@vAro ooNYLOV 1 piong: IIAnpoeopics yia Tov ypiiotn

Anidulafungin/Accord 100 mg k6vig Y10 TVKVO CKEVAOULA Y10 TAPAGKELT] OLEAVNATOS TPOS
&yyvon

Anidulafungin

Awfdote TPooEKTIKG 0AOKAN PO TO GVALO 03N YLAV YP1)OIS TPV £6EIS 1] TO TALdL cOg apyicETE VO

YPNOGLLOTTOLEITE AVTO TO PAPIOKO, OLOTL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GAC.

- DuraEte avTd T0 POALO 0dNYLOV Ypione. Towg ypelaotel va To dafdocete Eava.

- Edv &yete meportépm amopies, potiote TOV YTpd, 1| TOV POPLOKOTOL 1) TOV VOGOKOUO GOG.

- Edv eoeig 1 to moudl cog mapatnpnioete Kamowo avemBountn evEpyeLa, EVILEPMOTE TO YLITPO, 1
TOV (POPLOKOTOL) 1] TOV VOGOKOUO G0c. Avtd 1oyvet Kot yio kébe mboavr avemBdunn evépysia
OV OEV OVAPEPETAL GTO TTOPAV PUALO 0N yL®dV Ypnons. BAéme mapdypapo 4.

T mepréyer 1o Tapév AL 00N YLOV:

Tt eivon To Anidulafungin/Accord kot ol givae 1) xpromn tov

T péner va yvopilete Tpv eogic 1 To madi cag ypnoiponomoete to Anidulafungin/Accord
[g va ypnoyomocete 1o Anidulafungin/Accord

[MBavég avemBounteg evépyeieg

[og va pvrdooete to Anidulafungin/Accord

[epreydpevo g cVoKELOGING Kot AOUTEG TANPOPOPiES

AU AW~

1. T givon To Anidulafungin/Accord ko owe givar n ypfion Tov

To Anidulafungin/Accord mepiéyet ) dpaoctiki ovsia anidulafungin kot cuvtayoypageiton og
EVIMIKEG Kot 6€ ToudtoTpikovg acbeveic nlikiog 1 unvog éoc kdtw Tov 18 etV yio ) Bepaneia piog
HOPONG LUKNTNOKNG AOTU®ENG 0TO aipa 1] € GALD EcmTEPIKE Opyova OV KoAeiton dnONTKn
kavtvtioon. H Aoipwén mpoxaieitor amd kdtropa pokntov (Lopopdkntec) mov ovopdioviot
Candida.

To Anidulafungin/Accord avniket o€ pa opddo oppaxmv mov ovopalovrot gxtvokavdives. Avtd ta
OAPLLOKA YPTCLLOTOIOVVTOL Y10 TV AVTIUETOTION CORUP®OV LVKNTIOGIKAOV AOIUDEEWDV.

To Anidulafungin/Accord eumnodilet T UGIOAOYIKY] AVATTLEN TOV KUTTAPIKMV TOYOUATOV TOV
pokntov. Hapovoio Anidulafungin/Accord, to KOTTOpA TOV LUKATOV £X0VV NULTEAN 1| EAAOTOLOTUC
KUTTOPIKG TOLYMOUOTA, TOV To KafioTd e00pavota 1 avikava Tpog avamTul).

2. T péner va yvopilete Tpiv £68ic 1] TO Tl GUG (P CLUOTOIGETE TO
Anidulafungin/Accord

Mnyv gpnoiporoumjcete To Anidulafungin/Accord
- o€ mepintmon aAdepyiag oto anidulafungin, ce dAleg exvokavdiveg (m.y. caspofungin) 1| o
0TO100NTTOTE GALO A0 TAL GVOTOTIKG AVTOD TOL PAPUAKOL (CVOPEPOVTAL BTNV TAPAYPOPO 6).

Ipocdomouoeig Kot TPOPLAGEELS
AmevBuvieite otov yloTpod, TOV QOPLOKOTOLO 1 TOV VOGOKOLO GG TPLV YPTCLUOTOIGETE TO
Anidulafungin/Accord.

O y10tpd¢ 60G UTOPEL VoL 0mOPAGIcEL Vo GOG TapaKolovdel

- TNV NTOATIKN AETOLPYIQ O TPOCEKTIKG £V AVOTTVEETE TPOPANLLOTO GTO NTTOP KOATA TN
duapketa tng Bepameiog.

- €4V cag yopnyovvtal avorsOntikd Kotd ™ didpkela tng Oepaneiag pe to Anidulafungin/Accord
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- yio onueio aAAEPYIKNG avTiOpaoN S OTME KVNOUOGS, CLUPLYHOC, KNAIdEC 6TO dépal

- v onpeio oxetiopevns pe v €yyvon avtidpaong mov o propodcay va meptiappdvovv
e&avOnua, kvidmon, Kvnopo, epvdpdtnra,

- YL SVGTVOLN/SVGKOAMES TNV avamvor|, {aAn 1 aicOnua AuroBupiog

oo ko Eenpor
To Anidulafungin/Accord d¢ Ba mpénet va yopryeitan o€ acBeveilc kdtw Tov 1 pnvoc.

Alro oappoxa kor Anidulafungin/Accord
Evnuepdote tTov yiotpod 1 1oV QapproKonold cog eav ecgic 1| o moudl cog maipvete, Exete mpdsPaTa
mhpel 1 propel va mhpeTe GALA QAPLLOKOL.

Kinon kot Onioopoc

H enidpaon tov Anidulafungin/Accord cg éykveg yovaikeg dev gival yvootn. Emopévag to
Anidulafungin/Accord dgv cuvietdrtol katd T dtdpKela TNG €yKuposvvng. Ot yuvaikeg mov
Bpiokovion o avomapaymyiki nAkia Bo TpEmeL va YpNGILOTOI0VV KATO10 OTOTEAEGUATIKY] HEB0SO
avTIGVAANYMG. Emkotvavinoete apéomg e To Y1oTpo 6ag o LetveTte £yKvog Katd T S1dpKeLd Tng
ayoyng cog pe Anidulafungin/Accord.

H enidpaon tov Anidulafungin/Accord o€ yovaikes mov Onidlovv dev gival yvoot. Zntiote
GLUPBOLAN TOL YLITPOD 1] TOV PAPLAKOTOOV Gag Py wépete Anidulafungin/Accord eved OnAdlete.

Zntote TN GLUPOVAT TOL YILTPOV 1 TOL POPLOKOTOLOD GOG TPV TAPETE OTMOLOONTOTE PAPLLAKO.

To Anidulafungin/Accord negpiéyer @povktoln

Av106 10 QappaxeLTiKd Tpoiov mepiEyel 102,5 mg epovktdlng (éva €ldog cakydpov) ce Kabe ploridio.
Ed&v o yuutpog cog oag €xel mel 6T £xete dvoavebio og kAmoln clkyopa, cvppovievbeite Tov yraTpd
GOG TPLY TAPETE AVTO TO POPUOKEVTIKO TPOIOV.

Edv eoeig (1] 10 moudi cog) Exete kKAnpovopukn dvcavesio ot epovktdln (HFI), po ondvia yevetikn
Swatapoyn|, eogic (1 to Toudi cog) dev mpémel va Tapete avTod T0 PAppoKko. Ot acBeveig e HFI dev
UTopovV Vo SLICTAGOLV Tr PPOLKTOLN oV PpioKETAL GE OVTO TO PAPLAKO, YEYOVOS TOV UTOpEl va
TPOKAAESEL GOPapég avemBounteg evépyeles.

[Ipénetl va evnuepmdoete TOV YI0TpO GOG TPV amd T ANyn ovTod Tov Papudikov edv gogic (1 To Toudi
oag) éxete HFI 1 edv 10 moudi oag dev pmopel TAEoV v KATOVOADGEL YAVKA Qayntd 1 TOTd, £Medn
alcBdvetar adabecio, KAveL EPETOVG N €YEL SVOAPESTEG OVTIOPACELS OTOG POVCKMUA, KPAUTEG GTO
oToudyL N dudppota.

To Anidulafungin/Accord mepiéyet vatpro

AvT0 T0 PUPUOKELTIKO TTPOidV TTePLEYEL Myotepo and 1 mmol vatpiov (23 mg) avd @oAido, gival
dhadn| ovolaotikd «edevBepo vatpiovy.

3. g va ypnoyponomosere To Anidulafungin/Accord

To Anidulafungin/Accord 6o mapackevdletor kot Oa yopnyeiton o€ £64¢ 1| 6T0 MO GO TAVTO
Ao KATOloV Y1 Tpd 1 eMayyeEAHOTIO VYEING (TEPIOTOTEPEC TANPOPOPIEG OYETIKA LE TN PHEB0SO
TOPOUCKEVNG TAPEYOVTOAL GTO TEAOG CLTOV TOV GUAAOL 0OMNYLDV, GTHV EVOTNTO TOL ameLHHVETIL
HUOVO GE Y1TPOVG KOl EMAYYEALATIEG VYELOG).

TMa gprion oe madd kon gprfovg (MAkiog amd 1 unvoc €og kdto Tov 18 etdv), n Oepaneio apyilet
pe 3,0 mg/kg (dev mpémet vo vepPaivel Ta 200 mg) katd TNV TPAOTN NUEPA (BOCT] EPOJOV). X1
ocuvéyela Ba axorovbel nuepnota doom 1,5 mg/kg (dev mpémetl va vrepPaivetl ta 100 mg) (560
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svvtipnong). H 061 mov yopnyeitan eaptdtor omd to Pépoc tov acbevoic.

I'a yprion o€ eviihikeg, 1 Bepaneio apyiletr pe 200 mg katd v TpdOTN NuEPA (0661 EPOSOV). X1
cuvéyeld, Ba axolovbei nuepnola doorm 100 mg (d6om cuvTPNoNC).

To Anidulafungin/Accord Oa npénetl va cag yopnysiton pio popd v nuépa, pe Bpadeio (otdydnv)
£€yyvon ot PAEPa coc. o evidkeg, avtn Ba dapkel TovAdyiotov 1.5 dpa yuo n dd6on
cuvtipnong Kot 3 dpeg yia tn 6dom epddov. ' Toudid Kot eprfovg, 1 Eyyvor pnopet va
Swpkéoel Mydtepo xpovo, avdioya Le 10 Bapog Tov acbevoic.

O y1atpdg cag Ba amopacicet T dibpkela TG Bepaneiog cag, KaBOS Kot TNV TOGOTNTO
Anidulafungin/Accord mov 0o Aappdvete kabnuepwvd. Emiong, Oa mapoakorovdel v aviandkpion Kot
TNV KATAoTOCT GOG.

e yeVIKEC YPaUUES, 1 Bepaneia cog Ba Tpémetl va cuveyiotel Yo TovAdyiotov 14 nuépeg petd v
tehevtaio nuépa katd v onoia gvroniomnke Candida 6to aipo cog.

Eav napete peyordtepn 66on Anidulafungin/Accord amdé tnv kavoviki
Edv motevete 6T1 oag £yl xyopnynOel molv peydin d6on Anidulafungin/Accord, evnuepdote
APECHG TO YTPO GOG 1) KATO0V GAAO emaryyeApatio vyeiag.

Eav Eeyaoete va ypnopononoete 10 Anidulafungin/Accord

Kabohg Ba Aapfavere avtd to pappako vd otevn wTptkn enifreyn, elvar anibovo va mapainedel
Kdmota d6o1. Q6TdG0, EVIUEPDGTE TOV YIOTPO 1 TOV QPUPLOKOTOLO GUG OV TIGTEVETE OTL £XEL EEXOOTEL
pio 660m.

Agv Ba mpénet va cag xopnynel dimAn 666m and Tov yiaTpo.

Eav otapatioete va ypnoponoreite o Anidulafungin/Accord
Agv Ba Tapovoidoste kapia enidpaor amd to Anidulafungin/Accord gdv o yotpdg GO.G GTANOTNOEL TN
Oepaneia pe oo,

O ywpdc oag pnopel va oag xopnynoet kémwoto GAlo eappoko petd  Bepaneio cag pe
Anidulafungin/Accord, mpokeiévou va cuveyiobet ) Oepaneio tng pouknTiackng Aoipwéng kot va
eumodlofel n emovepPAvIoT TG,

AV enovePPAVIOTOOV T APYIKE GOG COUUTTMOUOTH, EVIILEPDOTE AUECMG TO YIUTPO GOG 1) KATOO0V GAAO
enayyelpatio vyeiog.

Edv éxete meprocOtepes EPOTNCELS GYETIKA LLE T YPTCT ALTOV TOV PAPUAKOL, POTACTE TOV Y1ATPO,
TOV POPLLOKOTOLO 1| TOV VOGOKOUO GOG.

4, MBavéig avemBOuNTES EVEPYELES

Onwg 6ha Ta pappaKa, £T61 Kot 0Td TO PAPLOKO UTOPEL Vo TPOKOAEGEL AVETIOOUNTES EVEPYELES OV
ka1 dgv Tapovotdlovral oe OA0VS Tovg avBpmmove. Kdmoleg amd avtég Tig avemBounteg evépyeteg Oa
KATOYPOQOLV 0O TOV YIOTPO GOG KATA TN S1APKELN TOPAKOAOVONONG TG AVTATOKPIOTG KOl TNG
KOTAGTAGCNG GOG.

Kotd m dudpxeia g xopnynong tov Anidulafungin/Accord éxovv omaving avapepbei aneiintikég
v TN L1 0AAEPYIKES AVTIOPACELS, Ol OTTOIEG UTOPEL VoL GUUTEPIAAUPAVOVY SLGKOAIN TNV AVOTVOT
He cuptyuo M emdeivaon evog Tpobmdpyovtog e&avOnuatog.



Yofapég avemOOUNTES EVEPYELES — EVIIUEPDOTE APUECOG TOV YIUTPO 60g 1] AAAOV eTayyeApaTio

vyeiag edv epeavicOsei 0wo1001|T0TE A6 TO TAPAKATO:

- Xracpol (EmANTTIKY Kpion)

- 'Efoym

- E&&vOnpa, kvnopog (eayovpa)

- AloOnpo e&ayewmv

- Kvidwon

- Awpvidia 60OTOCT TOV LUV YOP® ad TOVG AEPAY®YOVE LE OTOTELEGLLO TV ELPAVIOT
ouptypov 1 Prxa

- AvoKOAlD GTNV avaTvon

Alrec avemBOuNTEG EVEPYELES

oAb ovyvéc avemBOunTeS evépyeres (nmopei va exnpedoovy tepiocdtTepovg ané 1 otovg 10
avlpamovg) sivar:

- Xopnid eminedo KoAiov 6to aipo (voxkaAopion)

- Awgppora

- Nowria

Yoyvég avemBounteg evépyeles (umopei va emnpedoovy £0g 1 otovg 10 avBpamovg) sivar:

- Yroacpol (eminmrikn kpion)

- ITovoképaiog

- "Epetog

- AwTopoyn TV SEIKTOV NTATIKNG AELTovpYiog 6To aipo

- E&dvOnpa, kvnopog (payovpa)

. Awtopoyn T@V SEIKT®V VEQPIKNG Aettovpyiog 6TO aipa

- Mn @ucloAoyikn pon TG XOANG amd TN YO0ANdGY0 KOOTH TPOGS TO EVTEPO (YOAOGTACT))

. YymAod cdxyapo aipotog

. YymAn aptnploxn mieon

. Xopunin aptmpiloxn mieon

. Awpvidia 6UOTOCT TOV HOGOV YOP® OO TOVG AEPAYMYOVS LUE UTMOTEAEGLO TV EUPAVION
ooprypod 1 Prixe

. Avckolio otV avamrvon

Oy ovyvéc avemBOunteg evépyseieg (umopei vo eanpedoovy £0g 1 6tovg 100 avBpdmovg) givar:
. AwTopayn Tov GLGTAUATOG TNENG OULOTOC

- 'ECaym

- AloOnpo e&ayewmv

- II6voc 6to oTopdyt

- Kvidwon

- II6vog 6to onueio g éveong

Mn yvootég avemOounteg evépyeleg ( ovyvotnTo 6v pmopel va ektipun0si pe paon ta
owféopa dedopéva):
- Ametintikég yuo ) (oM adhepyucég avTidpdoelg

Ava@opd avemBOunTOV EVEPYELDV

Edv mapotnphoete Kamowo avemiBountr eVEPYELD, EVILEPDOOTE TOV YIOTPO GOC. AVTO 1GYVEL KOl Yol
Kd0e mBbovn avemBOUNTN EVEPYELD TTOL EV AVAPEPETAL GTO TAPOV PVAAO 0OM VIOV Xpnomg. Mropeite
emiong vo avapépete avemBounteg evépyeteg amevbeiog, péow tov EBvikod Opyavicuov Ooapudkmv,
Meooyeiov 284, GR-15562 Xolapyog, ABnva, mA: + 30 213 2040380/337, @a&: + 30 210 6549585,
tototomoc: http://www.eof.gr. Méom g avapopdg avemBOuntov evepysidv pnopeite vo fondncete
GTN GLALOYT TEPICCOTEP®V TANPOPOPLOV GYETIKA E TNV OCPAAELD TOV TOPOVTOC POPLAKOV.
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5. g vo. pvidooete To Anidulafungin/Accord
To @bppaxo avtd Tpénel va PLALGGETOL GE PEPT] TOV OgV TO PAETOLY Kot dev TO PBAvOLY T TOLO1EL.

Na pn ypnotponoleite avtd To PAPLOKO HLETA TNV Nuepounvia ANENG Tov avapépeTal oty
emonpavon. H nuepopunvia Aéng elvar 1 tedevtaio nuépa Tov UiV TOL avoQEPETOL EKEL.

Dvidooete og yoyeio (2°C — 8°C). Mnv katoyvyete.

To avacvotafév diahvpa propel va puidooetal £mg tovg 25°C péypt 24 dpeg. Ao
pKpoPloroyikng dmoyng to Tpoidv mpémel va ypnoomoteitar apécms. Eav dev ypnotponomOel
APEGMS, 01 XPOVOL KAt 01 GuvOnKeEG POAAENG TTpLY T XpN oM glvar evBHvn Tov ¥pNRoTN.

To duhvpa mpog £yyvon pmopel va euridccetol otovg 25°C (Bepuokpacio dopatiov) yia 48 dpeg 1
N va. QUAGGGETOL GTNV KATAWVED Y10 TOLAGYLIGTOV 72 MPES, Kot TPEMEL VO, YOPNYEITOL HVTAG GTOVG
25°C (Beppokpoacio dopatiov) evidg 48 opav.

Ao pikpofroroykng dmoyng to Tpoidv Tpémel va ypnoiponoteital apécwc. Edv dev
ypnoponomBel apécmc, ot xpdvol PLAAENS KATA TN XPNOT Kol ot cLVONKES POAAENS TPV TN Yp1IoN
amotelohv €vBHVN Tov YproTn Ko dev Ba ivon TepiocdTEPO amd 24 dpeg atovs 2° C émg 8° C,
eKTOG €0V 1 avaloVGTOGT)/O1AAVOT EXEL YIVEL KATM 0O EAEYYOUEVEG KOl EMKVPWOUEVES ACTTITES
cuvonKec.

Mnyv eTdte EAPLOKA GTO VEPO TNG ATOYXETEVOTG 1] GTA OIKIOKA amoppipata.

6. Iepreyépeva TG GVOKEVAGING KOl LOUTES TANPOPOPIES
T ngpréyer To Anidulafungin/Accord

- H dpaotikn ovoia givor to anidulafungin. Kafe prolidio kovemg mepiéyel 100 mg
anidulafungin. To avacvotafév didivpa mepiéyet 3,33 mg/ml anidulafungin kot o apoaropévo
Sudvpa mepiéyet 0,77 mg/ml anidulafungin.

- Ta dAha cvototikd etvat: ppovktoln (PA. mapdypago 2 «To Anidulafungin/Accord mepiéyet
OPOVKTOLN», LavVITOAT, ToAvcopPuco 80, yalakTikd 0&V, VOPoEeidio Tov vaTpiov (Yo ™
pvOLon tov pH) (BA. mapdypago 2 «To Anidulafungin/Accord mepiéyet vaTplo»), vEpoyAwpLkd
0&0 (Yo ™ pOOon tov pH).

Ep@dvion tov Anidulafungin/Accord kot wepieydpeva TG GLOKEVAGING
To Anidulafungin/Accord dwotifeton o€ Kovti wov mepiEyetl 1 proridio kovemg Tmv 100 mg yio Tokvo
OKEVOAGLLO Y10 TAPOUCTKELT] SIHAVUATOG TTPOG £YXLOT.

H «xovic elvar Aevkn g vTodgvk).

Awtifetan o€ cvokevacio 1 praiidiov.

Karoyog Adcrog Kvkhogopiog kot [apackevaostiig
Karoyog Adcrog Kvkiogopiag

Accord Healthcare S.L.U.
World Trade Center, Moll de Barcelona



s/n, Edifici Est, 6a planta

Barcelona
Iomavia

Hopaokevactiig

Pharmldea SIA
4 Rupnicu Str.
2114 Olaine
Agtovio

Lyocontract GmbH

Pulverwiese 1
Ilsenburg, 38871
I'eppavia

AvT6 TO QUPPAKEVTIKG TPOTOVY £yl eykplOel ota Kpdtn Méin Tov Evponaikod Owkovopikov
Xapov (EOX) pe 11 axdérov0es ovopaocieg:

Avotpio:
Béhyio:
I'eppovia:

Aavia:
EALGOQ:

Hvopévo Baociieto:

Iphavdia:
Iorovia:

Itokio:
Kpoatia:
Noppnyia:
OMravdio:

[MoAwvia:
[optoyaiio:
Povpavio:

Y oBevio:

Yovundia:

Togyn Anuokpartio:

Dwiovoio:

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 xdVvi¢ Yo TUKVO GKEVAGHLA Y10l TUPAUCKELT
SlAvpaTog TPOG £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 infusionsvitska,
16sning

Anidulafungin Accord

Anidulafungin Accord 100 mg aine konsentraattiliuosta varten
infuusionesteen

To mapév @A 00N YOV YPNSNS AvAvEMPTONKE Yo TELEVTALN POopd Tov 9/2021.
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O TAnpogopiec mov akorovBobv amevBHvovtal Ldvo Ge YLaTpovg 1 emayyeALoTieg vyeiog Kot
1GYVLOVY HOVO Y10 TN GLOKEVAGIN TOL £vOg Praidiov Anidulafungin/Accord 100 mg Kovig Yo
TUKVO GKEVAGULA Y10, TOPOCKELT] SLOAVLATOG TTPOG £YYLON:

H avactotaon tov mepiexopévaov Tov eroldiov mpénet vo yivetat pe DOmp yio VESIUA Kot 6N
cuvéyela va apor@vetar MONO pe evésipo didhvpa yAwplovyov vatpiov 9 mg/mL (0,9%) 1
evéopo drAvpa yavkolng 50 mg/mL (5%). H cupfatdmta tov avacvotadéviog
Anidulafungin/Accord pe ovciec, mpdcbeta, 1| PapproKa TOL YOPNYOVVTUL EVOOPAERIMG EKTOG Ao
10 evéotpo ddivpa yAmplovyov vatpiov 9 mg/mL (0,9%) 1 T0 evéorpo divpa yYAvkding 50
mg/mL (5%) dev £xet amoderyDet.

Avacboraon

IIpofeite oe donmn avaciotacn kabe proidiov pe 30 mL VOATOG Yo EVEGILA Y10 TNV EMITEVEN
ovykévipoong 3,33 mg/mL. H dudpkeia g avacvotaong pmopel va tdost péypt o 5 Aentd.
Metd v emakorlovdn apaimon, To Sidivpa Tpémetl va amoppintetar ov TapatnpnOel Tuxov
ATOYPOUOTIGUOG ) VTtapén copatdiov. H epedvion petd v avachotaon etvat éva davyéc,
dypopo €mg kitptvo StdAvpa.

To avacvotafév diahvpa pumopel va puidooetal £mg Tovg 25°C uéypt 24 dPeG TPV TNV TEPAUTEP®
apoioon.

Apaiwon ko Eyyvon

Metagépete e Aonmtn TeXVIKY To TEPLEXOUEVA TOV(T®V) avacvotafévtog(-av) eroidiov(-ov) o
évav oako (1 PLaAn) €yyvong mov Tepléyel eite evéoipo ddlvpa yAmprovyov vatpiov 9 mg/mL
(0,9%), €ite evéorpo draivpa yAukoing 50 mg/mL (5%) emrtvyydvovtag cuykévipmon Tov
anidulafungin {on pe 0,77 mg/mL. Ztov axoilovbo mivaka avagépovtol ot OyKol Tov amottovvIaL
Yo KaBe d6om.

Anortioelg oyeTIKd pe TV apoicoon yia T yopiynon tov Anidulafungin/Accord

Adon Ap1Opog X VvVoALKoOg Oyxog Xvvolkég [PvOpdg EAléyiotn
PLAwviov |avacvotadeig éyyvong®  lbyxog EYyvong olapkera
KOVEQG 0YKOG $yypvonc® Eyyvong

100 1 30 mL 100 mL 130 mL 1.4 90 Aemtd

mg mL/Aentd

200 2 60 mL 200 mL 260 mL 1.4 180 Aemtd

mg mL/Aentd

A Eite evéopo Stddvpa yAoplovyov vorpiov 9 mg/mL (0,9%), site evéoipo StdAvpa yAvkoing 50
mg/mL (5%).
B H ovykévipwon tov drakvpatog éyyxvong ivor 0,77 mg/mL

O pvBuodg Eyyvong dev Tpémel va vepPaivetl to 1,1 mg/min (mov wodvvapel pe 1,4 mL/min dtav
OVOCVGTATOL KOL OPOIMVETOL GOUP®VO LE TIG 0d0nyieg). Ta mapeviepiKd QoproKenTikd Tpoidvta Oa
TPENEL VO, ELEYYOVTOL OTLTIKA Y10, VTLOPEN COUATIOIMV KOl ATOYP®UATIGUO TPV amd TN YOpnyNnon,
OTOV TO EMTPETOVV SLAAVLO KOl TEPLEKTNG. AV Tapatnpn el TUYOV AmOYPOUATIGUOG 1] VTTOPEN
copatdiny, aroppiyte 1o dtdAvpa.

IIpoopilerar yio pia povo yprion. H 61d0eon tov amofAntev B npénet va yiveTtal cOUQOVE IE TIG
TOTIKEG SLOTAEELG.



