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@vAro ooV (piong: IIAnpoeopics yra Tov ypriot

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

Anidulafungin

Awfdote TPoGEKTIKG 0AOKANPO TO PVAAO 0ONYLAV YPT|ONG TPV EGEIS 1] TO TALOL GaS apyiceTE Vo

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

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

- Edv &yete mepartépm anopiec, potioTe TOV Y10Tpd, 1 TOV POPLAKOTOLO 1 TOV VOGOKOUO GOg.

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

T epréyeL 1o Tapdv GUAAO 00N YLOV:

T eivar to Anidulafungin/Accord kot ot givat 1 ypnon Tov

Tipénel vo yvopilete Tpv eogic M To mandi cog ypnotpomomoete to Anidulafungin/Accord
[Mog va ypnopomomcete To Anidulafungin/Accord

[MBovég avemBOunTeg evépyeteg

IMog va pvidooete to Anidulafungin/Accord

[epreydpevo e cuokeLOCIOG Kol AOUTEG TTANPOPOPIES

o Ul WN

1. T givan o Anidulafungin/Accord ko wowa givar 1 gpRio1 TOVL

To Anidulafungin/Accord nepiéyet T dpactikn ovcia anidulafungin kot cvvtayoypagsiton e
EVNAIKEG Kol 6€ TodlaTpikong acheveic nAkiag 1 unvog éoc kdtw tomv 18 etdv yia T Oepaneia piog
HOPONG LVKNTNOL0KNAG AoTHmENG oTo aipa 1} 6 GALN EGMTEPIKE Opyava TOV KOAEITOL OO TIKN
kavtvtioon. H Aoluwén mpokaieitar amd kottapa pokntov (Lopopokntec) tov ovoudlovral
Candida.

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

To Anidulafungin/Accord epmodilet T LGLOAOYIKY OVATTLEN TOV KVTTUPIKDY TOLYOUATMOV TOV
pokitov. apoveio Anidulafungin/Accord, ta kbttapa Tov WOKATOV £X00V NUTEAN 1] EAAATOUATIKG
KUTTOPIKG TOLMUOTO, TOL To Kaf1oTd vfpovota 1 avikava Tpog avamTuln.

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

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

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

O y10Tpd¢ 060G UTOPEL VO OTOPACIoEL VO GO TOPOKOAOLOET

- TNV NTOTIKN AEITOVPYIN TLO TPOGEKTIKA EAV AVATTOEETE TPOPANLOTA GTO AP KOTA TN
dapketa g Bepameiag.

—  €av oag yopryodvrol ovaileOnTikd Kotd T didpketo tng Oepaneiog pe To Anidulafungin/Accord

—  yio onueio aAAepYIKNG avTidpaong OT®MG KVNGUOg, GuPLYLOC, KnNAidec oto dépual
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- v onueio oyeTilopevNg pe v £yyvon avtidpacng mwov Ba propovoay vo tephapdvovy
e&avOnua, kvidmon, kvnoud, epubpomra,
—  yw dvomvoln/ducKoAieg otny avamvon, (dAn 1 alcOnua AuroBupiog

Moo ko £enpor
To Anidulafungin/Accord 8¢ Ba mpénel va yopnyeitan o€ aobeveic kGtm Tov 1 punvog.

Arho @appoxa ko Anidulafungin/Accord
Evnuepoote tov yuotpd 1 tov paprokomold cag edv ecgic | To moudl 6og maipverte, £(eTe TPOGPATO
mhpel 1 propel va whpete GALO QoppoKaL.

Kinon kot Onraopog

H enidpaon Tov Anidulafungin/Accord og éykveg yovaikeg dev givatl yvoort. Etopévmg to
Anidulafungin/Accord dev cuvictdtol katd ™ didpkeia TG eykvopoovvig. Ot yovaikeg Tov
Bpiokovtal og avamopay®ytkn nikio O TpEmel va ypnoomoloby KATOoL0, ATOTEAEGLOTIKT HEB0SO
avTicLAANYNG. Enucovovnoete apéowmg pe to yrotpd oag av Pelvete £YKVog Katd T S1apKeLd TG
aywyns oag pe Anidulafungin/Accord.

H enidpoaon Tov Anidulafungin/Accord g yuvaikeg mov Onhalovy dev givar yvoot. Zntote ™
oLUPBOVAT| TOV YlaTPOL N TOL Pappakonood oag Tptv Tapete Anidulafungin/Accord eved bnialete.

Zn™oTE TN GLUPOVAT TOV YLOTPOD 1] TOL POPUOKOTOLOD GUG TPV TAPETE OTOLOONTOTE PAPLLOKO.

To Anidulafungin/Accord wtepiéyer ppovktoln

Av106 10 PappokeLTiKo Tpoiov mepExel 102,5 mg ppovktdlng (éva eldog cakydpov) oe Kabe PLaAid1O.
Edv o ywatpdc cag cog Exel met 011 Exete dvoavebia o kdmotla odiyapa, cuppovievdeite Tov yraTpd cog
TPV TAPETE AVTO TO POPLAKEVTIKO TPOIOV.

Edv eogig (1 10 moudi cog) Exete kKAnpovopkn dvcaveio ot epovktoln (HFI), pa omdvia yevetikn
Swtapoyn|, eoglg (1 to moudl cag) dev mpénel va mhpete owtd 10 Phpuako. Ot acOeveic pe HFI dev
umopohv vo SleTAGOoLY TN PPoVKTOLN Tov Ppicketal 6e oLTO TO PAPUAKO, YEYOVOS TTOL UTOPEL va
TPOKUAEGEL GOPaPEG avETIOVUNTEG EVEPYELEG.

[Ipénetl va evnuep®oETE TOV Y1OTPO GOG TPV OO Tr AT GVTOL TOL PAPUAKOL gdv gogig (1] T Toudi
oag) éxete HFI 1 edv 10 moudi cog dev pumopel mAL0V Vo KOTOVOADGEL YAVKG Qayntd N TOTA, EMELDN
alcBdvetar adabecio, Kavel eUETONS 1 EYEL SVGAPEDTEG AVTIOPACEIS OTMG POVCKMUO, KPAUTES OTO
oToudyL 1 dtéppota.

To Anidulafungin/Accord wtepiéyel vatpiro

Avtd 10 PaPUOKELTIKO TPOTOV mEpLEyel Ayotepo amd 1 mmol vazpiov (23 mg) avd euokidio, sivar
dMAdN OVOLUOTIKA «EAELOEPO VaTpiovy.

3. Iag va gpneporomjsete to Anidulafungin/Accord

To Anidulafungin/Accord 6o mapackevdletar kot Ba yopnyeital o€ €66 1 6T0 TS GOG TAVTO ALTTd
KAmolov Yitpo 1 emaryyehpatio vysiog (meplocoTEPEC TANPOPOPiEg oYETIKE (e TN HEBO0dO
TOPUCKEVNG TAPEXOVTOL GTO TEAOG AVTOD TOL EUALOL 00T YLDV, GTNV EVOTNTA TOV otevBHveTL
puévo og Y1oTpohs Kot EmayyeAUATiEG LYELNG).

IMa gpron oe Tadld ko epnPouvg (MAkiog omd 1 unvog Emg kdto tov 18 etmv), 1 Oepaneia apyilet
pe 3,0 mg/kg (dev mpémet va vepPaivel ta 200 mg) Katd v TpmdTn nuépa (560m £pOd0V). X1
ocuveéyela Ba axolovBel nuepnoia 66on 1,5 mg/kg (dev mpémet va vepPaivel Ta 100 mg) (d6om
ovvtnpnong). H 66on mov yopnyeitor e€aptdral amd to fapog Tov achevoic.



I xprion og evijhikeg, 1 Bepameio apyiler e 200 mg katd v TpdTn NuUépa (3601 £9OSOV). X1
ouvéyela, Bo akorovBel nuepnota doorm 100 mg (8661 cLVTHPNOTG).

To Anidulafungin/Accord Ba mpénet va cag yopnyeiton pio popd v nuépa, pe Bpadeio (otérydnv)
€yyvon ot eAEPa cag. [a eviiikeg, avt Ba dtapkei TovAdyloTov 1,5 dpa yio T ddon
cuvtpnong kot 3 dpeg yua ) 86on eeddov. o mtaudid kot eprjfove, 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 ToGoHTNTA
Anidulafungin/Accord mov 6o Aapfdavete kabOnpepwva. Eniong, Ba mtopakorovbel v avtandkpion kot
TNV KotédoTaoN o,

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

Eav napete peyadrvtepn d0on Anidulafungin/Accord amo tnv kavovikn)
Edv motevete 6t oag £xet yopnynbei modd peyddn 66om Anidulafungin/Accord, evnuepdote
APECHS TO YTPO o0 1 KATolov GALO emayyeApatio vyeiog.

Eav Egyaoete va ypnoyporonjoste To Anidulafungin/Accord

Kobang 0o Aappdavete avtd 10 @dppoko vad otev wTpikn exifreyn, eivoal anibovo vo mopaineOsel
Kdmola 50om. 6TOC0, 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 Ba Tapovoidoete kapia enidpacn and to Anidulafungin/Accord gév o ylatpog 6og oToUaTACEL T
Oepameia pe owtod.

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

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 eAppoKa, £TGL KOL AVTO TO PAPUAKO UTOPEl Vo TPOKAAESEL AveTIBOUNTES EVEPYELEG OV
Kot dgv Topovctalovial e OA0VE ToVg avlpmmove. Kdmoteg omd avtéc Tig avembounteg evépyeleg Oa
KOTAypapohV oo TOV YITPO Gag KUTO TN SIUPKELD TOPAKOAOVONOTG TG AVTOTOKPIONG KOL TG
KOTAGTACNG GOC.

Kot t dudpketa g yopriynong tov Anidulafungin/Accord £yovv oroving avoaeepbel aneinTikég
v N (oM oAAEPYIKEG OVTIOPAGELG, Ol 0TToieC UTopel va cuumepthAapuPdvovy duokoiio GTNV avamTvon
pe ocuptyud 1 emdeivmon evog npobmdpyovtog eavOnuatog.

YoPapég avemOOUNTES EVEPYELES — EVIIUEPAOTE GUEGCMOS TOV YLUTPO 60C 1| GAAOV ErAyYELNOTIO
vYElag £V ERPAVIGOEL 0TTO100NTOTE U0 TO TUPUKATM:
- Yrocpol (emAnmtikn kpion)



- Edaym

- E&avOnua, kvnopog (payovpa)

- AloOnuo e&ayemv

- Kvidwon

- Awpvidia GUGTHOoT] TOV HLGV YOP® GO TOVG AEPAYMYOVS LE ATOTEAEGLLO TNV ELPAVION
ouptypov 1N Prxa

- AVGKOAK GTNV avaTVOn

Addeg avemOOUNTES EVEPYELEG

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

- XounAa emineda kakiov oto aipo (vwokaAlotioy)

- Aldppola

- Novtia

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

- Xroaopol (emAnmriky| kpion)

- ITovoképaiog

- "Epetog

- AwTapayn TV SEIKTOV NTOTIKNG AETOLPYING GTO aipa

- E&dvOnpa, kvnopods (payovpa)

- AwTopayn TV SEIKTOV VEPPIKNG AELTOVPYING GTO Lo

- Mn @uctloloyiky por| TNG YOANG Ao T XoANdOY0 KOGTH TPOGS T EVTePO (YOAOGTAGT)

- YymAod chxyopo aipotog

- YymAn aptnpilokn wieon

. Xounin aptnpilokn wieon

. Awpvidia 6VGTOOT TOV HLGV YOP® OO TOVG AEPAYMYOVS LE AMOTEAEGLLO TNV ELPAVION
ouptypov 1 Prixa

- AvckoAia TNV ovaTvon

Oy ovyvég avemBopnTeg evépyeleg (nmopel va exnpedoovy £mg 1 otovg 100 avBpdmovg) givor:
. AwTopoyn ToL CLGTHLATOC TENG AiLATOG

- 'ECaym

- AloOnpo e&dyemv

. [16vog o0 cTOMY)L

- Kvidwon

. [16vog 6T0 onpeio g Eveong

Mn yvootég avemOopnteg evépyeleg (n ovyvotnTa dgv pmwopei va extiun0si pe paon to
owu0éopa dgdopéva):
- AmetAnTikég yio T {on aAAepYIKES OVTIOPACELS

Ava@opd avemOOunTOV evepyELt@v

Edv mapotnproete kamoo avemBopunTn evépyeia, EVIIEPMGTE TOV YUTPO GOG. AVTO IGYLEL KOl Y10
KG0Oe AV avemBOUNTN EVEPYELD TTOL OEV OVOPEPETOL GTO TOPOV GUALO 0dNYIDV YpHong. Mropeite
emionc vo avoeépete avemBounteg evépyeteg amevdeiag, uéom tov EOvikod Opyavicuov Goapudkov,
Meocoyeiov 284, GR-15562 Xohapyodg, Abnva, tnA: + 30 213 2040380/337, ea&: + 30 210 6549585,
1otoTOTOC: http://www.eof.gr. Méow ¢ avagopdg avemBOunT®V gvepyelmv pumopeite vo fondnoete
GT1 GLAAOYN TEPIGGOTEPWOV TAT|POPOPLDV GYETIKA LE TNV AGPAAELD TOL TAPOVTOC PAPLLAKOV.

5. IMag va pvidssete To Anidulafungin/Accord

To @appako ovTd TPETEL VO PUAACOETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLV Ta, TOLSA.
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Na pun xpnoiponoteite avtd 10 QAPUOKO LETE TNV NUepounvio ARENG TOL AVAPEPETAL GTIV
emonuavon. H nuepounvia Anéng eivat ) tedevtaio nuépa Tov PIVO TOL AVAPEPETOL EKEL.

Dvidcoete og yoyeio (2°C — 8°C).

To avacvotabév didAvpa pmopel va puidcocetat £mg toug 25°C péypt 24 dpeg. And
LKPOPLOAOYIKNG AoynG TO TPOTOV TPENEL VAL ypTGLoToleitan apécms. Edv dev ypnoyromon et
APES®MS, 01 XPOVOL Kol 01 cLVONKeg OAAENC TPtV TN XpNoT Elvar evBHVN Tov YpHoTI.

To duhvpa Tpog Eyyvon propet va puAdccetal otovg 25°C (Beppokpacio dmopatiov) yio 48 dpeg
(unv katoyOyete) Ko TPEMEL va yopnyeitan 6vtag otoug 25°C (Beppokpacio dopatiov) evrog 48
OPpOV.

Ao pikpofroroyikng amoyng 1o Tpoidv TPENEL vaL XpToLuonoteital apécms. Eav dev
ypnooron el apéosms, ot xpovol pLAAENS KATA TN ¥PNHoN Kot 01 GuVONKEG PVAAENS TPV TN YP1oN
amotelovv evBVvN ToL YPNoTY Ko dev Ba givar meprocdTEPO amd 24 dpeg oTovg 2° C €mg 8° C,
€KTOG €0V M AVAGVOTOOT)/O1AVGT EXEL YIVEL KATM amd EAEYYXOUEVES KO ETKVPOUEVES ACTTITES
cuvOnKeG.

Mnv metdte ApROKA GTO VEPO TNG OMOYETEVLONG 1] GTA OIKIOKA OTOPPILLATAL.

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

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

- Ta Ao cvotatikd givat: gpovktoln (BA. mapdaypago 2 «To Anidulafungin/Accord mepiéyet
OPOVKTOLN», Lavvitorn, TolvcopPikd 80, yoraktikd 0&y, vOpoteidio Tov vatpiov (Yio
pvOon tov pH) (BA. mapdypago 2 «To Anidulafungin/Accord mepiéyet vaTpio»), vopoylmPIKd
0&L (ywa ™ pHOion tov pH).

Epgavien tov Anidulafungin/Accord ko mepieyopevo T 6V6KeLOGI0G
To Anidulafungin/Accord dwatifetal o€ kovti mov wepiéyet 1 eroAidio kovewe tov 100 mg yio mokvod
OKEVOGLO Y10 TOPACKELT] SIHADLOTOG TPOG EYYLOM.

H kovig eivar Agvkn og vdAevK).

Awtifetan o€ ovokevacio 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

Iomavia

HopackevacTiig

Pharmldea SIA



4 Rupnicu Str.
2114 Olaine
Agtovia

Lyocontract GmbH

Pulverwiese 1
llsenburg, 38871
I'eppavia

AvT6 TO QUPNAKEVTIKO TPOIoY £yl eykprOei ot Kpatn Méin tov Evponaikot Owovopikov
Xopov (EOX) pe 11g akdrov0eg ovopaoisg:

Avotpia:
Bélyo:
I'eppovia:

Aowvio:
EALGO

Hvopévo Baciielo:

IpAavdia:
Iomavia:

Itaio:
Kpoartia:

Noppnyia:
OMavoio:

[oAwvia:
[Moptoyaiia:
Povpavio:

Yl oPevia:

Yovundia:

Togykn Anpokportio:

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 Infusionslésung

Anidulafungin Accord

Anidulafungin/Accord 100 mg kovig yio TokvO GKEVOGLLO Y10, TOPUOTKELT|
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 infusionsvatska,
16sning

Anidulafungin Accord

Anidulafungin Accord 100 mg aine konsentraattiliuosta varten infuusionesteen

To mwapov AL 03NYLAV xp6NS ovavempOnKe Yo TeElevTaia @opa tov 07/2022

O TAnpoopieg mov akoAovBolv amevbivovTal LOVO GE YITPOVG 1 ETOYYEALATIES VYELOG KoL
1oY0OVV HOVO Y10, T1 GLEKELOGIR TOL evog PraAidiov Anidulafungin/Accord 100 mg kovic yio
TUKVO GKEVOAGLOL Y10 TOPACKELT] SIHADLOTOC TPOG EYYVON:

H avacihotaon tov tepieyopévav Tov eloidiov Tpémel va yivetal pe HOmP Yo EVESILO KOl OT1)
ouvéyela va aparovetar MONO pe evéosipo dtdivpa yhoptovyov vatpiov 9 mg/mL (0,9%) 1
gvéopo o1divpa yAvkoing 50 mg/mL (5%). H coppatdétra tov avacvotaféviog
Anidulafungin/Accord pe oveigg, Tpoécdeta, 1 ehpuaka Tov yopnyodvTal EVO0QAERimG EKTOC amd
T0 EVESIHO O1dAhvpa YApLovyov vatpiov 9 mg/mL (0,9%) 1 to evécipo ddhvpa yAvkoing 50
mg/mL (5%) dev &xel anoderyBeil. To dtdAvpa TPpog Eyyvor dev TPETEL VOL KATAYOYETOL.
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Avacboraon

[IpoPeite o donmn avacvotacn kKabe proidiov pe 30 mL KA0TOC Y10 EVESTA V1oL TNV EMiTEVEN
ovykévipmong 3,33 mg/mL. H didpkela g avachHotaong Hnopel vo Tacel HéEypt To 5 AenTd.
Metd v emaxodiovdn apainon, To StdAvpa Tpémet va amoppinteton av mapatnpndet Toydv
ATOYPOUOTIGHOG 1) VTTopén copatdiov. H eppdvion petd v avaciotoon gival £va dtavyéc,
Gypopo £mg kitpvo dtdAvpa.

To avaovotadéy diddvpo pmopei va puAdocetat £0g Toug 25°C péypt 24 dpeg TPV TNV TEPALTEP®
apoimon.

Apaiwon ko Eyyvon

To ToPEVTEPIKE QUPRUKEVTIKAE TTPOTOVTA B0 Tpémer va, eAEyovTar OTIKA Yo VTapén
COUATIOIOV KUl ATOYPOUATIGUO TPLY Ao TN Y0P YN 61, OTTOTEOTOTE TO SLAAVLA KOL O
TEPLEKTIG TO emTpémovy. Eav mapatnpn0ei eite copotiowok) YA gite amoypopaTIiopoc,
amoppiyTe TO dLaAvpna.

Evilikec aoBeveig

Metapépete pe donmn TEXVIKN T0 TEPLEXOUEVA TOV(TOV) avacvoTaféviog(-av) praiidiov(-ov) oe
évav 6aKo (M eLIAN) £yxvomng Tov TePEYEL eite evESO dtdhvpa yAmprovyov vatpiov 9 mg/mL
(0,9%), eite evéoyo didAvua YALKkOLNng S0 mg/mL (5%) yio va Anedei | KatdAANAT GUYKEVTPOOT)
anidulafungin. O Topoakdto wivakag Tapéyel v apaioon o€ cuykévipoon 0,77 mg/mL yio to
TEAIKO d1dALHO Eyyvong Kot 0dnYieg £yyvong yia kébe door).

ATt GELS GYETIKA pE TV opaicmon Yo T xopiynon Tov Anidulafungin/Accord

Aéon Ap1Opog Xvvoikog ‘Oykog Xvvoikog PoBpoc E)éyiotn
owMdiov | avacvotadeic éyyoenct 0YKOG £yyvong oldpkela
KOVEMG 0YKOG &yyvonc® &yypvong
100 mg 1 30 mL 100 mL 130 mL 1,4 mL/ ento 90 Aemtd
1 84 mL/dpa
200 mg 2 60 mL 200 mL 260 mL 1,4 mL/Aentd | 180 lemta
1 84 mL/dpa

A Eite gvéopo didlovpa yAmptovyov vatpiov 9 mg/mL (0,9%), eite evéoipo Siddvpo yYAvkoing 50
mg/mL (5%).
B H cvykévipmon tov taAvpotog £yyvong eivar 0,77 mg/mL

O pvBude Eyyvong dev mpénet vo vepPaivel to 1,1 mg/min (wov wodvvapel pe 1,4 mL/min 1 84
ML/dpo. GTov avacuoTATOL Kot ApUIOVETOL COUPOVE LE TIG 0O YIES).

TToudrwozpikoi aceveic

Mo Todratpikovg acbeveic niikiog 1 unvog émg < 18 etmv, 0 0YKOG TOL SIHAVOATOG £YLONG TOL
amoteiTon yio T yopnynon g d6ong Ha kupaivetar avaioya pe to Papog tov acbevovg. To
avoovoTabiy dtdlopo mTpénet va apaimbdei tepattépom oe ovykévipwon 0,77 mg/mL yo to teEMKo
ddlvpa £yyvong. Zovietdral 1) xpromn wog Tpoypappatilopevne cvopryyag 1 avtiiog £yyvong. O
pLOR6S TG £yYVoNg dev mpémel va vaepPaivel To 1,1 mg/rento (mov woodvvapei pe 1,4 ml/iento 1
84 mL/®pa 6Tav avacveTATOL KOl APULAVETAL COUPOVA IE TIS 00N YIES).

1. Ymoloyiote T 8001 TOV 060EVOVG KAl avacVGTHOTE To(0) PLaAidlo(a) Tov
amorteiTa(0vVTOL) GOUP®VE, LE TIG 0ONYiEG AVOCVOTACTC Y10, TNV EMITEVEN GUYKEVIPWOOTG
3,33 mg/ mL

2. Ymoloyiote Tov 6yko (Ml) tov avacvoetabivrog dtoivpatog anidulafungin mwov amorteiton:
8



¢ Oykoc 1ov avoaovotofévrog dwwadpatog anidulafungin (mL) = Adomn anidulafungin
(mg) +3,33 mg/mL

3. Ymoloyiote T0V GUVOALKO OYKO TOV 60G0A0YIKOD StoAVp0Tog (ML) mov amatteiton yio T
enitevén telMkng ovykévipmong 0,77 mg/mL:

® TVVoAIKOG 6YK0g 060 0YIKoD drodpatog (ML) = Adon anidulafungin (mg) + 0,77
mg/mL

4. Ymoloyiote TOV OYKO TOV 0pol®dTIKOV HECOV [evEso dtdhvua de&tpoling 5%, USP 1
evéao ol pa yhwplovyov vatpiov 0,9%, USP (puoioroyikdc 0pdg)] mov amarteitan yo
TNV TOPOGKELT] TOL SOGOAOYIKOD SLAVUATOC:

e Oykoc aparmtikod péoov (ML) = Zvvoikdg dykog 6060A0YIKOD dtavpoTog (ML) —
Oykoc tov avacvotabivrog dwdvporog anidulafungin (mL)

5. Mertagépete pe AonmTn TEXVIKT TOVS ATOITOVUEVOVG OYKoug (ML) Tov avacvotafévtog
draAdpatog anidulafungin kot tov gvésiuov dtoddpatog 6eETpoing 5%, tov USP 7 evésiuov
draAdpatog yAmpovyov vatpiov 0,9%, Tov USP (puctoloyikod opod) o po copryya
&yyvong 1| o€ évav aokd evOoPAERLaG £yyLoNG OV AALTEITOL YL TN XOPTYNOT.

[poopiletar yo pio pévo ypnon. H 81606eon tov amofAntov Bo mpémel va yivetal GOUPOVE e TIC
TOTIKES SLOTAEELS.



