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@vAro ooV piong: IIAnpoeopics yra Tov ypriot

Anidulafungin/Accord 100 mg KOvig Y10 TVKVO GKEVUGUA VL0 TAPACKELT] OLOAVUATOS TTPOS
&Yoo

Anidulafungin

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

APNOLLOTOLEITE OVTO TO PAPUOKO, 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 Y10Tpd, 1 TOV POPUAKOTOLO 1| TOV VOGOKOUO GOg.

- Edv eoeig 1 10 Toudi oG TopatnpoETE KATOLN AVETBOUNTY EVEPYELD, EVIUEPDGTE TO YIOTPO, 1
TOV POPUOKOTOLO 1] TOV VOGOKOWO GaG. AVTO 1oyveL Kot Yio kafe mbovi avemBountn evépyela
OV 0EV OVAPEPETOL GTO TTAPOV PUAAO 00NV ¥prione. BAéne mapdypapo 4.

T epréyel 1o Tapdv UAAO 00N YLOV:

T1 efvon To Anidulafungin/Accord kot mota givat 1) xprom Tov

T mpéner va yvopilete mpv eogic 1) To mandi cog ypnoomomoete to Anidulafungin/Accord
[ag va ypnoomomoete to Anidulafungin/Accord

[MBovég avemBOunTeg evépyeteg

[og va puidooete to Anidulafungin/Accord

[epreydpevo e cuokeLOCIOG KOl AOUTEG TANPOPOPIES

AN AW =

1. T givor To Anidulafungin/Accord kot wowa givar ) yprion Tov

To Anidulafungin/Accord mepi€yetl T dpactikn ovcia anidulafungin kot cuvtayoypageital o
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 avikel og pio. opdoa Popudkmv Tov ovopdloviol EXVoKovoives. AvTd Ta
QAPLLOKO YPTCLLOTOLOVVTAL Y10 TNV AVTILETMTIOT] GORUPOV HUKNTINGIKOV AOUMEEDV.

To Anidulafungin/Accord gumodilel ™ EUGI0AOYIKN OVATTVEN TOV KUTTAPIKOV TOLYOUATOV TOV
pokntev. Iapovoio Anidulafungin/Accord, ta kOTTOPO TOV HOKATOV £Y0VV NUITEAN 1| EAAATOUOTIKA
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 gpnoponomocte o 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.

—  €0v oag yopnyovvrol avorodnTikd katd t didpkeia tng Bepomeiog pe to Anidulafungin/Accord

—  yio onueio aAAepYIKNG avTidpaong OT®MG KVNGUOC, GUPLYLOC, KNAdeg oTo Oépual
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- v onueio oyeTi{opevNg pe TV £yyvon avtidpacng mwov Ba propovoay vo tephappdvovy
e&avinpua, kvidwon, kvnoud, epubpodmra,
—  yw dvomvol/ducKorieg atny avamvon, (dAn 1 alcOnupa AuroBupiog

Moo ko £épnpor
To Anidulafungin/Accord d¢ Ba mpémetl va yopnyeitan og acBeveic kbtm Tov 1 punvoc.

Alro @appoxa kor 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 éykvec yovaikeg dev etvan yvoot. Emopévag to
Anidulafungin/Accord dev cuvictdtol KoTd T dStdpKeLlo TG EYKVPocHVNE. Ot yuvaikeg 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
ayoyns cag pe Anidulafungin/Accord.

H enidpaon tov Anidulafungin/Accord og yovaikeg mov OnAdlovv dev elvar yvwotr|. Zntiote
GLUPBOVAN TOL Y1ATPOV 1) TOVL POPLOKOTOLL cag Ttpty mhpete Anidulafungin/Accord evd Onidlete.

ZnN™oTE TN GLUPOVAT TOV YLOTPOV 1| TOL POPHAKOTOLOD GOG TPV TUPETE OTOLOONTOTE PAPLAKO.

To Anidulafungin/Accord ngpi&yer ppovktoln

Av10 10 PapuoKELTIKO TPoioy TepExel 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.

[pénetl va evnuep®oETE TOV Y1OTPO GOG TPV OO Tr AT ALTOL TOL PAPUAKOL gdv gogig (1] To Toudi
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 mepiéyel vaTplo

AVT0 TO0 PUPUAKELTIKO TTPOidV TePLEYEL Myotepo amd 1 mmol vozpiov (23 mg) avd euuridio, eivor
dMAadN ovolaoTika «elebbepo vatpiovy.

3. Iog va ypnoiporomcete To Anidulafungin/Accord

To Anidulafungin/Accord Ba mapackevaletor kot Oa yopnyeiton o €0dg 1| 6T0 TOUdL GOG TAVTOA OO
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 ypnon o evidikeg, N Bepancio apyiler pe 200 mg Katd v TpmdTn nUEPA (00T €QOdOV). X1
ouvéyela, Bo akorovBel nuepnota d6om 100 mg (8661 cuvtHpnoNg).

To Anidulafungin/Accord Ba mpénet va cag yopnyeitan pio opd v nuépa, pe Ppadeia (oTérydnv)
€yyvon otn eAEPa cag. [a eviiikeg, avt Ba dtapkei TovAdyloTov 1,5 dpa yio T dodon
cuvtpnong kot 3 dpeg yua ) 86on eeddov. I'a maudid kot 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 Ba Aapfdavere kabnpepvd. Eniong, 0o mapakorovdel nv avtamdKpion kot
TNV KotédoTaoN Coc.

e yevikég ypoppés, n Bepaneia cog Oa mpémel va cuveylotel Yo tovAdyiotov 14 nuépeg petd v
terevTaio nuépa Kotd v omoia evtoniomnke Candida cto aipa cog.

Edv napete peyardtepn 060n Anidulafungin/Accord amd tnv kavoviki)
Edv motedete 611 60c £xet yopnynOei mold peydin 66om Anidulafungin/Accord, evnpuepdote
APECHS TO YTPO o0 1 KATolov GALO emayyeApatio vyeiog.

Edv Egyaoete va ypnowporomjcere 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, mpémel va. cog yopnynoel Surdn d66n amd Tov YaTpo.

Edv ctapatiocere va ypnoponoreite 1o Anidulafungin/Accord
Agv Oa mapovoidcete kapio exidpacn amd to Anidulafungin/Accord €dv 0 Y10TpOG GO GTUUATAOEL TN
Oepameia pe oo,

O ywrpds oog pnopei va cog yopnynoet Kamolo dAlo eappako petd ) Bepaneia cog e
Anidulafungin/Accord, mpokeévov va cuveyiolel n Oepameio TG poknTIacikig Aoinméng Kot va
eumodiofel n emaveppavion .

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 e OA0VE Tovg avlpmmove. Kdmoteg omd avtéc Tig avembounteg evépyeieg Oa
KOTAypapohV ammd TOV YTpd Gag KOTO TN SIUPKELD TOPAKOAOVONOTG TG AVTOTOKPIONG KOL TG
KOTAGTOCTNC GOGC.

Kozd m didpreta me yopnynong tov Anidulafungin/Accord éxovv oraving avaeepOei ameintikég
v N (oM oAAEPYIKEG OVTIOPAGELS, Ol 0TToieg Umopel va cuumepthapuPdvovy duvokoiio GtV avamTvon
pe ocuptypd 1 emdeivoon evog npobmdpyovtog eavinuatoc.

YoPapéc avemBOUNTES EVEPYELES — EVIIUEPDOTE OPECOS TOV YIUTPO 60G 1| GALOV ErAyYELHOTIO
vYElag £av ERPavicOEl 0T01001TOTE AT TO. TAPUIKATM:
- Yrocpol (emnmtikn Kpion)



- Edaym

- E&avOnpa, kvnouodg (poayodpa)

- 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

oAb ovyvéc avemBounteg evépyeies (umopel va eanpedoovy neprecdtTepovg amd 1 atovg 10
avOpamTovg) givan:

- Xounid eninedo KoAiov 6To aipo (VToKaAoLio)

- 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 AELTOVpYiog GTO aijLo

- 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 avemOopnTteg 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
emiong vo avoeépete avemBounteg evépyeieg amevbeiog, uéom tov EOvikog Opyaviopdc Doapuakoy
Meooyeiov 284, GR-15562 Xohapyodg, Abnva, TnA: + 30 21 32040337, [otétonog: http://www.eof.gr
, http://www Kkitrinikarta.grMécm g avapopdg avemBountov evepyeudv pnopeite vo, fondnoete ot
GLAAOYN TTEPLOCOTEPMV TANPOPOPLOV CYETIKA [LE TNV ACPAAELN TOV TAPOVTOG PAPLAKOL.

5. Iog va purdccete 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.

Dvidcoete og yoyeio (2°C — 8°C).

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 puAdccetal otovg 25°C (Beppokpacio dmopatiov) yio 48 dpeg
(unv katayyete) Kol TpEmet va yopmnyeital dviag otovg 25°C (Beppoxpacio dopatiov) evidg 48
POV.

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 YPNoTN Ko dev Ba ivar meprocdTepo amd 24 dpeg otovg 2° C émg 8° C,
€KTOG €0V M AVAGVOTOOT)/O1AVGT EXEL YIVEL KATM amd EAEYYOUEVES KO ETKVPOUEVES ACTTITES
cuvOnKeG.

Mnv metdte ApUOKO GTO VEPO TNG OTMOYETELONG 1) OTA OIKIOKA OoppipaTa.

6. Iepreydpeva TG 6VOKEVAGIAG KOL AOUTEG TANPOPOPiES
T egpréyer To Anidulafungin/Accord

- H dpaoctikn ovoia givar to anidulafungin. Kabe prokidio kévewg mepiéyet 100 mg
anidulafungin. To avacvotafév ddhvua mepiéyet 3,33 mg/ml anidulafungin kot to apoiwpévo
dadivpa wepéyet 0,77 mg/ml anidulafungin.

- Ta GAAa cvotatikd gival: povktoln (BA. mapdypapo 2 «To Anidulafungin/Accord mepiéyet
OPOVKTOLNY, Lovvitodn, TodlvcopPikd 80, yoraktikd 0&y, vOpoteidio Tov vatpiov (Yio
pvOuon tov pH) (PA. mapdypagpo 2 «To Anidulafungin/Accord mepiéyetl vatplo»), vOpPoYA®PIKO

080 (Yo ™ pvBpion tov pH).
Epe@avien tov Anidulafungin/Accord kol wepleyopeva TS GVGKEVAGIOG
To Anidulafungin/Accord diatifetat g Kovti mov mepEyet 1 PlaAido kdvewc tov 100 mg yio Tokvo
OKEVOGLO Y10 TOPACKELT] SIHADLOTOS TPOG EYYLON.

H rovig etvan Agvkn og vdrevk).

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

Iomavio

HopackevacTiig

Pharmldea SIA



4 Rupnicu Str.
2114 Olaine
Agtovia

Lyocontract GmbH

Pulverwiese 1
Ilsenburg, 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 115 ak0rov0eg ovopaoisg:

Avotpia:
Béhkyto:
Teppovia

Aowvio:
EALGOa:

Hvopévo Baciietlo:

Iphavdia:
Iomavia:

ItoAio:
Kpoatia:

Noppnyia:
OAMovdia:

[MoAwvia:
[Moptoyaia:
Povpavio:

Yl oPevia:

Yovumndia:

Togyk Anpokpartio:

Dwrovoio:

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

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 K6vig Yo TukvO GKELOGLLO Y10 TOPAGKELT
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

Anidulafungind 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 infusionsvétska,
16sning

Anidulafungin Accord

Anidulafungin Accord 100 mg aine konsentraattiliuosta varten infuusionesteen

To wapdv @UAA0 00N YLOV Yp1ioNS avave®P)OnKe Yo TeEAevTaio Qopd Tov 01/2024.

<

O TAnpoopieg mov akoAovBodv amevfivovtal HLOVO GE YITPOLG 1 ETOYYEALOTIES VYELOG KoL
1GOOLV UOVO Y10 TN CLOKEVAGIN TOL EvOG PlaAdiov Anidulafungin/Accord 100 mg kovig Yo
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

7



Anidulafungin/Accord pe ovoieg, Tpocheta, N PAPLOKI TOV YOPNYOOVTOL EVOOQAEPIMC £KTOC 0d
70 gVESO d1dhva yAmprovyov vatpiov 9 mg/mL (0,9%) 1 1o evéoipo didlvpa yAvkolng 50
mg/mL (5%) dev £yl amodeybei. To ddAvpa TPOG £yYLOT OEV TPETEL VO KATAYOYETAL.

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 Tpénel va amoppintetot av moapatnpndet 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

Ta mapevtepIka QUPROKEVTIKA TPoidvTa 00 Tpémer va EAEYYOVTAL OTTTIKA Y10 VITapPEY
CONATIOIOV KOl ATOYPOUATIGUO TPV AT T1) (OPNYNC1), OTOTEONTOTE TO SLAAVULA KL O
nepékTg To emtpémovv. Eav mapatnpnOei eite copatidlakl) OAn €iTe amoypopuaTIcpnos,
omoppiyTe TO dLaAvpNa.

Evilikec aoBeveic

Metagépete pe donmtn Te(VIKN T TEPLEYOUEVa Tov(TV) avacvotadéviog(-av) praidiov(-ov) oe
évav 60Ko (M eLIAN) £yyvong Tov TePLEYEL eite evEso dtddvpa yAwprovyov vatpiov 9 mg/mL
(0,9%), eite evéoyo didAvua YALKOLNg S0 mg/mL (5%) yio va AneOei 1 KatdAANAT GUYKEVTPOOT)
anidulafungin. O mapokdto mivakag Tapéyel v apainon o€ cuykévipoon 0,77 mg/mL yia to
TEAIKO S1dALO EyyLoNG Kot 0dMYies £yyvomng Yo kaOe doom

ATOLTIOELS OYETIKA UE TV apaicmon Yo T1) Lop1ynor tov Anidulafungin/Accord

Adon Ap1Opog PENTIY NS Oykog Xvvolkég |[PvOpodc EAléyiotn
poMdiov  javacvotalsic Eyyoonc®  [bykog Eyyvong OLapPKELD,
KOVEmG 0YKOG &yyoonck Eyyvong
100 1 30 mL 100 mL 130 mL 1,4 90 Aemtdl
mg mL/Aentd
m 84
mL/dpa
200 2 60 mL 200 mL 260 mL 1.4 180 Aemtd
mg mL/Aento
m 84
mL/bpa

A Eite evéoipo didlopa yAmpiovyov vatpiov 9 mg/mL (0,9%), site evéoiuo didAvpa yAvkolng 50
mg/mL (5%).
B H ovykévipwon tov dtoddpatog £yyvong stvan 0,77 mg/mL

O pvBuodg Eyyvong dev mpémet va vepPaivel to 1,1 mg/min (wov wodvvapel pe 1,4 mL/min 1 84
mL/dpa 6TV avacLeTATAL Kol 0POLMVETOL GOLPMOVO, LLE TIC 00N YIES).

TMoudwatpikoi oceveic

T Todratpucotg acbeveic nAtkiog 1 unvog €oc < 18 etdv, 0 0YKOC TOV SIHAVUATOS £YYLGONG TOL
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amotteiTon yio T Yopnynon g 00omng Ba kupaivetar avaioya e to Pépog tov acbevovc. To
avaovoTadéy didAvpa Tpénet vo apalndel mepattépm og cuykévipwon 0,77 mg/mL yia 1o telkd
Sdvpa £yyvong. ZuvieTdrtol 1) XpNoT Ko TPOYPARUaTICOMEVNC cVpLYYag N avTAiog £yyvong. O
poOpdg TG &yyrvong oev mpémer va vepPaiver To 1,1 mg/hento6 (wov wodvvapei pe 1,4
ml/Aent6 1 84 mL/®pa 6Tav AVACLOTATOL KOl OPULAVETUL CORLPOVA IE TIS 001)YiES).

1. Ymoloyiote tn 6601 Tov 0:60evoDS Kot ovacvotiote To(a) PlaAidio(a) wov
amorteitoaovVToL) GOUE®VE e TIG 00N Yieg AvVOcVGTAGNG Yol TV EMITEVEN
ovykévtpmong 3,33 mg/ mL

2. Ymohloyiote Tov 6yKo (ml) Tov avacvotadéviog dtuivpartog anidulafungin mwov
amotteitaL:

® Oykoc 10v avaovotafévrog deivpatog anidulafungin (mL) = Adon anidulafungin
(mg) +3,33 mg/mL

3. Ymoloyicte TOV GLUVOAIKO GYKO TOL d0GOAOYIKOD dtodvpatog (mL) mov amatteiton yio
v emitevén teMkng cvykévipwong 0,77 mg/mL:

o Yuvolko6g 6yKoc docoroyikot dwivpatog (ml) = Adon anidulafungin (mg) + 0,77
mg/mL

4. Ymohoyiote TOV OYKO TOL apomTIKOD PEGOL [evéotpo dralvpa deETpding 5%, USP 1
evéapo Sl pa yhoptovyov vatpiov 0,9%, USP (puoioroyikdc 0pog)] mov amarteiton
Y10l TNV TOPUCKEVT] TOV S0GOA0YIKOD SOADUATOG:

o Oyxog apoimtikoy pésov (mL) = XvvoAikog 6ykog
docoloykob draddpatog (mL) — Oykog tov avacvotadévtog
SdwAvpatog anidulafungin (mL)

5. Metagépete pe GonmTn TEXVIKT TOVS ATOITOVUEVOVG OYKovg (mL) Tov avacvotafévtog
drodvpartog anidulafungin kot tov gvéoipov dodvpatog de&tpolng 5%, tov USP 7
EVESLIOL SADLATOG YAmplovyov vatpiov 0,9%, Tov USP (pucioloyikod opov) og o
ovpryya £yyvong 1 o€ £vay ook eVOoPAERLOG £YYVOTG TOV AALTEITOL YiOL T XOPTYNON.

Ipoopiletar yio pio pévo ypnion. H 8160eom tov amofAftev 0o tpémet vo YiveTon GOUPOVA, LE TIC
TOTIKEG SLOTAEELS.



