@vAro ooV piong: IIAnpoeopics yra Tov ypriot

Anidulafungin/Accord 100 mg kévig Yo TUKvVO GKEVOGRO. YL0 TUPAGKEDT] SLOADUATOS TPOG
&Yoo

Anidulafungin

Awpdote TPooeKTIKG 0AOKANPO TO PVAAO 03N YIAV YPTONG TPV EGEIS 1] TO TALOL GaC apyiceTe va

APNOLLOTOLEITE GVTO TO PAPLOKO, OLOTL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- DoraEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to duPdcete Eavd.

- Edv &yete mepartépom amopiec, pmtNoTe TOV Y1Tpd, 1 TOV POPLAKOTOLO 1 TOV VOGOKOUO GOg.

- Edv eoeig 1 10 Toudi oG TopatnpioeTe KATOLo aveTBOUNTY EVEPYELD, EVIUEPDGTE TO YIOTPO, 1
TOV QOPUOKOTOLO 1] TOV VOGOKOWO GaG. AVTO 1oyVEL Kot Yio kGOe mhovn avemBountn evépyeia
OV 0EV OVAPEPETOL GTO TAPOV PUAAO 00NV ¥prione. BAéne mapdypapo 4.

T epréyel 1o Tapdv UAAO 00N YLOV:

T eivar to Anidulafungin/Accord kot ol givat i ypnon Tov

Timpénel vo yvopilete Tpiv ecgic M To mandi cog xpnoporomoete to Anidulafungin/Accord
[Mog va ypnopomomcete To Anidulafungin/Accord

[MBovég avemBOunTeg evépyeteg

IMog va pvidooete to Anidulafungin/Accord

[epreydpevo e cuokeLOCIOG KOl AOUTEG TANPOPOPIES

o Ul WN

1. T givan To Anidulafungin/Accord ko wowa givar 1 ypiion Tov

To Anidulafungin/Accord nepiéyet T dpactikn ovsia anidulafungin kot cvvtayoypagsitol e
EVNAIKEG Kol 6€ TodlaTpikovg acheveic nAkiag 1 unvog éoc kdtw tomv 18 etdv yia tn Oepaneia piog
HOPONG LUKNTNOL0KNAG AoTHmENG oTo aipa 1} 6 GALN ECMTEPIKE Opyava TOV KOAEITOL OO TIKN
kavtvtioon. H Aoluwén mpokaieitar amd kottapa pokntev (Lopopokntec) mov ovoudlovral
Candida.

To Anidulafungin/Accord avrket og pio opdda popudkmy Tov ovopdlovial exvokavdivec. Avtd ta
QAPLLOKO YPTCLLOTOLOVVTAL Y10 TNV AVTILETMTIOT] GORUPOV HUKNTINGIKOV AOUMEEDV.

To Anidulafungin/Accord epmodilet T LGIOAOYIKY OVATTLEN TOV KVTTOPIKDY TOUYOUATOV TOV
pokitov. apoveio Anidulafungin/Accord, ta kbttapa Tmv LOKATOV £X00V NUTEAN 1] EAAATOUATIKG
KUTTOPIKG TOLMUOTO, TOL T Kaf1oTd gvfpovota 1 avikava Tpog avamTuln.

2. T péner va yvopilete mpiy £6€ig 1] TO TOLdL GOG (PN GLULOTOU|CETE TO
Anidulafungin/Accord

Mnyv gpnoporomjcete To Anidulafungin/Accord
- o€ mepintwon aAlepyiog oto anidulafungin, oe dAAeg gyvokavdiveg (m.y. caspofungin) 1 og
010100MTTOTE GALO OO TO GLGTATIKA QL TOV TOV PAPUAKOL (CVOPEPOVTUL TNV TOPAYPAPO 6).

Ipogdomomoeis ko TPpoPLAGEES
AmevBuvieite 6TOV Y10TPO, TOV QOPUAKOTOLO 1] TOV VOGOKOWO GOG TTPLY YPTCULOTOGETE TO
Anidulafungin/Accord.

O y10Tpd¢ 060G UTOPEL VO OTOPACIoEL VO GO TOPOKOAOLOET

- TNV NTOATIKN AEITOVPYIN TTLO TPOGEKTIKA EAV AVATTOEETE TPOPANLOTA GTO AP KOTA TN
dapketa g Bepameiag.

—  €av oag yopryodvrol ovaieOnTikd kotd tn didpketo tng Oepaneiog pe To Anidulafungin/Accord

—  yio onueio aAAepYIKNG avTidpaong OT®MG KVNGUOC, GUPLYLOC, KNAdeg oTo Oépual
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- yw onueio oyeTi{opevNg pe TV £yyvon avtidpacng mwov Ba propovoay va TEpIAapivouy
e&avinua, kvidmon, kvnoud, epubpomra,
—  yw dvomvol/ducKorieg atny avamvon, (dAn 1 alcOnupa AuroBupiog

Moo ko £épnpor
To Anidulafungin/Accord 8¢ Ba npénet va yopnyeitan o€ aobeveic kGtm Tov 1 pnvog,.

Arho @appoaxa ko Anidulafungin/Accord
Evnuepoote tov yuotpd 1| tov poapuokomold cag edv €cgic | To moudl cog maipverte, £xete TPOGPATO
mhpel 1 propel va mhpete GALO QoppoKaL.

Kinon kot Onraopog

H enidpaon Tov Anidulafungin/Accord og éykveg yovaikeg dev givarl yvoort. Etopévmg to
Anidulafungin/Accord dev cuvictdtal katd ) didpkeio TG eyKvpuooHvig. Ot yovaikeg Tov
Bpiokovtal og avamapaymytkn nikio O TpEmeL va ¥pNoIHoTolobV KATOL0, ATOTEAEGLOTIKT HEB0SO
avTIcLAANYTG. Enucovovnoete apéowmg pe To yrotpd oag av PelveTe £YKVOG KaTd T O1apKELD TG
aywyns oag pe Anidulafungin/Accord.

H enidpoaon tov Anidulafungin/Accord g yuvaikeg mov Onhalovy dev givar yvoot. Znthote
oLUPBOVAT| TOV YlaTPOL N TOL Pappokonooy oag Tptv Tapete Anidulafungin/Accord eved bnialete.

Zn™oTE T GLUPOVAT TOV YLOTPOD 1] TOL POPUOKOTOLOD GOG TPV TAPETE OTOLOONTOTE PAPLAKO.

To Anidulafungin/Accord wtepiéyer ppovktoln

Av106 10 PappokevTiKo Tpoiov mepExel 102,5 mg ppovktdlng (éva eldog cakydpov) oe Kabe PLaAidIo.
Edv o ywatpdc cag cog £yl met 01t Exete Svoavebio o kdmola odikyapa, cuppovievdeite Tov YiaTpO GOG
TPV TAPETE AVTO TO PUPUAKEVTIKO TPOTOV.

Edv eogig (1 10 moudi cog) Exete kKAnpovokn dvcaveio ot epovktoln (HFI), po omdvia yevetikn
Swtapoyn|, eoglg (1 To moudl cag) dev mpénel va mhpete owtd 10 Phpuaxo. Ot acOeveic pe HFI dev
umopohv vo SleTAGOLY TN PPoVKTOLN Tov Ppicketal 6e oLTO TO PAPUAKO, YEYOVOS TTOL UTOPEL va
TPOKUAEGEL GOPUPEG aVETIOVUNTEG EVEPYELEG.

[Ipénetl va evnuep®oeTe TOV YLOTPO GOg TPV Ol T ANYn GLTOL TOL PAPUAKOL €0V €0¢€iG (1] TO ool
oag) éyxete HFI M edv 10 moudi oag dev pmopel mAEov Vo, KOTOVOADGEL YAVKG Qayntd 1 TOTA, ETEN
alcBdvetar adabecio, Kavel eLETONS 1 EYEL SVGAPEDTEG AVTIOPACEIS OTMG POVCKMUO, KPAUTES OTO
oToudyL 1 dtéppota.

To Anidulafungin/Accord wtepiéyel vatpiro

Avtd 10 PaPUOKELTIKO TPOTdV meptEyel Ayotepo and 1 mmol vazpiov (23 mg) avd euokidio, sivat
dMAadN ovolaoTika «elebbepo vatpiovy.

3. IMag va ypnowporomjsete To Anidulafungin/Accord

To Anidulafungin/Accord 6o mapackevdletar kot Ba yopnyeital o€ €66¢ 1 6T0 TS GOG TAVTO ALTTd
KAmolov yitpo 1 emaryyehpatio vysiog (meplocoTEPE TANPOPOPiEg oYETIKE (e TN uEB0SO
TOPUCKEVNG TAPEXOVTOL GTO TEAOG AVTOD TOL EUALOL 00T YLDV, GTNV EVOTNTA TOL otevBHveTaL
puévo og Y1oTpos Kot EmayyeAUATIEG LYELNG).

IMa gpron oe Taudd ko epnPouvg (MAkiog omd 1 unvog €wg kato tov 18 e1mv), 1 Oepaneio apyilet
pe 3,0 mg/kg (6ev mpémer va vrepPaivel ta 200 mg) katd Ty TpmdTn NUEPA (560T £QOdOV). X1
ocuveéyela Bo axorovBel nuepnoia 06on 1,5 mg/kg (dev mpénel va vrepPaiverl ta 100 mg) (360
ovvtnpnong). H 66on mov yopnyeitai e€aptdtar amd to Pépog Tov achevoic.



I xprion o evijhikeg, 1 Bepameio apyilel e 200 mg katd v TpdTn NuUépa (3601 £9OS0V). X1
ouvéyela, Bo akorovBel nuepnota doorm 100 mg (8661 GLVTHPNOTG).

To Anidulafungin/Accord Ba tpénet va cag yopnyeiton pia eopd v nuépa, pe Bpadeio (otéydnv)
€yyvon otn eAEPa cag. [a eviiikeg, avt o dtapkei TovAdyioTov 1,5 dpa yio T ddon
cuvtpnong kot 3 dpeg yua ) 86on eeddov. I'a maudid ko eprifove, n £yyvon pmopel va dtopkécet
Myotepo xpovo, avaroya pe to Bapog tov acBevoic.

O yiatpdc oag Bo amopacicel T didpkela TG Beponeiog cog, kKabmg Kot TNV ToGoTNTA
Anidulafungin/Accord mov 0o Aapfavete kabnpepva. Eniong, Ba mapoakoiovbei v avramdkpion ko
TNV KotédoTaoN Coc.

e yevikég ypoppés, n Bepaneia cog Oa mpémel va cuveylotel Yo tovAdyiotov 14 nuépeg petd v
televtaio nuépa katd v omoia evtoriotnke Candida oto aipo cog.

Eav napete peyarvtepn d0on Anidulafungin/Accord amé tnv kavovikn)
Edv motevete 6t oag £xel yopnynbel modd peyddn 66om Anidulafungin/Accord, evnuepdote
APECHS TO YTPO o0 1 KATolov GALO emayyeApatio vyeiog.

Eav Egyaoete va ypnoyporonjoste To Anidulafungin/Accord

Kabaog 0o Aappdvete avtd 10 @dpuoko vd otev wTpikn exifieym, sivorl anibBovo vo topainedel
Kdmola 50om. 26TOC0, EVIUEPMGTE TOV YIUTPO 1 TOV PUPLOKOTOLO GOC OV TIGTELETE OTL £xEL EeyaoTel
pio 660m.

Agv Ba mpénel va cog yopnyndel Sy 066M amd Tov Y1aTpo.

Eav otapaticete va ypnopororeite To Anidulafungin/Accord
Agv Bo Tapovoidoete kapia enidpacn and to Anidulafungin/Accord gév o ylatpog 6og oTOUATAGEL T
Oepameia pe owtod.

O ywrpds oog pnopei va cog yopnynoet Kamolo dAlo eappako petd ) Bepaneia cog e
Anidulafungin/Accord, mpokeipévov va, cuveyicbei ) Ogpameio g LUKNTIONGIKAG AOTH®ENS Kat Vo
eumodiobel n emovepdvion ne.

AV ETOVELLPAVIGTOVVY TO, APYIKA GOG CUUTTOUATO, EVILEPDOTE AUECHOC TO YIUTPO GOC 1) KATOLOV GAAO
gmoyyeApatio vysiog.

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LLE TN YPNOT] AVTOV TOV PUPAKOV, POTHGTE TOV Y1UTPO,
TOV QOPLOKOTOLO 1] TOV VOGOKOLO GOLC.

4, IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eApproaKa, £TGL KOL AVTO TO PAPUAKO UTOPEl Vo TPOKAAESEL AveTIBOUNTEG EVEPYELEG OV
Kot dgv Topovctalovial o€ OA0VE ToVg avlpmmove. Kdmoteg omd avtéc Tig avembounteg evépyeleg Oa
KOTAypapohV ammd TOV YTpd Gag KOTO TN SIUPKELD TOPAKOAOVONOTG TG AVTOTOKPIONG KOL TG
KOTAGTACNG GOC.

Katd ) didpkero g yopriynong tov Anidulafungin/Accord £yovv oraving avoaeepbel aneintikég
v N (oM oAAEPYIKEG OVTIOPAGELG, Ol 0TToieC Umopel va cuumepthapuPdvovy duokoiio GtV avamTvon
pe ocuptyud 1 emdeivmon evog npobmdpyovtog eavOnuatog.

YoPapéc avemBOUNTES EVEPYELES — EVIIUEPDOTE OPECOS TOV YIUTPO 60G 1| GALOV ErAyYELHOTIO
vyeiag £av EpeavicOEl 0To1001)TOTE GO TO TAPUAKATM:
- Yrocpoli (emAnmtikn kpion)



- Edaym

- E&avOnua, kvnopog (poayovpa)

- AloOnuo e&ayemv

- Kvidwon

- Awpvidia GUGTHoT] TOV HLGV YOP® GO TOVG AEPAYMYOVS LE ATOTEAEGLLOL TNV ELPAVION
cuptypod M Prixa

- AvckoAia otV avamvon

Addeg avemOOUNTES EVEPYELEG

ITolb ovyvég avemBOunTeg evépyeres (umopel va exnpeaoovy teplecoTePOVS 0d 1 otovg 10
avOpdOToVg) sivar:

- XopnAa enineda kakiov 6to aipo (vwokaAlotioy)

- Aldppola

- Noavtia

Yoyvég avemBounTeg evépyeres (umopei va exnpedoovy £0g 1 otovg 10 avlpamovg) sivar:

- Xroaopol (emAnmTiky| kpion)

- ITovoképaiog

- "Epetog

- AwTapayn TV SEIKTOV NTOTIKNG AETOLPYING GTO aipa

- E&dvOnpa, kvnopodg (eayovpa)

- AwTopoyn TV SEIKTOV VEPPIKNG AELTOVPYING GTO aipol

- Mn @ucloloyiky por| TG YOANG Ao T XoANdOY0 KOGTH TPOGS 10 EVTePO (YOAOGTAGT)

- YymAod cdxyopo aipotog

. YymAn aptnpilokn wieon

. XopunAn aptnplokn wieon

. Awpvidia 6UGTOCT TOV HLOV YOP® OO TOVG EPAYMYOVS LE ATOTEAEGLLO TNV ELPAVION
ouptypov M Py

- AvokoMa 6TV ovamTvor

O ovyvég avemBopnteg evépyereg (nmopel va exnpedoovy £mg 1 otovg 100 avBpdmovg) givor:
. AwTopoyn ToL CLGTIHLATOC TENG ALOTOG

- 'ECaym

- AloOnpo e&dyemv

. [16vog ot0 cTONY)L

- Kvidwon

. [16vog oT0 onpeio g Eveong

Mn yvootéig avemOopnteg evépyeleg (n ovyvotnTa dgv pmwopei va extiun0si pe paon ta
owu0éopa dgdopéva):
- AmetAnTikég Yo, T {on aAAePYIKES OVTIOPACELS

Ava@opd avemOOunTmV evepyetdv

Edv mapotnprioete kdmoo avemBopunTn evépyeia, EVIIEPMGTE TOV YUTPO GOG. AVTO IGYVEL KOl Y10
KG0Oe AV avemBOUNTN EVEPYELD TTOL OEV AVOPEPETOL GTO TOPOV GUALO 0dNYIDV YpHons. Mropeite
emionc va avoeépete avemBvunteg evépyeteg amevbeiog, uéom tov EOvikod Opyavicuov Gapudkav,
Meooyeiov 284, GR-15562 Xolapyodc, ABfva, mi: + 30 213 2040380/337, gal: + 30 210 6549585,
1otoTOmOoC: http://www.eof.gr. Méow ¢ avagopdg avemBOunT®V gvepyelmv purnopeite vo fondnoete
GT GLAAOYN TEPIGGOTEPWOV TANPOPOPLDV GYETIKA LLE TNV AGPAAELD TOL TAPOVTOC PAPLLAKOV.

5. IIog va puidossste To Anidulafungin/Accord

To @apuako ovTd TPETEL VO UAACOETAL GE PEPT] TOV OgV TO PAETOVV Kot 6gv TO POAVOLV Ta TOLOA.
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Na pn xpnoionoteite avtd 10 QAPUOKO LETE TNV NUepoUNVic ANENG TOV AVaPEPETAL GTNV
emonuavon. H nuepounvia Anéng eivat ) tedevtaio nuépa Tov PIVO TOL AVAPEPETOL EKEL.

Ddvidcoete og yoyeio (2°C — 8°C). Mnv katayvyete.

To avacvotabév didAvpa pmopel va puidcoetat £m¢ toug 25°C péypt 24 dpeg. And
LKPOPLOAOYIKN G Aoyng TO TPOTOV TPEMEL vaL yprolomoteitat apésms. Edv dev ypnoyomomOei
APESMS, 01 XPOVOL Kol 01 cLVONKeg POAAENC TPV TN XpRoT Elvar evBHVN Tov YpHOoTI.

To duivpa wpog Eyyvon propet va puidcscetol otovg 25°C (Beppokpacio dmpatiov) yio 48 dpeg 1
N Vo QUAGGGETOL GTNV KOTAYLEN Y10 TOLAGYIGTOV 72 OPES, KOl TPETEL VOL XOPTYEITOL OVTOAG GTOVG
25°C (Beppokpocio douatiov) eviog 48 mpmv.

A pikpofroroyikng amoyng 1o Tpoidv TPEMEL VoL XpToLonoteital apécms. Eav dev
ypnooron el apéoms, ot xpovol pLAAENG KATA TN ¥PNHoN Kot 01 GUVONKEG PVAAENS TPV TN Yp1oN
amotelovv evBVvN ToL POt Ko dev Ba givar meprocdTEPO amd 24 dpeg oTovg 2° C €mg 8° C,
€KTOG €0V M AVAGVOTOOT)/O1AVGT EXEL YIVEL KATM amd EAEYYOUEVES KO ETKVPOUEVES ACTTITES
cuvOnKeG.

Mnv metdte ApROKO GTO VEPO TNG OTMOYETEVLONG 1] GTA OIKIOKA OTOPPILLATA.

6. Iepreydpeva TG 6GVOKEVAGIAG KOL AOUTEG TANPOPOPiES
T agpréyer o Anidulafungin/Accord

- H dpaoctikn ovoia givar to anidulafungin. Kabe prokidio kévewg mepiéyet 100 mg
anidulafungin. To avacvotabiv didhlvua tepiéyet 3,33 mg/ml anidulafungin kot to apaiopévo
Stddopa mepiéyel 0,77 mg/ml anidulafungin.

- To GAha cvotatikd givat: gpovktoln (BA. mapdypago 2 «To Anidulafungin/Accord mepiéyet
OPOVKTOLNY, Lavvitodn, TodlvcopPikd 80, yoraktikd 0&y, vOpo&eidio Tov vatpiov (Yio
pvOuen tov pH) (BA. mapdypago 2 «To Anidulafungin/Accord mepiéyet vatpio»), vVEpoYAmPIKO
0&L (ywa ™ pHOuion tov pH).

Epgavien tov Anidulafungin/Accord ko mepieyopevo T 6v6KeLOGI0G
To Anidulafungin/Accord Swatifeton o€ kovti mov mepiéyet 1 erokidio kovemg tov 100 mg yio Tokvod
OKEVOGLO Y10 TOPACKELT] SIHADLOTOS TPOG EYYLON.

H xkovig eivar Agvkn og vdAEK).

Awtifeton o€ ovokevasio 1 praiidiov.

Karoyog Adsrag Kvkrhoopiag ko IMapackevaotig
Karoyog Adsrog Kvkhogopiag

Accord Healthcare S.L.U.

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

Barcelona

Iontavia

HopackevacTiig

Pharmldea SIA



4 Rupnicu Str.
2114 Olaine
Agtovia

Lyocontract GmbH

Pulverwiese 1
llsenburg, 38871
I'eppavia

LABORATORIOS ALCALA FARMA, S.L.

Avenida de Madrid, 82,

Alcala de Henares, 28802

Madrid, Iomavio

AvT6 TO QUPUAKEVTIKO TPOTOVY £yl eykprOeil oo Kpatn Méin tov Evporaikod Owovoptkov
Xopov (EOX) pe Tig ak6rov0eg ovopooisg:

Avotpia:
Bélyo:
I'eppavia

Aowvio:
EALGOa:

Hvopévo Baciielo:

Iphavdia:
lomavia:

ItoAio:
Kpoartia:

Noppnyia:
OAM\ovdia:

[MoAwvia:
[Moptoyaiia:
Povpavio:

YloPevia:

Yovundia:

Togyu Anpokportios:

Dwrovoio:

Anidulafungin Accord 100 mg Pulver fiir ein Konzentrat zur Herstellung einer
Infusionslosung

Anidulafungin Accord Healthcare 100 mg, poeder voor concentraat voor
oplossing voor infusie

Anidulafungin-ratiopharm 100 mg Pulver fiir ein Konzentrat zur Herstellung
einer Infusionslosung

Anidulafungin Accord

Anidulafungin/Accord 100 mg kovig yia TokvO GKELOGLLO, Y10 TOPOCKELT|
SLADUATOG TTPOG £YYVOM

Anidulafungin 100 mg powder for concentrate for solution for infusion
Anidulafungin Accord 100 mg powder for concentrate for solution for infusion
Anidulafungina accord 100 mg polvo para concentrado para solucion para
perfusion EFG

Anidulafungina Accord

Anidulafungin Accord 100 mg prasak za koncentrat za otopinu za infuziju
Anidulafungin Accord

Anidulafungine Accord 100 mg poeder voor concentraat voor oplossing voor
infusie

Anidulafungina Accord

Anidulafungina Accord

Anidulafungina Accord 100 mg pulbere pentru concentrat pentru solutie
perfuzabila

Anidulafungin Accord 100 mg prasek za koncentrat za raztopino za
infundiranje

Anidulafungin Accord 100 mg pulver till koncentrat till infusionsvitska,
16sning

Anidulafungin Accord

Anidulafungin Accord 100 mg aine konsentraattiliuosta varten infuusionesteen

To mapov @OAL0 03NYLAOV xpH6NS avavempOnKe Yo TeELEVTOia @opa Tov 01/2024.

O TAnpoopieg mov akoAovBodv amevfivovtal HLOVO GE YITPOLG 1 ETOYYEALOTIES VYELOG KoL
1oY0OVV HOVO Y10, T1 GLGKELOGIN TOV evog raAidiov Anidulafungin/Accord 100 mg k6vig yio
TUKVO OKEVAGLA Y10 TOPUCKELT] SLIAVUOTOC TPOG £YYLON:

H avachotaon tov tepieyopévav Tov elodiov Tpémel va yivetal pe HOmP Yo EVESLO KOl OT1)
ovvéyela va apouumvetor MONO pe gvéoipo diivpa yAoprovyov vatpiov 9 mg/mL (0,9%) 1
gvéopo o1divpa yAvkoing 50 mg/mL (5%). H cuppatdémra tov avacvotaféviog
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Anidulafungin/Accord pe oveigg, Tpocdeta, 1| ehpuaka Tov yopnyodvTal EVOoQAERimG eKTOC amd
70 gVESO d1dhva yAmprovyov vatpiov 9 mg/mL (0,9%) 1 1o evéoipo didlvpa yAvkolng 50
mg/mL (5%) dev £yl amoderybei.

Avacboraon

[IpoPeite o donmn avacvotacn kKabe proidiov pe 30 mL HéaTOg Yo evESIA Y10l TNV EMiTEVEN
ocvykévipmong 3,33 mg/mL. H didpkela g avachotacns propet va @taoet péxpt o 5 AentdL.
Metd v emaxodiovdn apainon, 1o dtdAvpa Tpémel va amoppintetar ov Topatnpnoet Toyov
ATOYPOUOTIGHOG 1 VTTopéN copotdiov. H eppdvion petd my avacivotoon gival Eva doavyég,
Gypopo £mg kitpvo dtdAvpa.

To avacvotabév didAvpa pmopel va puidooetal £m¢ Tovg 25°C péypt 24 OPEC TPV TNV TEPULTEPD
apoimon.

Apaiwon ko Eyyvon

Metapépete pe donmn TEXVIKN T0 TEPLEXOUEVA TOV(TOV) avacvoTaféviog(-av) praidiov(-ov) oe
évav 60Ko (M eLIAN) £yyvomng Tov TePLEYEL eite evéso dtddvpa yAwprovyov vatpiov 9 mg/mL
(0,9%), eite evéorpo ddhvpa yYAvkoing 50 mg/mL (5%) emttuyydvoviag cuYKEVIPMGT) TOV
anidulafungin ion pe 0,77 mg/mL. Ztov axdéAovbo wivaka avaeEépovTal oL OYKOL TOV OToLTOVVTOL
Yo K6Oe d60M.

ATt GELS GYETIKA pE TNV opaicmon Yo ) xoprynon tov Anidulafungin/Accord

Adom Ap1Opdg 2 ovorikog Oykog Xovolikég [PvOpoc Elaypotn
pAwiov  |javacvotadeig éyyvong”  lbyxog EYyvong oldpkera
KOVEMG 0YKOG éyyvong® Eyyvong

100 1 30 mL 100 mL 130 mL 1,4 90 Aemtdl

mg mL/\entod

200 2 60 mL 200 mL 260 mL 1,4 180 Aemtd

mg mL/Aentd

A Eite evéoipo Stddvpa yAwprovyov vatpiov 9 mg/mL (0,9%), ite evéoipo Sidivpa yAukolng 50
mg/mL (5%).
B H cvykévipmon tov Stadvpotog £yyvong stvan 0,77 mg/mL

O pvOuodg Eyyvong dev mpénet vo vaepPaivel to 1,1 mg/min (mov wodvvopel pe 1,4 mL/min 6tav
OVOGLOTATOL KO APOLDOVETAL COUP®VO LE TIG 00NYies). Ta mapeviepikd pappokevtikd Tpoidvta Oo
TPENEL VO, EAEYYOVTOL OTTTIKG Y10l DTTaPEN COUATIOIOV KOl ATOYPOUATIGUO TPV OO T1 XOPNynon,
OTOV TO EMTPETOVY SLOAVUA Kot TEPLEKTNG. AV Ttopatnpn0el TuydV omoyp®UATIGUOC 1) VTTapén
coOoTdiOVY, amoppiyte T0 SLGAVUA.

IIpoopiletar yuo pia povo ypnon. H didfeon tov anofAntev Oa npénet va yivetal GOUPOVO UE TIG
TOTIKEC SLOTAEELG.



