UTOPELTE VOl EAEYEETE

AYYELNKO EYKEPOUALKO ETELGOO10 - T GNUELN TEPIAAUPAVOLY TOVO, AdLVOLIC, LOVIIIGUIA T
HOPUNYKIAG O GTO, GKPOL

omapén evog TueAOD 1) 0KOTEWOD oNElOL 6TO ONTIKO GoG TTedio

KOpOLoKY| avemdpkela 1 kapdlakr| TposPoin mov Ha Lropovce va 001 yHoEL GTN SLOKOTY TV
KOpSOK®OY TOAU®V Kot Tov Odvato, Tpofinuate kapdiokod puduov, pe awpvidio Bdvato
Opoppor aipatog ota w6da oag (ev T Pabdel prefikn Opoupwon) - Ta onueia Teprrappdvouv
€vtovo Tovo N TPNEYO TV oSOV

Opoppor aipartog 6ToVg TVELHOVEG GOG (TVELIOVIKT EUPBOAR) - Ta onueia Teptiapufdavooy
aicOnuo dvomvolag 1 THVO KATA TV OVOTVOT

aloppoyio PG 6TO GTOUAYL 1) TO £VIEPO GO - TO onpein TePAaPavouy aipa 6Tov EUETO N
G710 KOTPAVE GOg

OTOKAEIGHOG TOV EVTEPOV GOG (EVIEPIKT] AmOPPALN), Wiaitepa 6TOV «EAed». O amoKAEIGHOG Bal
EUTOOICEL T TEPLEYOIEVE, TOV EVTEPOV GOG OO TO VO TEPAGOLY UEGH TOV KAT® TUNUATOG TOL
eviépov — ta onueio Teptiappdvouy aicnuo povok®paToc, £peto, coPapn SvoKolOTNTa,
ATMAELN TNG OPEENG KO KPAUTES

COVPOLUIKO CHOAVTIKO GUVOPOLO» OTaV Ta EpLOPOKVTTAPA SAGTAOVTAL (OAVGT)), TO 0010
umopel va GupPel pe 1 yopig VEPPIKT OVETAPKELL

CITOVKOTTOPOTEVIO, YOUNAL ETITESA OA®V TOV KLTTAP®OV TOV aipotog (epubpordTTapa Kot
AELKOKDTTOPA KO QUOTETAALR) TTOV gRPavIiovTol 6TIS EEETAGELS AiLATOG

peyarotl popP dvoypopoticpol tov dépuatog (Opoupwtikn Opouforevikni TopevPa)

TPNEO TOL TPOCHOTOL 1} TNG YADGGOC.

KatdOAym

dumhonio

TOVOG GTOLG LAGTOVG

L1 6®OTH AELTOVPYia TV ETVEPPLOI®VY - ALTO UTOPEL VO TPOKOAESEL adLVaLia, KOTWO,
OTOAELNL OPEENC, OVOYPOUATIGIO TOL OEPUATOC

U1 GOGTH AELTOLPYIL TG VITOPVONG - ALTO UTOPEL VO TPOKAAESEL YOUNAG ENiTEdA GTO Ol
OPICUEVOV OPLOVAV TOL ENNPEALOLV T AEITOLPYI TOV YEVVITIKOV OPYAV®V TOV AVOPOV 1) TOV
YOVOIKQOV

TPOPANOTA 0KONG

YELB0OUAS00TEPOVIGUOG, TTOL £XEL MG AMOTEAEGLO TNV DYNAT OPTNPLOKY| TTEST UE YounAd
eminedo Kariov (paivetor oty e€étaon aipatog)
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Mn yvootéc: n ovyvotra dev pmopei vo sktiundel pe Bdon ta dwabéoiua dedouéva
. optopévol acbeveic £xovv emiong avagépel aicOnua cuyyvong petd omd ™ Aqyn tov Noxafil.
. £pLOPOTNTA TOV dEPLATOG

Evnuepaote tov yratpd, Tov gopuakorold 1 Tov VOGOKOUO GG AV TOPATNPTCETE OTOLONTOTE U
TIC OVETLOOUNTEG EVEPYELEG TTOV OVOPEPOVTOL TOPATAVE®.

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnproete KOmolo, avemBOunTn evépyeia, EVIUEPMDGTE TOV YIATPO, TOV PUPOKOTOLO 1 TOV/TNV
VOGOKOWO GaG. AVTO 10l Kot Yl kdOe mihovr avemBountn evépyela Tov 6gvV avapEPETAL GTO TOPOY
@OALO 0OMy1DV ¥prionc. Mmopeite eniong va avapépete avemBounteg evépyeleg anevdeiog (PA.
AEMTOUEPELEC TAPAKAT®). MEG® TNG OVOPOPAS OVETIBOUNTOV EVEPYEIDV UTOpEiTE va fonBnoete ot
GLALOYT TEPIGGOTEPMOV TANPOPOPLDV GYETIKA LLE TNV OGOAAELD, TOV TOPOVTOC PUPUAKOD.

EXAGda:

EBvikdc Opyaviopuog @apudkwmv,

Meocoyeiov 284, GR-15562 Xoiapyodg, AGMva,

TnA: +30 21 32040337,

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

Konpoc:

Oapuaxevtikég Yanpeoieg, Yrovpyeio Yyeioc, CY-1475 Agvkooio,
TnA: +357 22608607, ®a&: + 357 22608669

Iototomog: www.moh.gov.cy/phs

5. IIog va pvridooete To Noxafil

To @dppako avTtd TPETEL VO, PUAACGETOL GE PEPT TTOL OeV TO PAETOVLY Kot dev TO POEVOLY Ta TaLdLdL.
Noa pnv xpnoiponoteite ovtod 10 GAPUOKO LETE TV NUepounvio ANENG OV AVOPEPETAL GTNV KVYEAT
petd to EXP. H nuepopnvia Anéng eivan n televtaio nUéEPO TOL PNVA TTOV OVOPEPETOL EKEL.

To @appako avtd dev amaitel Waitepeg cvvONKeg EOAUENG.

Mnv metdite @ApULAKA GTO VEPD TNG OMOYETELGNG 1| GTA OlKLOKA amoppiptata. Potote tov
QOPUOKOTOLO GOG Y0 TO TMG VO TETAEETE TO, PAPLOKO TTOV OEV ¥PNOLULOTOLETE Tl AvTd T péTpa Oa
BonBncovv oty Tpoctacia tov TepPaAiovtog.

6. Iepreydpeva TS GLOKELAGIOG KO AOTTEG TANPOPOPIEg

T nepréyer To Noxafil

o H dpaotikn ovoio oto Noxafil eivar 1 mocaxovaloin. Kabe diokio mepiéyer 100 mg
T0G0KOVOLOANC.
o Ta GAAa cvotatikd givat: o0&k NAEKTPIKN VIPOUEALOLT, MKPOKPLGTOAAIKY|] KOTTAPIVT,

vdpoéumponvrokvtrapivn (E463), 0&eidio mupitiov 060vTIKOD THTTOV, SLOGTAVPOVUEVN
vatplovyog KopueAAdlr, oTeaTikd Layviolo, TOAVPvVAoAKoOAT, ToAvatBuAevoyAvKOAn 3350,
dro&eidio trraviov (E171), Taikng, kitpvo o&eidio aionpov (E172).

Epg@évion tov Noxafil kan Tepreyépevo Tig cuokevaoiog

Ta yaotpoavOektikd diokio Noxafil £xovv emucdioyn kitpvov ¥pdUOTOG Kol oY Kayakiov, givat
yopoyuéva pe «100» otn pio TAEVPA Kol CUGKEVAGUEVA G pia KOWEAN G€ KouTld Tov 24 (2x12) 1y
Tov 96 (8x12) diokiwv.

Mmropei vo, unv KoKAOPOPOLY OAEG 0L GLOKEVAGIEC.

138


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

Katoyog Adsrog Kvkhogopiag
Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem

OMavdia
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IMopaockevaotic
Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
Béiyo

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OAavoio

IMo omoladnmote TANPOPOPIO. GYETIKA LE TO TOPOV POUPUOKEVTIKO TPOoidV, TapaukaieicOes va
amgvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov g Adelag Kvkiopopiag:

Belgié/Belgique/Belgien
MSD Belgium

Tél/Tel : +32 (0)2 776 62 11
dpoc_belux@msd.com

Bbnarapus

Mepk llapm u Jloym bearapus EOO/]
Ten.: +359 2 819 3737
info-msdbg@merck.com

Ceska republika

Merck Sharp & Dohme s.r.0.
Tel: +420 233 010 111
dpoc_czechslovak@merck.com

Danmark

MSD Danmark ApS
TIf.: + 45 44 82 4000
dkmail@merck.com

Deutschland

MSD Sharp & Dohme GmbH

Tel: 0800 673 673 673 (+ 49 (0) 89 4561 0)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU
Tel.: + 372 6144 200
msdeesti@merck.com

EA\rada

MSD A.®.E.E.

TnA: +30 210 98 97 300
dpoc_greece@merck.com

Espaiia

Merck Sharp & Dohme de Espaiia, S.A.
Tel: +34 91 321 06 00
msd_info@merck.com
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Lietuva

UAB Merck Sharp & Dohme
Tel. +370 5278 02 47
msd_lietuva@merck.com

Luxembourg/Luxemburg
MSD Belgium

Tél/Tel : +32 (0)2 776 62 11
dpoc_belux@msd.com

Magyarorszag

MSD Pharma Hungary Kft.
Tel.: +36 1 888 5300
hungary msd@merck.com

Malta

Merck Sharp & Dohme Cyprus Limited
Tel.: 8007 4433 (+356 99917558)
malta_info@merck.com

Nederland

Merck Sharp & Dohme B.V.

Tel: 0800 9999000 (+31 23 5153153)
medicalinfo.nl@merck.com

Norge

MSD (Norge) AS
TIf: +47 32 20 73 00
msdnorge@msd.no

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
dpoc_austria@merck.com

Polska

MSD Polska Sp. z o.0.
Tel.: +48 22 549 51 00
msdpolska@merck.com



France
MSD France
Tel. +33 (0) 1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: +38516611 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@msd.com

Island
Vistor hf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.1.

Tel: 800 23 99 89 (+39 06 361911)
medicalinformation.it@msd.com

Kvnpog

Merck Sharp & Dohme Cyprus Limited
TnA.: 800 00 673 (+357 22866700)
cyprus_info@merck.com

Latvija

SIA Merck Sharp & Dohme Latvija
Tel: + 371-67364224
msd_lv@merck.com

RCN000027162GR

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 446 5700
inform_pt@merck.com

Roménia

Merck Sharp & Dohme Romania S.R.L.
Tel.: +40 21 529 2900
msdromania@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila
d.o.o.

Tel: +386 1 5204 201
msd.slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel: +421 2 58282010
dpoc_czechslovak@merck.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@merck.com

United Kingdom (Northern Ireland)

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700

medinfoNI@msd.com

To mapév @vALo 00N LAV YpfioNS avadempOnke Yo TELEVTAIR POPa TOV AVyovsTo 2024.

Addeg TNYEG TANPOPOPLOV

Aemntopepeic mAnpoopieg Yo avtd t0 Papuako gival dabéoipueg otov dikTvakd 1010 Tov Evpomaikon
Opyaviopot @apudxmv: https://www.ema.europa.eu.
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@VYAro ooV piong: IIAnpogopics yra Tov yxprjot

Noxafil 300 mg Tukvé dtalvpa Yo TOPUCKELT SLHAONATOS TPOS Yo
mocaKovaloAn

AP acTe TPOGEKTIKA 0AOKAN PO TO PVAAO 0ONYIAOV YP1|ONG TPV UPYICETE VU YP1CLUOTOLEITE GVTO
T0 QAPROKO, O10TL TEPLAGUPAVEL ONUAVTIKES TANPOPOPIES Y10 CUG.

o Durd&te avTd To POALO 0dNYIDV Yprone. Towg ypelaotel va to dofdcete Eavda.
. Edv éxete mepartépo amopieg, poTNoTE TOV Y10TPO, TOV PAPLOKOTOLO 1] TOV VOGOKOUO GOLC.
. H cvvtayn yio ovtd 10 pappoko xopnyndnke amokAelotikd yio oag. Agv TPEMEL VO ODGETE TO

QAapUaKO 6€ GAAOVC. Mopel va TOVG TPOKAAEGEL BAAPT], OKOUO KoL OTOV TO, GUUTTOUOTO TNG
ac0éveldg Tovg eivon 1010 pe T Sk Gag,.

. Edv mapotmpoete kKamoto avemBOun evEpyeLa, EVILEPDOTE TOV YIOTPO, TOV QAPUAKOTOL0 1)
TOV VOGOKOUO 60¢. AVTO 1oyvet kat Yo k6Oe mbovr avemBOUNTn EVEPYELD TOV dEV AVAPEPETOL
670 ToPdV EUALO 0dNYIBY Ypriong. BAére mapdypago 4.

T epréyer 1o Tapév OALO 00N IOV

Tt etvon To Noxafil kot oo ivan 1 xpiom tov

T mpéner va yvopilete mpv ypnoponomoete to Noxafil
[aog va ypnoomomoete to Noxafil

[MBavég avemBOunTeg evépyeteg

[og va puidooete to Noxafil

[epreydpeva g cvokevaciog Kot AOES TANPOPOpieg

Sk L~

1. Th givar To Noxafil kon wowa givar i gprjon Tov

To Noxafil mepiéyet éva pappako mov ovopdletol TocakovaloAn. AVTH aVIKEL GE [0 OpAda
papudkmv mov ovopdovtor «avtipvknTactkdy. To Noxafil ypnoonoteitot yio v TpoAnyn Kot
Oepameio TOAADV S10POPETIKMOV HUKNTIOGIKAOV AOIUMEEWDV.

To Noxafil dpa 6KOTOVOVTOG 1] GTARATAOVTOG TV OVATTUEN OPIGUEVAOV TV HUKATOV TOV UTOPOVV
Vo TPOKOAEGOVY AOUMEELS.

To Noxafil pmopel va ypnoponomBei oe eviAiKeg yio T OEPATEVTIKT AVIIUETOTIGT HUKNTIUGIKOV
AOWDEEDY TOL TPOKAAOVVTOL OO HOKNTES TG OLKOYEVELNG Aspergillus.

To Noxafil pmopei va ypnoponombei oe eviihikeg Kot o mToudid nikiog and 2 eTmv Yo Ty Oepaneio

TOV 0KOAOVO®MV HUKNTIOGIKOV AOUOEEDV:

. AOWDEEIG TPOKOAODUEVES OO LUK TEG TNG OwKOYEVELNG Aspergillus, ol omoieg dev Exovv
mopovotdoet Bedtioon Katd Tt StipKeln TN Oepameiog [LE TO OVTIVKNTIOGIKE QAPLLOKOL
appotepikivn B N itpakovaloin 1 0tav autd To QAPUOKO EXPETE VO SIOKOTOVV,

. AOWUMDEELG TPOKAAOVUEVES OO LWOKNTEG TNG OKOYEVEWNG Fusarium, ol OToieg eV £(OVV
mapovotdoet Bertioon katd ™ didpkela g Oepomneioag pe appotepikivny B ) 6tav i
appotepikivn B énpene va dwaxomnel,

. AOMEELS TPOKOAOVLEVEG OO LWOKTTEC TTOV TPOKAAOVV TIG KOTAGTACELS YVOOTEG 1OG
«POUOPAACTOUVKNTIOGT KO «UVKNTOUO», Ol OTOIEG OEV £YOVV TOPOLGLACEL PEATimON KOTA
T ddpkela tng Bepomeiog pe rtpakovaloin 1 6tav N 1TpaKovalOAn ETPETE Vo SLOKOTEL,

. AoudEeLg TpokaAoveEVES amd Evav poknTa mov ovopdaletal Coccidioides, ol omoieg dev €yovv
TOPOLVGLAcEL PeATion KoTd TN dtdpkela TG Oepameiog P pia | TEPIGTOTEPES A TIG
appotepikivn B, 1tpaxovaldin 1 provkovaldin 1 OTav aLTA To QAPUOKA ETPETE VO SIOKOTOVV.
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To Noxafil pmopei emiong va ypnoiponomei yio v TpdAnyn LUKNTILCIKOV AOIUOEEDY GE EVIIAKES
Ko wordte nAkiog amod 2 TV Tov Ppickovol og VYNAO Kivouvo EUPAVIONG LLOG LUK TIOGIKNG
Aotpwéng, 6mog:

o acBeveig mov Eyovv e£ocOevnévo avocomomTIKO GOUGTIO AOY® TG ANWYNG ¥NUE0Bepameiog
yia «o&eia poehoyevi Aevyopion (OMA) 1 «pverlodvomiactikd chvopouay (MAY)
o acBeveig mov Aapfdavovy «oynhing 66ong Bepaneio AVOCOKATOGTOANC» EMELTA OO

CUETOUOGYEVOT apYEYOVOV arpomomtikadv Kuttdpovy (HSCT).

2. Tvpémer va yvopilete Tprv ypnoipomomcete To Noxafil

Mnyv ypnopononjocete 1o Noxafil

o o€ mePInT®OoN aAlepyiog oTNV TOcAKOVALOAN 1| O OTO0ONTOTE GAAO OO TO. GLGTATIKA CLLTOV
TOL PAPUAKOL (OVOQEPOVTOL TNV TTAPAYPaPO 6).
o €dv maipvere: tepeevadivn, aoteiloAn, cloampion, mpolion, clopavpivr, Kvidivn,

OTO10ONTOTE PAPLLAKO TTOV TEPLEYOVY KOAKAAOEIN EPLGIPDIOVS OAVPUCH OTTMG 1) EpYOTANiv 1
1 dwdpoepyoTapivy, N Hid «oTOTIVIYY OTT®G 1| syPacTtativn, 1 atopPactativn 1 1 AoPactativn.

o edv poMc €xete apyioel va maipvete Pevetokhaén 1 n 06on Pevetokhdéne cag avédvetar apyd
ywo ™ Oepoameio TG XPOVING AEUPOKVTTAPIKNG Acvyaipiog (XAA).

Mnyv ypnowonomoete 1o Noxafil edv otidnmote amd ta mapandveo 1oyvel oe ecdg. Edv &yxete
appipoliec, angvbuvieite otov yloTpd M TOV EUPUAKOTOLO Gag TPOTOL TTapete To Noxafil.

BA. « AN pappaxa kot Noxafily mapakdtm yio mAnpogopieg oyetikd pe dAla @dppoKo Tov propet
va oAAnAemidpdacovy pe Noxafil.

Ipocdomounjoeirs ko TpoPLAGEELS
AmevBuvieite otov yiaTpd, TOV POPUOKOTOL) 1] TOV VOGOKOWO Gag Tpotov mhpete o Noxafil, edv:

. glyate aAAEPYIKT OVTIOPAGCT] GE KATO10 AAAO OVTIHVKNTIOGIKO QAPLOKO, OTTMG 1) KETOKOVALOAN,
N eAovkovaloAn, N 1tpakovaloin | 1 PopucovaloAn.

. €xete N elyote KAmOTE NIOTIKE TPOPApata. Mropel va yperootel va voPinbeite oe e€etdoeig
aipotog eved aipvete to Noxafil.

. €YETE U1 PLGLOAOYIKT KOTOYpoPn ToL Kapdtakoh puBuov (HKI) mov pavepmvel Eva mpofinuoa

mov ovoudletal mapatetapévo drotnua QTc

éxete aduvapio Tov Kapdlakoy p 1 KapdlaKn averdpKelo

&xete moAD Ppady KopdlaKo TaAUS

€xete daTopay] TOL KopdaKov puipon

éxete omolodnmote mPOPANUA LE TO eimeda Kakiov, payvnoiov 1§ acPeotiov 010 aipa Gog
naipvete Prvkpilotivn, BrvPractivn kot dAda «odkorogldn e Pivkay (pdppoka mov
YPTOULOTO0VVTOL Y1 TN Bepomeio Tov KapKivov)

. naipvete PevetokAAEN (Eva QApLLOKO TOL YpNCLULOTOLEiTAL Yia T Bepomeio TOV KapKivov).
Oa mpénel vo, amopevyete TNV Ekbeomn otov Mo katd ) Sdpkeia g Beponeiog. Eivar onpovtico va
KOADTTETE TIC EKTEDEUEVEG GTOV A0 TEPLOYEC TOV OEPLATOC LLE TTPOGTATEVTIKT] EVOLLOGIN KOL VOl
¥PNOLOTOLEITE OVINALOKS Le VYNAS deiktn Tpoctaciog and Tov fAlo (SPF), kabdc umopet va,
eppaviotel avénuévn evaictnoia tov dépuatog otig axtives UV tov Atov.

Edv otidfmote omd o mopandvm 1oyvel o €0dg (1 £xete apeiPolisg), ancvbuvbeite otov yiatpo, Tov
(POPLOKOTTOLO 1] TOV VOGOKOWO GaG TPOTOV Yproionotioete 1o Noxafil.

Hadwa
To Noxafil dev Ba mpémet va diveton og mandid nAciog ktw TV 2 TV,

Ao @appoxa kot Noxafil

Evnuepdote tov yiotpd 1 1oV opuakonold cog edv maipvete, £xete TpOGOOTA TAPEL 1] UTopEl vol
népete GAAO QApLaKa.
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Mnyv napete To Noxafil edv maipvere omoroonqmote amd To axéiovda:

TEPPEVADIVT (Ypnoipomoteital yio tn Oepomeion aAAepyIDV)

aotelOAn (ypnoomoteital yia tn Oepomeio oAAEPYLDV)

oloampion (ypnotpomoteital yio tn Oepomeio GTOHOYIKOV TPOPANUATOVY)

mpolion (ypnowomoteitar yio, T Oepamneio v cvurtoudtov g Tourette Kol TG YUYIKNG
vOGOL)

alopavtpivn (ypnowonoteital yio ) Oepameio TG eAovociog)

o Kv1divn (ypnopomoteitor yio ) Ogpaneio TV U QUGIOAOYIKMV KAPIOK®Y pLOUmY).

To Noxafil pmopel vo avéncet v TocOTNTO TOV TOPAKAT® EUPUAK®V GTO QijLo, YEYOVOS TOL UTOPET

Vo 001 YNOEL € TOAD GoPapég HETAPOAES TOV KapdLOKOL pLOLODL Gag.

o OTOL0ONTOTE PAPLOKO, TTOV TEPLEYOVY KOAKAAOEDN EPLGIPDIOVE OALPACH OTMG 1| EpyOTAUiV I}
1N dwdpogpyoTapivn, mov ypnoiponoovvtar Yo T epaneio Towv nuikpaviov. To Noxafil
pumopel va avENcet Ty mocdHTNTO TOV QOPHAK®Y VTV GTO aipla, YEYOVOS Tov Umopel va
001 YNGEL 6€ cofapn UEI®OT TG PONG TOV OLIATOC GTA SUYTVAN TV YEPLDV 1] TV TOSIDV GOG
ka1 Ba pmopovce va Tpokarécel BAAPT o€ avTd.

o Hio «oToTivipy OTtmg 1 cPactativ, 1 atopfactativn 1 1 AoPactativr, Tov ¥PNGILOTOIOVVTL
ywo T Oepoameio TNG LVYNANG YOANGTEPOANG.
o Bevetokhda&n dtav ypnoyomoteitar oty apyn g Bepameiog evog TOTOL KapKivov, TG xpoVIoG

Aep@OKVTTAPIKNG Asvyaipiog (XAA).

Mnyv mépete o Noxafil edv otidnmote and ta Tapamdve 16y0eL o€ 506 Eav éxete appiPoiiec,
amevbuvoeite oTov yloTpd M TOV PAPUAKOTOL0 GO TPOTOL ThpeTe To Noxafil.

Ao pbppoko

Agite TN AMota TV eopUAK®Y ToL dIVETOL TOPATAV® Ta, 0ol OV TPEMEL VAL AAPAvovVTOL EVE
naipvete o Noxafil. Ektog amd to @Aapproka Tov avopEpovTol Topamive, VITAPYOVY Kol GAAN
@AapuUOKa TTOV EVEYOLV Kivouvo TpofAnudtmyv puburod o orolog pumopel va givar peyolutepog 6Tav
Aappavovtan pe mocsakovaloin. [apaxodeiote va Peformbeite OTL Evuep®VETE TOV YIOTPO GOG
GYETIKA LE OAQL TO PAPLLOKA TTOVL TTAIPVETE (CLUVTOYOYPUPOVIEVA 1} LT GLVTAYOYPAPOVLLEVA).

Opiopéva pdppoko propel va avé&noovy tov kivouvo avembountov evepyeimv tov Noxafil,
avéavovrtag v tocdtrta tov Noxafil oto aipa.

Ta akdlovBa pappake propel vo LELd®GoVV TNV omotelecpatikotnta Tov Noxafil, peidvovrag v

mocotnta Tov Noxafil oto aipa:

o PLPOUTOVTIVI] KO PLPOUTIKIVY (p1oloTotovvTol yio T Oeponeio opiopévav Aotunéenv). Eav
maipvete 0N proapmovtivn, Oa ypelooteite eetdoelg aipotog kot Oa ypelaotel vo tpociete
Yo oplopéve TOAVEG OVETIBOUNTEG EVEPYELES TNG PLPAUTOVTIVIG.

o eawvvtoivn, kapPoualenivn, eatvoPapPiedin f Tpuddvn (ypnotporotodviat yio tn Oepameia M
TNV TPOANYT| KPIGEWDV).

o epafipévin kar pocapmpevafipn, wov ypnoioroovvtor yio T Bepameio g Aoipwéng HIV.

To Noxafil pmopel mBovd va avénoet Tov kivovvo avemBountov evepyeidv opioUEVOV ARV
QOPUAK®V, AVEAVOVTOG TIV TOGOTNTO TOV GAPUAK®V avT®OV 6To aipo. Ta edppoka avutd
nepthappavouy:

o ) Pvkpiotivn, tn PrvPractivn kot GAAY «OAKOAOEWT] TG Pivkay (XP1CLLOTOLOVVTOL Y10l TN
Oepamneio ToL KaPKivoL)

o Pevetokhaén (ypnolomoteitar yio tn Oepameio Tov KopKivov)

o TNV KuKAoomopivn (ypMolLomoleital Katd tn S1GpKele N LETA ol YELPOVPYIKT EXEUPACT
LETAPOGYEVOTG)

o TO TOKPOAOVS KOt TO GLPOALLOVG (XPTNOLULOTOI0VVTOL KOTA TN SLAPKELD 1] LETE OO XEPOVPYIKN
EMEUPOCT] LETAUOGYEVGNC)

o m prpoprovtivn (xpnoponoteiton yio ) Bepaneio opiopévev AOUDOEEDV)

o OAOVKAOEOKIAAIVY (avTIBlOTIKG OV XPTCLUOTOLEITOL KATA TV PaKTNPLOK®V AOIUOEEMV).
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. T PApUKE TTOL Ypnoipomotovvtal Yo T Oepameio tov HIV, ta omoia ovopdlovol avactoieic
mpwTeAon; (cvumeptiopuavopévne g Aomvafipng kot g atalavapipne, mov yopnyovvon
padi pe prrovafipn)

. ™ woaloAdun, v tpraloAdun, v aArpaloldun 1 dAieg «Beviodialenivec»
(xpMoomo10HVTOL MG NPEUGTIK 1] LOOYAALPDTIKA)

o T Sthtwalépn, tn Pepamapiin, tn vipeduriv, Tn VIGOAdITIVN 1] GAAOVS «OVOGTOAELG SIOOAMY
acPeotiov (ypnoomolobvtat yio. T Oepameio TG VYNANG APTNPLOKNG THECTC)

. T Sryo&ivn (ypnouomoteiton yio tn Ogpameion TS KapSIOKNE OVETAPKELNS)

. ™ yMmlion 1 dAleg «Govipovulovpiecy (ypnoipomotovvot yia ) Oepaneio Tov LVYNAOD
GOKYAPOL OiLATOQ)

. 10 all-trans petvoikd o0& (ATRA), mov ovopdleton emiong TpeTvoivn (xpnotpomoteitar yio

Oepaneio opiopévev KapKivov Tov aipoTog).

Edv otidnmote amod ta mopandvm 1oyvel o €odg (1 £xete apeiPorieg), anevbuvbeite otov yiotpd N Tov
POpUOKOTOL0 Gag TPoTov hpete To Noxafil.

Kdnon kot Onraocpog

Evnuepaote tov yuotpd cog edv eiote 1 vopilete 6t pmopel va elote £€yKvog TpoTol apyiceTe va
naipvete o Noxafil.

Mnyv ypnowonomcete To Noxafil edv giote £ykvog, KOG €0V GOG TO TTEL O YIUTPOS GOC.

Edv giote yovaiko mov 0o puropodoe va peivel £ykvog, Oa Tpénet vo, PTGULOTOIEITE OTOTEAECUATIKT
avTIcLAAN YT evd ypnotponoteite To Noxafil. Eqv peivete €ykvog evd ypnoyomoteite to Noxafil,
EMKOVOVIOTE OUECHG LE TOV YLUTPO GOG.

Mn Onidlete evod gpnowomoteite To Noxafil. Avtd 1oydel emedn PiKpEg mTOGHTNTES UITOpEl va
TEPACOVY GTO UNTPLKO YAAAL.

Odfynon Ko YEPIGROS PNY AV LATOV

Mrmnopet va arcBavOeite LaAn, vvnila 1| va €xete Bapumm 6paor evd maipvete To Noxafil, yeyovdg mov
UTOPEL VO ETMPEAGEL TNV IKAVOTNTA GOG Yo 00NyNoN 1 ¥p1on epyoreimv N unyovnudtov. Edv coppel
aVTO, UMV 00N YNOETE N (PTCUOTOINCETE OTOLAONTOTE EPYOUAEID 1] UNYOVIUATO KOL EXTIKOIVWOVIGTE LIE
oV y1aTpd oug.

To Noxafil repr1éyer vatpro

H péyiot cvvictdpevn nuepnota 8601 ovtod Tov Gapudkov teptéyel 924 mg vatpiov (mov PpiokeTon
oto emtpanéllo aidtt). Avtd 1oodvvapet pe 1o 46 Y% ™G LEYIGTNG NUEPTOLUG GUVIGTMUEVNG
TPOCANYNG LE TN SLOTPOPT] Y10l EVOV EVIAIKAL.

Evnuepaote tov yuatpd 1 tov pappakomold cag edv ypetdleote Noxafil 300 mg mokvo didAvpa yia
TOPAGKELT] SLOADLITOG TTPOG EYYVOTN 1) TEPLGGATEPO NUEPNGIMOC Y10l Lio TOPATETAUEVT TEP10O0, E1OTKA
€4v oog £xouv GLUPOLAEYEL VO akoAOVONCETE dloTa e YOUNAT TPOSANYT dAatog (VaTpiov).

To Noxafil wepiéyel kokrhodeETpivn
To gappakevtikd avtd Tpoidv mepiéyel 6.680 mg KvrklodeETpivig ava elaAidto.
3. Ilog v ypnoipomomoeete To Noxafil

[Tévtote va YpNOYLOTOLEITE TO PAPHOKO AVTO QVCTNPA COUPMOVA LE TIC 00T YIEC TOL YITPOV 1| TOL
Qapuokomolov coc. Eav éxete appiPolicc, pmtnoTe TOV Y10TPO 1 TOV QOPUAKOTOLO GOG.

H ocvvietdpevn doom yia evijiikeg ivan 300 mg 600 popég nuepnoing v tpdtn nuépa kot 300 mg
pio @opd NuePNoimG PETENELTA.

H ocvvietdpevn d6on yia mondid nikiag 2 éog Ayotepo tav 18 etdv, elvan 6 mg/kg £wg éva péyioto
v 300 mg dVo Qopég nuepncimg TNy TpOT Nuépa Ko Enetta, 6 mg/kg émg éva puéytoto tov 300 mg

Hia @opa npePNoing.
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To Noxafil mokvo didhvpa yio Topackevn) StaAdUaTog Tpog £yxvon Oa apaimbel 6T cwOTN
GUYKEVTIPMGT] OO TOV POPUOKOTOLO 1] TOV/TI VOGOKOUO GOG.

To Noxafil mokvo didhvpa ylo Topackenn) StoAduatog mtpog £yyvon Ba mpoetodleton kot Oo cag
yopmyeiton wavto amd Evay EXAYYEAUATIO TOV TOUEN TNG VYELOVOLIKNAG TTEPiBaAyG.

To Noxafil Oa cog yopnynOei:

o HEC® £VOG TAAGTIKOD CANVE, TOoeTEVOL 0T PAEP GG (EvOoPAEPLL £yyvomn)

o ouvnBmg yia mepimov 90 Aemtd

H dudpxera tng Oepaneiog pmopel va eEaptdror amd Tov TOTO TG AoTUOENG OV £YXETE 1 0O TO XPOVIKO
SLAGTN O TTOV TO OVOCOTTOUTIKO GOG CUGTILO OEV AEITOVPYEL GMOTH KO LWITOPEL VO TPOGOPUOCTEL
ATOMIKG, Y10 €GGC 0d TOV Y1oTpo Goc. My tpocapudlete tn 6001 6o LOVOL GO TPOTOD
ovppovievbeite Tov yatpd cag kon pnv oAraleTe To BepameVTIKO GYNLUO GOC.

Eav éyer mrapoarer@Bei pia d66m tov Noxafil

Kabog avto to appako Bo cag yopnyeitol vd oTeEV WITPIKN TapaKoAovOno, dev givat mhavo va
TapoAneOel Kamola d6oM. L0TOCO, EVIUEPDGTE TOV YIUTPO 1 TOV PAPHOKOTOLO GO EAV VOUILETE OTL
€xel TapaAneOel kamolo 06om.

‘Otav n Ogpamneio pe Noxafil dwaxonel and Tov yotpd cog, 0gv Oa Tpémel va EpPaviceTe Kapia
enidopaon

Edv &yete meprocdTEPEG EPOTNGELS GYETIKA LLE TN XPTOT) AVTOV TOV PUPUAKOV, POTNGTE TOV YLOTPO,
TOV (POPLOKOTOL) 1] TOV VOGOKOUO GOG.

4. IMBavéc avemBOuNTES EVEPYELEG

Onwg 6ha ta eApuroKa, £TGL KO GVTO TO QAPUOKO LTOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
Kol 0gv Tapovctdlovtatl 6 OAOLG TOVG AvOPAOTOLG.

Yofapég avemBOUNTES EVEPYELEG

Evnuepoote apécmg 1ov y1otpo, TOV QUPUOKOTOL0 1] TOV/TI)V VOGOKONO GUGS EAV TOPUTNPCETE

Kamola amd 11 akdérov0eg cofapéc avemBOuNTES EVEPYELES — pPTTOPEL VO Y pELOGTEITE ENMEIYOVGO

WTPLK ayoYn:

. vavtia 1 épeto (aicOnua adiabecioc 1| adabesia), didppora,

. onpeia NroTkdv TpofAnudtev, To omoia TEPAaUPavouy KITpIivVIGH TOL dEPUATOC 1) TOV
AgVKOD TOV HOTIOV GOGC, AoVVAHIOTO GKOLPOYPOL 0VPA 1) AEVK®OTA KOTPava, aicinua
adtobesiog yopig artio, oTopaykd TpoPARpaTa, amdAeld Opeéng 1 acLVOIGTY KOTTMOo™N 1
aduvapia, ovénon Tov NTaTKoV evEOumv mov eppaviletal otig e£ETA0EIS aipLoTog

. OAAEPYIKT aVTIOPaOT

Alreg avemBOuNTES EVEPYELEG
Evnuepoote tov ylotpd, Tov @opuaKorold 1| ToV/ TV VOGOKOUO GOC EAV TapOTNPNCETE KATOW, Od TIG
axoAovlec avemBounteg evépyeleg:

2uyvéc: ot axolovBec uropei va emnpedoovy émg 1 ota 10 dtopa

o UETAPOAT GTO EMIMESO AAATOV GTO GOl GaG TOV ENPaVIfETOL OTIC EEETATELG ALOTOC - TOL
onueia mepriapPdvouy aicOnua cOyyvong 1 advvoiog

. L1 PLGOAOYIKY] aicOnoT TOV SEPUATOC, OTMG LOVILAGHE, HUPUNYKIOC LM, GOyoDpa,
ovoTPiYlOG o, AYKOA®GN 1| KAWILO

. TPNEO0, KOKKIVIGHA Kot evaiotncio Katd uiKog g eAEPac oty omoia yopnynonke to
Noxafil

. TOVOKEPUAOG

. YounAd eninedo, kadiov - eugaviCoviol otic e€etdoelc aipatog
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YOUNAG emineda, poryvnoiov - eppavilovton 6Tig e£ETACELS QULOTOG

VYA apTNPLOKN Tieon

ATOAELD OPEENG, OTOUAYIKOG TTOVOG 1| GTOUYIKT dtatapayn], aépia, ENpoctopio, LETAPOAES
otV aicOnon g yebong cag

Kaovpa. (va aicOnua kayipotoc 6to otnbog mov avePaivel uéypt Tov Aapod)

YOUNAG ETITEDD, KOVOETEPOPIAMVY, EVOG TOTTOL AEVKOKLTTAPMVY (OVOETEPOTEVIR) - AVTO UITOPEL
va KGvel o mhoavo to evogyopevo va tabete Aotuaéelg kot epeaviletor oTig e£€TAoELS aipaTOg
TpeTdg

aicOnpa advvapiog, CaAng, KéTwong 1 vIvnAiog

gEavinua

payovpa

dvokototnTo

dvogopia oto opbo

Oy ovyvéc: ot okdAovbec puropei va ennpedcovv €o¢ 1 ota 100 drouo

avouio - ta onpeio teptlappdvovy movokediovg, aicOnua kémwong 1 {dAng, SvokoAia otV
aVamTVOT 1| YAOUT EREAVICT] KOl YOUNAO ETITESO OLUOGPALPIVIG TTOL EpPavileTal oTig eEETAGELG
oipoTog

YOUNAO emimedo aponetariov (Opopfomevia) mov epeaviletor otig eEeTAGELS OiLATOG - QVTO
umopel va 00N yNoEL GE aoppayio

YOUNAO ETUTEDO «AEVKOKVTTAP®VY», EVOG TOTOV AEVKAOV aplocalpiov (Aevkomevia), Tov
gupaviCeton otic e€eTdoelc aipatog - avtd UmTopEl va KAVEL o Thovod To EvOEXOUEVO VO TAOETE
Aoméelg

VYNAO EMMEDO «NOGIVOPIAMVY, EVOG TOTOL AEVKOKVLTTAPOV (NOSIVOPIALR) - ALTO PITOPEl Va
ovuPel edv €xete PAeyrovN

QAEYLLOVT] TOV OLLOPOP®V aYYEI®V

TpoPAnpaTe Kapdlokov puhpov

GTOGLOL

vevpikn PAAPT (vevpordbeia)

U eLGOA0YIKOG KapdLaKdS puOUOG - epeaviletar oto kapdoypdaenue (HKI), aicOnua
TOAUDV, apyOS N YPNYOPOS KaPOOKOS TAAUOS, VYNAT 1} XOUNAN apTNpLoKy TiEoT

YOUNAT apTNPLOKT TTieon

QAEYLLOVT TOV TOYKPENTOC (TOYyKPETITION) - AVTO UITOPEL VO TPOKAAEGEL EVTOVO GTOLOYIKO
wovo

SLoKOT TNG TapoyNG 0ELYOVOL GTOV GTANVA (ELPPAKTO TOL GTANVOC) - AVTO UTOpPEL VoL
TPOKAAEGEL GOPapd GTOpayIKO TOHVO

coPapd veppucd mpoPAnuata - To onueio meprrappdvouv avénpévn N uetwpévn ovpnomn, Le
00pa SLOPOPETIKOD YPDOUOTOG AtO TO GUVNOIGUEVO

VYNAG emineda kpeaTviviig 0To aipa - eppavifovral otig eEETAGEL alpaTog

Prixec, Ao8uykag

ooppoaryieg g poTng

coPapdc, 0&0¢ TOVog 6To 6TNOOC KT TNV E16TVOT (TAEVPLTIKOG TTOVOG)

S10yKmoN TV Aeppadévev (Aeppadevonddein)

pelmpévn aicnon 1 evoictnoia, Wiaitepa oto dEpUA

TPOLOG

VYNAG M YopnAd Enimedo GOy APOL GTO aipa

Boumn 6paoct, evaicincio 610 PG

ammAELD LoAM®V (odAomTeKio)

€\KT 6TONATOG

piyn, yevikn aicOnon adrobeciog

TOVOG, TOVOG OTIV TAUTN 1] GTOV aLYEVA, TOVOG OTA YXEPLO 1 6T TOS

Katokpdtnon vepob (oidnuo)

TPoPAHATA ELPVOL POOTG (U] PUGLOAOYIKT] KOATIKY opLoppayio)

avikavotnta vrvov (abmvior)
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TANPNG M HEPIKN avIKOVOTN T OpAiog
TPNEWO TOV GTOHOTOG

avOUaAL OVELPO 1 SUGKOAIN GTOV VITVO
TPOPANUATA GUVTOVIGHOD 1) IGOPPOTTIG
oAeypovn PAevvoyovou

BovAwpévn pot

dvokodio otV avomvon

dvopopia oto otrbog

aicOnpo eovoKOUATOG

Nmio €0 coPapr| vautio, EUETOS, KPAUTEG Kol d1dppota, GuVHOWOS TPOKOAOVUEVA OO EVay 10,
GTOLLOYIKOG TOVOC

péyo

aicOnon exvevpiopov

QAeYLOVI M| TOVOC 6N Béom €veang

Yrdviec: ot okOAovOec umopel va emnpedcovy €oc 1 ota 1.000 droua

Tvevpovia - Ta onueia TEpAapPivouy aicOnue SHGTVOLNG Kot Topay®myn SUGYPOUATIGUEVOL
OAEYLOTOG

VYNMA 0PTNPLOKN TEGT GTO OHOPOPA OYYEID TWV TVELHOVOV (TVEVLOVIKN VIEPTACT]), AVTO
umopel va tpokorécel coPfopn PAAPN oTOLE TVEDUOVEG KOt TNV KOPOLd GOG

OLOTOAOYIKE TPOPATLLOTA OTTOC U1 PLGLOAOYIKT TAEN TOV AIUATOG 1] TOPATETALEVT ALLOppOYin
coPopéc aAAEPYIKEG AVTIOPAGELC, CUUTEPIAUUPOVOUEVOD EKTETAUEVOD PAVKTUVMDOOVG
eEavONLLOTOG Kot OTOAETIONG TOV OEPLOTOG

VONTIKG TPOPANLOTA OTMG TO VO AKOVTE GOVEG 1] VO PAETETE TPAYLOTA TOL SEV VILAPYOVV
AmoBupia

vmopén TpofAnpdtev okéyngc 1 opAicg, VaPEN CTUCUOIKOV KIVIGEMV, 1O10{TEPA GTA XEPLL
G0G, TTOVL OEV UTOpEiTe Vo eAEYEETE

AYYELNKO EYKEPOUALKO ETELGOD10 - T GNUELN TEPIAAUPAVOVY TOVO, adLVOLIC, LOVIIIGUA T
HOPUNYKIAG O GTOL GKPOL

vapén evog TVEAOD 1 GKOTEVOD GTUEIOV GTO OTTIKO GOg TEdio

KopALOKN avemdpKelo 1) Kapdlokn TpocfoAn mov Bo, propodoe vo 00N yNGEL 6T SIOKOTH TV
KOPIOK®OV TOAU®V Kot Tov Bdvato, TpofAnuate kapdiakov puduov, pe awpvidio Bévarto
Opoppor aipatog ota w6 oag (ev T Paber pAefikr Opoupwon) - Ta onueia Teptrappdavouvv
€vtovo Tovo N TPNEWO TV TOdIDY

Opoppor aipatog 6ToVg TVELHOVESG GOg (TvevpoviKn eUPoAn) - Ta onpeia Teptlapfdavovy
aicOnua dvomvolag 1 TOVO KATA TNV aVOTVO

aloppayio HEGO GTO GTOUAYL 1) TO £VIEPO GUG - TO oNUEin TEPILOUPEVOLY aipo GTOV EUETO M
oT0 KOTPava Gog

OTOKAEIGHLOG TOV EVTEPOV GOG (EVIEPIKY] OmOPPaN), Wiaitepa oTov «eled». O amokAEIGHOG Bal
EUTOOICEL T TEPLEYOLEVE, TOV EVTEPOV GOG OO TO VO TEPAGOLY UEGH TOV KAUT® TUNUATOG TOL
eVTEPOL — Ta. onueio TEPAUUPavouY aicOnue PoVoK®UOTOC, £UETO, GoPapT) SVCKOIAOTNTO,
ATMAELN TNG OPEENG KO KPAUTES

KOVPOLUIKO OUOAVTIKO GUVOPOLO» OTAV TO EpLOPOKVTTAPA SLUGTOVTOL (AUOAVGT)), TO 0010
umopel va cupuPel e 1 yopig vepikr| overapkeLo

CIOVKLTTAPOTEVION, YOUNAL ENiTESA OA®V TOV KLTTAP®OV TOV aipaTos (epuBporvTTapa Kot
AEVKOKDTTOPA KOl AUOTETAALR) OV ep@aviloviot oTIC EEETAGELS OiUATOG

peyaiotl popP dvoypopoticpol tov dépuatog (Opoupwtikn Opoufomrevikny TopeHPa)

TPNEWO TOL TPOCHTOL 1} TNG YADGGOC.

KatdOAym

Sumhonio

TOVOG GTOLG LAGTOVG

L1 6®OTH AELTOVPYia TV ETVEPPLOI®V - ALTO UTOPEL VO TPOKOAESEL adLVALLi, KOTWOO,
OTTOAELN OPEENC, OVCYPOUATIGILO TOL OEPUATOC
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. L1 6®OTH AELTOVPYia TNG LTOPLOTG - CLTO UTOPEL VAL TPOKOAEGEL YOUNAY ETITEDA GTO OipLaL
OPIGUEV®Y OPLOVAVY TTOV TNPEALOVY T AEITOLPYIO TOV YEVWNTIKOV OPYAVOV TOV AvOpOV 1| TOV
YOVOLKQOV

. TPOPA LT OKOT|G

. YELOOUAOOGTEPOVIGUAC, TTOV £XEL WG MOTEAEGLO, TNV DYNAT OPTNPLOKT TTieon pe youmid
eninedo Kariov (paiveton otnyv e&étaon aipatog)

Mn yvootég: 1 cuyvotnta dev pumopel va ektiunBei pe Baon o dwbécio dedopéva
. opiopévol acBevelg Exovv emiong avoaeépet aicOnpo ovyyvong petd tm Aqyn tov Noxafil.
. £pLOPOTNTA TOV déPLOTOG

Evnuepoote tov yrotpd, Tov Qapuakorold 1 ToV/ TV VOGOKOUO GOG EAV TapaTNPNOETE KATOW 0Td TIG
AVETOOUNTEG EVEPYELEC TOL AVAPEPOVTOL TOPATAVE®.

Ava@opd avemOOuNTOV EVEPYEL®OV

Edv mapotnphoete KOmolo, avemBOunTn evépyeia, EVIUEPMDGTE TOV YIATPO, TOV PUPOKOTOLO 1) TOV/TNV
VOGOKOWO GaG. AVTO 1oyveL Kot Yo kdbe mhavi avemBountn evépyela Tov 6gv avapEPETAL GTO TAPOYV
@OALO 00N y1DV ¥prionc. Mmopeite emiong va avagépete avemBounteg evépyeieg anevbeiog otov
EBvikd Opyovioud ®oppiakov, Mecoyeiov 284, GR-15562 Xolapydc, Abnva,

TnA: +30 21 32040337, Iotdtonoc: http:// www.eof.gr, http://www.Kkitrinikarta.gr. Méow g
avaQopdG avemBOUNTOV EVEPYEIDV POPEiTE Vo PondnceTe 6T GLALOYN TEPIGGOTEPMV TANPOPOPLDV
GYETIKA LE TNV AGPAAELD TOL TAPOVTOC PAPLLAKOV.

5. Hog va pvracoete To Noxafil
To @appoako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.

No punv gpNCUOTOLEITE QDT TO PAPUAKO LETA TNV UEPOUNVID ANENG TOV AVOPEPETOL GTIV
emonpavon petd to EXP. H nuepounvia AnEng etvar  tehevtaio nuépa Tov vo Tov avagpEPeTon
eKel.

dvAdocete o yoyeio (2 °C-8 °C).

AoV mpoetopaotel, To Tpoidv Ba tpénel va ypnoiponombel apéowc. Edv dev ypnotponombel
apécms, To dtdivpa pmopet va dtatnpndel péypt ko yio 24 dpeg og Beppoxpacia 2 °C-8 °C (oe
yoyeio). Avtd 1o edpuoko Tpoopiletar Lovo yia epdmas ypnomn kot kébe oypnouonointo dtdAvua o
TPENEL VO, ATOPPITTETOL.

Mnv metdite @APUAKO GTO VEPD TNG OMOYETELONC 1] OTA OlKLOK(A amoppipata. Potiote tov
(QOPUOKOTOLO GOG Y10 TO DG VO TETAEETE TO, PAPUAKE TTOL OEV YPNCLULOTOLELTE L. AvTd T péTpa O
BonBnoovv otnv Tpoctacio Tov mepiBdiiovtog.

6. Mepreyépeva TG GVOKEVATING KOl AOWTEG TANPOPOPIES

T egpréyer To Noxafil

o H dpaoctikn ovoia givar | mocaxovaloin. Kébe plarioo mepiéyel 300 mg mocakovaloing.

o Ta dAha cvuotatikd givat: Notplovyog ovApoBovtviabepo B-kukiode&tpivn (SBECD),
aBvievodtopvotetpaodikd dvaTplo GAoC, VOPOYAWPLKS 0&D (TLKVO), VOPOLEidto vaTpiov,
VOmp Yo evéoa.

Epeavien tov Noxafil ko wepieyopevo g cvokevaoiog

To Noxafil mokvo didhvpa yio TapackeLn SLOAVIATOG TPOG £Y)LON ivar Eva dtavyEg, AypoLo G
KiTptvo vypd. Ot S10KVUAVGELS TOV XPOUOTOS EVTOS AVTOD TOL €XPOVG OeV EMNPEALOVY TV TOLOTN T
TOL TTPOTOVTOG.
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To @dppoaxo avtd eivar d100€o1po 6€ Eva VAAVO PLOALSI0 piag ¥PIoNG, KAEICUEVO LE EAUCTIKO ML

amo PpopofovTdAlo Kol GEPAYIOT] CAOLUVIOV.

Katoyog Adsrog Kvkhogopiag
Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem

OMavdia

IMopaockevootic
Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
Béhyo

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OAavoio

T"o omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOidV, TapaKaAeiche va
amgvbuvbeite otov TomiKd avtimpoésmmo tov Katdyov g Adetag Kvkiopopiag:

Belgié/Belgique/Belgien
MSD Belgium

Tél/Tel : +32 (0)2 776 62 11
dpoc_belux@msd.com

Bbnarapus

Mepxk Ilapn u Joym bearapus EOO/
Ten.: +359 2 819 3737
info-msdbg@merck.com

Ceska republika

Merck Sharp & Dohme s.r.0.
Tel: +420 233 010 111
dpoc_czechslovak@merck.com

Danmark

MSD Danmark ApS
TIf.: + 45 44 82 4000
dkmail@merck.com

Deutschland

MSD Sharp & Dohme GmbH

Tel: 0800 673 673 673 (+ 49 (0) 89 4561 0)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU
Tel.: + 372 6144 200
msdeesti@merck.com

EArada

MSD A.®.E.E.

TnA: +30 210 98 97 300
dpoc_greece@merck.com
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Lietuva

UAB Merck Sharp & Dohme
Tel. +370 5278 02 47
msd_lietuva@merck.com

Luxembourg/Luxemburg
MSD Belgium

Tél/Tel : +32 (0)2 776 62 11
dpoc_belux@msd.com

Magyarorszag

MSD Pharma Hungary Kft.
Tel.: +36 1 888 5300
hungary msd@merck.com

Malta

Merck Sharp & Dohme Cyprus Limited
Tel.: 8007 4433 (+356 99917558)
malta_info@merck.com

Nederland

Merck Sharp & Dohme B.V.

Tel: 0800 9999000 (+31 23 5153153)
medicalinfo.nl@merck.com

Norge

MSD (Norge) AS
TIf: +47 32 20 73 00
msdnorge@msd.no

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
dpoc_austria@merck.com



Espaiia

Merck Sharp & Dohme de Espafia, S.A.
Tel: +34 91 321 06 00
msd_info@merck.com

France
MSD France
Tél. +33 (0) 1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.0.
Tel: +3851 6611 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@msd.com

Island
Vistor hf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.l.

Tel: 800 23 99 89 (+39 06 361911)
medicalinformation.it@msd.com

Kvbmpog

Merck Sharp & Dohme Cyprus Limited
TnA.: 800 00 673 (+357 22866700)
cyprus_info@merck.com

Latvija

SIA Merck Sharp & Dohme Latvija
Tel: +371-67364224
msd_lv@merck.com

RCN000027162GR

Polska

MSD Polska Sp. z o.0.
Tel.: +48 22 549 51 00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 446 5700
inform_pt@merck.com

Romania

Merck Sharp & Dohme Romania S.R.L.
Tel.: +40 21 529 2900
msdromania@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila
d.o.o.

Tel: +386 1 5204 201
msd.slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel: +421 2 58282010
dpoc_czechslovak@merck.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@merck.com

United Kingdom (Northern Ireland)

Merck Sharp & Dohme Ireland (Human Heath)
Limited

Tel: +353 (0)1 2998700

medinfoNI@msd.com

To wapdév @UALO 00N YLOV Yp1ioNS avaOe®pOnKe Yo TELEVTOIO POPE TOV AVyovoTo 2024.

Adreg INYEG TANPOQOPLAOY

Aentopepeic mAnpoeopieg yio avtd 10 QappoKo eivar dtabéoipeg otov dikTvakd TOTo ToL Evpmraikon
Opyaviopod @oppdkwv: https:// www.ema.europa.eu.
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O TAnpo@opisg mov axorovdovv amresvOivovTor pévo o€ emayysipoTisg vysiog:

Odnyieg yoprynong yia to Noxafil Tukvd dtdAvpa yio Tapackevn SIADUOTOC TPOG EYYVOT

E&icoppomiote to yuybév erarido tov Noxafil og Beppoxpacio dwpatiov.
Metagépete donmra 16,7 mL mocaxovaloing oe évav evoopAERLo oako (1] ELAAN) TOL TEPLEYEL
éva oupPato apaloTikd pEco (PA. TOPAKAT® TOV KOTAAOYO TOV APULOTIKOV LECHV),
YPTOULOTOLDOVTOG OYKO oV va. Kupaivetar omd 150 mL ¢ 283 mL, avdioya pe v TeAMK)
GLYKEVTPMOT| TOV TPEMEL vaL emtevyBel (O yopunAotepn and 1 mg/mL kon 6y vynAdTEPT 0T
2 mg/mL).

Xopnynote HECH ULOG KEVIPIKNG GAEPIKNG YPOUUNG, CUUTEPIAAUPOVOUEVOD EVOG KEVTPLKO
QAePkov kabetnpa 1 evOg TEPLPEPIKE sloayduevoL kevepikov kabetpa (PICC), ue apyn
evOoQAEPLa Eyyuom o€ ypovikod dtdotnpa mepinov 90 Aemtddv. To Noxafil mokvo didivpa yio
TOPUCKELT] SOAVATOG TTPOG Eyyvor dev Ba mpémet va divetan pe yopnynon epodov (bolus).
Xe mepintwon mov dev givar StabEctog kevepikdg eAePikog kabetnpag, pia epdnal Eyyvon
umopei va yopnynOet uécm meprpepuicon eAePIKoDd Kabempa, Le TOV KATAAANAO 0YKO MGTE Vo
emtevyOel apaimon uéypt ta 2 mg/mL wepimov. Otav yopnysitar p€cw mepLpeptkod AEPLKoD
kafetnpa, n yyvon Ba Tpémel va yopnyeitan oe ypovikd drdotnpa mepinov 30 Aentdv.
Inpeimon: X KMVIKEG peAéTeS, TOMMUTAEG TEPLPEPIKES EYYVOGELS YOPNYOVEVEG HECH TG
g PAEPag, 0o ynoav o€ avtiopdoels Tng 0£ong éyyvong (BA. mapaypago 4.8).

To Noxafil mpoopiletar yio epamal yprion.

Ta akdrovBa PopUaKELTIKE TPOTOVTA LIToPoVV va. £YxvBoHY TNV 1010 YPOVIKY| GTIYUN LEC® TG 100G
evooAEBLog ypapuung ( cwAnvickov) pe to Noxafil wokvo didhvpa ylo Topackenn) SI0ADUATOG TPOS

ey

VoN:

Apkacivn Osukn

Kaosmopouvvykivn

ZimpophloEacivn

Aomtopvkivn

AoBovtapivn vOpoYA®PIKN

dapotidivn

OuvypaoTiun

Ievropkivn Beukn

Y 0popop@dvn v3PoYAMPIKNI

AgPoero&acivn

Aopalendun

Mepomevéun

Mkapovykivn

Mopeivn Beuxn

Nopemveppivn ditpuytkn

XAmp1ovyo KdAlo

Bavkopvkivn vépoyropikn

Ono100MToTE TPOTOV TOV OEV OVAPEPETOL GTOV TOPATAV® Tivaka dgv Bo TpEmet va, yopnyeitot
tavtoypova pe to Noxafil péow g id10g evoopréPrac ypapupng (1] COANVIcKov).

To dudivpa Tpog Eyyvon Bo Tpémel va embempeitan OTTIKA Y10 COUOTIONKT] VAT TPV T YOPNYNOoN.
To dudivpa tov Noxafil kopaivetor amd dypmpo Emg avoryto kitpvo. Ot S10KVUAVGELG TOV YPDIOTOG
£VTOG VTV TOL €HPOVG deV EMMNPEALOVV TNV TOLOTNTO TOVL TPOIOVTOC.

Kda0e aypnoiponointo eopuokevtiKd tpoidv 1 VIOAEUO TPETEL VO, ATOPPITTETOUL COUPOVO LE TIG
KATO TOTOVE 1GYVOVGEC GYETIKEC SLUTAEELG.
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To Noxafil dev mpémel va apotdveTon pe:
Fodoktikd Sidlopa Ringer

5 % yivkoln pe INohaxted dddvpa Ringer
4,2 % 6&wvo avBpaxikd vétplo

AVTO TO POPUOKEVTIKO TPOIOV EV TPEMEL VO, AVOULYVOETUL IUE GALO QOPUOKEVTIKA TPOIOVTA, EKTOG
ond eketva TOL AvaPEPOVTOL TAPUKAT®:

5 % yAokoln og vepod

0,9 % yAwprovyo vatplo

0,45 % yAoprovyo vaTplo

5 % yivkoln ko 0,45 % yAwplovyo vétpio
5 % yiokoln kot 0,9 % yhoprodyo vaTplo
5 % yAvkoln xor 20 mEq KC1
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