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Ilicnst po3Be/icHHA B 10,5 M1 BOJH U4 i exrifi 1 MII KOHIIEHTPATY pO3UHHY MiCTHTB 5,2 MT a6o 7.2
MI KacOhYHITHY-

[ToBHMI CIIMCOK JOTIOMIKHHX pedoBHH JMB. y PO 6.1.
3. JIKAPCBKA ®OPMA

[TopooK Ui NpUroTyBaHHA po3umHy VI inby3ii.

JliodinizoBaHHH [IOpOIIOK Bill Ginoro 10 Maibke 0110ro KOJIBOPY-
4. KJITHIYHI JAHI
4.1 TloxazaHHd 10 3acTOCYBAHHH

e JlikyBanHs iHBa3UBHOTO KaHIM03y B JIOPOCIHX Ta aiTei.
JlikyBaHHs iHBA3HBHOIO acTeprinpo3y B J0pOCIHX Ta AiTell NpH peQJpaKTepHoc:Ti abo
HeHCpGHOCHMOCTi amoTepHIHY B, siniguux GopM amoTepunuiy B a/abo iTpaKoHA301Y-
PedpakKTepHiCTh BH3HAUYEHA SK [pOrpecyBaHHs igexuii ado HeJ0CTATHE MOKPAICHHA CTaHy
micoms sk miniMym 7 JHiB IPOBEAEHHSA edeKTHBHOI npomrpu6xoso‘1‘ Tepamii y TepaneBTHIHIX
no3ax.
o Emmipuuna Tepamis IpH mijto3pi Ha rpubGKoBi indexuii (TakuX K Candida abo Aspergillus) y
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JIOPOCITHX Ta JiTeH 3 (peOpHIIBHOIO HEWTPOTICHIEIO.
4.2 Tozysanus Ta crioci6 3acTOCYyBAHHHA

JlikyBaHHA xacroyHIiHOM IIOBUHCH nipu3HadaTH JKap, qKuil Ma€e JOCBiJ JIKyBAHHA iHBa3MBHUX
rpHOKOBHX irdexIiii.

ﬂO?:yEaHHﬂ

Jlopocai nayienmu

VYV mnepmuii JI€HB cJlil BBECTH DPa3oOBY HaKOMU4yBaJbHy 103y 70 Mr 3 TOJIBIIMM MIOICHHM
pBenenHsaM 1o S0 MT. [MamieHTaM i3 Macoo rima momax 80 Kkr micus BBSJCHHA 104aTKOBOI
HAKOMMYyBATBLHOI JI03H 70 Mr peKOMEHI0BaHO 3aCTOCOBYBATH xacnodyHrid y 031 70 Mr Ha 100Y.
(uB. O3 5.2). Kopexitisi 1034 3a7I€KHO BiJI cTaTi Ta pacH HE noTpibHa (IHB. po3fin 5.2).

Jlimu (8i0 12 wicayie 0o 17 poxie)
Jlns piteit (BIKOM ix 12 micsmis g0 17 pOKiB) JIO3yBaHHs 3aIEKHTH Bij TUIOMI TOBEPXHI Tija
namienTa. (IMB. THcTpyKILi IIO0 3aCTOCYBAHHA y mitet, dopmyna Moctennepa®). s BCIX

1 Mocrenep P.JI., CripouieHuii po3paxyHok [UI0M MoBEpPXHi Tima, A Engl Med, 22.10. 1987, 317 (17): 1098 (mmeT)
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[OKa3aHp: y Iepui JeHb pa3oBa HAKOMUYYBAIbHA /1032 CTAHOBHUTH 70 Mr/M* (HE TIEPEBHILYBATH
daxtruny no3y 70 Mr) 3 HOJANbIIAM BBEACHHAM npenapary B nosi 50 mr/mM> Ha n00y (ue
TepeBUILyBaTH (GaKTHYHY 103y 70 mr). SIxmo no3a 50 Mr/M? Ha 100y HEpEeHOCUTHCS nobpe, ane HE
CIOCTEpIraeThest 10CTaTHBOT xiniunoi BimmoBimi, TO J0G0BY 103y MOXKHA 36inpmuta g0 70 Mr/m’

(1e mepeBHITYBaTH GaKTHIHY 10608y 103y 70 Mr).

Beamexa Ta edeKTHBHICTh 3aCTOCYBaHHA xacroyHriHy B KJIHIYHHEX JOCTIMHKEHHAX 32 Y4acTio
HOBOHAPOJDKEHHX T2 HEMOBIAT pikoM mo 12 MicsuiB BHBYEHI HEJOCTATHBO. [Ipemapar 3
o6epexHicTIO NPU3HAYAIOTH miii rpymi mamieHTis. O6MekeHi JaHi BKasyloTb Ha MOKITHBICTD
3aCTOCYBaHHS KacloQyHIIHY UL JNiKyBaHHs HOBOHAPOJUKEHHX Ta HEMOBJIAT (BikoM 110 3 MicsuiB) ¥
1031 25 Mr/M” Ha 106y Ta Ui nikyBanHs AiTed (BIKOM Bix 3 jo 11 micsmis) y n03i 50 Mr/m? Ha 100y.
(muB. po3ain 5.2).

TpHBAICTE JIKYBaHHS

TpuBasicTh eMIipH9HOL Teparii 3a/leXHTb Bill crimianoi Bimmopimi mnaumienta. JIiKyBaHHSA (3) it
TIPOJIOBXKYBaTH TPOTAIOM nepiogxy A0 72 rojuH micnst 3HMKHeHHs HeiTpomewii (abcomoTHa
KinpkicTs HeftTpodini > 500). TlamieHTiB i3 BHABJICHOK TPHOKOBOIO in(exuicio cix JiKyBaTH

MimiMym 14 auiB, i micad 3HAKHCHHA geiiTponenii Ta KIHIYHMX CHMITOMIB TIKYBaHHS CIiJ{
[IPOJIOBXYBaTH npuHaAMHI 7 IHIB.

TpHuBaTCTh JIIKyBaHHS {HBA3MBHOTO KaHIW03y BH3HAYAETHCA KIiHIgHOX Ta MiKpoBGiONOri4HOIO
pimmosiyo nauienta. [licns Toro sk AHMK/IM CHMIITOMH 1HBa3MBHOIO KaHIHMIO3Y Ta OTPUMAHO
HeraTHBHMI pe3y/bTaT aHali3y KyJIbTypH, MOXHA O3IVISHYTH MOMJIMBICTE 3aCTOCYBAHHA
HIepopaIbHOI IPOTHrPHGKOBOL tepamii. 3arajioMm IpOTUTPHOKOBY Tepamilo CIiji MPOJIOBXKYyBaTH
npuHaitMii 14 HIB MiCIs OCTAHHEOTO [IO3MTHBHOTO Pe3yJIbTaTy aHaiizy KyJIbTypH.

TpuBanicTh TIKyBaHHA {HBA3WBHOTO acIEPrib03y BU3HAYAETHCA Y KOYHOMY OKpEMOMY BHIAZIKy Ta
MoBMHHA 6a3yBaTHCh Ha OIHIN TSHKKOCTI OCHOBHOTO 3aXBOPIOBaHHA narieHTa, BiJIHOBJICHHS MICIA
iMyHocympecil Ta KTiHiyHol BiamoBidi. 3araaom Teparito CIi IPOJOBXKYBaTH npuHaitMai 7 IHIB
[1ic/I51 3HAKHEHHS CHMIITOMIB.

Iadopmariis mpo Ge3nexy 3aCTOCYBaHHA IPOTATOM nepiony mosan 4 TiKHI € obMexeHoto. OmHaK
HasBHI JaHi BKa3yOTh Ha T€, 110 xacrmodyHI1H NePEHOCHTHCA n06pe MpH TPHBAIIIIHX Kypcax tepartii

(tpuBaictio 10 162 JIHIB Y IOPOCIHX namieHTiB Ta 10 87 AHIB Y niTeit).
Ocobnusi 2pynu nayienmie

Iayienmu 1imHb020 BiKY

V nauieHTiB TTHBOTO BiKy (65 pOKiB i cTapue) criocTepiraeThes 301IbIICHHS OKA3HIKA TUTOII T
KpUBOIO xornenTpanis — gac (AUC) npu6msHo Ha 30 %. Onnax Hemae motpelu y KOPHUTYBaHH1
CHCTEMaTHYHOr0 JI03yBaHHA. Jlocsix 3acTOCyBaHHs npenapary namieHTaM BiKoM BiX 65 POKIB €
obMexKeHHM. (TUB. O3/ 5.2).

Iopywennsa GyHKyii HUpoK
Hemae HeoOXifHOCTL Y KOpHUTyBaHHi 031 penaparty. (muB. po3in 5.2).

opywienns QyHKYii newiHKu

Jlns JOpOCIMX [amieHTiB i3 JITKAMH TOpPYIICHHAMH dynKuiil MediHKA (56 banip 3a WIKAJIOKO
Yaiuna-1110) HeMae noTpedH B KOpHI'yBaHHI J103H IIpernapary. JlopociuM MalieHTaMm i3 TIOMipHUMH
nopymeHHsME QYHKIIH neginku (7-9 GaniB 3a MIKAIOK0 Yaitnna-I110) peKOMEHI0BaHO IpH3HAYATH
xarcoyHriH y 103i 35 MI Ha 106y, Gepy4d /10 yBard nani GapMakOKiHeTHKH. Y TepIIHiA ACHb CIIL
3aCTOCOBYBATH TIOYATKOBY HAKOIAYYBAIBHY no3y 70 mr. Hemae KTIHI9HOTO JI0CB1ly 3aCTOCYBaHHA




npenapary AOPOCIAM HamieHTaM i3 TSOKKMMH TOPYIIEHHIMH dyHKuii nedinky (MOHAN 9 GaniB 3a
mxarnoro Yaiinaa-I1'10) Ta B AiTed i3 Oyab-aKUMH MOpyLIEHHIMH dyHKii# medinKu (A¥B. po3ain 4.4).

OHOYACHE 3aCTOCYBAHHS 3 IH/IYKTOpaMH hepmenTiB MeTab0oIi3MY

Ha mizpcTasi 0OMEXEHUX TaHUX CJIi PO3IIAHYTH MOJK/THBICTD 301IBIIEHHS 1060BOI 1034 110 70 Mr
KarcoyHriny micis HAKOTMYyBANBHOI 1031 70 MI' TIPH O/IHOYACHOMY 3acTOCYBaHHi KancodyHriHy
JOPOCITHM MAIliEHTaM i3 TEBHUMH imgykTOpamu (epMeHTIB metaboniamy (muB. posnin 4.5). Komm
Karnco(yHriH NPH3HAYAIOTE AITIM (BixoM Bix 12 micsmiB 10 17 pokiB) OHOYACHO 3 IHAYKTOPaMH
depmenTiB MeTabOMIZMY (B, po3aia 4.5), CITiL 3aCTOCYBATH OJIHY 103y xarncodynriny 70 Mr/m? (e
MOJKHA TIEPEBUITYBATH (GaKTHIHY noGoBy 103y 70 Mr).

Cnocib BBEJICHHA
ITic/s BiIHOBIEHHS Ta PO3BEICHHA PO3UHH CJ1iJl BBOJMTH HUIAXOM [IOBiTBHOI BHYTPIlIHBOBEHHOI

indys3ii mpubIM3HO NPOTATOM 1 roguuu. [HCTpyKil 3 BiTHOBICHHS JHB. po3ain 6.6.

JlocTymHi Ba BUIH rmaxonis Ha 70mr i Ha 50Mmr.
KancoyHriH cJ1iJi BBOTHTH Y BUIISUI OHOPA30BOI IOJEHHOT dy3il.

4.3 IIpoTHnoKa3aHHs

[lifBHIIEeHa YyTIUBICTD 10 Hiro40i peyoBHHH abo 110 Gy /Ib-AKOi IOMIOMIKHOT peyOBHHH NPETIAPATY,
3a3HaYeHHX y po3aini 6.1.

4.4 Oco6.1Bi YMOBH Ta 3aCTepeKeHHs 010 3acTOCYBaHHS

I1ix yac BBeIcHHS KacrmodyHIiHY MOB1IOMJISTIOCS TIPO BUNIAIKH anaginaxcii. [Tpu ii 0sAB1 BBEACHHS
xacroQyHriny CJIiJi NPUIMHUTH Ta IPU3HATHTH BiamosiaHe nikyBaHHs. [ToBifoMs10C5 PO no6iuHi
peaxuiii, MeJiaTopoM SKHX, MOXJIHBO, € rictamin, Taki K BHCHIAHHA, HabpsaKk o0mHYYs,
aHriOHeBpOTHYHHH HaOpIK, cBepOiK, BIMYYTTA TeIuia abo GpoHxoCTasM, TaKi peakiii MOXYTh

BHMAraTy IpPUIHMHEHHS JIKYyBaHHS Ta/a60 IPH3HAYEHHS BiNOBiTHOL Teparii.

O6MesKeHi AaHl BKa3ylOTh Ha T€, L0 xacrnoyHrin HeeeKTHBHUH NPOTH J(PIKKOBAX TPHOIB, 1110
He manexarh 10 pony Candida, Ta IUICHSBAX rpubiB, MO He HaJEXaTh 10 POIY Aspergillus.
EdexTuBHICTD KacriodyHTiHY IPOTH IMX TPHOKOBHX [ATOTeHiB He J0BE/ICHA.

OjHOYAcHE 3acTOCYBaHHA kacrno@yHriny Ta IHKIOCIOPHHY OLIHIOBAIH 3a YYACTIO 3JI0POBHUX
JIOPOCTIHX 706POBOJIBIIB Ta JIOPOCIHX namieHTiB. Y JAesSKHX JOPOCIHX 310pOBHX 10GPOBOJIBIIB, K
OTpUMYBAIH TI0 2 JIO3H IO 3 MI/KT UKJIOCIOPHHY i kacrodyHTiHy, CIOCTepiratH TPaH3HUTOPHE
MiIBHINECHHA ananinaminorpancdepasu (AJIT) i acnapraramisoTpancdepasu (ACT) zo piBHs, SKHH
TIlepeBHIIYBaB BEPXHIO MEXKY HOPMH (BMH) y 3 abo MeH1Ie pasis. Take MmiABUUICHH SHUKAIIO mics
IPUIAHEHHSA TpUHAOMY nikiB. YV peTpOCHEKTHBHOMY nocipkenHi 40 mamieHTiB OTPUMYBAIH
xacro@yHrin Ta LMKIOCIOPHH ¥ micaspeecTpaliHHHiA nepioyn mporsrom 1-290 nHiB (cepelHs
TpuBamicts - 17,5 IHIB); CEpHO3HUX mobiunmuX peaxiiif 3 60Ky neuinky He crnoctepiramy. Lli xani
BKa3ylOTh Ha Te, 1110 xacro(yHI1H MOXKHA BBOIUTH [arieHTaM, AKi TpUAMArOTE LHKIOCIIOPHH, AKIIO
[OTEHI(iiHA KOPHCTh MepeBaXKac Hall noTeHIiiEEM pu3uKoM. Cliji KOHTPOIIOBATH [IOKa3HUKH
AKTHBHOCTI (hepMEHTIB NEYIHKH, AKIIO xacrodyHriH Ta IUKIOCIIOPHH 3aCTOCOBYIOTh OJIHOYACHO.

YV jopociuX HaiieHTiB i3 MOPYIICHHIM dyHKIil IeYiHKA BiJ JErKoro Jo MOMIpHOTO CTYNCHSA
raxkocti mokasauk AUC 36inpuryBaBcs npubmu3to Ha 20% Ta 75% BignoBiaHO. PeKOMEHI0BaHO
3MeHIIyBaTH 1000BY 103y A0 35Mr IpH NpU3HAYEHH] IpernapaTy 10pocIiM [aIri€eHTaM i3 MOMipHAMH
opymeHHsIMH QyHKIIT neuinky. Hemae KIiHi9HOTO J10CBiAY 3aCTOCYBAHHA JOPOCIHM 13 TSKKMMHU
TOPYLICHHAMHA dyakuii mediHKH - Ta gitam i3 OyAb-SKMMH  [OpYIICHHAMH dynxmii

neuinku. O4iKyeTbes, MO0 Y TaKHX Mali€HTIB E€KCIIO3MIlisA Tpenapary Gyde BHIIOK, HDK IpH
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[IOMipHOMY CTYTIEHi TSOKKOCT] TIOpyIIeHHs QyHKIii ediHKH, TOMY xarncodyHriH ¢l MpU3HAYaTH 3
06epPEeKHICTIO IMM TIAlliEHTaM (qwB. po3aima 4.2 1 5.2)

CriocTepirajiuch BIAXHICHHA Y nabopaTOpHUX TOKA3HHKAX dynkuii TediHKH y 310POBHX
706POBOJIBIIB, @ TAKOXK y AOPOCIHX namieHTiB 1 giTed, sKi MpuAManM xarncodyHrin. Y JesKux
JOpOCIUX TAli€HTIB T4 JiTelt i3 THKKMM OCHOBHHM 3aXBOPIOBAHHIM, AKi [apajejbHO 3
KarcodyHriHoM OTPUMYBAITH JleKiIbKa CYIyTHIX Ipenaparis, 0yio 3ahikcoBaHO OKPeMl BHIA/IKH
kaiHiugo 3Hadymoi AucdyHKUil [leqiHKH, TEMaTUT Ta TEeYiHKOBY HeOCTATHICTh, OJIHAK
R3a€MO3B’A3KY i3 IMPHHOMOM mpenapary xancodyHrin BHSBICHO He OyIO. 3 METOIO0 CBOE€YACHOTO
BUSBJEHHS O03HAK TOripmeHHs (yHKuii HeyiHKH Ta OIMHKH CITiBBiIHOIIEHHS PH3HK - KOPHCTb
IOJIOBIKEHHS TepaTlil JiKapChKHM 3aco6oM KarncodyHriH HeoOX1HO criocTepiraT 3a Nari€HTaMH, y
gKkuX I Yac JKyBaHHS KancoyHTIHOM BHHHKAIOTH BimxuiaeHHA B JaOOpaTOpPHHMX IOKa3sHHKax

dyHKuil MeYiHKHY.

Bunanxu cunapomy CriBenca-J/DxoHcona (SJS) Ta TOKCHYHOTO eniIlepMATEHOTO HEKPOII3Y (TEN)
criocrepiranucs Y IOCTMAPKETHHTOBHH TEPIOz micis  3acTOCYBaHHsS KacroQyHTIHY. Cnin
NpU3HAYaTH 3 00epeKHICTIO MAIliEHTaM 3 aJIepriyHEMH PEaKUisMH 3 GOKy LIKIpH B anamHe3i (JHB.
pozzin 4.8).

4.5 B3aemopifi 3 iHIIHMH JiKAPCHKHMH 3aco6amMu Ta iHIIi BHIH B3a€MOJIl

JloCIHiKEHHS in Vitro CBiI4aTh, IO xacrodyHris He € iHribitTopom 6yap-aKoro GepMeHTy CHCTEMH
muroxpomy P450 (CYP). V RIHIYHEX AOCTIDKEHHSX KacIoQyHTiH He ingyxysas CYP3A4-
veraborniaM inmux pedosut. KacmoyHrin He € cyGeTpaToM Uit (epMeHTIB P-rnikonpoTeiny i €
moraHuM cyocTpaToM Ui (GepMeHTIB LUTOXPOMY P450. Ilpote (apmakonoridui Ta KITiHIYH1
JTOCIIKSHHS TT0Ka3aIi B3aEMOIII0 KACIIO(YHTIHY 3 IHIIMMH JIKapCHKUMH 3acobGamu (IMB. HHXKYE).
V BOX KIiHIYHHX JOCTDKEHHAX 32 yHacTio 3/10pOBHX Z0OPOBOJIBIIB [HKIOCIOPHH A (1 nosa 4
MI/KT 260 2 1031 3 Mr/kr depe3 12 rOJIMH) MiJIBKIIyBaB [10Ka3HHK [UTOII Mij{ KPHBOK KOHLEHTpaIlisi-
yac (AUC) kacnoyHriHy npubmu3Ho Ha 35%. Lle MOXIHBO, OB’ 43aHO 31 3HMIKEHHAM TOTIMHAHHSA
KacrodyHIriHy NediHKOIO. KacrodyHTiH He IIiIBHITYBaB PIBEHb LMKIOCTIOPHHY B ma3mi kpoBi. Ipu
OJIHOYACHOMY 3aCTOCYBaHHI xacroyHriHy 3 LHKJIOCIOPHHOM criocTepiranocs THMYacoBe
[IiIBMIIEHHS AKTUBHOCT] ITEYIHKOBHX tpancaminas (AJIT Ta ACT) (8 3 abo MeHIIE pasiB IIOPiBHAHO
3 BepXHBOIO MEKEI0 HOPMH), SKE 3HHUKAIO miclis NPUNMHEHHA TpHiOMY IMperapary. ¥
PETPOCTIEKTHBHOMY nociipkenni 40 narieHTiB OTPUMYBATH xacrnodyHriH Ta IHKIOCIOPHH Y
micispeecTpauiiiHuii mepiofl MpOTAroM 1-290 mmis (cepeans TpuBamicth - 17,5 qHsA); cepHO3HUX
noGiunux peakiiit 3 GOKy TNedYiHKH He criocTepiranocst (AMB. PO3ALT 4.4). Cnix CHCTEMHO

KOHTPOJIFOBAaTH TIOKA3HWKH aKTHBHOCTL depMeHTIB NEYiHKH, FAKIIO o6HuBa JiKapchki 3acobn
3aCTOCOBYIOTHCS OJTHOYACHO.

KacnodyHrin 3MEHIIYBaB Ha 26% MiHIMATbHY KOHIIGHTPAILIO TAaKpoTiMycy B KPOBi Y 3JI0POBHX
no6pososbiiB. IamienTam, AKi OTPMMYIOTS 111 /IBa IIPENapaTH, 0GOB’ A3KOBO POBO/IATH CTAH/IAPTHHH
MOHITOPHHT KOHIIEHTpALiH Y KPOBi Ta BiANOBIAHY KOPEKIIiIO 103U TAKpOJIMYCY.

Kriniumi JOCTiDKEHHS 33 YYacTiO 3I0POBHX JIOPOCIHX 106pOBOIIBIIIB MMOKA3aJIH, IO iTpaKoHAa30,
amporepuuuH B, MikodenomnarH, nenginasip abo TAaKpOJIIMyC HE BIUIMBAIOTH KJIiHI9HO CYTTEBO HA
dapmaKOKiHETHKY KacrnogyHrigy. KacnodyHriH He BIUIHBAaB Ha (hapMaKOKIHETHKY aM(pOTEpHLIHHY
B, iTpakoHa3omy, pudamminury abo Miko(eHoaTy MoGeTHIy. Xoya JaHEX 00 Oe3NMEeUHOCTI
HEIOCTATHBO, HEMAE CIIEIialbHAX 3aCTEPEKCHB MO0 OIHOYACHOTO 3aCTOCYBaHHA kacno(yHriHy Ta
ampoTepuuuHy B, iTpakoHasony, nendinasipy abo Mikodenonary MoGeTny.

PudamminyH CIpUIHHAB s6immenas AUC Ha 60% Ta 301LTbIICHHS MiHIMAIBHOT KOHIEHTpAILIi
xacrodynriny Ha 170% B nepmmii JIeHb CYNyTHBOTO BBEICHHA, konmu obujaBa Ipenaparu
3aCTOCOBYBAJIH 3/I0POBHM JIOPOCIHM JI0OPOBOJIBIIAM. MinimMansHi piBHi Kacmo@yHIiHy HOCTYIOBO
3MEHIIYBAINCh IIiCNs MOBTOPHOTO BBEJICHH. [licns 2 THXHIB BBEIACHHS pudpaMIinuH Mas
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o6mesxenuit prmus Ha AUC, ane MiHIMaIBHI KOHIIEHTpAIlii Oy/Ii HHKIUMH Ha 30%, HiX Y JOPOCTIHX
[amie€dTiB, AKi NpUAMAIH TUIBKH Kacmo(dyHIIH. MexaHi3M B3aeMOjIii OB’ sA3aHM#, MOXKIHBO, 3
[OYATKOBHM 1HIIOyBaHHAM Ta HACTYITHOXO iHTyKIi€I0 TPAHCIIOPTYBAHHA 6inkis. [ToniOuui edekt
MOJKE CTIOCTEpIraTies 3 iHIIMMH IperapaTamy, o iHIyKYIOTb MeTaboIi3M (epMeHTIB. O6MesxeH]
JaHi 1ocipKeHb papMaKOKIHETHKH BKasyloTh Ha TC, 1110 OJJHOYACHE 3aCTOCYBaHHA xancoyHriHy 1a
inaykTOpiB edasipeHiy, Hesipaminy, pudamminKHy, 1eKCaMeTasoHy, denitoiny abo xapbaMazeniny
MO>KE IIPU3BOIUTH JI0 3MEHIICHHA AUC xacnogysriny. [Ipu ogHO4acHOMY IpU3HAYEHH] iHIyKTOPIB
MeTaboi3My GepMeHTIB CIi/l pO3T/IAHYTH IHTAHHA PO 36inbIIeHHS T060BOI 1031 KarcoyHrit 10
70 Mr mmicas MpU3HaYeHHA HAKOMH4YyBaTbHOL 1031 70 Mr IS AOPOCIHX namienTiB (AuB. po3ain 4.2).

V Beix 3rafilaHuX BHIIE JOCITIHKCHHAX B3aEMOJIif i3 IHIIMMM TIpenapaTamMy, IPOBEIEHAX 32 yHacTIO
JOPOCTHX MAiEHTIB, KacroyHTiH 3aCTOCOBYBAJIA y J103aX 50 mr abo 70 Mr Ha j00y. B3aemonii
kacnodyHriny B OLIBIIKMX 033X Ta 3 {HIIMMH TIperapaTaMi He BUBYaacs.

V miteit pe3yabTaTH pErpeciiiHoro aHaTi3y JaHuX (HapMaKOKiHETHKH BKasyloTh Ha T€, IO OJIHOYACHE
[IpU3HAYEeHHsA JIEKCaMeTa3oHy Ta kancodyHrigy MOXe MPH3BOIUTH JO KIiHIYHO 3HAYYyLIOTO
aMEHIICHHS MiHIMATPHUX KOHIIEHTpAIliH kacrogysriny. Lli 1ani MOXYTb CBLIYMTH TIPO T€, IO IPH
3aCTOCYBaHHI iHIYKTOpiB y JiTeH CIIOCTEpiraTUMyThCA TaKi K 3MEHIICHH MiHiIMaIbHHX
KOHIEHTpaIliif, AK i B Jopocymx. IIpu 0/HOHACHOMY npu3HaveHHi aitam (y Bin Big 12 MicAuiB 10
17pokiB) KanmcopyHIiH Ta TaKuX {HIyKTOpiB KJIipeHCYy Npenapary, fK pudamminug, epaBiper,
HeBipamnis, GeHITOIH, I€KCaMETa30H a60 KapGamaselliH, CJIijl pO3rJIAHYTH NHTAHHI PO 301IBIIEHHS
no3u kancopyHriny a0 70 Mr/m? Ha 00y (HE IepeBHIIyIOUH no6oBy 103y 70 Mmr).

4.6 ®epTHILHICTH, BATITHICTD i 1aKTanis

BariTHIiCTb

Jlani 10710 3aCTOCYBaHHA Kxarco(yHriHy BariTHIMH JXiHKaMH BizicyTHi a6o oOMexen. KancogyHrin
He CITi/I 3aCTOCOBYBATH IIiJl 4ac BariTHOCTI, OKpIM BHIIA/IKIB KpaitHbOI HeobximHocTl. JIoCTimKeHHS
Ha TBapuHax IoKa3ali TOKCHYHICTB JUIS PO3BHTKY (JIMB. PO/ 5.3). V mocnimkeHHsX Ha TBapHHaX
HOKa3aHo, Mo Kaco(yHIiH IPOHAKAE KPi3h utaneHTapHuit 6ap’ep.

['py/iHe BUTOJJOBYBAHHS

Hepinomo, uM  TNPOHHKAE Tpemapar y  [PYAHC Monoko y  okimok.  Hassmi
(bapMaKOJIHHaMi'-IHi/TOKCHKOJIOFi‘IHi JaHi Ha TBapHHAX TI0KA3aIH BUILICHHS Kaco(yHTriHy B TpyJHE
MOJTOKO. YKiHKaM, SKi TIpritMatoTh Kanco@yHriH, He MOXHA rO/lyBaTH TPy 0.

DepTHILHICTE
Kancogyuri He BIUIMBaB Ha (epTHIBHICTD Y JIOCITI/UKEHHSX, TIPOBEICHAX Ha CaMIIX i camkax

mtypis (;ws. po3ain 5.3). Hemae KTiHIYHAX JaHKX MO0 KarncopyHIiHy s OLIIHKY HOTO BIUIMBY Ha
(epTUIIBHICTB.

4.7 BiuiiB Ha 3AaTHiCTh KepyBaTH TPAHCIIOPTHHMH 3ac06aMH T4 MPANIOBATH 3 MeXaHi3MaMHU

JlocmifuKeHHs BIUIHBY Tpemapary Ha 3aTHiCTH KepyBaTH aBTOTPAHCIOPTOM Ta IHIIIMH
MeXaHi3MaMH He IIPOBOIHIIHCA.

4.8 To6iuni peakuii

[ToBizoMIIsIOCS TIPO PEAKIIT [1i{BHIIIEHOT Yy TIHBOCTI (anadinaxciio Ta no6iuni peakiiii, Me1iaTopoM
SKAX, MOJKJIMBO, BUCTYIIAE ricramin) (IMB. PO3/LT 4.4).




VY namieHTiB 13

pecripaTOpHUi IUCTPEC

0OCTeKEHHI.

Topocni hayienmu

V KIiHIYHEX JOCIILDKEH

HaIie€HTH 3 IHBa3MBHUM KaHIH/I030M,
JIOKANiz0BaHOK IH(EKII€W, COPUIHHEHOO Candida,
nocmipkeHHax ¢azu I Y TOCIIIKEHH

cTOBGYPOBHX KIITHH (BK/IIOYAIOYH
HAliEHTiB 3 MiATBEPIKEHOIO iHGEKIEo,
i{HBA3UBHMM KaHIUI030M OyIo CepHO3HE OCHOB
i opMH 3MOSAKICHUX IPOLECIB,
3acTOCYBaHHs KITBKOX CYIyTHIX IIpenaparis.
AIIEHTH YacTO Mal| cepio3Hi MeJIMYHI CTaHH
nepuhepauHEX CTOBOYPOBUX KJIITHH,
ab0 TpaHCIIaHTOBAHMH opras), o BH

Haituactime mosizomistocs mpo debir ax no6iyHy peaxio,
mpernapary, y BCiX rpymnax nanieHTiB. [HiI

iHBa3UBH
-CHH/POM Y JIOPOCIHX (ARDS) Ta indinbsTpaTH I

M acneprim;o30M TaKoX HOBiJIOMJI)UIOCH

nax 1865 popocux OTpUMYBaTH KancoQyHTIHY P

i eMmipuyHOl Tepan

HeJaBHO IIPOBE/ICHE OIcpaTHuB

reMaToJIor

i MicleBi peakuii BKIIOYaIn: €pUTEMY,

cBepObix, BUJIITICHHS CEKPETY Ta BiUyTTA NEYiHHSA.

npo HadpsAK JIEreHb,
pu peHTreHorpadiyHOMy

a30BHX Ta HaraTopas’oBHX
no3ax: 564 mamieHtd 3 (eOpHIBHOIO HeTponeniero (IOCIIUKEHHS emnipuunoi Tepamii), 382
278 aLi€HTIB i3 IHBA3HBHUM acIEpriibo30M,
ta me 394 ocobu Oynu 3apeecTpoBaHi y
ii mamieHTH OTPUMYBAIH XiMioTepamiio 3
[IPHYMHE 37T0AKICHOTO HOBOYTBOPCHHA abo imM Oyno MpoOBEACHO TPAHCIIAHTAIII0 TeMONOeTHYHUX
39 ajoreHHMX TPAHCIUIAHTATiB). Y I
cupuunnenoto Candida, 'y GLIBIIOCT] MAIIEHTIB 3
He 3aXBOPIOBAHHS (HATIPUKIIAN remMaTosIori
He prpy4anns, BUI), mo puMarain
V HeNnopiBHAILHOMY JOCIIKCH
(Taki K TPaHCIUIAHTALis KICTKOBOTO MO3KY abo
4Hi OHKOJIOTIdH] 3aXBOPIOBAHHS, COMI/IHI IyXTHHH
Marajy 3acToCyBaHHS KOMOIHOBaHOTO JIKYBaHHSA.

OCJI/DKEHHAX 3a Y4acTIO

TI0B’A3aHy 31 crioco0OM BBEJICHHA
GiIB/dy TIHBICTS,

297 mami€eHTiB 3

yHi abo

Hi Aspergillus

Korimiuni Ta naGopaTOpHi 3MiHM y BCIX JOpOCIHX namienTis (3aranoM 1780), siKi 3aCTOCOBYBAIH
xacrniodyHrin 6yJH, K IPaBUIIO, nerkoi OpMH Ta PiIKO IPHU3BOINIH 110 BiMiHM IIpenapary.

Tlepenik moGiYHAX PEaKIlA Y BHJISI Tab M1

Ilix wac KIiHIYHEX JOCII/UKEHB 1a/aBo A Yac MOCTMAPKETHHTOBOTO 3aCTOCYBAHHs MpPOLYKTY
[TOBLIOMJISTOCS TPO TaKi 110GiUHi peaKIii:

Knac cucmemu
opzanie

Yacmo (sio =21/100
oo <1/10)

Heuacmo (sid =1/1000 oo <1/100)

Hesgioomo (ne
MOMCHA
OuiHumuU Ha
niocmagi
HAABHUX
OaHux)

3 doxy cucmemu

3HMIKEHHS PIBHA

aHeMisi, TPOMOOLIMTOTIEHIS,

Kpogi ma remorJiobiny, KOaryJornaris, TIeHKOIIEHIA,
nimppamuunor 3MEHIIECHHS 36iIbIIeH s KUTHKOCTI €03HHOMIIIB,
cucmemu reMaTOKpHTY, 3MEHIIeHHs KiIIbKOCTI TPOMOOIMTIB,
3MEHIIEHHA 36iIBIIEeH s KUIBKOCTI
KiJBKOCT1 TpOMOOIHTIB, 3MEHIICHHS KiBKOCT1
JIEHKOIUTIB niMOUUTIB, 30LIBIICHHS KiIBKOCTI
e KOLMTIB, 3MEHIIIEHHS KUIBKOCTI
HeitrpodiniB
3 doky rinokaniemis 3aTPUMKa PiJIUHH, rinmoMarsiemis,
Memabdonizmy ma aHOpEKCisl, eIeKTPOIII THHH
XapuyeaHHA nucbaanc, TinepriikeMis,

rinokansmieMis, MetaboTiYHHA
aIu03

3 Goky ncuxiku

TPUBOKHICTB, Je30pi€HTAllid,
0e3coHHs
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3 boky Hepsosoi

roJIOBHHUIA O11b

3aaMOpOYEHHS], IUCTEB31A,

cucmemu rapecTesii, COHNIMBICTE, TPEMOD,
rinecresist

3 6oky opzanie JOBTYIIHICTb CKIIED, HEedITKICTh

3opy 30py, HaOPAK TOBIiK, TOCHJICHE
CIIbO30BHILIEHHS

3 6oky cepua aIbIiTALLS, TAXiKApis, apUTMis,
Gbibpunsia nepeacepab, 3acTiiiHa
ceplieBa HeJOCTAaTHICTh

3 Goky cyounnoi | hnedit TpoMbodediT, MPUILIHBH KpOBi 110

cucmemu 06 1Muvst, TPUILUIABU KPOBI,
aprepianbHa rinepreHsis,
apTepianbHa rinoTeHsis

3 boky 3a/IMIIKa 3aKJIaJIcHICTh HOCA,

pecnipamopHoi dapuHrONapHHTeATbHHH 6inb,

cucmemu, TaximnHoe, OpOHXOCMa3M, Kalleb,

opzanig zpyoHor
KAimKu ma

HiuHA MTAPOKCH3MA/IbHA 3a/IUIIKa,
FiIOKCisi, XPHIIH, CBHCTSYE TUXAHHA

cepedocminHA
3 boxy LUKT HYy/0Ta, Jiapes, abnoMiHabHAN 6i7b, O11b ¥
OnroBaHHA BEpXHiil NiNAHII XKUBOTA, CyXicThb ¥
poOTi, AMCIenCisl, BIAIYTTS
auckoM(opTy B IUTYHKY, 3AyTTs
JKMBOTA, aCIIUT, 3an0p, aucdaris,
METEOPH3M
3 doky i IBUIIEHHS X0JiecTas, reraToMeranis,
2enamobini- I0Ka3HHKIB rinep6inipy6ineMisi, JKOBTAHULL,
apnoi cucmemu dyHKIIil meYiHKH nopymenns QyHKIii NediHKH,
(ananinamiHo- renaroTOKCHYHICTh, 3aXBOPIOBaHHA
tpancdepasu, [eYiHKH, MiABAIIECHHS PiBHS raMma-
acmapraTaMiHo- rnytaminTpanchepasu
Tpancdepas,
nyxHoi pocarazu
KpOBI, 3B’ A3aHOTO
6inipy0iny,
6inipy6iHy KpoBi)
3 oKy wiKipu ma | BUCHIIaHHA, MyJpTH(OpPMHA epUTEMA, TOKCUYHMMH
niowkipHoi cBepOik, epuTeMa, | MaKy/IspHE BUCHIIAHH, MaKyJ1o- enigepManbHUi
KAIMKOGUHU rinepriapos nany./1b03He BUCHIIAHHA, HEKPOJIi3 Ta
cBepOIIAUMiA BUCHI, KPOIMB'THKA, CHHJIPOM
anepriitHuil 1epMaTHT, CriBeHca
rexepanizoBanuii cBepOK, JxoHCOHA
epUTEMaTO3HE BUCHIIAHHA, (nuB.  pO3/LI
reHepai3oBaHH# BUCHII, 4.4)
KopenoiOHe BUCHIIAHHSA, yPAKCHHA
IIKipH
3 boky Kicmkogo- apTpanris 6istb y CITHHI, OLIb Y KiHIIBKAX, 13

M’a3060i y KicTKax, M’ 130Ba c1abKICTh,
cucmemu ma Mianrist

cnonyyHoi

MKaHUuHU




3 60Ky Hupoxk ma
ceuo8usiOHUX
WAAXie

HEPKOBA HEJIOCTAaTHICTh, FOCTPa
HHpPKOBA HEJIOCTATHICTD

3azanvHuii cmaH
ma nopyuwieHHA,
noe’azami 3i
cnocobom
3acmocy6aHHA
npenapamty

MiIBHIIEHHS
TeMIIEpaTyPH Tija,
03H06, cBepOiXK y
Micii iH}y3ii

6is1b, 6116 y MiCIIi BBEICHHS
xaterepa, clabKicTh, BITIYTTS
XOIIOAY, BiT4yTTA XKapy, epUTEMa y
wmicii indys3ii, immyparis y Micii
indysii, 6imp y Micii imdys3ii,
npunyxmcrb y Micmi iHdyY3ii,
dnebit y micui BBEICHHA,
nepudepudHi HaOPSKH, GOMOYICTB,
IUCKOMGOPT ¥ rpy,uHm KT, 6116
y rpyaHiit KaiTui, HabpaK o0HyYs,
quyn"ﬂ 3MiHHM TeMIepaTypH TiNa,
iH/Typallisi, KPOBOBHJIB y MicIli
indys3ii, mopa3HEHHA y Micri
indysii, ¢me6rr y Micui iHdys3ii,
BUCHTaHHA y Micui iHy3ii,
KPOIIMB’IHKA Y MiCIli iHdys3ii,
eputema y MicIii BBeeHHS, HAOPSIK
y Mmicni BBeteHHs, Ginb y Micui
BBE/ICHHS, IPHITYXJICTb Y MicIi
BREJICHHS, HeJOMAraHHs, HaOpsIKH

QocmediceHHA

3HMKEHHS PIBHA
KaJtiio y KpoBi,
3HHKEHHS PIBHA
anp6yMiHy B KpOBI

iJBUIIEHHS PiBHS KPEaTHHIHY ¥
KPOBI, 103U THBHHUH aHATII3 ceul Ha
KpOB, 3HIDKEHHS PiBHS 3arajlbHOro
6inka, 610K y cedi, TOTOBXKEHHS
NpOTPOMOIHOBOTO 4acy,
CKOpOYEHHS nporpomﬁmonoro
4acy, SMCHIIEHHSA piBHA HanlK) y
KpOBl 36ibIICHHS PIBHA HATPIIO y
KpOBl 3MEHIIEHHS PiBHS KaIBIIIO Y
KpOBl 301IbIIEHHS pua}m KaJIBIIIIO ¥
Kpom 3MEHIIEHHS PiBHA XJIOPY B
KpOBl 301iMBIIeHHS puaHn TJIFOKO3H B
KpOBl 3MEHIIEHHSA plBI—lH MarHio y
KpOBl 3MEHIIEeHH pua}m dbocdopy B
KpOBi, 30LIbIIIEHHS pmﬁs bochopy
B KpOBi, 301/TBIIEHHS PIBHA
CEYOBMHH KPOBI, IOJIOBXKEHHA
AKTHBOBAHOT'O YaCTKOBOI'O
TpoMOOIIIACTHHOBOTO Yacy,
3MeHIIeHHs piBHs OikapboHaTy
KpOBl 361IbIICHHS PiBHA XJIOPY B
KpOBl 36iIbIIEHHS PIBHS KAJIO Y
KpoBi, mijumenns AT, 3MEHIICHHS
piBHA CE4OBOI KHCIIOTH Y KpOBI,
KPOR y Cedi, IaToNOTi4Hi JMXabHI
IIyMH, 3MEHIICHHS PiBHSA
BYTJICKHCIIOTO T3y, 301/IbIIEHHS
piBHA myﬂocynpecopnnx
npenapartis y KpOBi, 301IbIICHHS
MI>KHAPOJIHOTO HOPMAITi30BaHOTO
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CIIiBBiHOIEHHS, ITHIIH/IPA Y ceui,
[IO3WTHBHUII aHAJI3 cedl Ha
neiixonaTy, miasumenss pH ceui

3acrocypaHHs KarcadyHTriHy B no3i 150 Mr Ha 100y (mpoTAroM nepioay A0 51 IHs) OIIHIOBAIH ¥
100 ZOpOCIMX MAIEHTIB (JHB. posnin 5.1). ¥V upomy JIOCITI/DKEHHI TIOPIiBHIOBAIH 3aCTOCYBAHHA
karcodyHriny B 1031 50 Mr Ha 100y (micis BBEACHHS HakomuayBaTbHOI 1038 70 MI'y TIepILIHii 1€Hb)
ta 150 Mr Ha 00y TIpH NIKyBaHHi iHBa3MBHOTO KAHIHTO3Y. V wiif rpyni mamienTis Gesmneka
3aCTOCYBaHHS KancoyHriny y BHIIiH 1031 Gyna B 1iIoMy MOAIGHOIO 10 Ge3reKy IpH 3aCTOCYBaHHI
npenapary B 103 50 Mr Ha n06y. Kinpkicts maiieHTiB i3 cepio3HMMH MOGIYHMMH peaKIisiMH,

[IOB’SI3aHMMHM 13 3aCTOCYBaHHAM IIpEIapary, ab0 peakiisMM, MO TNPU3BOJWIA IO BiZIMiHH
xarcoyHridy, 6yya noai0HO y BOX rpyrax JiKyBaHHS.

Himu

Jlani 5 3aBepIICHHX KTHITHAX IOCHiIKeHb, B SKHX Opana ydacTb 171 nuTHHA, CBiYaTh, IO
3arajJbHA YacTOTAa IMOSBH KJIIHIYHHX noGiunux peaxiiit (26,3 %; 95 % inTepsan aoBipu — 19,9, 33,6)
He € GLTBIIOK0, Hijk TaKa y JIOPOC/IHX TAIi€HTiB, AKi NPUAMATH xacrodynrin (43,1 %; 95 % inTeppai
noBipu — 40,0, 46,2). OnHax JiTH, IMOBIpHO, MAIOTh 1HIIHH npodis MOBGIYHMX peakiii, HiX JOpocIi
namienTd. HaifyacTilmMMHM  TIOB’S3aHMMH 3 NPUAOMOM  TIpETapary KTiHIYHHEMHA  TTOOTYHHMH
peaxIisMH, Tpo sKi HOBiOMJISUIOCS Y JIiTell, IO JIKYBAIHCh xacrniodyHrinoM, Oynu: MiABHIICHA

temmeparypa Tina (11,7 %), BUCHIIAHHSA (4,7 %) Ta ronoBHuH OLIb (2,9 %).

[lepenik noOIUHMX pPeaKIii y BUCIIL TaOIHIL

TToBiOMIAIOCS TIPO TaKi [OGiuHi peaKuii:

Knac cucmemu op2anie Jlynce uacmo | Yacmo (8i0 = 1/100 00 < 1/10)
(=1/10)

3 Goky cucmemu Kposi ma 361IbIIEHHS KiTHKOCTI €03HHO(LIIB

nimgpamuunoi cucmemu

3 6oky nepeosoi cucmemu roJIOBHU# OLIb

3 6oky cepun Taxikapzis

3 6oky cyounnoi cucmemu TIPUILTMBH KPOBi 110 00944, apTepianbHa
rinoTeHsis

3 boky zenamobiniapnoi [1iBUINEHHS PiBHIB HEPMEHTIB MEYIHKH

cucmemu (anmaninaminoTpancoepasm,
acnapraraminoTpaHcdepasH) (ANIT, ACT)

3 boky wikipu ma BHCHIIAHHS, CBEPOIXK

RiOWKIpHOT KN1iMKO8UHU

3azanvHuii cman ma raps4ka 03100, 611b y MicIli BBEJICHHS KaTeTepa

nopywienHa, n06’A3ani 3i

cnocobom 3acmocysanta

npenapamy

OQ6cmediceHHA 3HMKEHHs PIBHSA KaJiio, rimoMarsieMmis,
iBHIIEHHS PiBHS TIOKO3H, 3HHKCHHA piBHA
docdhopy, NiJBHILCHHS pisus dochopy

3gimysanta npo Nido3proeani nobiuni peaxkyil
Ba)xJIMBO 3BiTYBaTH PO i 1o3proBaHi moGidHi peaKii micyIs peecTpallii JIiKapchKoro 3aco0y. Ile nae
3Mory # Hajajli KOHTPOJIIOBATH CITiBBiTHOIIEHHS KOPHCTh/PU3NK TIPH 3aCTOCYBAHHI JIKapCBKOro

sacoby. KsamidikoBaHHX [IpaI[iBHUKIB y Taly3l OXOPOHH 3[J0pOB’sl POCATH TOBIIOMIIATH TIPO BCl
niigosproBani mo6iuHi peaxitii.




HanioHansHe areHTCTBO 3 JTIKapChKHX 3aco0iB
IIpocn. Mecorion, 284,

155 62, Xonaproc, Adinu

Ten.: + 30 21 32040380/337

®daxkc: + 30 21 06549585

Be6-caitT: http://www.eof.gi

4.9 Ilepeno3yBaHHsA

[ToBioMISIOCS IPO BUIIAAKOBE NMPH3HAYCHHA xacro¢ynriny B 103i 400 mr 3a 1 n06y. 11i BUIAIKH
He BHK/THKAIA KITHIYHO 3HAYYIIMX OOTYHAX PeaKIii. Kacno¢yHrin He BUBOIHTBCA IPU miamisi.

5. DAPMAKOJIOI'TYHI BJJACTUBOCTI
5.1. ®apmakoaHHAMIKA

dapmakoTepaneBTHYHA Ipyna: IpOTHrprOKOBi 3ac00H JUIA CHCTEMHOTO sactocysanns, kox ATC:
JO2AX04. '

Mexani3m Jii
KacrogyHriny auerar sBise co00:0 HaliBCHHTETHYHY JIIONENTHIHY CIOIYKY (exiHOKaH/IMH),

CHHTe30BaHy 3 TIPOAYKTY depmeHTaLii Glarea lozoyensis. Kacodynriny auerar IPUTHIYYE CHHTE3

B -(1,3)-D-rmokany — BaXJIHBOTO KOMIIOHCHTA TITHHHOI CTiHKM 6araThoX ridoMileTiB i APiAOKIB.
V writuaax ccasuis B-(1,3)-D-ToKaH He IPUCYTHIH.

@yHrinEaHa aKTMBHICTh xacrnopyHriny Oyna MpOAEMOHCTpOBaHa NPOTH npixmkis Candida.
JlocIi/DKeRns in Vitro Ta in vivo NEMOHCTPYIOTh, IO excrosuiis Aspergillus 10 xacnoQyHriny
TIPU3BOIKTH JIO JIi3KCY Ta cMepTi BepXHiX KiHIIiB Ta TOYOK pO3ramyKeHHs ridis, 1e BIAOYBaETHCS PICT
Ta PO3MOALT KIITHH.

dapmakoMHaMiuHi eQeKTH

Kacnodysrin in vitro JéMOHCTPY€E AKTMBHICTH TPOTH mTaMiB Aspergillus (Aspergillus fumigatus
[N = 75], Aspergillus flavus [N = 111], Aspergillus niger [N = 31], Aspergillus nidulans [N = 8],
Aspergillus terreus [N = 52] Ta Aspergillus candidus [N = 3]). KacnodyHriu in vitro Takox €
axtupnmM npotu mtamis Candida (Candida albicans [N = 1032], Candida dubliniensis [N = 100],
Candida glabrata [N = 151, Candida guilliermondii [ N = 67) , Candida kefyr [N = 62], Candida
krusei [A = 147], Candida lipolytica [N = 20], Candida lusitaniae [N = 80), Candida parapsilosis
[N = 215], Cancida rugosa [N = 1] ta Cancida tropicalis [N = 258]), BKIIOYar04H izonaTH 3
MHOKHHHUMH TPAHCTIOPTHAMH MyTallisIMHU T2 i3019TH 3 HAOYTOKO BHYTPILIHBOIO PE3NCTEHTHICTIO 10
dykonasony, ampoTepHIIHHY B Ta S5-¢myuurosnHy. BunpoOyBaHHs Ha YyTJIMBICTH TPOBOJIHIH
BiamoBimHo 10 Moamdikaii 06ox MeTo/1iB [HCTHTYTY KIIiHIYHHX i 1a00paTOPHHUX cranzaapris (CLSI,
odimiiHo BijoMHHA SK HanioHanpHuH KOMITeT 3 KIiHIYHHX JaOOpaTOPHUX cranpapris (NCCLS),
meron M38-A2 (s mtamiB Aspergillus) i MeTon M27-A3 (nns wramis Candida).

CraHaapTH30BaHi METOIN TECTyBaHHA YyTIMBOCTI [T APIKIUKIB Oy scranoeeni EUCAST. Mexi
qyTiMBOCTI Ui KacmoQyHriHy me He seranorneni EUCAST depe3 3HauHi MiabopaTopHi
pimminnocti B mianasoni MIK s 1i€i nito4oi pedoBMHH. 3aMiCTh MOPOTiB qyTJIMBOCTI 130JIATH
Candida wymmsi mo awimynadyHrimy, a Takox mikabyHriHy, CIiA BBaXAaTH YyTIMBAMH JIO
xacnopynriny. [TogiOHAM YHHOM, isonposani C. parapsilosis TPOMKHI IIPOIYKTH aHiAynIaQyHriHy

Ta MikadyHIiHy MOXHA BBAKATH IPOMIKHUMH MPO/yKTaMH KacroyHriHy.

MexaHi3M BHTPHBAJIOCTI
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Tsousita Candida 3i 3HMKEHOI0 Yy TIHBICTIO 10 KacnodyHriHy Oy BUSBJIEHI y HEBEIHKOL KiJIBKOCTI
NamienTiB 1 yac gikyBanns (3nauenns MIK s xacnodynriny >2 Mr/n (migBumenns MIK y 4-30
pasiB) OyJ10 3apeecTpoBaHO 32 JOTIOMOTOK0 CTAaHAAPTHHX Mmerozis ckpuHinry MIK, 3aTBepmKeHuX
[HCTUTYTOM KJIiHiYHHX i 1aGopaTopuux cranaaptis CLSI). Buspnenum MEeXaHi3MOM PE3UCTEHTHOCTI
e FKS1 Ta/a6o FKS2 (wis C. Glabrata) renni myrarii. I1i Bunagxu Oyia [OB’s3aHi 3 IOraHUMK
KJIIHIYHAMH pe3yIbTaTaMH.

PO3BHTOK PE3MCTEHTHOCTI 10 KacnodyHriHy in vitro GyI0 BUSBIEHO y IUTaMIB Aspergillus. Ha ocHOBI
0GMESKEHOTO KITiHIYHOrO JOCBILY PE3NUCTEHTHICTH JI0 KAacIOdyHTIHY crocTepiranacs y NalieHTIB 3
iHBa3MBHUM acIIEPribo3oM. MexaHi3M pe3HCTeHTHOCTI He BCTAHOBICHUH. Bunanku PS3UCTEHTHOCTI
10 KacnodyHriHy pisHMX KIHIiY4HHX IITaMiB Aspergillus 3ycTpidaroThCs pinko. CrifiKicTe 110
xacrogynriny cnocrepiranacs y Candida, ane yacTota MOXKe BIIPI3HATHCSA 3AJICHKHO Bia BUYy abo
perioH.

Kiiniyna eheKTHBHICTS i Oe3mexa

Ineazuenuii kanoudo3 y Oopociux nayiewmig: JIBiCTI TPHIUATH JI€B'ATh NALIEHTIB BBIHILIA /0
[10YATKOBOTO OC/i/UKEHHsS MOpiBHAHHA KacmodyHriny Ta amgorepununy B s mikyBaHH:
{HBA3MBHOTO KaHMIO03y. Y [BAIUATH YOTHPHOX MAI€HTIB CroCTepiramacs HEWTpPOIIEHiS.
HaifuacTimum niarsozoM Gymu indeknii kposi (kamamaemis) (77 %, n=186) Ta xaHIHIO3HMH
nepuToHit (8 %, n=19). IlanieaTy 3 KaHIUAO3HUM CHIIOKAPIAHTOM, ocTeoMiemiToM abo MEHIHTITOM
Oyau BEKIIOUEH] 3 JocimkenHs. Kacnopynria 50 M npi3Hayaiu MOAH: IiCJIg HAKONHUYYBaJIbHOI
no3u 70 mr, a amdoTepunmn B npuznadam y 103i 0,6-0,7 Mr/kr/no0y nauieHTam, y SKux He Oyno
wefitponenii, a6o 0,7-1,0 Mr/kr/moby nauieHTaMm 3 Heifrponenieto. CepenHs TpPHBAIICTh
BHYTpIlIHBOBEHHOI Tepanii craHoBuna 11,9 qus 3 nianasonom Bix 1 o 28 muis. Jl1s MIO3UTUBHOI
Bi/TOBINI HeoOXifHO 6Y/NO 3HMKHEHHS CHMITOMIB i MiKpoGioioriuHe OYMINEHHS BiX iHQeKIl
Candida. JIBicTi ABaAUAT YOTHPH MAalieHTH OyTM BKIIOYEH B NEPBUHHHI aHAI3 e(eKTHBHOCTI
(ananiz MITT) pesy/nsTaTy HAOPHKIiHII MOCIIKEHHS IpH BHYTPILIHGOBEHHi# (B/B) Teparii.
[IOKa3HHKM MO3MTHBHOTO pE3YJbTaTy IIPH JIiKyBaHHI iHBa3MBHOIO KaHIHIO3Y MOMKHA Oymno
nopiBHATH 1y Kacrnodynriny (73% [80] /109] ) Ta avdorepuunny B (62 % [71/115]) [% pizHuus
120,7 (95,6 % I -0,7, 26,0). Cepen mamieHTis i3 KAHIHAEMI€I0 TOKa3HUKM TIO3MTHBHOI BiAMOBiI
HANPUKIHII JOCTIKEHHsA [PH BHYTPilIHLOBEHHIH (B/B) Tepamii MOXHA Oyno NOpIBHATH JUIA
xacriodysriny (72% [66/92]) Ta amdorepununy B (63% [59/94]) mix 4ac mepBHHHOTO aHasizy
edexruprocti (ananiz MITT ) [% pismung 10,0 (95,0 % I -4.5, 24,5)]. € obmexeHi TaHi MOA0
nalieHTiB 3 iHdeKIiero HereMaToreHHHX JIoKai3alii. YacTora MO3UTHBHOTO PE3YTILTATY Y MaIliEHTIB
3 Helftpomeniclo craHopuna 7/14 (50 %) y rpymi KacmoyHriny Ta 4/10 (40 %) y rpymi
amdorepuiny B. Lli o6MexeHi 1aHi ITTBEPIKYIOTECS PE3y/IbTaTaMH J10CTIUKYBaHOTO JKyBaHHA.

YV zapyroMy JOCHIDKeHHI DallieHTH 3 1HBa3HBHHM KaHIMIO30M OTPHMYBAIIH no0oBy 103y
kacriodyHriny 50 Mr/no6y (micis HaKOMAYyBaTbHOL 1031 70 MI y nepIii neHs) abo kacnogyHriny
150 mr/no6y (muB. po3ain 4.8). Y mboMy JOCHiKEHHI 103y KacnodyHriHy BBOJMIH 3 2-TOJAHHHHEM
iHTepBasioM (3aMiCTh CTaHJIApPTHOIO OJHOIOJMHHOIO BBeJeHHs). JlOCHi/DKeHHS BHKIJIIOYAIO
NAIi€HTIB i3 MiZ03pOI0 Ha KAHIMIO3HH €HIOKap/MT, MEHIHTIT abo octeoMienit. Ockinpky 1e 0yo
JIOCHIiKEHH S OCHOBHOTO JIIKYBaHHs, NAIi€HTH, Ki Oy CTIHKI /0 HOTEPEeIHIX MPOTHTPUOKOBHX
3aco0iB, TAKOX OyiM BHKIOUeHi. KiJBKICTh MallieHTiB 3 HEHTPOICHIEI0, 3alydeHAX N0 LLOTO
JOCIi/KeH s, Takox 6yina obmexeHowo (8,0%). EdexTuBHicTs Oya APYyropsaHOI0 METOIO IBOI0
nocimkerns. [TamienTH, i BiAMOBIJAIH KPUTEPisM BKIIOYEHHS Ta OTPUMANIH OHY abo KijbKa 103
JOCIiDKyBaHOTO TIpemapaty Kacrmodywnriny, Oy BKITIOYEHI B aHai3 e(eKTHBHOCTI. 3araibHa
4ACTOTA [IO3MTHBHOI BIATOBIi HANPHKIHII TiKyBaHHA KacmodyHrinom 6yna noai6HoIO y 2 rpynax
mikyBauas: 72 % (73/102) i 78 % (74/95) mna rpyn nikyBanHs kacmodynrinoM 50 Mr i 150 mr
piznoBixuo (pisnuus 6,3 % [95 % M1 -5,9, 18.4]).

Ineasusnuil acnepzinbo3 y 0opocaux nayicnmie: MWiCTAECAT A€B ATk TOPOCIHX pariienTiB (BikoM 18-
80 pokiB) 3 iHBAa3HBHMM acIepriibo3oM Oymu 3a1ydeHi 10 BiJKPUTOrO HEMOPiBHSIBHOTO
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JOCHJDKEHHS 171 OUiHKM Ge3mexu, mepeHocumocTi Ta edexTuBHOCTI Kacmodynriny. Ilamientu
noBuHHI 6ymu 6yTH abo cTifikumu (pOrpecyBaHHs 3aXBOPIOBAHHA a00 BiICYTHICTH NOKpPAICHHS 32
JIONOMOTOIO 1HIIMX MPOTHIPUOKOBHX IIpENapartis, AKi 3aCTOCOBYBAIMCS IPOTATOM IIOHAAMEHIIE 7
nHiB) (84% mamieHTiB, AKi MOCTYIHIM Ha JiKyBaHHS), ab0 HemepeHocuMocTi (16% mnarlieHTis, sAKi
MOCTYIHIIH) /IO iHIIHX BCTAHOBJIEHHX IPOTHIPUOKOBUX TpenapaTiB. barato nauienTis Maiu CymyTHi
3aXBOPIOBAHHA (FeMaToNoriumi 3105KicH] myx e [N = 24], anoresHy TpaHCIUIAHTALIIO KiCTKOBOTO
MO3Ky abo TpaHCImaHTamio cToBOGyposux kiuitue [N = 18], Tpancmanrauio oprasis [N = 8],
comimuy nyxmuny [N = 3] abo immi 3axsoproBanHsa [ N = 10]). BukopucroByBanucs CyBOpi
BH3HAYEHHs BiAMOBINHO O KPHUTEpiiB JOCITiIHMIBKOI IPYmH IpHOKOBHX iHdexuii, AiarHocTHKH
{HBAa3UBHOIO ACIEpPTiIbO3y Ta pPe3yIbTaTy JKyBaHHs (Ul OLIHKH CIIPHATIMBOI BiANOBiAL 0yi0
HeoOXiHe KIIHIYHO 3HaYylle MOKpPAIIeHHs PEHTIeHOrpaM, a TaKoX O03HaK i cumnToMis). Cepents
TpHUBANiCTh JiKyBaHHS cTaHOBMJa 33,7 mHA 3 AianmasoHoM Bix 1 no 162 axiB. HesanexHa rpyma
eKCIepTiB BUABHIIA, O 41% (26/63) nauieHTiB, SKki OTpHMAaIH IPHHAKMHI OIHY 103y KacnodyHIiHy,
Man¥ CIPHATIMBY BiANOBiAb. 3 maiieHTiB, ski oTpuMmyBanu Oinbme 7 JHiB JiKyBaHHS
kacriopynrizom 50 % (26/52) mpoieMOHCTPYBaIM CIPHATINBY BiANoBiah. HalOUTBII CIPUATIHBUH
piBeHb Bi/INOBII /IS NaIi€nTiB, sAKi Gy abo cTifikinmu, a60 He MePeHOCHTH NIONIEPE/IHE JIKYBAHHS,
craHoBUB 36% (19/53) i 70% (7/10) BinnosinHo. Xoya /1031 NomepeHEOl IPOTHTPHOKOBOI Tepartii
y 5 nauieHTiB, fKi B3SUIM Y4acTh y JAOCITDKEHHI, Gy/IH HIXYAMM, HIK JI03H, SK1 4aCTO MPHU3HAYAIH
JUIS TiKyBaHHS iHBa3MBHOTO acCIEprilbo3y, WIBHAIKICTh CHPHATIMBOI BiINOBiAi IMij 4ac Tepamii
xacnodyHriHOM y IMX nauieHtis Gyna moaiGHOI O Takoi B iHNMX TAUi€HTIB, SKi OymH
pesucrenTHEMH (2/5 mpotu 17/48 Biamopinmo). PiBeHs BimoBimi cepei MAIi€HTIB i3
3aXBOPIOBAHHAMH JIET€HiB i M03aIereHeBUMH 3aXBOPIOBAHHAMH CTaHOBHB 47% (21/45) 1 28% (5/18)
BianosigHo. Cepesl NAIiEHTIB i3 M03a/IereHeBUMHU 3aXBOPIOBAHHAMH 2 3 8 MAUIEHTIB, AKI MaJIH [ICBHE,
fiMmoBipHe a60 MOKIHBE ypaxkeHHs HeHTpanbHoi HepBoBoi cuctemu (LTHC), nokasanu crpusTiuBy
Bi/IIIOBi/Ib.

Emnipuune nikyeauus OOpociux nayienmie 3 nuxomanxolo ma netimponeniero. Jaramom 1111
NALUEHTIB 31 CTIHKOK JIMXOMAHKOIO Ta HEHTpomeHicio Oy BKIIOUEH] 10 KIIHIYHOIO JOCTIKEHHS
Ta OTpuMyBamu KacnodyHrin y o3l 50 Mr Ha neHe micns HakomudyBambHOI fosu 70 mr abo
nimocomanshuit amporepuimH y mo3i 3,0 Mr/kr/meHs. Bimmopimmi maumieHTH OTpUMYBaiH
xiMioTepariio 3 IpHBOAY 3JOAKICHHX HOBOYTBOPEHB a00 MalH TPAHCILIAHTAII0 [eMONOETHIHHX
cToBOYpOBHX KIiTHH i Mamu HeliTponenioo (<500 KIITHE/MM® TipoTsroM 96 rouH) i JIHXOMAHKY
(>38,0 C), AKi He BiANMOBiZATH Ha MapeHTepaIbHe aHTHOAKTEpiaibHE JIKYBaHHS IpPOTAroM >96
roaus. [TalieHTH MaTH OTPHMYBATH JIIKYBaHHs [POTATOM 72 FOJIMH IIiC/Is 3HUKHEHHA HeHTpomeHil 3
MaKCHMAIBGHOK TpHuBaticTio 28 mmiB. OxHak maumieHTH 3 JiarHo3oM rpubkoBoi iHdekuii MOXyTh
MiKyBaTHCA J0BIIe. SIKIIO Ipenapar epeHocHBes 100pe, aje y malienTa IMxoManka 36epiranacs, a
KTHI9HAH CTAH IOTiPIIMBCS MIC/A 5 IHIB JiKyBaHHs, 03y JOCIIDKYBaHOTO NPEMapary MoXHa 0yi10
36inpmutE 10 70 Mr/moby xacmodynriny (13,3% nauientiB gikyBaHHs) a6o mo 5,0 Mr/kr /aeHb
ninocomansHoro amporepuiuny B (14,3% nauienTis gikyBanns). 1095 namienTis 6yim BKIIIOYCHI B
TMEepBUHHME aHasli3 edekTHBHOCTI MoaMpikoanoro Hamipy nikysauus (MITT) mono 3arampHoOi
cipusTimBoi Bianosiai. Kacnodysrin (33,9 %) MaB Taky camy eeKTHBHICTb, 5K 1 JIIIOCOMAIbHUH
amdorepunus B (33,7 %) [% pisnuus 0,2 (95,2 % 0-5,6, 6,0)]. 3aransHa CIpUATIHBA BiAIOBIIb
BMMArana BiATMOBIXHOCTI ofHOMYy 3 5 Kpurepiis: (1) ycmimHe JiKyBaHHA OCHOBHOI IPHOKOBOI
inpexuii (xacmodynrin 51,9% [14/27], ninocomansuuii amdorepunua B 25,9% [7/27], (2)
Bi/ICYTHICT HOBMX TpHOKOBHX iH(eKIiii 11 Yac T0CIi/DKYBaHOrO JIiKyBaHHS 200 MpOTATOM 7 mHiB
nicns 3aBepmeHHs JikysauHs (kacrmodysrin 94,8% [527/556], minocomanbHui ampotepuuuH B
95,5% [515/539], (3) BHXUBaHHS NPOTATOM 7 [HIB IIiC/IA 3aBEPIIEHHS JOCIIKYBaHOTO JIIKYBaHHS
(xacmodynrin 92,6% [ 515/556], ninocomansauii avdorepunns B 89,2% [48/539]), (4) BimcyTHICTD
IPUIHHEHHS NpUifoMy JOCIIKYBAHOTO IIperapary 4Yepe3 TOKCHYHICTb, OB’ A3aHYy 3 NMPErnaparoM,
a0 HejoCTaTHIO edeKTHBHICTS (Kacrodynrin 89,7% [499/556], nimocomanbuuii amporepunun B
85,5 % [461/539]) Ta (5) 3HMKEHHS TeMIIEPaTyPH IPOTATOM MEPIOAY 3 HEHTPOIIEHIEIO (kacmodyHriH
41,2 % [229/556], nimocomansuuit amdorepunua B 41,4 % [223/539]). Mlianazos BIIMOBYTI HA
kacodyHrin Ta minocomanbHuE amdorepunmn B jns 6a3oBoi minii rpHOKOBHX iHdexii,
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BHKJIMKaHHUX IITaMaMH Aspergillus cranoBuiu Bianoginuo 41,7 % (5/12) 1 8,3 % (1/12), a mrramamu
Candida — 66,7 % (8/12) i 41,7 % (5/12). V nauieHTiB y rpymni kacnoyHTiHY BHHHKAIH HOBI
iH(eKii, BUKIMKaHI TAKAMH He3BHYaWHMMH IpiX/DKaMu Ta rpubkamu: wmram Trichosporon (1),
mraM Fusarium (1), mram Mucor (1) i wtam Rhizopus ().

iTH
besnexka Ta eexTuBHICTE KacnodyHriHy omiHIOBaIH y aiTe# BikoM Bia 3 Micsanis 10 17 pokiB y 1Box
NEePCIEeKTUBHUX OaraToleHTPOBHX KIIHIYHHX IociipkeHHAX. Cxema JIOCHiDKeHHS, A1arHOCTUYHI
KpHTepIi Ta KpUTEPIi OIIHKY e(eKTUBHOCTI OyJIM MoaiOHI 10 TAKMX Y BIANOBIIHHUX JOCTIIKEHHAX 32
Y4acTIO JOPOCIUX MAIiEHTIB (JUB. po3in 5.1).

[Tepine nocmimxenHs, ke oxormopaino 82 nauieHTis BikoM Bij 2 10 17 pokis, 6yii0 panaoMizoBaHuM
TO/BIHHUM CIiIMM IOPIiBHAIBHAM JOCIiKeHHAM Kacrodynriny (50 Mr/m? (B/B) BHYTPIIIHBOBEHHO
OJIMH pa3 Ha 1100y mic/is HaKoMHYyBaTbHOT 1034 70 Mr/m? y nepmmii nens (Ge3 nepepuments 70 Mr
Ha no0y) 3 nminmocomansHHM amdorepunuHoM B (3 Mr/kr (B/B) BHYTpilIHBOBEHHO Ha 100y) y
cmiBBigHomenHi 2:1 (56 Ha xacmodyurin, 26 Ha ninocoMmanbHHil amdorepunuH B) y sxocti
€MITIpHYHO] Teparii y AiTelt 3i CTil{KkOIO IMXOMAHKOIO Ta HEHTpONeHi€k0. 3ararbHa KilbKiCTh YCIixy
B a"anmizi MITT pesynbratiB 3 monpaBkoro Ha cTpaTudikalito pusuky 6yau takumu: 46,6% (26/56)
s kacnodysriny ta 32,2% (8/25) nns ninocomansHoro amdorepuuny B.

Jlpyre nocnimkeHHs OyJI0 NPOCIEKTHBHHM BiJIKDHTHM HENOPIBHSAIBHHM JOCIIDKEHHAM, y SKOMY
oniHoBaiu Oe3neky Ta edexkTuBHiCTH KacnodyHriny y aitei (BikoM Bix 6 micsiiis 1o 17 pokiB) 3
iHBa3HBHHM KaHJMJI030M, KaHHI030M CTPABOXOIY Ta iHBa3HBHHM acIepriibo3oM (SK pATyBalbHa
Teparnis). Byno 3apeecTpoBaHO COpPOK J€B’STh MAIi€HTIB, AKi OTPUMYBAIH KacnoQyHrid y go03i 50
Mr/mM? (B/B) BHYTpIIHLOBEHHO OJMH pa3 Ha 100y Mic/is HAKOMHYYBanbHOI 103H 70 Mr/M? y NepITHii
neHb (He nepeBuiyBatd 70 Mr Ha 100y), 3 skux 48 Oynu Brmoveni B ananiz MITT. 3 uux 37 Manu
1HBa3UBHMH KaHIu03, 10 — iHBa3UBHMIA acneprinbo3, | mamieHT — KaHaua03 cTpaBoxoay. Yacrora
CIIPHSATIMBOI BiINOBi/li 32 MOKa3aHHSAMH HaNPHKiHI JIKyBaHHs KacrodyHriHOM Oy1a HaCTYIIHOIO 3a
anamizom MITT: 81% (30/37) nmpu inBazuBHOMY Kamaumo3i, 50% (5/10) npu iHBasHBHOMY
acneprinpo3i Ta 100% (1/1) npu kaHAMI03 CTPaBOXOMIY.

5.1 ®apmakoKiHeTHYHI BJACTHBOCTI

Poznonin
Kacnodysrin akTuBHO 3B’s3yeThes 3 Oinkamu kpoBi. He3s’s3ana ¢pakiiis kacodyHriny B miasmi

KpoOBi Bapiioe Bia 3,5 % y 310poBUX 10OpOBONBLIB /10 7,6 % y Nalli€HTIB i3 iHBAa3HBHUM KaHIHI030M.
Posnoain Bigirpae ocHOBHY pouib ¥y hapMakoKiHeTHIII KacoyHTiHY B IU1a3Mi KPOBi Ta € eTarnoM, 1o
KOHTPOJIIOE IIBHAKICTH (a3 anbda- Ta Oera-mucmosmmii. MakcHMaTpHHR PO3IOLT Y TKaHHHAX
criocTepiraeTbes 4yepe3 1,5-2 nui micng 3acTocyBaHHS Ipenapary, kKonu 92 % npuitHATOl 103M
po3noAiseHo B TKaHHHaX. BiporigHo, mume Mana ¢pakuis KacnodyHTiHy, IO NPOHKK Y TKAHWHH,
Mi3HilIE 3HOBY IIPOHMKAE Yy IUIa3My KpPOBI y BHIIAAI BHXIZHOI PEYOBMHH. TOMY BHBEIEHHA
BiIOYBa€ThCA MPH BiJICYTHOCTI PiBHOBArd po3mojiny, i NpaBHIbHE BU3HAYEHHS 00’ €My pO3IOILTY
KacrogyHriHy Ha Iei 4ac OTPUMAaTH HEMOXJIIHBO.

Biorpanchopmaris

KacnodyHrin 3a3Ha€ CHOHTaHHOTO poO3nany [0 CIOJIYKH 3 BIIKpHTHM KuibleM. ITonamsmmi
MeTabomi3M BinOyBaeThes NUIIXOM rigpomizy Oinka ta N-anerwmoBanusa. KacmodiyHrin Taxox
MiJIAra€ CIOHTAHHOMY XiMIYHOMY po3naay A0 IENTHAHOI CHOJIYKH 3 BIAKPHUTHM KiibueM. JlBa
IIPOMIKHI MIPOAYKTH, IO YTBOPIOIOTHCS MiJl Yac po3nany Kacrmo@yHriHy IO CIIOJIYKH 3 BiIKPHTHM
KiJbleM, (JOpMyIOTh KOBAJIEHTHI HPOAYKTH NPHEAHAHHSA 10 OUIKIB INIa3MH KPOBi, IPU3BOAAYH 10
HEBHCOKOI'O PiBHS Ta HeOOOPOTHOrO 3B’s13yBaHHA 3 OiIKaMH KpOBi.
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Hocmikenns in vitro mokasyioTs, o KacnodyHrin He € inribiropom depmentis 1A2, 2A6, 2C9,
2C19, 2D6 abo 3A4 cuctemu muroxpomy P450. V xiiHiyHHX JOCTiKEHHSX KacmodyHTiH He
1H1yKyBaB abo inridysas CYP3A4-meraGonism inmmx npenaparis. Kacnodysris me € cybcTparom
P-rnixonporeiny Ta € cnabkum cy6erpatom depmenTis nuroxpomy P450.

Busenenus
KacrodyHrin moBineHO BMBOAMTBCS i3 IUasMu Kposi; KiipeHc crtanoButh 1012 mu/xs. Ilicas

Pa30Boi BHYTPIIHBOBEHHOT iHy3ii (TpuBamicTio 1 roauHy) KoHUeHTpanii KacmodyHTiHy B mIasmi
KpOBi 3HIKYIOTBCS Tontidpasno. KopoTka a-hasa mactae oapasy micas mpoBemenus indysii, micis
4Oro nounHaeTkes B-¢asa 3 nepionom HanieeuBeneHHs Bia 9 10 11 rommm. Takox cniocTepiraeTbes
JI0/1aTKOBa Y-(ha3a 3 nepiosoM HamiBBHBeAeHHS 45 romud. Po3moisn, OpiBHAHO 3 BUBEAEHHAM ab0
GioTpancopmaniero, € OCHOBHMM MeXaHi3MOM, 110 BILTHBAE HA KITIPEHC IIa3MH KPOEi.

IIpubnuzuo 75 % Bin BBeNeHO! palioaKTHBHOT 103K BH3HAYATOCS MpoTSroM 27 muis: 41 % — y ceui
Ta 34 % — y xani. CrocrepiraeTscs He3HauHe BHBeleHHs abo GioTpaHcdopmaris KacrogyHriny
npoTsAroM nepiuux 30 rofyMH Iicis 3acTOCYBaHHS Ipenapary. BueieHHA BinOyBaeThCs MOBINIBHO, 3
KiHIIEBHM I1€pioJIoM HaIiBBHBEJEHHS PajioaKTHBHOI 103H Bix 12 1o 15 auis. He3Hauna KizbKicTh
KacroyHriHy BUBOJMTECS i3 cedelo y He3MiHeHoMy BHTIAAi (mpubimsno 1,4 % 103u).
Kacriodynrin BusiBise nomipay HemiHiliHy (apMaKOKiHETMKY 3i 3pOCTAaHHAM KYMyJIALii npu
30LIBIIEHHI JI03M, @ TaKOX J0303QIEXKHICTh Ha 9Yac BCTAHOBJICHHS PIBHOBaXHOTO CTaHy Ipu
3aCTOCYBaHHI IOBTOPHHUX /103,

Oxpemi rpynu namieHTiB

3pocraHHs eKcHmo3uUii KacnodyHriHy crocTepiraiucs y JOPOCTHX NAli€HTIB i3 MOPYIICHHSIME
(yHKIi MEYiHKH JIErKOro CTymeHs TSKKOCTI Ta NMOpYIIEHHAMH (GYHKII HHPOK, Y KIHOK Ta y
TNALI€EHTIB JTiTHBOTO BiKy. SIK IpaBMIIO, 3pocTaHHs GyJI0 MOMIPHHM i He TAKMM BHPAKEHHM, 1106
BHHHKaJIa HeOOXiIHICTh Y KOPHUTYBaHHI 103H IIpenapary.

JUtst fopocnux naimieHTis i3 MopymeHHAM QYHKIIT I€YiHKH MOMIPHOTO CTYIIEHS TSKKOCTI abo juis
NAIlieHTIB i3 OUIBLIOI Macow Tila MOXe GYTH HeoOXiIHHM KOpPHIYBAHHS [03M Iperapary (IuB.
HHXKYeE).

Maca Tina. [Ipu ananisi ¢apMakoKiHETHKH JOPOCIHX NAI[€HTIB i3 KaHIHA030M GYJI0 BCTAHOBIICHO,
10 (hapMaKOKiHEeTHKa KacnodyHriHy 3anexuTs Bin Macu Tina. KonuenTpanii npenapary B miasmi
KPOBI 3MEHIIYIOTCS IIPH 301IbIIeHHI MacH Tisa. Po3paxoBaHo, 0 cepeiHs eKCIIO3HILI S Y JOPOCIHX
TNali€eHTiB 13 Macoro Tina 80 Kr Ha 23 % HWK4Ya, HiX y TaieHTIB i3 Macorw Tina 60 Kr (uB. po3in
4.2).

[Topyuienns gyHxuii nedinku. Y Q0opoc/IuX NalieHTIB i3 mopymeHHsM GYHKINT IediHKH Terkoro Ta
TIOMIpHOTO cTyneHs TskkocTi 3HadeHHs AUC 36inbunyeThes npubausso Ha 20 Ta 75 % BifnmoBsiaHo.
Hemae xiniHi4HOro JOCBiZy 3aCTOCYBaHHS Ipemnapary JOpOC/IMM MAlieHTaM i3 TSXKKOK (GopMoIo
nopymesHs ¢QyHKmii nediskM Ta AiTAM i3 OyJb-SKUMH mnopyumieHHsMH GyHKUIT nedinku., V
JIOCITI/KEHH] 3acTOCYBaHHS OaraTOKpaTHHX JI03 BiJ3HAa4Y€HO, INO IPH 3HHKEHHi 1060BOI JI03H 110
35Mr y J0pociHX Mali€HTIiB i3 mopymeHHsM (YHKUIT NeYiHKM NOMIPHOTO CTYIEHS TSKKOCTI
3navyenHs AUC rake X, K i B JOPOCIHX i3 HOPMATLHOI (GYHKIIEI MEYiHKH IPH CTAHIAPTHOMY
pexuMi 103yBaHHs (UB. po3ia 4.2).

[Topymenns ¢ynxuii Hupok. Y KIiHIYHOMY HOCTi/KEHHI IIPH 3aCTOCYBaHHI pa3oBoi 103 70 Mr
(apmakokineTnka KacnodyHriny Gyna momiGHOI Yy JOPOCIHX J0OPOBOJIBIIB i3 Ierkor (GopMoro
nopymeHHs ¢yHKuii HEpok (kTipeHc kpeaTHHiHy Bix 50 10 80 MJI/XB) Ta B yYaCHMKIB KOHTPOJIBHOT
rpynu. Ilpu nopymenni ¢yHKuii HHPOK IIOMIpHOTO CTYIIEHS TSKKOCTI (KIipeHe KpeaTuHiHy Big 31
no 49 mu/xB), mporpecyrouoMy mnopyuieHni (kiipenc kpearuniny Bim 5 mo 30 mu/xB) Ta B
TepMiHaNbHi# cTafdii (kmipeHc KpeaTHHiHy < 10 MJI/XB Ta TpoBeeHHS Mializy) KOHLEHTpaiii
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Kacnocbyﬂrmy B IUIa3Mi KpOBi MOMipHO 3pocTamu miciis 3acTocyBaHHs paszosoi mosu (AUC — y
nianasoHi Big 30 mo 49 %) OjnHak y nanieHTis 3 iHBa3MBHUM KaHIHUI030M, KAHIMI030M CTPABOXO/TY
abo iHBa3UBHMM acrepribo30M, SKMM BBOJHIIH GaraTokpaTHo kacnodyHriH y go3ax 50 Mr Ha o0y,
He CIIOCTEPirajii 3HaYyIIOro BIUTMBY HA KOHIIEHTpaIlil Kaco(yHriHy [IPH JIETKHX Ta IIPOrPecyiOunx
nopymeHHsAX Qynkuii Hupox. Hemae Heo6XinHOCTI y KOpUryBaHHi 1034 nalieHTaM i3 HOPyIIEHHAMH
dynxuii mupox. KacnodyHrin He BHBOAMTHCS MpM TpoOBeNeHHI Jiamizy, TOMY HeMae norpedu y
BBEJIEHHI JIOIATKOBHX JI03 ITiCTIs FeMOTiaisy.

Crars. Kounentpanis kacnodyHriny B 1miasmi Kposi y xiHox 6yma B cepemmsomy Ha 17-38 %
BUIIOIO, HIXK Y YOJIOBiKiB.

JliTHi# BIK. CI'IOCTepll"aJ'IOCH nompHe 3pocranHsa 3Ha4eHb AUC (na 28 %) Ta Capn (Ha 32 %) y
YOJIOBIKIB JITHBOTO BiKY nopuammo 3 MOJIOAUIMMH YOJIOBIKaMH. VY MaIli€HTiB TIPH eMITiPUIHOMY
JMKyBaHHI Ta y XBOHX Ha IHBasHBHMH KaHM/I03 CIIOCTEpiraad NOoXiGHHN MOMIpHO BHpaKeHHMiT
BILIHB, 10 3aJIe)KaB BiJ BiKy NalieHTiB.

Paca. Jlani ¢apmakoKiHeTMKM y NaIieHTiB BKa3ylOTh Ha BiACYTHICTh KIIIHIYHO 3HAYYIIHX
BiIMiHHOCTEH (papMaKOKiHETHYHHX [IOKa3HHKIB y €BpONeiIiB, appoaMepHKaHIiB, iCTAHIIB Ta
METHCIB,

Jlitn

Y migmitkis (1217 pokiB), sxi oTpuMyBami KacnodyHrin y 103i 50 mr/m? Ha 100y (MakcHMaIbHa
no3a — 70 mr Ha no0y), snauenns AUCo.4 y mnasmi KpoBi OyiM, K MpaBHIO, 3iCTABHAMH 3i
3HAYEHHSMH, LIO CIIOCTEPIraroThCs y JIOPOCIHX IPH 3acTOCYBaHHi KacmodyHriHy B 71031 50 Mr Ha
no0y. Bei mimmiTke oTpuMyBan nperapar y mo3ax moHajy 50 Mr Ha o6y, a 6 i3 8 mamientis
OTPHMYBAIH MakCHMalbHY 103y — 70 Mr Ha x00y. KonuenTpauii kacnodyHriny B miasmi kposi
HiITKIB Gy MEHIIMMH MOPIiBHAHO 3 IOPOCTHMH, SIKHM BBOIHIIA TIpeniapar y f03i 70 Mr Ha 106y
(mo3a, Ky HalJacTillle IPH3HAYAIOTH IiUTITKaM).

Y niteit (2—11 pokiB), ki oTpHMyBanu KacnodyHris y 103i 50 Mr/m? Ha 106y (MakcHMalbHa 1032 —
70 Mr Ha 100y), 3nayenHs AUCo-24 y n1a3Mi KpoBi miciist 6araTokpaTHoro 3acToCyBaHHs IpernapaTy
Oy:1u 3iCTaBHMMH 31 3HAYEHHAMH, IO CIIOCTEPIiraloThCs Y JOPOCIIHX IIPH 3aCTOCYBAHHI KacIO(yYHIiHY
B 103i 50 Mr Ha 100y.

Y niteit monoamoro Biky (BikoM 12-23 Micsui), ki oTpuMyBaiu kacnodyHrin y no3i 50 mr/m? Ha
100y (Makcumansia jo3a — 70 Mr Ha 100y), 3HaueHHs AUCo.24 y IU1a3Mi KpoBi miciis 6ararokpaTHOTo
3aCTOCYBaHHs Ipenapary OyJid 3iCTABHUMH 3i 3HAYEHHAMH, 1110 cnomepiralomcsi Y JOPOCTHX IIPH
3aCTOCYBaHHI Kacnoq)ynrmy B 1031 50 Mr Ha 106y Ta y crapiuux aiteii (2—11 pokis), ski oTpuMyBaTH
npenapar y 103i 50 Mr/m? Ha 106y.

3aranoMm ,uoc*ryrmi JlaHi moao hapMakoKiHETHKH, e(beKTHBHOCTi Ta Oe3neKu A MalieHTIB BiKOM Bijl
3 mo 10 micsauiB oomexeni. @apmakokineTnuni gani 10-MicsyHoi AMTHMHH, gKa OTPHMYBAJa JI03y
50 mr/m? mons, npo,ueMOHCprBaJIH AUCo-24 Y TOMY X Jiama3oHi, 1o # y AiTeit cTapmoro BiKy Ta
JOpOCIMX TpH f03ax 50 mr/m” Ta 50 Mr BiAmoBiaAHO, TOA 5K y 6-MiCSYHOT IMTHHH, SKa OTpHMAa
103y 50 mr/m?, 3nauenns AUCo.24 Gy10 €m0 BHITHM.

Y HOBOHApOKEHHX Ta HEMOBJAT (BiKOM < 3 MiCsIliB), SKMM IpH3HAYaIHd KacmodyHriH y mo3i
25 mr/m? Ha 106y (cepeans mo60Ba 103a — 2,1 mMr/kr), MakcumanbHa (Ci rop) Ta MiriManbaa (C24 ron)
KOHLIEHTpauii KacmoyHriHy Imiicis 3acTocyBaHHs OaraToKpaTHMX 103 OyaM 3iCTABHHMH 3
KOHIIEHTPAllisIMH, 110 BU3HAYAINCH y JOPOCIHX IIPH 3aCTOCYBaHHI kacnodyHriny B 103i 50 Mr Ha
n00y. V Takux AiTe# y nepimiui AeHb 3acTOCyBaHHS mnpenapary 3Ha4eHHs Cj rox Oys10 mogioHuM 10
TaKoTro y IOPOCTHX, a 3Ha4eHHA C24 roq — MOMipHO BHIIUM (36 %). Onak criocTepiraiacs MiHINBICTD
3HaueHb K Ciron (Ha 4-# neHb reomerpuuHe 3HadeHHs — 11,73 mxr/mi, niamason — Bix 2,63 1o
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22,05 mxr/min), Tak i Ca4 rox (Ha 4-i IeHb reoMeTpHYHE 3Ha4YeHHs — 3,55 MKr/Mi, aiamazon — Big 0,13
no 7,17 mxr/min). ITokazuuk AUCo.24 y 1BOMY JOCTIDKEHHI HE BH3HAYAIH 3 MPUYMHH HEYACTOrO
3abopy 3paskiB. [loTpibHO migKpecquTH, MO e(heKTHBHICTE Ta OE3MEYHICTh 3acTOCYBAHHS
KacroyHriHy HOBOHapODKEHHM Ta HEMOBJIATAM BiKOM JI0 3 MICSIiB BHBYEHI HEAOCTATHLO.

5.3 loxniniuni xani 11 0e3neku

JlocnmimkeHHsS TOKCHYHOCTI ITOBTOPHHX J03 y IMYpPIB 1 MaBIl, SKi OTPHMYBaJIHM JO3H 10 7-8 MI/Kr
BHYTPIIIHBOBEHHO, TIOKA3aJIM peakilii B MicIli iH’ €Kil y IIypiB i MaBI, 10Ka3H BUILIECHHS IiCTaAMiHY
y IIypiB i meBHi MoOiyHi peakiii, BUABJIEH] B MeviHIi MaBil. JJOC/IiKeHHS TOKCHYHOCT]I PO3BUTKY ¥
IIypiB IOKa3aIH, IO Kanco(yHriH CIpHYHHSAE 3HHKEHHS MacH Tijia [UIoja Ta 301IbIIeHHs YacTOTH
HETIOBHOT'O OKOCTEHIHHA XpeOIliB, TPyAMHH Ta KICTOK Yepena IIpH 103aX SMI/KT, 1110 0yJ10 OB’ sI3aHO
3 HECNIPHATIMBOIO PEaKIli€l0 MaTepi, TAKUMH SK O3HAKH BHJIUIEHHS TiCTaMiHy Yy BariTHHX IIypiB.
Takox nosigomisnocs npo 30ibIICHHA 3aXBOPIOBAHOCTI 3 OOKy wmitHuX Xpebuis. KamncodyHria
OyB HeraTMBHHUM Yy TeCTaxX in Vitro Ha MOTEHLIHHY T€HOTOKCHYHICTH, & TAKOX IIPH CKPHHIHTY
XpOMOCOM KICTKOBOTO MO3KYy MHIIeH in vivo. JIOBrOCTPOKOBI JOCIi/DKEHHsS KaHIEPOTeHHOCTI Ha
TBApHHAX JUIA OLIHKH KaHIEPOTEHHOr0 MOTEHLiaTy He MNpPOBONMIKCE. Y  IOCTiIKEHHSX
Kanco(yHriny, NpoBeACHUX Ha caMIIX 1 caMKax LIypiB y 1031 10 5 mr/moOy, He OViIo BHABIECHO
BIUTMBY Ha (QepTHIIBHICTS.

6. PAPMAIIEBTUYHA THO®OPMAIIIA
6.1 CnHcoK 10NMOMIKHHX pe4OBHH

Caxapo3sa

Masnirton

Kuciora onrosa npo/sHa

Harpiro rinpoxcun (s perymoBanHs pH)

6.2 HecymichicThb

He 3MmimyBaTH i3 pO3YMHHHMKAMH, IO MICTATH IOK03y, ockinbkn KACMIIT Hecrabinbuuit y
PO3UMHHMKAX, IO MICTATH I'MOKO3y. Yepe3 BIACYTHICTH JOCHIDKEHb CYMICHOCTI Ie# JiKapChKuii
3aci0 He CJIij] 3MILTYBaTH 3 iHITMMH JIIKapPCHKUMHU 3ac00aMH.

6.3 Tepmin npugaTHOCTI

Jist KACMIT' 50 mr: 2 poku
Jnst KACMIT' 70 mr: 2 por

KACMIT He micTHTEL KOHCepBaHTIB. XiMiuHa Ta (izuyHa cTabiIbHICTE i/l Yac BUKOpUCTaHHS OyIia
IPOJIEMOHCTPOBaHa MpoTAroM 24 roaun npu temneparypi 25 °C abo muxkye ta npu 5 + 3 °C micns
PO3BeJIeHHS BOJIOKO Ul iH’eKIid. 3 MikpoOionoriyHoi TOYKH 30py NPOIYKT CIIijJi BHKOPHCTATH
HEeraHo, SKIIO  METOJl  BiJIKPUTTSA/BITHOBJIEHHS/PO3BEIEHHS  HE  BHKJIOYAE  PU3HKY
MikpoGionoriqyHoro 3a0pyaHeHHs. SIKIO pO3YHH HE BUKOPUCTATH HEraifHO, TO BIANOBIAAIBHICTD 3a
TepMiH IPHAATHOCTI Ta yMOBH 30epiraHHs 10 BUKOPHCTAaHHs Hece KOPHUCTYBaY.

Byna nponeMoHcTpoBaHa XiMiuHa Ta (i3uyHa cTabiIBHICTH pO3BeAeHOro 1HDY31HHOro po34yuHy 1S
nauienta npotsaroM 48 romun npu temmnepatypi Bix 2 go 8 °C i kimuaTHIH Temmepatypi (25 °C) y
pasi po3BelieHHs PO3YMHOM Hatpito xyuopuay 9 mr/mn (0,9%), 4.5 mr/mn (0,45%) abo 2,25 mr/mn
(0,225%) nns ingy3iii, abo nakTaTHAM po3duHOM Pinrepa.
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3 Mikp0Gi0I0TiYHOT TOYKH 30pYy NMPOYKT CJIiJi BAKOPHCTATH HETAiHO. SIKIIO PO3YMH HE BUKOPHCTATH
HEraiHo, TO KOPUCTYBAY HECE BIANOBINAIBLHICTE 32 TEPMiH MPHIATHOCTI Ta YMOBH 30epiraHus mif
yac BHKOPHCTaHHS, i, 3a3BH4Yail TepMiH 30epiraHHs He NMOBHHEH IEPEBHINYBATH 24 TOMUHH IIPU
Temmepatypi Big 2 no 8°C, sKImO TiMBKH BiJHOBIEHHA Ta PO3BEJEHHA He OyJ0 NPOBEIECHO B
KOHTPOJIbOBAHUX Ta NePeBIpEHUX aCEMITHUYHUX YMOBAX.

6.4 Ocob.mmBi 3an00ixHi 3ax0au npu 30epiranni npoayKTy

Hepozkpuri ¢naxonu 36epiratu B xonomuisHUky (2°C - 8°C).
[Ipo ymoBu 36epiranHs micis pO3YHHEHHS Ta PO3Be/IeHHs JIIKapchKoTro 3acoby AUB. po3in 6.3.

6.5 Ynakoska

KACMIT 50 mr
®nakoH i3 nposoporo ckia I tumy 06’emom 10 Mt i3 ciporo npo6koio 3 6poMGyTHIOBOT TYMH Ta
aJIFOMIHIEBOIO KPHIIKOIO i3 YepPBOHHM IIOJIIIIPOMIEHOBHM BiJIKMIHHM KOBIAYKOM.

amommenoro KPHIIKOIO 13 IOMapaH4YeBHUM nomrfponmeHoBmu BIKHIHAM KOBIIAYKOM.
Bunyckaetses B ynakosui 1o 1 ¢gakony.

6.6 Oco6.1uBi 3an06ixHi 3aX0AH 010 YTHIi3a1il Ta iIHIIOro MOBOKEHHS

BinHoBIeHHS I{ACMIFU
HE BUKOPUCTOBYHUTE PO3YMHHHKH, 11O MICTATH I'JIFOKO3Y, ockimeku KACMIT

HecTaOUIBHEN y pO3YMHHUKAX, 10 MicTATE rmoko3y. HE 3SMIIIYUTE TA HE BBOJILTE KACMIT
OMHOYACHO 3 BYIb-AKUMMU THIIMMH JIIKAPCBKHMMH 3ACOBAMM, ockilbku Hemae
nanux npo cymicHicth KACMII' 3 iHIMMMH BHYTPINIHBOBEHHHMH DPEYOBHHAMH, 100aBKAMH HH
JiKapchKHMH 3acobamu. BisyansHo nepeBipre iHdy3iiHMit pO3YHH Ha HAABHICTH YaCTHHOK a60 3MiHY
KOJIBOPY.

Bynp-sKku# 3alMINKOBHH NPOTHIpPHOKOBHI PpO34MH, a TAaKOX ycCi MaTepiaad, BHKOPHCTaHi JUIA
BBEJICHHS, IOBUHHI OYTH yTHJIi30BaHi BiJIMOBIIHO /IO MiCIIEBHX IIPaBHIL.

KACMITI" 50 Mr nopomoxk /uisi po34uny aas indysii

IHCTPYKIIS I3 3ACTOCYBAHHSA 1OPOCJ/IUM

Eran 1. Bignosienns cranaapraux ¢iiakoHis

JIns BiHOBJIEHHS IIpenapaTy OXOJOKeHHH GIIakoH IicTaTH 3 XOJOAMIBHUKA Ta 3aHIIHTH 10
JOCATHEHHS KIMHATHOI TeMIIepaTypHd, IOTIM B aceNTHYHHX yMoBax mozatu 10,5 mn Bomum mns
in’exuiit. KoHnenTparis BiTHOBIEHOr0 PO34YHHY CTAHOBUTHME 5,2 MI/MIL

binuit abo maiixe 6i0ro Koapopy Jiodini3oBaHHH OPOIIOK PO3UMHHUTECA MOBHICTIO. ObOepexHo
HepeMilIaTé 10 OTPUMAHHS Ipo30poro po3unHy. OTISHYTH BiAHOBIEHHI PO3YHH, MO0 YIEBHUTHCS
Y BIICYTHOCTI MEXaHIYHHX YacTOK abo 3MiHH Koisopy. Lleif BiHOBNEeHMI po3yHH MOKHa 30epiraTu
1o 24 rogun npu Temneparypi 25 °C abo nmxye abo npu 5 £ 3 °C.

Eran 2. /lonaBanus Bianosjaenoro Jikapcbkoro 3acody KACMII o po3unny s ingysiii
Po3YMHHHKH JUIA OTPHMaHH:A KiHIEBOTO pO34YHHY uid indy3ii: 0,9 % po3unH HaTpiio XJIOpHIY UL
iH’exuiit abo po3zunH Pinrepa 3 nakrarom. CtanaapTHuil iHy3iitHIE pO3YHH 171 BBEIEHHS XBOPOMY
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TOTYETHCA B AaceNTHYHHMX YMOBaX MLUIAXOM JOJABaHHSA BIJIOBIAHOI KUIBKOCTI BiJHOBIEHOTO
KOHIIEHTpATy (AK MOKa3aHOo y TabNHIi HHX4e) y MimoK abo IUIAMKY 3 POZYMHHUKOM Ui iHdy3ii
emuicTio 250 Mi. O6°em indy3ii 3MenmyroTh 10 100 Mt 11 mo6osux 103 50 Mr abo 35 Mr, AKIIO €
TepaneBTHYHA [10Tpeoda.

He 3acTocoByBaTH pO34yHH, SIKIIO BiH KaJaMyTHHI a00 MICTHTE 0Ocajl.

[IPUTOTYBAHHSA PO3YUHY JJIS IH® Y31 1151 3ACTOCYBAHHS JOPOCJIUM

06’em Crangaprumnii 3mMenmennii 06’em
BITHOBJICHOTO npomuec po3uuHy iHQY3il
npenapary NPHIOTYBAHHSA (BinHOBIEHUH
" KACMIT pas (BiTHOBIIEHHIHA KACMIT

Ho3za
IepeHeCceHHs y KACMII' nonaerscs | JOAAETHCS 10
MimoK 9u masmky | 10 250 mur) 100 mur)
3 po3unHHHKOM Aas | KiHnesa Kinnesa
ingysii KOHIEHTpallis KOHIIEHTpaIlis

50 mr 10 M 0,20 Mr/ma =

50 mr npu 3menmenomy | 10 mu = 0,47 mr/mn

00’ emi

35 Mr npu noMipHHX 7 Mn 0,14 mMr/mMn =

NOPYLIEHHSX (QYyHKIT

MeYiHKH (3 0HOTO (IaKoHa

1o 50 mr)

35 Mr npu nomipHHX 7 M1 = 0,34 mr/mn

NOpYLEeHHAX QyHKIil

neyiHku (3 ogHoro ¢akoHa

o 50 Mr) mpH 3MEHIIIEHOMY

00’ emi

* Bumict ycix ¢uiakoHiB ciif BigHoBmoBaTH 10 10,5 M.
IHCTPYKIIA 1JIS1 3BACTOCYBAHHSA ITSIM

Pospaxynox nnowi nogepxui mina (INNT) onsa 0o3ysanus dimam
Ilepen mpuroTyBaHHSAM pO3UHHY 75 1HQ Y31l BU3HAUAIOTH IJIONLY moBepXHi Tina namienTa (ITI1T) 3a
JoroMororo popmymu: (popmyna Mocreiepa)

MIT (M2) = 4/3pict (cm) X maca Tizna (kr)/3 600

Ipuzomyeanna_poszuuny 0na_ingysiii y 003i_70 m2/m?>_dna_odimeii_sikom > 3 micauie (3
gukopucmanHam graxkona 50 m2).

1. BupaxyBatu ¢akTHyHy HaBaHTaXyBaJlbHy J03y, fKa Oyle 3acTocoBaHa JUIS [MTHHH,
BHKOPHCTOBYIOYH MTOKa3HHK IUIONII IOBEPXHi Tija (K OyI1o moka3aHo BHIeE) 3a (GopMyJI010:

TIIIT (M?) X 70 Mr/m? = HaBaHTaXyBaIbHa 1034

MaxcumalibHa HaBaHTaXXyBaJlbHa /103a B IEPIIHi IEH He TOBHHHA NePEeBHITYBaTH 70 MI HE3aJIeKHO
BiJI pO3paxoBaHOl JI03H VIS Nalli€HTa.

2. Oxonomkenuit ¢uakon nikapebkoro 3acody KACMITT picTaty 3 X0JIOHIBHUKA Ta 3aJIMIIATH 0
JIOCATHEHHS KIMHATHOI TeMIIEpaTypH.

3. B acentuunux ymoBax nozxatu 10,5 mu Boxu s in’exuii®. Llei BinHOBNEHHH PO3YHH MOXKHA
36epirati 10 24 romun mpu 25 °C abo mmkue abo mpu 5 + 3 °CP. Ile nae KiHneBy KOHUEHTPALIO
KkacrodyHriny y durakosi 5,2 Mr/mi.

18



4. I3 pnakona 3 BiZHOBIEHHM pO3YMHOM HabpaTH 06°eM, IO BiimOBizae BHpaxyBaHiil JeHHii
miaTpuMytouiii m03i (eranm 1). B acemTmuHux ymoBaX mepeHecTH el 06’eM® BiHOBIEHOrO
nikapcekoro 3acoby KACMIT y mimok (aGo masmiky), mo Mictuts 250 M 0,9 %, 0.45 % a6o
0,225 % posuuny HaTpilo XJMOpuay s iH’exuiii abo posunHy Pinrepa 3 JakTaToM WISt iH’ €Ki,
Takox, wedt 06’¢M® BimHOBIeHOro mikapcskoro 3acoby KACMIT moxe 6yru goganmii 10
3MeHIIeHoro 06’emy 0,9 %, 0,45 % aGo 0,225 % po3uuHy HaTpilo XJOpHAY IS iH eKuiil abo
posunHy PiHrepa 3 jakrarom 1a iH’eKuiif, SKuil He IepeBUITYBaTHME OCTATOYHY KOHIEHTPALLIO
po3unny — 0,5 Mr/mu. Le# po3unn ms indysiit ciix 3actocysaru mpotsrom 48 rojuH 3a YMOBH
30epiraHHs B XOJMOMMIBHUKY TpH TeMneparypi 2-8 °C abo kimMHaTHiif Temneparypi (25°C).

Ipuzomyeanna posuuny ona_indysi y 003i 50 ma/m> ona_dimeii_gikom > 3 micauie (3
suKopucmanHam naxona 50 m2).

1. Bupaxysati ¢axkTHuHY HaBaHTaXyBalbHY /03y, sfKa Oyge 3acTOCOBaHA IVl JMTHHH,
BUKOPHCTOBYIOYH IIOKa3HUK IO NOBEPXHI Tina (K 6yJI0 MoKa3aHo BHILE) 3a HOPMYIOIO:

ITIIT (M%) X 50 mMr/m? = meHHa minTpUMyIOUa 103a

MakcumanbHa HaBaHTaXyBaJIbHA /1034 B IIEPLIHIi IeHb HE TOBUHHA IEPEBUINYBaTH 70 MI HE3aIeKHO
BiJl pO3paxoBaHOI I03H [UIA Malli€HTa.

2. Oxonomkenuit ¢axoH nikapeskoro 3acoby KACMID micTaTH 3 XOJIOAMIBHHKA T 3ATHIITHTH JI0
JOCATHEHHS KIMHATHOI TEMIIEpaTypH.

3. B acentiunux ymoax jponatu 10,5 M Bomu Juist in’ekuii®. Lleil BinHOBNeHHT pO3YHH MOXKHA
30epiraru 10 24 romun npu 25 °C a6o Hmkde aGo npu 5 + 3 °CP. Ile mae KiHIeBy KOHIEHTpALIO
KacnoyHriny y ¢nakosi 5,2 Mr/mu.

4. I3 QmakoHa 3 BiJIHOBIEHHM pPO3YMHOM HabpaTH 06’€M, IO BiANOBiJae BHpaxyBaHill AeHHii
miaTpuMytouii no3i (etam 1). B acenTHyHHMX ymoBax mnepeHecTH Ieif 06’eM® BigHOBIEHOrO
nikapcekoro 3acody KACMITT y wmimok (abo musmky), mo Mictuts 250 M 0,9 %, 0,45 % a6o
0,225 % po3uuny HaTpilo XJOpHIAY s iH’ekuiif aGo po3umHy Pinrepa 3 makraToM Ui iH’eKILi.
Takox, neii 06’eM® BimHOBNeHOro sikapckkoro 3acoby KACMII moxe 6yt momaHmii 110
sameHuenoro o6’emy 0,9 %, 0,45 % abo 0,225 % posuuHy HaTpilo XJIOpHAY Uld iH ekmiii aGo
posuuny Pinrepa 3 jakTaTtoMm And iH’eKmilf, SKHif He IepPeBHILYBaTAME OCTATOYHY KOHIIEHTDALIIO
posunny — 0,5 mr/ma. Ile#t po3umn s ingy3iit ciix 3acrocyBaru mpotsarom 48 rojuH 3a YMOBH
30epiraHus B XOJOJHIBHAKY IpH TeMiepatypi 2-8 °C a6o kimuaTHi# Temneparypi (25°C).

Hpumimku w000 npuzomyeanna:

a. Binuit abo Maibke Gimoro xosmbopy niodinizoBaHHii NMOPOIIOK PO3YUHUTHECS MOBHICTIO.
O6epesxHO nepeMilaTH 10 OTPUMAHHS IIPO30POr0 POZUHHY
b. OrnsgnyTH BIZHOBIECHHH PO3YMH, MO0 YNEBHHTHCSA Y BIACYTHOCTI MEXaHiYHMX YacTOK abo

3MiHH KOIBOpY ICII BiTHOBJIEHHS J0 BBeleHHs iH’exuil. He 3acrocoByBaTd po3umMH, SIKIIO BiH

KaJlaMyTHHH ab0 MICTHTB ocajl.
. Jlikapcekuii 3aci6 KACMIIT poctynHuii s 3abe3nedyeHHs MOBHOI 103, 3a3HA4YeHO! Ha

¢nakoni (50 mr) npu 3abopi 3 ¢uraxona 10 mi1.

OPONIOK /LISl NPHUTOTYBAHHS PO3YMHY LISt indy3ili
AE eﬁ%jz%k l .x_, T y— -..» R B BT A - i
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3. B acentnuHux yMOBax ,uona'm 10,5 MJI Bom; And in’exnin®. Llel BiHOBIEHHH PO3YHH MOXKHA
30epirati 10 24 roauH TIpH 25 °C a6o HIKde abo mpu S5 £ 3 °CP. Ile nac KIHIIEBY KOHIIEHTDALIIO
KaCHOtl)YHI‘lHy y Qmarcom 7,2 Ml‘/MJI : :

4. I3 (bﬂaxona 3 BmHonneHnM poquHOM Ha6pa'm 00’em, 0 BifMOBigae BHanVBaHIH JICHH]
nm‘rpnmyroqm n03i (etam 1). B acenTHuHMX ymoOBax NepeHecTH et 06’em* BIIIHOBJIeHOI‘O
JIKAPCBKOT0. 3ac06y KACM[F Yy MilIoK (a60 mmmxy) 1mo Mictuts 250 ma 0,9 %, 0,45 % abo
0,225 % po3unny Ha'I‘plIO XJIOpHAY 17 iH’ €KL 260 po3unHy PiHrepa 3 makraTtom JUISL 1H €Ki,
Taxon{, et 06’eM® BiJHOBIEHOIO JiKapcChKOTo 3acoby KACMIIT mosxe Oyt jonaHuit 10
3MEHIIEHOr0 06°eMy 0,9 %, 0.45% a6o 0,225 % PO3YMHY HATpil0 XJOPHAY IS iH’€KIiH abo
PO3YHHY P1Hrepa 3 IAKTAaTOM JUIA iH’ €Ki, SKui He TIEPEBUIIYBATHME OCTATOYHY KOHICHTPALIO
po3unny — 0,5 mr/mir. Lleit PO3YMH /14 1H¢>y3m [ 1h 3acrocynam npoTAroM 48 ronuH 3a yMOBH
36ep1raHH51 B xono;.mnbnnxy an TeMnepaTypl 2- 8 °C abo kiMHaTHil Temmeparypi (25°C).

ngzomgeaunﬂ po3uUHY t)Jm mg(;v:uu y t)o:n 50 Ma/M" ona t)tmeu gikom > 3 .mc;mm (3
SUKOpUCMAHHAM (prakona 70 m2). ; :

1. Bupaxysatu (pa.KTHtmy HaBaHTaxcyBam;Hy nosy, siKa Oyne 3acTtocoBaHa i JWTHHH,
BUKODHCTOBYIOUH noxa;HHK IUTOLI IOBEPXHi Tia (K 6yJ10 MOKa3aHo BHIIE) 33 GOPM yII0HO:

IIIIT (M%) X 50 Mr/m?= nenna NiATpHMyIOua 1032

MaxcmuanLHa HaBaH'raxcyBanLHa 1103a B nepnmn JICHB He nosmma TiepeBUILyBaTH 70 MT He3aIeKHO
BiJl PO3PaXOBAHOL A03H JUTS TIALli€HTA. - :

2. Oxomnomxenuit tbnaxorx mxapcmcoro 3ac06y I{ACMIF chaTH 3 XOJIOAUJIbHHKA Ta 3aTHIITHTH JI0
AOCATHEHHs KIMHATHO! TEMIIEPATypH. |
3. B acentuunux yMonax poxatu 10,5 mn BOJ:[H JUTS iH ek, Lle# BiTHOBIEHHH pO3UMH MOKHA
36epirati 10 24 roaus npu 25 °C aGo HIKYe 260 npu S + 3 °C". I1e aae kiHmesy KOHIIEHTPALIIIO
Kaco(yHIiHY Y (bnaxom 7,2 Ml‘/MJ'I :

4. I3 qgnaKOHa 3 BIIHOBIIEHUM DPO3YHHOM HaGpam 00’eM, IO BIAMOBiNae BHpaxyaaHm JIeHHIi
nm’rppmyror{m A031 (etan 1). B acenTHYHUX ymOBax NEpEHeCTH e 00’eM (Mi1)° BiTHOBIEHOTrO
JikapceKoro 3acoby KACMIT y mimok (a60 rmsnmcy) mo Mictuth 250 Mnt 0,9 %, 0,45 % a6o
0,225 % PO3HHHY H&TplIO XJIOpHAY s iH “eKlif ab0 po3unHy PiHrepa 3 MakTaToM Uis iH’eKIiii.
Taxosx, nei 00°eM® BimHOBIEHOro Jikapcekoro 3acody KACMIL wmosxe OyTu ,HOII&HHPI 10
ameHmeHoro 06’emy 0,9 %, 0,45 % a6o 0,225 % PO3YHHY HATpilO XJOPHIY IS iH’exmiit a6o
po3urHy PiHrepa 3 JakTaToM JUIst iH’€KLiH, SKHH He NMepeBHIIyBaTHME OCTaTOYHY KOHIEHTPAILiIO
po3unny — 0,5 mMr/mi. I_Ieu PO3UHMH I 1Hfby3m () 1B 3aCTOCYBATH NPOTATOM 48 roJuH 3a YMOBH
36ep1raHHa B XOJIOI[HJ'H:HPIKY npn TeMnepa'ryp1 2- 8 °C a6o KiMHATHI# TeMieparypi (25°C)

T~E

prmmku u;odo npuzomysamm. .

a. Bimuii abo Maiixe 61010  KoJBOpY moq;unsonannu TOPOINOK PO3YMHUTECA NOBHICTIO.
O6epexHO nepemma'm 10 mpnmamm npoaoporo PO39HHY
b. OnIAHYTH BiHOBJIEHUH PO3YHH, moﬁ YHCBHHTHCH ¥ BIICYTHOCTI MeXaHiUHHX 4acTOK aGo

3MIHH KOJBOPY IiCd anosnenm 10 BBeneH}m m ‘exnii. He 3acTocoByBaTH po3umH, SIKINO BiH
KaJraMyTHUH a00 MICTHTB Ocal. ;

{c; JIlKapCBKHH 33016 KACMIF ,nocrymmn 1A 3a6e3MedeHHs MOBHOT J03H, 3a3HAa4YeHO] Ha
daaxoni (70 mr) npu 3a6opi 3 pnakona 10 M1,

7. BMACHUK PEECTPALIIMHOI'O IMTOCBITYEHHS

OAPMATEH IHTEPHEIIHIJI C.A.

BYJI. IEPBEHAKIOH 4, 153 51, IIAJUIIHI, ATTUKA
Ten.: +30 210 66 04 300

®axkc: +30 210 66 66 749

e-mail: info@pharmathen.com

8. HOMEP(H{) PEECTPAIITHOIO ITOCBUIYEHHS
21




<[3anoBHI0€THCS B Kpaini]>

9. JATA OTPUMAHHS IIEPHIOTO JO3BOJIY/IIPOAOBKEHHSI TEPMIHY JIi
HO3BOJIY

<[3anoBHIOETHCA B KpaiHi]>
10. JATA IIEPEIJISAAY TEKCTY

<[3anoBH10€THCS B Kpaimi]>

22
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IHeTpyKUis 18 MeIHYHOr0 3aCTOCYBAHHSA JIIKAPCHKOr0 3200y dﬁbopmamﬂ s
KOpHCTYBa4a

KACMIT" 50 mr TOPOMIOK 151 IPHT OTYBAHHS PO34MILY /IS indysii
- KACMIT 70 Mr nopomok A5 NpHroTyBaHHS pO3duHy A1s iHdy3iil
Kancodyurin

VYBaxkno npounTaiiTe BCI0 IHCTPYKLil0 mepel 3acrocyBaHHaM Bam aGo Bamiii aurmmi,

OCKIJIBKHM B Hiii MicTHTBCH BaxauBa s Bac indopmanis .

— 306epexiTh 110 iHCTpyKIi0. MoxiBo, BaMm J10BeeThCs MpoYnTAaTH il 11IE pas.

— JSxwmo y Bac € 101aTKoBI 3aMTaHHS, 3BEPHITHCS 0 CBOTO JIiKaps, MeacecTpH abo hapMarieBra.

— JSlxmo y Bac BUHMKHYTH Oyab-ski noOiuHi peakiiii, IOBiJOMTe CBOIO JIiKaps, MejcecTpy abo
dapmanesra. Ile Takox cTocyeTscst OyAb-IKHX MOMXJIHBHX IMOOIYHHX peakiiil, He 3a3HAYEHHX Y
i iHcTpykKuii. J{uB. po3min 4.

o MicTuTHCH B Hill iIHCTPYKIii:

IITo Take KACMIT i ju1s 40oro BiH 3aCTOCOBYETHCS?

IITo BaM notpibHo 3HaTH, mepmt Hix npuitmaty KACMIT
Sx 3acrocoryerbes KACMIT

MosxuBi noGiyHi peakiii

Sk 36epiratu KACMII®

BMicT ynakoBku Ta iHma iHpopmaris

P g [k 30 f=

1. 1o Take KACMII' i ay1s 4oro BiH 3aCTOCOBYEThCH 7

o Take KACMIT
KACMII' Mmictuth pedoBHHY mix Ha3pow kacnodyHrin. Ile BimHOCHTBCS A0 Kiacy ki, sKi
HA3UBaIOTHCS IPOTHTPHOKOBUMH.

Sk 3acrocoByerbes KACMIT

KACMII 3acTOCOBY€EThCA /s JTIKYBaHHA TaKUX iHGEKIi# y giTedt, miamiTKiB 1 JOPOCITHX:

e cepiio3ni rpubkoBi iHdekuii y TkaHuHax abo opraHax (Tak 3BaHWH «IHBa3HBHUII KaHIUI03)).
ITro indexuito BUKINKAIOTE TpUOKOBI (IpixIXKOBi) KIITHHH Nij Ha3Bowo Candida.

Jltoau, sKi MOXYTh 3apa3sHTHCA LIAM THIIOM iHQeKIii, BKIIOYaTh THX, XTO HIOHHO IepeHic
omnepaiiio, abo THX, yds IMyHHa cucTeMa ocnabnena. HalimonmmpeHIMMH O3HAKaMH I[LOT0O
TUMy iH(eKIil € IMXxoMaHKa Ta 03H00, AKi He pearyloTh Ha aHTHOI0THKH.

e rpubKoBi iH(eKIl y HOcl, mazyxax abo jgereHax (Tak 3BaHHH «iHBa3UBHMI acIepriabo3»), SKIo
iHImII TpOTHrpHOKOBI METOIH JIIKYBaHHA HE ClpalioBaid a0 SKINO BOHH BHKJIMKAIM IOOIYHI
peaxtii. I{s indekuis BUKIMKaeTbcs rpuOKOM I Ha3Boo Aspergillus.

JIromu, y SKAX MOXE PO3BHHYTHCS Led TuUn iHdekuii, BKIIOYAIOTh THX, XTO IPOXOIUTH
XiMioTepariio, THX, XTO IIepeHic TPaHCIUIAHTAIlilo, i THX, YU IMyHHa cHcTeMa ocyiabieHa.

e mimo3pa Ha rpubKoOBY iHGeKIio, Ko y Bac mMxomMaHka Ta HU3BLKHIl piBEHb JEHKOLHUTIB, SK1 HE
NOKpAIIMIACS MiCHs JiiKyBaHHsA aHTHOloTHKamu. J[0 IpymH pH3HKY DPO3BHTKY IPLKIKOBOI
iHdeKwil BXOAATh Ti, XTO IEpeHic onepaiio, abo Ti, XTo Mae ocnabneHy iIMyHHY CHCTEMY.

Sx nie KACMIT

KACMIT' ocnabmoe IpuOKOBi KINTHHH Ta 3yMHHAE HOpManbHMil pict rpubka. Ile 3amobGirae
NOIIMPEHHIO iH(EKIT 1 Jac IPUPOIHUM 3aXHCHHM CHJIaM OPraHi3My IIaHC NOBHICTIO MO30yTHCS
B1J1 iHdexuii.

2. Illo Bam moTpidHo 3naTH, nepm Hixk npuiimatn KACMII'
Bam ne caix 3acrocopyBatu KACMITI':



* y pasi aneprii Ha Kancodynrin abo Oyap-AiKMil IHIIMI iHIPEMiEHT HBOTO JIKAapChKOro 3acoldy
(3a3HavaroTECH Yy po3aini 6).
Slxkmo Bu He BIEBHEHI, IOrOBOPITH 31 CBOIM JiKapeM, MeacecTpoio abo dapMaleBTOM, HEPII HIXK
Bawm npusnavats KACMIT'.

[Tonepemxenns Ta 3anobizkui 3axoau

IToroBopits 3i CBOIM JlikapeM, MezicecTpoto abo dapmanesrom, nepu Hix npuiimats KACMII™:

e gxmo y Bac anepris Ha Oy/1p-skuii iHIIMIH J1iKapcbKHH 3aci0,

e gxmo y Bac xomu-ueGyas Oyiu npobiieMH 3 neuinkoro — BaM Moxke 3HanoOuTHCs iHINA /1032
I[BOTO Npenapary,

e sxmo Bu Bke mpuiiMaeTe HHKIOCIOPHH (BHKOPHCTOBYETHCS JUIS 3al00iraHHS BiATOPTHEHHIO
TPAHCILIAHTOBAHOTO OpraHy abo mpurHiueHHs Bamroi iMyHHOI cucTeMH) — ocKinbku Bamomy
JKapIo MOKe 3HafoOUTHCS 3po0HTH H0IaTKOBI aHaIi3H KPOBI I1iJ 9ac JIiKyBaHH4,

e sxkuo y Bac Oymu Oyab-sxi iHmi MendHi mpobieMu.

SIkmo Oyap-10 3 BHIE3a3HAYeHOro crocyeThes Bac (abo sxmo Bu He BIEBHEHI), MOroBOPITH 3
CBOIM JiKapeM, MezicecTpolo abo ¢apmareBroM, nepm Hixk npuiiMmatn KACMIT'.

KACMII Takox MO€ BHKJIMKATH CEpPHO3HI IKipHi mobiuHi peakuii, Taki sk cuHapom CriBeHca-
Jlxoncona (CCJI) i Tokcuunuii enigepmansuuit Hekponis (TEH).

Inmi gikapeski 3acodun Ta KACMIT

IToBimoMTe cBoro imikaps, MenacecTpy abo ¢apmanesTa, skmo Bu npmiiMaere, HEIIOAaBHO
npuiiMman abo MoxeTe mpuitMaTh Oyab-ski iHmi jikapceki 3acobu. Ile crocyeThes — Takox
Oe3pelenTypHHX JiKapchKHX 3acobiB Ta Jikapckkux Tpas. lle moscHioeTbes TuM, mo KACMID
MOK€ BIUIMBATH HA Ji0 JEAKHX iHIIMX JiKapchKHX 3aco0iB. Takox meski iHIII JiKapchbKi 3aco0M
MOXYTh BILTHBaTH Ha Jito KACMIT'.

IToBioMTe cBOroO JiKaps, Meacectpy abo dapmanenra, akimo Bu npuitmaere 6yap-aKi 3 HACTYIIHHX
JI1K1B:

e IMKJIOCOOPMH abo TakpodiMyc (BHKOPHCTOBYIOTHCS s 3amoOiraHHs —BiATOPTHEHHIO
TPaHCIIAHTOBAHOI'0 OpraHy abo JUI TpPHUTHIYEHHS IMYHHOI CHCTEMH), OCKUJIBKM IIijl Yac
JiKyBauHs Bamomy Jikapio Mojke 3HaJOOUTHCS ITPOBECTH JIOJATKOBI aHalIi3H KPOEi,

NesAKi JTiKapehKi 3acobu mis nikysaunus BlJI-indexii, Taki sk edasipen abo HeBipamiH,
denitoin abo kapbamaseniH (3aCTOCOBYIOTHCS /IS JIIKYBaHHA €IICNITHIHUX HaMaliB),
JieKkcaMeTasoH (crepoin),

pudamminuy (aHTUOI0THK).

SIkmo Gynb-gKuii i3 BHIe BKasaHUX cTocyeThess Bac (abo sxmo Bu He BmeBHEHI), MOroBOpITH 3
CBOIM JlikapeM, MezicecTporo abo dapmanerTom, nepm Hix npuiimaty KACMIT.

BariTHicTh i roxyBaHHs TPYAbMH

Slkmo Bu BariTHi a6o romyere rpyabMH, AyMmaeTe, IO MoxeTe OyTH BariTHi abo maHyere

3aBariTHITH, 3BEPHITHCS 3a IOPAJOI0 J0 CBOTO JIiKaps Iepesl 3aCTOCYBaHHIM LBOTO IPEnapary.

e KACMIT mHe moCHifKyBaBcs Ha BariTHMX kimkax. Moro cmin 3actocoByBatd min wyac
BariTHOCTI, JIMIIIE SKIIO MOTEHIIIHA KOPUCTH NTEPEBUIIY€ MOTEHIIHHIN PU3HK 1/ IUI0JA.

e Kinkawm, sxi npuitmatots KACMIT', He cnizx rogyBaTi rpyabpMH.

BB Ha 3JaTHICTH KepYBATH TPAHCIIOPTHHM 32c000M i BHKOPHCTOBYBATH Pi3HI MeXaHI3MH
Hemae indopmarii, ska cimuuts mpo Tte, mo KACMIIT moxe BrumBatd Ha Bamry 3maTicTs
KepyBaTH aBToMOGiieM abo MpalroBaTH 3 MeXaHi3MaMH.



3. Sk 3acrocoByerbess KACMIT
KACMII" 3apx/M MOBHHEH I'OTYBATH Ta BBOAMTH MEIHYHHIH MPaIliBHUK.

Bawm 6yne npuznayeno KACMIT:

® OIuH pa3 Ha 100y

® LUIIXOM IOBLIBHOI iHQY3ii y BeHy (BHYTpilIHbOBeHHA iH(Y3is)
e TpoTsAroM npubau3HO 1 roauHu

Bamu nixkap BM3HauMTh TpHBalicTh Bamoro yikyBaHHS Ta KUIBKICTB Jikapchkoro 3acoby KACMIT,
AKy Bu orpumyBatuMmere moxus. Bamn nikap nepeiputh, K JikapchKuii 3aci6 gie ma Bac. Skmo
Bama Bara 6inpme 80 xr, To Bam MoxuBo HeoOXiHa iHIIA A03a.

3acrocyBaHHs y aiTeii Ta niniTkis
Jlo3a ma niTedt i MM TKIB MOJKe BiAPI3HATHCA BiJ 103M JUIA JOPOCITHX.

HepenoszyBanns KACMIT

Bam nikap BUpimMTB, cKinbku sikapcpkoro 3acoby KACMIIT Bam noTpiGHO Ta MpOTAroM SIKOTO
gacy moaus. Sximo Bu ctyp6oBaHni THM, 110 MOXKIIHBO NPHHHANH Oi/bIny 03y JTIKapChKOro 3aco0y
KACMIT, HeraifHo MOroBOPITH 31 CBOIM JiKapeM abo MeICecTporo.

Sxmo y Bac BUHMKIM 07aTKOBI 3alIMTaHHSA IOJ0 3aCTOCYBAHHSA ILOTO MPENapary, 3BEPHIThCS 10
CBOTO Jikaps, MezcecTpH abo ¢apmanesra.

4. MoxmBi nodiuni peaxuii
Sk 1 Bei nikapebki 3aco0u e IipernapaT Mo)Ke BUK/IMKATH [OOIUHI peakilii, Xo4a BOHM BUHHKAIOTh
He y BCIX.

Heraiino norosopite 3i e¢Boim gikapem abo meiacecTporo, skmo Bu nmomitmim Oyab-siky i3
HaBeJICHMX HHKYe MobivHuX peakuiii, ockinbkn Bam mozke 3Ha100HTHCH TepMiHOBA MeIHYHA
aonomora:

*  BHCHII, CBepOIX, BIIYYTTA xapy, Habpsak obauyus, ryd abo ropma abo yTpy/aHeHe JUXaHHS
— y Bac moxe OyTH ricraMiHoBa peakilis Ha JiKH,

* yTpyJHEHE AMXaHHsS 31 CBHCTOM ab0 BHCHIIOM, IO NMOCHIIOETBCS — Yy Bac moxe 6yTm
aJlepriyHa peaxilisi Ha JIKH,

* Kamenb, cepHO3HI TPYOHOIII 3 IUXaHHAM — SKIIO BW Jopocnuii i Maere iHBa3sHBHHIA
acnepriibo3, y Bac MOXyTh BHHHKHYTH CepHO3HI MpoOleMH 3 OUXaHHSM, SKi MOXYTb
[IPU3BECTH 0 AUXATBHOI HEIOCTATHOCTI,

*  BHCHI, JIyNICHHS IIKipH, BUPa3KM Ha CJIH30Bii OOONOHII, KPONMB'SHKA, BEIUKI JUISHKHA
JyIIEHHS MIKipH.

Sk i y Bumanky 3 OyIb-SIKHMH JIiIKapCHKMMH 3aco0aMH, IO BiIIYCKAIOThCS 3a PeLelToM, AesKi
noOiyHi peakuii MOXyTh OyTH cepilo3HMMH. 3BEpHITBCS OO0 CBOTO JiKapsd AIf OTpPHMaHHS
JIOJIaTKOBO1 iH(pOpMALii.

i no6GivHi peakuii y JOPOCIHX MOKYTh OYTH HACTYITHHUMH:

Yacro (MoxyTh cioctepiratucsa y 1 3 10 ocib):

® 3HIKEHHs PiBHA reMorio0iHy (3HM)KEHHH KOMIIOHEHT, IO IIEPEHOCHTH KHCEHL y KpOBI),
3MEHIIEeHH KITBKOCTI JIEHKOITUTIB,

e 3HIKEHHs piBHS ansOyMiHy (THITy OiNKa) y KpOBi, 3HHKEHHS PiBHS Kajilo a00 HU3BKHH PIBEHb
KaJIilo B KPOBI,

e TOJIOBHHH OiJb,



3anajieHHs BeHH,
3a/IMIIKa,

niapes, HynoTa abo 6ioBoTa,

3MIHM TI€BHUX J1a0OpaTOpPHHUX aHaNi3iB KpOBi (BKIIOYAIOYHM IiJBHINEHHS 3HA4YeHbL IIEBHUX
NeYiHKOBHX Npob),

cBepOiX, BUCHIIAHHS, IOYEPBOHIHHA WKipu abo Oinblua MITIMBICTh, HDXK 3a3BU4ail, Oilb y
cyriobax,

03HO0, TMXOMaHKa,

cBepOiX B MicIli yKoIIy.

Heuacro (MoxyTh cioctepiratucs y 1 i3 100 ocif):

3MIHH B IEBHHMX Ja0OpaTOpHMX aHaldi3aX KpOBi (BK/IIOYAIOYHM IOPYILEHHS 3rOpTaHHS KpOBI,
TPOMOOIIUTIB, EPUTPOILMTIB 1 JICHKOIMTIB),

BTpaTa ameTHTy, 30UIbIIeHHS KUIBKOCTI PIAMHH B OpraHi3Mi, MOPYLIEHHS EJIeKTPOJITHOIO
OamaHcy opraHi3aMy, BHCOKHI piBE€Hb LYKpY B KpOBi, HHU3bKHH piB€Hb KaJbIlI B KPOBI,
[iJBUIIEHHH piBeHb KaJBI[il0 B KpOBi, HHM3bKHIl piBeHb MarHilo B KpOBi, IIiJIBHIIEHA
KHCJIOTHICTB KPOBI,

Jie30pi€HTalis, HEPBO3HICTh, TPYAHOIII 31 CHOM,

BITYYTTS 3allaMOpPOYEHHS, 3HMKEHHS BITUYTTS abo 4yTauBOCTI (0COOIMBO IIKIpH), TPEMTIHHS,
BITYYTTS COHJIMBOCTI, 3MiHa CMaKy 1)Ki, MOKOJIIOBaHHA ab0 OHIMIHHA,

3aTyMaHeHHs 30py, [iIBUIIIeHa CIb030Teda, HaOpSK IOBIK, IT0KOBTiHHS OLIKIB ouel,

BIZIUYTTA IPUCKOPEHOr0 a00 HEHOPMAIBHOIO CepleOUTTS, IPUCKOpeHe cepleOUTTs, aHOMallbHe
cepLeOUTTS, aHOMATILHUI CepIIeBHI pHTM, ceplieBa HEIOCTATHICTD,

panToBa €pUTEMa, IPHUIUIMBH, BUCOKMH KpOB'SIHHH THCK, HH3BKHH KpOB'SHUH THCK,
II0YEPBOHIHHA HAJTO YYTJIMBOI Ha JOTHK BEHH,

HaNpy>KEHHS M’SI30BHX BOJIOKOH HABKOJIO JAMXaJIbHUX IUIAXIB, 110 MPU3BOJUTH 10 XPHUIIB abo
KalllTI0, IPHCKOPEHOI0 JIMXaHHs, 3aIUIIKH, fKka Bac OyuTh, HU3bKOTO BMICTY KHCHIO B KpPOBI,
HEHOPMAJIBHOTO [UXaHHS, IOTPICKYBaHHS B JIET€HSAX, XPHIIB, 3aKJaJe€HOCTI HOca, KalLTIo,
Goutro B rop,

Olnb y KHMBOTI, OLJIb Y BEpXHiil YaCTHHI XKHUBOTA, 3YTTS KHBOTA, 3aKpell, YTPy/IHEHE KOBTAHHS,
CYXiCTh Y POTi, HETpaBJIEHHS, ra30yTBOPEHHS, JUCKOM(OPT y IUTyHKY, HaOpsK Hepe3 piiuHH
HaBKOJIO JKHBOTA,

3MEHIICHHSA BiATOKY JKOBYi, 30iMbINEHHA NEYiHKH, MOXOBTIHHSA INKipH Ta/abo OUIKIB oueil,
MOLIKO/KEHHS TIEUiHKH, CIIPUYHHEHE JliKaMi ab0 XiMIYHAMH peYOBHHAMM, PO37Iajl MeYiHKH,
aHOMaJIbHa TEKCTYypa IIKipH, reHepalizoBaHuil cBepOiXk, KPOIMB’ STHKA, BUCHUII Pi3HOTO BUTJIANY,
aHOMaJIbHA IIKipa, YepBOHi, YacTo cBepOJIsyi paHM Ha pyKax 1 Horax, a iHOAI Ha oOiMy4i Ta
peruri Tina,

6inp y cruHi, 61k y pykax abo Horax, Oi1b y KicTKax, OUIb y M s3ax, M’A30Ba c/1a0KiCTh,

BTpata (GyHKIlil HUPOK, panToBa BTpara (QyHKIIi HEPOK,

6inp y Micui BBelleHHs KareTepa, CKaprH Ha Micie iH’ekuii (IoYepBOHIHHS, TBepJa INMIIKA,
Oinb, HaOpsAK, MOJpa3HEHHS, BHCHI, KPONHMB’§HKA, BHTIK pPiAMHH 3 KareTepa B TKaHHHY),
3al1aJIeHHs] BEHH B MicCIli iH’ eKIlii,

HiBHINEHHS apTepialbHOr0 THCKY Ta 3MiHM II€BHHX J1a0OpaTOpHHX aHali3iB KpoOBi
(BKJIIOYAIOYM €JIEKTPOJNITH B HHpPKaX i KOAryysliio), IMiJABHINEHHA piBHA JIKIB, fAKi BH
IpUiiMaeTe, AKi CTUMYJIIOIOTE IMYHHY CHCTEMY,

nackomdopr y rpyasx, Oine y TIpyasx, BimdyTTs 3MIiHH TEMIEpaTypu Tila, 3araibHe
He3ly)KaHHs, 3aralbHui Oinb, HaOpsx oOnHYYs, HaOpSAK IMHKOIOTOK, PyK abo Hir, HaOpsK,
YYTJIMBICTh, BIAYYTTSA BTOMH.

JonaTkosi mobiuni peaxuii y aireii Ta nianiTkis



Hy:xe gacTo (MOxyTh crioctepiratucs outbine HiX y 1 3 10 ocib):
e JMXOMaHKa.

Yacro (MoxyTh crioctepiratucs y 1 3 10 ocib)
® TOJIOBHHH OiJIb,

® IpHCKOpeHe cepleOuTTH,

® panToBe IMOYCPBOHIHHS, 3HHXKECHHS apTepiabHOIO THCKY,

e 3MiHM JesKHX J1ab0paTOpHHUX aHai3iB KPOBi (I1i{BHILEHHSA 3HAYEHD JIEAKHX MEYIHKOBHX MPo0)
® KpOIMB’AHKA, BUCHII,

e 01 y MicIIi BCTaHOBIIEHHS KaTeTepa,

® 03HOO,

® 3MiHH OKpeMHX J1abopaTOpHHUX JOCIIiIKEHb KPOBI.

IloBinominenus npo nodiuni peaxuii

Sxkmo Bu nomiTmmu Oyap-aki moOiuHi peakmii, NOBiZOMTe CBOTO JiKaps, MejcecTpy abo
¢apmarenra. Lle Takox cTocyeTbes Oyab-IKHX MOXIMBHX MOOIYHUX peakiiif, He 3a3HaYeHUX Y i
iHCTpyK1il. Bu Tak0oX MoXeTe IMOBiJOMHUTH Mpo NnobOiuHi peakuii Oe3rnocepeHpo:

HanionanbHe areHTCTBO 3 JIiKapChKHUX 3aco0iB

IIpocn. Mecorion, 284,

155 62, Xonaproc, Adinu

Ten.: +30 21 32040380/337

®axc: + 30 21 06549585

Be6-caiit: http://www.eof.gi

[Moinomnstoun npo nodiuni peakuii, Bu Moxere momomort 3ibpatu Oinpme ingopmarii mpo
Oe3neyHicTh IILOTO IIpenapary.

5. SIk 36epiratu KACMII
Ileit mpenapat ciijx 30epiraTd B HEAOCTYITHOMY JUIA JIiTeH MicIi.

He BukopucToByiiTe 1eH npemapar micis 3aKiHYEHHS TEPMiHY NPHIATHOCTI, 3a3HAYEHOTrO Ha
ynakoBui Ta ¢makoni micna «EXP». TepMiH npuaaTHOCTI — Il OCTaHHIM [eHB 3a3HAUEHOTO
MicsIs.

Heposkputi ¢pnakonu 36epiratu B xonoaibHUKY (2°C - 8°C).

byna mpomemoHcTpoBaHa XiMmiuyHa Ta (izuuHa cTabilbHICTH MiJ Yac BUKOPHUCTAHHS MPOTATOM 24
roauH npu Temneparypi 25 °C abo Huxue Ta npH 5 = 3 °C miciis po3BeleHHs BOJOKO Ul iH €KILiH.
3 MikpoOioNOriuHOi TOYKH 30pyY HPOAYKT CIiJl BHKOPHCTATH HEraiHoO, SKIIO MEeToJ
BiIKPUTTS/BiJHOBJICHHS/PO3BEICHHS BUKITIOYAE PU3HK MiKpoOioIoriyHoro 3abpyAHeHHs.

Lle MOSICHIOETHCS THM, IO BiH HE MICTHTb JKOJHHX iHIPEi€HTIB, IKi NPUTHIYYIOTH picT OakTepiii.
SIKIO TIPOAYKT HE BHKOPHCTAHMH HeraifHO, KOpHCTYBad Hece BIANOBINAIBHICTE 3a TEpMiH
NPHIATHOCTI 1 yMOBH 30epiraHHs 10 BUKOPHCTaHHA.

Byna npoaeMoHcTpoBaHa XiMiyHa Ta (i3nyHa cTabiILHICTE po3BeieHoro iHdy3iiHOro po3uuny /s
naunienTa npotsaroM 48 roauu mpu Temmepatypi Bin 2 no 8 °C i ximHatHi# Temneparypi (25 °C),
po3BesieHa po3uMHOM HaTpito xnopumy 9 mr/ma (0,9 %), 4,5 mr/mn (0,45 %), abo 2,25 mr/mu
(0,225 %) s indysiit, abo makTaTHEM po3unHoM Pinrepa.

3 MikpoGionori4yHoi TOYKH 30py MPOAYKT CIiJi BHKOPHCTaTH HeradHo. SIKmio po34yuH He
BHKODHCTATH HEraHo, TO KOPHCTYBau Hece BiAMOBiZaNbHICTh 32 TEPMiH NPUAATHOCTI Ta YMOBH
36epiranHs ITijl Yac BUKOPHCTAHHS, i, 3a3BU4Yail TepMiH 30epiraHHs He MOBHHEH NEpEBHIIyBaTH 24



TOJIMHK IIpH TemiepaTypi Bix 2 no 8°C, AKIO TiNbKH BiAHOBIEHHS Ta PO3BEJEHHA HE OYIIO
IIPOBE/ICHO B KOHTPOJILOBAHHX Ta NIEPEBIPEHUX aCENTHYHHX YMOBAX.

Tinbkn xBamipikoBanuil MeIMUHMH NpPAaUiBHHK, SKMH MpPOYMTAB TOBHY IHCTPYKILI, MOBHHEH
TOTYBATH JIiKHU (UB. HIk4e «IHCTpyKuil o0 BiHOBeH S Ta pospenenHs KACMIL ),

He Buxupaiite niku B nenTpanizoBany Kanamizanioo a6o pasom 3 MOGYTOBHMH BiIXOZAaMH.
Sanuraiite apmaleBTa, SK BHKHHYTH JiKH, sKi BH Oinblue He BHKopHcTOByeTe. Lli 3axomm
JOTIOMOXYTh 3aXHCTHTH HABKOJIMIIHE CEPEIOBHIIIE.

6. BmicT ynakoBkH Ta inma indopmanis

Illo mictute KACMIT
Jlitoya peyoBHHA — Kacmo(yHTiH.
_KO}KGH (bnaKOH KACMIT" 50 mr MlCTHTL 50 mr kacniodyHriny (y BHer,m auerary).
Kosxen drakon KAC 0 MT MiCT, Mr"KacnquynnHy (y BETIA aneraty). i
I'hcna po3Benenns no 10,5 MIT BOZIOKO st iH’€KIii, 1 M KOHIIEHTpaTy MicTUTh 5,2 Mr a6o
7,2 Mr kacniodyHriRy.

— IHmmMMu iHrpelieHTaMy € caxapo3a, MaHiTON, OIITOBA KHCIIOTA JIbOJSHA Ta HATPIlO TiIpOKCH]L.

3opuimmuiii Buriasy KACMITI i BmicT ynakoBkn
KACMII" — ue crepunbauit iodinizoBaHuii IopoIIok Bij 6i10ro 10 Maiike 6i710ro Kombopy.
Koxna ynakoBka MicTHTB ojiiH draxoH (10 M) mopomiky.

Baacnnk Peecrpaniiinoro mocBiqyenns Ta BUpoOHHK

Baacnuxk Peecrpaniiinoro nocsigyenns:

O®APMATEH IHTEPHEIIIHII C.A.

BYJI. IEPBEHAKIOH 4, 153 51, ITAJUIIHI, ATTUKA
Ten.: +30 210 66 04 300

®akc: +30 210 66 66 749

e-mail: info@pharmathen.com

Bupoouuk:

AKIIOHEPHA TTPOMUCJIOBO-TOPT'OBA KOMITAHIS «®APMATEH»
BVJI. IEPBEHAKIOH 6, 153 51, [IAJUIIHI, ATTUKA
TPELIIS

abo

DAPMAJIOKC XEJICKEA JITI
KW20A ITPOMUCIIOBHH TTAPK KOPIVH, ITAOJIA, PLA3000
MAIJIBTA

abo

AITAME/] Cm. 3 o.0.
IlenbkyB 149, Uecnys, 05-152
[Tonpma

Jns orpumanns Oyne-sxoi iHdopManii 1mpo ueit nikapcekuit 3aci6, Oyap jacka, 3Bepraitrecs 10
MICIEBOI0 IpeJCTaBHUKA BJIacHUKa PeecTpariiifHOro nocBifueHH.
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Ileii JikapebKnii 3acid 103BoJeno B JepkaBax-4jieHax €BpomneiicbKoi €KOHOMIMHOI 30HH
(€E3) nia TaknMH Ha3BaMH:

Janis KACMIT'

[Tonpma Kacnodyurin Anamen

I'peris KACMII'

®paniis Caspofungin Ohre Pharma 50 mg poudre pour solution & diluter pour perfusion

Caspofungin Ohre Pharma 70 mg poudre pour solution & diluter pour perfusion

OcTtanus pefaKiis uici incTpyKuii cTaHoM Ha {nara}

Hagpenena muokde indopmauis npuznaveHa JHme Vs MEAHTHAX npaniBHUKIB:
[HCTpyKIUil IIO/I0 BiJHOBJICHHSA Ta PO3BEACHHA KACMIT™:

Biguosaenns KACMIT

HE BWKOPUCTOBYMTE 3ACOBM JJIS1 PO3BEJAEHHA, 110 MICTSTH T'JIFOKO3Y,
ockinpkd KACMIT nvectabinpHUH y pO3UHMHHHKAX, IO MmicTaTs rimoko3y. HE 3MILIIYUTE TA HE
BBOJIbTE KACMII' OJHOYACHO 3 BY/Ib-SIKUMM  THIIMMM  JIKAPCBKMMH
3ACOBAMM, OCKiTbKH HeMa€ MaHHX Ipo cymicuicte KACMIT' 3 iHmmM# pevOBHHAMH,
nobaBkamMy abo JTiKapCKHMH 3ac00aMH, SKi BBOJSTHCS BHYTpIIIHBOBEHHO. BisyaabHO nepeBipTe
ifgys3iiiHuit po3uMH Ha HAABHICTh YACTHHOK ab0 3MiHH KOJBOPY.

KACMIT 50 Mr noponioK s pO34HHY ISt indy3ii
THCTPYKIUSA I3 3ACTOCYBAHHSA JOPOCJINM

Ertan 1. Bitnosjenns crangapTHHX GJaKoHiB

Jlns BiZHOBJICHHS IIpenapary OXOJIO/DKeHHUi (rakoH AIiCTaTH 3 XOJOJH/IPHHKA Ta 3aIHIIATH b (o)
JIOCATHEHHs KIMHATHOI TeMIIEpaTypH, HoTiM B acenTHYHHX ymosax jpozatu 10,5 Mim BomH Ui
in’exmiit. KoHIEATpallis BiJTHOBJIEHOTO PO3YMHY CTAHOBHTAME 5,2 Mr/min.

Binuit a6o Maibke 6ioro kosibopy JiodinizoBanuil MOPOIIOK POIIHHHUTHLCA nosHicTio. O6epexHo
mepeMimartd 10 OTPMMaHHA IPO30pOro  PO3UHHY. OrJISHYTH BiHOBJNEHHH PO3UMH, MO0
YIIEBHUTHCS y BiICYTHOCTI MEXaHi9HEX YacTOK a6o 3MiHM Kompopy. Lle# BifHOBIEHHH PO3UMH
MoxHa 36epirati 10 24 ToJIMH IPU temneparypi 25 °C a6o Himkye abo npu 5 £ 39

Eran 2. logaBanns BiIHOBJIEHOr0 JiKapCHKOIo 3aco0y KACMII 1o po3uuny s indys3iit
PO3UMHHMKM JUI OTPUMAaHHsS KIHIIEBOTO PO3UMHY JULA iHGy3iii: CTEpUIIBHHH PO3UMH HATpIlO
xnmopuay s in’exuiii abo po3uuH Pinrepa 3 snaxraroM. CraniapTHHH indysiitauit po3YMH JULA
BBEJICHHS. XBOPOMY FOTYEThCS B aCCHTHYHHX yMOBax IUIIXOM JO/IaBaHHS BiJMOBIAHOT KibKOCTI
BiAHOBJIEHOI'O KOHIIEHTPATY (AK MOKa3aHO Y TabaMIi HIKYE) Y MoK abo IUIAKY 3 pO3YMHHHKOM
s inoysii emuictio 250 M. O0’eM inby3ii 3MenuryoTs 10 100 M 1718 no6osux 103 50 Mr abo
35 Mr, SIKIIO € TepaIeBTHYHA M0Tpeda.

He 3acTOCOBYBATH PO3UKH, AKIIO BiH KanaMyTHHit a00 MiCTUTB Ocajl.

[IPUTOTYBAHHS PO3UMHY IS IH® Y31 11 3ACTOCYBAHHS JTOPOCJINM

06’em CrangapTHHI 3venmennii 00’ em
Bi/IHOBJICHOT0 npouec po3unHy iHQys3ii
Jo3a* npenapary NPHroTyBaHHS (BiXHOBICHHH
KACMITI nns (BimHOBIEHHUHI KACMIT"
nepeHeceHHs y KACMIIT nonaerbes | IOHAETHCH 10




MimoK um masmKy | 20 250 mn) 100 mu)
3 PO3YHHHHKOM LIS Kinnena Kinnena
indys3ii KOHIICHTpALIA KOHIIEHTpalis
50 mr 10 M 0,20 mMr/mn =
50 mr mpu 3MmenmeHomy | 10 mi - 0,47 Mr/™mM1
00’ eMi
35 Mr IpH TOMipHUX 7 M1 0,14 mr/mn =
nopymeHHsX GyHKiii
neyinky (3 oqHoro ¢akona
no 50 mr)
35 Mr np# NOMipHHX 7 M1 = 0,34 mr/mn
nopymeHHsX QyHKIii
neyinky (3 ogHoro GrakoHa
o 50 Mr) npu 3MEHILECHOMY
06’emi

* BumicT ycix drakoHiB CIIiJl BIAHOBITIOBATH /10 10,5 mu.
[HCTPYKI[A JJI 3ACTOCYBAHHSA JOITAM

Po3paxyHok niouyi nogepxui ming (TTIIT) ons do3yeanns Oimam

[lepen NPUrOTYBAaHHAM pO3UHHY JUIA indys3ii BU3HAYAIOTH MIONLY nosepxwi Tina nanienta (II1T)
3a gomomororo hopmynu: (hopmyna Mocremnepa')

MMT (M2) = +/3picT (cM) X maca Tina (xr)/3 600

Ipuzomyeanna_po3uuny Ona_ingysii y 003i 70 me/m> Ona Oimeii_sikom > 3 micauie (3
suxopucmanuam graxona 50 M2).

1. Bupaxysaru (akTHyHy HaBAaHT2XYBaIbHy J03Y, ska Oyne 3acTocoBaHa JUIA JMTHHH,
BHKOPHUCTOBYIOYH ITOKa3HHK momi moBepxHi Tima (ak Oyno IOKa3aHo BHUINE) 33 HACTYMHOIO
(hopmynomo:

TIIIT (M2) X 70 mr/m” = HaBaHTaXyBaJlbHA 11033

MagkcuManbHa HaBaHTAXyBalbHa 1032 B IepmMii JeHb HE MOBHHHA MEPEBHITYBATH 70 mr
He3aseXkHO BiJl po3paxoBaHOi 103 1A nalicHTa.

2. Ox0JI0KeH1H (Br1aKoH TiKapchkoro 3acody KACMIT mictaT 3 XO0J0QUJIbHHKA Ta 3aJIHIINTH JI0
JIOCATHEHHS KIMHATHOI TeMIIEPaTypH.

3. B acenTU4HHMX YMOBax J0JaTH 10,5 mi BoaM I in’exmiit®. Llei BigHOBIICHMI PO3YHMH MOXHA
3Gepiratu 70 24 roauH IpH 25 °C a6o Hikue abo mpu 5 = 3 °CP. Lle mae KiHueRy KOHIIEHTPAIIIIO
xacriodyHriny y drakori 5,2 Mr/MIL.

4. I3 ¢axoHa 3 BiJHOBIECHMM DO3YHHOM Habpatu 06’eM, IO BiITOBiIAE BUpaxyBaHiil JeHHIA
migTpuMyrodiii 1031 (eran 1). B acenTHYHMX YMOBax MNEPEHECTH meit 06’emM® BiJJHOBJIEHOTO
nikapebkoro 3acoby KACMIT y mimok (aGo MIAIKY), MO MICTHTH 250 M 0,9 %, 0,45 % abo
0,225 % po34uHy HATPilO XJIOPUIY LA im’exuiit abo pozumHy PiHrepa 3 JIaKTaToM JUIA i1’ eI,
Takox, ueit 06’eM® BiIHOBIECHOIO nikapchbKoro 3acoly KACMIT moxe OyTH JdonaHuii 0
amenmenoro 06’emy 0,9 %, 0,45 % a6o 0,225 % pO34MHYy HATPilO XJIOpHAY /A im’exuiit abo
posuuHy PiHrepa 3 jgaKTaToM A iH’exIiiii, KM He TepeBUIIyBaTUME OCTATOHY KOHIIEHTpAIIIO
posumny — 0,5 Mr/mit. Lle#i po3suH JUls indy3iit ciix 3acToCyBaTH NPOTATOM 48 roquH 3a YMOBH
36epiraHHs B XOJOAMILHUKY IIPH temneparypi 2-8 °C abo kimuaraiit Temnepatypi (25°C).

HpuzomyeaHHa_po34uHy ona ingyzin y 0o3zi 50 m2/m? ona Oimeil_sikom > 3 Mmicauie (3

SUKOPUCMAHHAM (D1aKOHA 50 m2).

1 Mocrennep P.JI., CnipoiueHuii po3paxyHoK nowi nosepxHi Tina, A Engl Med, 22.10.1987, 317 (17): 1098 (ucT)
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1. Bupaxypaté (aKTHYHY HABaHTAKYBATBbHY no3y, ska Oyjae 3acTocoBaHa Uil JUTHHH,
BHKOPUCTOBYIOUH MTOKa3HHK mwiomi TOBEpXHi Tima (K Oyno IOKa3aHO BUINE) 3a HACTYITHOIO
(hopmy010:

TITIT (M) X 50 Mr/m? = JieHHa MiATpUMYiOya 1032

MakcHMalbHa HABaHTAKYBATbHA /032 B TNCPUIMH JICHB HE nopunHa mepesuuyBatd 70 Mr
He3aJIeKHO Bijl po:'.paxonaﬂm JI03H JUIA TIAliEHTA.

2. OX0I0MKEeHHH qmaKon JiKapceKOro 3aco0y KACMIT mictaT 3 XOJOJAMJIBHAKA TA 3ATUIIHTH 710
JIOCATHEHHS KIMHATHO1 TEMIIEpaTypH.

3. B acenTuunuxX ymopax jnoxatu 10,5 ma Boau /Ui in’exuii®, 1leii BiJHOBIEHMI PO3YHH MOXKHA
36epirati 10 24 TOAUH NPH 25 °C a6o Hmwkde abo mpu 5 £ 3 °Cb. Ile mae KiHIEBY KOHIIEHTPAILIO
xacriodynriny y duaxoni 5,2 Mr/MIL

4. In tbna.xoua 3 BiJHOBJIEHHM PO3YHMHOM HabparH 06’eM, 1O BiANOBIJAE BnpaxyBaHiﬁ JeHHIH
nigrpumytouii no3i (eram 1). B acenTHYHMX yMOBax IEpeHecTH LeH 06’eM® BiHOBIEHOIO
nikapcpkoro 3acoby KACMIT y MILIOK (a60 msmKy), mo Mictuth 250 M 0, 9 %, 0,45 % abo
0,225 % po34MHY HATPIIO XJIOPUIY JUIA in’exuiit abo poszunny Pinrepa 3 JaKTaToM JUIA iH’ eKI.
Takox, neil 00’eM® BiJHOBICHOrO nikapchbKoro 3acoly KACMIT' moxe Oyrn [pomaHuii /10
amenmenoro o6’emy 0,9 %, 0,45 % a6o 0,225 % pO3YMHY HATpil0 XJIOpHIY JUIA i’ ekuit abo
posuuny Pinrepa 3 jlakTaToM JUId iH’eKIiit, KMl He MepeBHIIyBaTHME OCTATOqHY KOHIIEHTpALIIO0
posunny — 0,5 mr/mi. Lleil po3uuH JUId 1H¢)y3m cnial 3acTOCyBaTH MPOTATOM 48 TOIMH 32 YMOBH
30epiraHHs B XOJIOJMIILHUKY TIPH temmeparypi 2-8 °C abo ximMmaTHiit Temneparypi (25°C).

Ipumimku w4000 npu2omysanHa:

a. Binuit abo Maixe OULIOr0 KOJIBOPY niodinizoBaHMH IOPOIIOK PO3UHHHTECA MOBHICTIO.
OGepexHO nepeMiInaTy 10 OTPHMAHHS IPO30poro PO3UHHY
b. OrjsiHyTH BiZTHOBIICHHH PO3YMH, o6 }’HEBHHTHCﬂ y BiJICYTHOCTI MeXaHIYHHX HaCTOK abo

3MiHM KOJIBOPY IICNIS BiJHOBJICHHS /10 BBEICHHA i’ exiii. He 3aCTOCOBYBATH DO3YHH, SKIIO BiH
KaJaMyTHHi a60 MICTHTE OCa/l.

. Jlikapcekmii 3aci6 KACMIT JOCTYNHHMI 11 3a0e3nedeHHs HNOBHOI JI03M, 3a3HA4YeHOl Ha
dnaxoni (50 Mr) npu 3a60pi 3 ¢axona 10 mi1.

s a(lmaxon mcram 3 xoslonmﬂnxa 'ra 3annumm 10
JIOCSII‘HCHHX KIMHaTHOI TeMHepaTypH ""110'1‘1 ‘B acenTHYHAX yMOBax nonam 10, 5 M '.BOJIH Ui
m’elcum. Komxem‘pams{ anosnenoro posqnny CTaHOBHTHMe 740 MI‘/M.TI. Bl

anﬁ a60 Maﬁme 61noro xonbopy moqnmsoBaHHn nopomox postmﬂmcx nonmcm O6epe}fcﬁo
nepemm%ml J0 orpnmannx nposoporo ’E=’«-p03qnﬂy OrysHyTH Bi/IHOBJICHU PO3YHH, 11106
yneBHnmca 'y BiICYTHOCTI MEXaHIYHHX cTox abo 3MiHH KOJIBODY. Ileif BiHOBICHUA PO3UMH
MOXHA 36ep1ra1‘1?1.,11'0 24 romm npn TeMIepaTypi D526 a6o Hmlcqe a60 npn 5L 3 °C

ETarl 2 I[OIIaBaHHﬂ Bumomlenoro JIlK _pc ROTO 3ac06y KACMII" no poa-n»my ,Il.llﬂ m(py3
namienTa LE e
Poztmﬁnnm Jmﬂ o-rpHMaH}m Kmuesoro postmuy ,zum mquau‘?x 0,9 % poatmn Hanno XJIOPUIY IS
in’exuii ~abo PO3UHH Pmrepa 3 JIAKTaTOM. CTaH,IIapTHPIH iHGY31HHIA PO3UHH JUIA BBEJICHHS
xnopOMy ro*rye*rsca B ACENTHYHMX ymonax LUIAXOM  JIOJ[aBaHHA BiAMOBIAHOT KUTBKOCTI
Blﬂ};o JIEHO KonueHTpaTy (st 10KA3aHO y TaOJIMII HUXKYE) Y MilToK 200 IIANIKY 3 PO3UHHHUKOM
JUIS i (bya emmcno 250 ML 06’eM 1H(1)y311 SMEHIIIy}OTb no 100 M1 mm ILOﬁOBPIX 103 50 Ml“‘ abo
35 Mr, AKIIO € _’repaneBTm{Ha 110Tpe6a. _ : :
He 3aCTOCOBYBATH PO3YHH, SKIIO BiH | Kanamymnn a60 MiCTHTB ocar.
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. OPHTOTYBAHHS PO3UHHY JU1S1 THOY3IH 15 3ACTOCYBAHHS! JIOPOCJIMM

06’em CraHfapTHHi 3menmennii  00’e€M
BiIHOBJIEHOTO npomec pozunHy indysii
npenapary IPHIOTYBaHHS (BiIHOBICHHH
KACMIT aas | (BITHOBIEHHI KACMIT nonaetscs
Jlo3a* nepenccennst  y | KACMII'  jonaeteest | 10 100 M)
mimox = | 10250 M) Kinnesa
naamky 3 | Kinmesa KOHI[SHTpaLis
POZYMHHHKOM 15 KOHIIEHTpAllis
indys3ii
JOMbE S 10 M1 0,28 Mr/MII He peKOMEHAYETECSA
70 mr (3 1Box ¢rakoHis 1o | 14 M1 0,28 mMr/mi He pexoMeHAYEThCA
50 m)** & =
35 Mr Ipd  TOMipHHX 5 Ma 0,14 Mr/mi 0,34 mr/mi
ropymenax by
nedink (3 ofHOro hIaKoHa
110 70 Mr) '

* BmicT ycix $haKkoHiB cmin pigHosoBata 10 10,5 ML

** k1o ¢nakod Ha 70 MT HEOCTYTHUHA, TO 7103y Ha 70 MT MOJHA IIPHTOTYBATH 3 BOX (11aKoHIB

o 50 Mr

 [HCTPYKIUIS U151 3ACTOCYBAHHS ITSIM |

Po3paxynok niowi nogepxui mina @Iir) 015 003V8aHHA OIMAM

[lepen MpUroOTyBaHHAM PO3UHHY JUIA iHdy3il BU3HAYAIOTH ILIOLLY nosepxHi Tina manienta (IIIT) 3a

JIOTNIOMOTO10 dopmymn: (Gopmyna MOCTennepaz)f

: T (M2) = '\[spi'cr (cm) x Maca Tina (kr)/3 600

IIpuzomysanua po’aimuv ona_ingyzin y 003i

70 mz/m’ Ona Oimeii_sixom > 3 micauie (3

GUKOPUCHIAHHAM (Y1AKOHA 70 m2).
1. Bupaxysati (akTMYHy HaBAaHTAXKyBAIBHY

no3y, ska Oyje 3acTocoBaHa JUlil JUTHHH,

BHKOPHCTOBYIOUH ITOKa3HHK oIl IOBEpXHi Tita (K Oyio TIOKasaHO BHIIE) 3a HACTYITHOIO

(hopMyII010: ‘ : : -
TIIT (M%) X 70 MI/M? = HaBaHTaXYBAIbHA 1032

MakcHMaibHa HAaBaHTaXyBalbHa 1033 B rk_epumﬁ JeHh He T[OBMHHA MepeBHimyBatH 70 MT

HezasexHO BiJl pO3paXx0BaHOl A03H A1 Talli€xTa.

2. Ox070/DKeHHH (IaKoH JTIKapChKOro 3ac00y KACMIT micTaTi 3 XOJOAMIPHUKA Ta 3ATAIIATH 10

JOCATHEHHS KIMHATHOT TEMITEPATYPH.

3. B acenTHYHUX yMOBax nonatu 10,5 M1 Boan s inexarii®. Lle BiZHOBIIEHH! PO3YMH MOXKHA
2GepiraTi A0 24 romuH 1pH 25 °C a6o HiKie abo mpu 5 + 3 oCP, Ile ma€ KiHIEEY KOHIEHTPALIIO

xacrrodyHriny y (hrakoni 7,2 MI/MIL
4. I3 ¢naxona 3 B1HOBJICHUM
nigTpuMyrodiit 1031 (eTan '1). B acenTHYHHX yMOBax

niKapceKOro 3acoby KACMIT y mimok (abo TUIAIIKY),

pO3uUMHOM HabpaTH 00°€M, IO BiNMoBifac BHpAXyBaHiil JAeHHIH
TiepeHecTH Iei 06°€M° BITHOBJICHOTO
mo wmictuts 250 M 0.9 %, 0,45 % abo

0,225 % po3umHy HaTpii0 XJIOpHAY LA i’ exift a60 po3umHy PiHrepa 3 JAKTATOM AL iH’ eI
Takox, Ieif 06’eM® BiJIHOBICHOTO JKapcHKOTO  3aco0y KACMII moxe Oyrn mofaHuit IO

smenmenoro 06’emy 0,9 %, 0,45 % abo 0,225 %

pO3uMHYy HATPIlO XJIOPHAY JUIA i’ exmiin abo

o3unHY Pinrepa 3 JaKTaToM Ui {H’ €K1, AKUi He MepeBUIyBaTHME OCTATOTH KOHIIEHTPALIIIO
L

2 Mocrennep P.J1., CnpoieHuii po3paxyHoK nnomi mosepxHi Tixa, A Engl Med, 22.10.1987, 317 (17): 1098 (nucT)
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s
. ONOMAZIA TOY ®APMAKEYTIKOY IIPOIONTOL \:@;‘f&%
C AN,
R
CASMYG 50 mg kovig Y10 TUKVO OKEVOOUA Y10 TAPOKELY] SlhDpaTog Tpog EyyuoT \\‘%" v o ,.éa

CASMYG 70 mg kévic y1o mokvé oXedaopa Y Tapuckevs Steddparog tpog Syyvom

2 IIOTIOTIKH KAI ITOZOTIKH LYNGEZH

Kafe groiidio mepiéyer 50 mg caspofungin (wg acetate).
Ké6e prAidro mepiéxet 70 mg caspofungin (g acetate).

Metd mv avacbotaon oe 10,5 ml evéoo 03wp, 1 ml tov mukved Swhdparog repiéyet 5.2 mg
7.2 mg caspofungin.

Mo tov 7hnpn Kordhoyo tev exdoywv, BA. taplypago 6.1.

3 DAPMAKOTEXNIKH MOP®H

Kovig v moxvd oxkedacpa yio tapackevi Siehdpotog Tpog éyyuon.
Agvkn £mg vEdrevkn AVoPROTOUIEVY KOVIC.

4. KAINIKEZ ITAHPO®OPIEZ
4.1 OepansuTikég evdeikerg

. Oepaneia ™mg dnBNTIKNG KavTvTinong oe EVAIKEG 1) oe Todiatpikoig acBeveis.

. Bepaneia mg dndntikng acnepyirhmong oe evijhikes 1) o8 naudiatpikovg acbeveic mov eivar
avBextikoi 1) Sev avéyovral mv apgotepikiv B, imdikég popeég g apgotepuciviig B kav
™V rpakoveloin. H avlextikdmta opiletar wg v e£6MEn mg oieypovic 1 ) arotuyio
PeArinotg TG petd and nporynBeica anoTEAESHATIKY QVTYIKNTIAG UK Bepamein e
Bepanevtikég ddoeig Sidprerng rovkdyiotov 7 NuepdV.

. Epnepucy Bepaneia yia Aoypdierg mov Sempoidvrar pukmniacikés (dnwg Candida 1 Aspergillus)
O€ EUTDPETONG, OLIETEPOTEVIKOVG EVITAIKES 1) TadioTpikoig aobeveic.

4.2 Aocoloyia kKoL TpoTog yopiiy oIS

H évap&n mg bepaneiag pe caspofungin B mpémer va yivetar and yiarpd pe epneipia oy
OVTIPETOMION TV dSMINTIKOV puknTacikdV Aopbieny.

Aocoloyia

Evidixec acBevei

Mia £¢’ anaf 86om epodov 70 mg Oa mpémet vo xopnynbei v Huépe—1, axolovBobpevn and 50 ing
nuepnoing. e acbeveic mov éxovv Papog mava and 80 kg, petd my apyui 86om epddov 70 mg,
ouviotarton caspofungin 70 mg nuepnoing (BA. napaypugo 5.2). Aev eivan avaykaio ovamposopioyh
g dogodoyiag Pacildpevn oto yévog kot T ooy (Bh. mapiypago 5.2).

Hedrotpicoc mhnBooude (12 pnvav éwg 17 etdv)

Ze madropkoig acbeveis (Whikiag 12 pmvav éng 17 etdv), 1 Socoroyia npénet v Paciletar oto
epPadov mg emedvelog Tov awpatog Tov acBevoic (Bi. Odnyieg yie T Xpiion ot Maderpioie
aostav:, E&icwon Mosteller'). I'a éhec 15 evdeilelg, mpémel va yoprpyeitan pia epdnal §6on epddov
70 mg/m? (va unv vepPaiveran pia mpaypariy 86am twv 70 mg) xard v Huépa 1, axokovBoipevn

! Mosteller RD Simplified Calculation of Body Surface Area N Engl J Med 1987 Oct 22,317(17): 1098 (letter)
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g/m’ nuepnoiac (va pnv vrepPaivetan pio tpaypatik §6om twv 70 mg nuepnoing). Eav n
v 50 mg/m’ nuepnoing eivan KaAdg avekt) ahha Sev mapéyel enapi] KAVIKY aviandkpion, M
ot 66om pmopei v avénbel oe 70 mg/m? nuepnoing (va unv vrepPaivetar pia mpayporik
oo tav 70 mg nuepnoing).

H acpdiein ko amotedeopatikémra tou caspofungin dev Exet peemBel enaprds oe Khvikée
HEAETEG OV cUUTEPEACBOY VEOYVE Kot Ppéen nhuiag kétw tov 12 pvév. Tuvietdral TpoOaoyT KaTh
™ Bepameio cvtig ™g Ntk katyopiag. [lepopiopéva oroygeio vrostpifovy 6T pmopel va
AngBei vroyv to caspofungin twv 25 mg/m? NHePNCing ot veoyvi kot Ppéen (nAkiag pkpotepng
v 3 vav) ko 50 mg/m? nNeepnaing oe pkpd madid (Mhikiag 3 éwg 11 pnvav) (BA.

napdypago 5.2).

Avdpxew tng Bepareicg

H Swprewn g epmerpurig Bepanciag npémer va Pacilerar oty Khvua) aviandkpion Tov asbevoic. H
Bepaneia Do npémer va cuveyioTel éng kot 72 (DPES PETE THY AVIIUETATON TG ovdeteponeviag
ANC=500). Ot acBeveig oroug omoiovg Bpébuie o1t EYOLV e pukmTiactki Aoipwén Ba tpémet va
AdPovv Bepansia Tovkdyiotov 14 nuepdv kat 1) Beponeio Ba Tpénel va cuveyoTel TovAdyiotov yia 7
NHEPeg apod vroxpIooLY 1) OLSETEPOTEViX Kot Ta KAWVIKA GU HATOUATA.

H dwipkew g Bepaneiag g Smbntihg kaviwticong kabopiletar and TV KAV Kot
tikpofoioyua] avrandkpion tov aclevois. Metd BeAtioon tov onpeiov kut cvprToOpdtov ™
Sumbnruais KavTvriaong kat ™y eppévion apWITIKOVY KaAlepyeidv, uropei va Aneetl vedyn
arhoyi oTv and tov oTdpatog xopryotpevy Bepancia. Mevikd, N avTipvknTiesikl] Bepaneio Bu
npénel va ovveyiletat Tovhdyiotov yia 14 qpépeg petd v tedevtai Betikn kaAiépyeua,

H iapreta g Bepaneiag g Smontikig aonepyilhoong kabBopiletar ava mepintwon kou 0o npénet
va. Basilerar oty Papdera ™mg vTokeipevng vooon Tou acBevoig, TV avavnyn and ™y
UVOGOKATUGTOAY ket TV KA1kt Tov aviandkpion. Meviké 1) Bepounsia Ba mpénet va cuveyoTel yux
7 MpéPES TOVAGYIGTOV HETG TNV VIOXDPNON TOV CUUTTORETOV.

Ovmhnpogopieg yi mv aopaiewn oyetikd pe Sidpkela fepanciag mov vrepPaiver Tig 4 efdopddeg
eivar meplopiopéves. Qotooo, ta Swbéopa Sedopéva vroompilovy étt To caspofungin cvveyilet va.
eivan KaAd avextd pe peyaddtepng Sitprelag Beponeie (£ng 162 TNHEPEG o€ EVIIAIKESG aabBeveis kat £0g
87 nuépeg oe maudatpikoig acheveis).

Eidiwol minlvopoi

Hinawpévor acbeveic

Ze nAKopevoug acbeveis (65 etdv 1) mepiocdtepo) 1 meploy kaTo and T Kapumoin (AUC)
avEaveto kath 30 % nepinov. Aev anaiteital @oTOGO GLOTI AT avampooeppoyY) Tg docoroyiag.
Yrapyel nepropiopévn epmelpia yia 1) Bepuneia oe aobeveic nhikiag 65 etdv kot dve (BA. mapaypago
5.2).

Neppua) dvaleitovpyia
Aev anarteitar avanposappoyn mg Sosokoyiag mov v Puciletar ot veppuk dusherrovpyia (BA.
Tapaypuo 5.2).

Hrotmer dvoierrovpyia

[Ma toug eviyhixeg acBeveic pe fima nrat SuoAewovpyia (Child-Pugh score 5 £wg 6), dev eivat
avaykaic avarposapuoy mg docoroyiug, Ma evijhikeg aobeveig pe pétpia NRaTky dvoheltovpyic
(Child-Pugh score 7 éwg 9), ouviotdra caspofungin 35 mg nuepnoing Paoet otoryeiov
pappaxorxvitikic. @o mpéme va yopnyeitar pia apyikn 8601 epddov 70 mg v Huépo—1. Aev
vrapyel KAkt epmetpie oe evijhikeg acBeveis pe coPapi nratue Svoisitovpyic (Child—Pugh score
Heyartepo amo 9) ko oe Tadatpikotg aobeveic jie omoovdimote Babuod nratiky duoherrovpyin
(BA. mapéypago 4.4).
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ZVYYOpTiynon ue eraywyeic tav petafolikdy eviiwmy %
LOppava e TEPIopIsévo optBus oroyeiev, Bo mpénet va AneBei vedyv avEnen g nuepowd
dooohoylag oe 70 mg caspofungin, petd ™ 8601 £ddou TV 70 mg, dtav cuyxopnyeital to
caspofungin ce evijlikeg acBeveic pe OUYKEKPUIEVOUG ERUYMYES TV HeTaPoAtkdY evliuwv (BA.
mapdypego 4.5). Otav o caspofungin yopnyeital oe TUSUTPIKOUG acBEVEIQ (MAwiag 12 pnvav éag
17 etéov) pe avtodg tovg idiovg ERAYOYELG TOV petafohucav evibpwy (BA. nopaypao 4.5) npéner va
AneBet vy pie 8601 Tou caspofungin twv 70 mg/m’ (va pnv vrepBaivetar oy mpddn n TNHEPTICE
ddon twv 70 mg).

Tpdmog yopryymeng

Meté mv avasbotaon kar v apaiwon, 1o Sidkvpa mpénel va yopmyeitar néow Ppadeiag
evooA£PLag Eyyvong v éva Sidotpa nepinov piag dpag. Ma 115 0dnyieg avecvotaang fi.
maphypogo 6.6.

Etvar 81ubéorpa kat ta §Ho grahidia 70 ko 50 mg.
To caspofungin mpénet va yoprysitar wc pe HoV@NEVN Nuepfioa Eyyuo.

4.3 Avtevieielg

Yrepevouoshneia om Spacticd oveia 1y oe kémowo and Ta Exkdoya mov avagépovar oy TUPaypuEo
6.1.

4.4 Ewdkég npoeidonovjocig kot rpoguralelg katd T xprioy

‘Exev avagepbei avopulagia katd ) Sidprew ™G xopiyNeng tov caspofungin. Edv cupBei aurd, Ou
mpEneL vo Saxonei To caspofungin ko va xopnynBei n xatdAinin Bepansia. AvemBopmteg
avnidphoeg amd mbavi pecordfron 1oTapivg cvprepiiauBavopévon tov eSavepatog, Tov
O1MUTOG TPOShAOV, TOV @YYEIOOWTHATOG, TOV KVIGHOD, TNG aictnong Beppdmitag 1 tov
Bpoyxdonacpov éxovy avapepbei kat Hmopei va anartoovy T Siakom) Kaun mv xopnynen mg
KoTaAANANG Bepansiag,

Ilepropiopéva storyeio vrospilovy 61t Arydtepo cuyvoi Lupopikmree non-Candida ko
EVpOTONDKNTEG NON-Aspergillus Sev kaddmrovral amd 1o caspofungin. H anotehespaticdmra tou
caspofungin évavt avtdv TV purknTacikoy raboydvov dev Exet Tekunprndei.

H tovt6ypovn yopmynon tov caspofungin pe Kukhoomopiv Exet agiohoynbet o vyeic EVI|AIKES
ebedoviég kar o evijhikeg aoBeveic. Mepoi EVIAKES vYielg eBedovTég, oy EdaBav Svo dooew v

3 mg/ kg xvrkoonopivng pe caspofungin, eppévicay Tapodua] abénen g tpaveaviong TG
aravivng (ALT) kat g Tpavoapwvdong g acnaptéung (AST) HKpoOTEPY 1 loT) LLE TO TPIRAGOLO TOV
avidtePoL opiov Tov Yuoloioyot (ULN), 1 onoia avryeteniomke pe ™ Saxomr g Bepaneiac. Ze
pio avadpopu pedétn pe 40 acBeveic mov éhaPav Bepaneia katd ™mv Kuxhogopia Tov PUpRaKoy
caspofungin xa1 kukhooropivy yia 1 €06 290 nuépeg (nécog bpog 17,5 NHEPES), Bev mapaTnprBnkoy
coPapég nraticég avem@ipnteg evépyeise. Ta oToyEin avtd vTosmpilovy 61t To caspofungin propei
va ypnoyorombei og acbeveic nov AapPavouy xvkhoonopivn dtav to mbavé dpeiog VTEPTEPEL TOL
miBavod kwvdivov. H atevi mapaxorovfnen tov nratkdy evibpev fa npénet va Aapfavera by
6tav to caspofungin kot 1) xuKAooropiv APNOYOTOOVVIAL GUYYPIVAC,

Le eviihikeg aobeveig pe fima kot pérpa nratik Svskerrovpyia, n AUC, avérnke nEPIMOL KaTd

20 % xou 75 % avriotown. Tvvistéra peiwon mg nuepfioiag 86ong ot 35 mg yw eviAikeg agbeveic
e PETPIO NrOTU Sushetrovpyia. Aev vrdpyet Kopia KAvikT) epmetpin oe evijAikeg aoBeveic pe
coPapn nratia) dvohewrovpyia 1) oe ndaTpikoly aabeveis pe Ntk duoietovpyia onolovdnote
Pabpod. Avapéveton peyahvrepn éxBeon and 611 oe HETP et Suohertovpyia kot to
caspofungin 6a npérel va ypnoionositar e Tpocoyh 6” awtolg Tovg acbeveis (BA. mapaypdpong 4.2
Kat 5.2).

Mn guowhoywad epyasmploxd evpipera o5 e&eTdoeig Nratkg Aewwovpyiag Exovy napoatnpnel o
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Behovrég xat o evijhikeg kat radiatpixove aobeveig mov éaPav Bepanein pe caspofungin. e
00g evijhikeg Kal TadiaTpkodg aobevei pe coapég vrokeipeveg nabriceig o1 onoiot AdpPovay
T pova pe caspofungin roikamhéc PUPHAKEVTIKEG AYWYEG, HEHOVOPEVES TEPITTOCELG KAVIKG
onuavIg Nratikig dusherrovpyiag, nratindoug Kol raTKhg UVETGPKEWAG £X0VV avapepel e
wmtddng oxéon pe o caspofungin dev éyet texpnpunbel. Aabeveic o onoiot avarricoovy pm
Puowioyikeg eetdoeis nratkig Astrovpyiag Kotd ™ Sutpreta Bepuneing e caspofungin Ba mpéaet
va. mepaxorovBoiviar yia eveie emdeivoong g NIUTIKTg AErToupyiag kot 1) oyéon
Kivdhvov/opéiovg yia ™ cuvéyion mge Bepamneiog pe caspofungin npémet va enaveleraletal

lepirtdoeig Tou cuvBpopov Stevens-Johnson (SJS) xkat toSun) emdeppiki] vekpoivor) (TEN) éxouv
avagepBel katd ) xprion petd my kukhogopie tov caspofungin. [pocoy ba npéner va Siveran oe
uobeveig pE 10TOPIKG aAREPYIKGY avTBpioemy Tov dépuatog (PA. mapdypago 4.8).

4.5 Aldnemdpacerg pe Ghhe QEPPUKEVTIKG. TPOioVTE Kot Ghheg popoés adinienidpaons

In vitro pedéteg Seixvouv 6ti to caspofungin dev eivor avaoToréag Kamowov eviBjov oto ohotua Tov
xvtogp@patog P450 (CYP). Te whavixég perétes to caspofungin Sev emijyaye tov petafoliopud ton
ovomporog CYP3A4 @hhwv ovoidv. To caspofungin Sev sivar VIOCTPWHL. Y16 TNV P—yAvkompotsivy
Ko eivar £va ntayd vrdoTpORA Yo To KuTdXpwpa P450. Qotéso, to caspofungin éyet amoderydei 611
aAAnhemdpd pe GAAe QuppUAKEVTIKG TPOIGVT OE PUPHAKOAOYIKEG Kt KAWVIKEG pedéTeg (BA.
TOPUKAT).

Ze dvo khwixég peréteg mov SediyBnoay ae vy evijhika atopa, ) Kukioomopivn A (86oeig 4 mg/kg
1 8%0 ddceig 3 mg/kg pe pecodiiompa 12 wpdv) TpokGiese avEnan oy AUC tou caspofungin
mepinov katd 35 %. Avtég o1 avgioeig g AUC Booilovrat TPOPAVAG 0T HEWOPEVY aroppdencT|
tov caspofungin and to fimap. To caspofungin dev avénoe o eninedu ™6 KuxAoomopivig ato
mAGopa. Ymip&ay napodikés aviioeig tov nratikov ALT kou AST puikporepeg 1 {oeg pe 1o
TPUTAGSLO TOV AvdTEPOL Puotoroywod opiov (ULN), dtav SUYXOPYIONKE To caspofungin pe v
KuKAOGTOPivY, 01 OTOiEG VTOYGPN OV E T B1uKOT TWV PAPUAKEVTIKAV TPOTOVTGV. e pia
avadpopua perém pe 40 acleveic mov éhaPav katd TV KukAoQopia Tov papudxov caspofungin kat
xukAoonopivi] yia 1 émg 290 npépeg (pécog dpog 17,5 Nuépeg), dev mupampiiBkay cofapés nratikég
avemopnteg evépyeeg (BA. napaypago 4.4). Tvomuatixds Eheyy0g TV NIUTIKGOV eVEDp@Y Ou
TpEMEL Vo AapPdvetat urdyy, ot TEPInTOON IOV Ta §V0 PUPUAKEVTIKG TPOIdVTL yopnyolvTaL
TAVTOYPOVAL.

To caspofungin peiwoe v erdyiom) svykévipwon Tov tacrolimus keté 26 % oe vyieic evijhikeg
eberovrég. Ma Tovg aobeveis mov AapPévouy kat tig §Ho Bepaneieg, emPairerar kabBopiopévog
EAEYZOG TING CUYKEVTPMOTG TOL tacrolimus oTo aija kat KataAlnAn avarpooappoyn g docoioyiag,
Tov tacrolimus.

KAwtkég peréteg o vyieig evijhiceg eBehoviég Seixvovy dtim puppokoxiviTKy Tov caspofungin dev
EMNPEGLETON KATA KAVIKG OTHAVTIKG T0006TE amd TV WpakovaloAn, TV aupotepucivi B, ta
HoKoQaivoALkd, T veAgwafiipn, 1] to tacrolimus. To caspofungin dev empéace TN QUPUAKOKIVI|TIKN
™G apotepkivg B, mg itpaxovaloing, mig prpapmikivig 1) Tg HUKOQAVOALKRG pogetiAng. [Mapdro
OV Ta 6TowyEl ac@aAeing eival meplopiopéva, Guivetal 6Tt Sev amaitovvTal IBIITEPES npoguALEELs,
otav cuyxopnyeitar apgotepikivy B, irpaxovaloin, vekpwafipn M LUKOQAIVOAKY Ho@eTiAn pe
caspofungin.

H pwpapmixivy mpoxdiese avénen 60 % omy kapmdin AUC kat avénon 170 % oto Tunpa yapninig
CUYKEVTIp@ONG TO caspofungin v mpd™) NEEpa ™S SVYYOPIYNONC, OTAV Kal T SVo QPUPHUKEVTIKG
mpoidvie yopnybnkay tavtdypova oe vyels evijiikeg e8chovtéc, Ta ehdyiota enineda CUYKEVIPWOTG
ov caspofungin otadiakd pewmbnxay, kardmy emavakapfavopevne xopymons. Metd and xopijynon
600 efidopddwv n pupapmikive, eixe teplopiopév enidpauon sty KoumoAn ovykévipaoong AUC, adhd
Ta ehdyrota enimeda Nrav Katd 30 % yapmhétepa ané 0ti oe EvViAKa GTopa Tov ehaPav pévo
caspofungin. O pnyaviopéc arinienidpaong B propovoe mbavov va opeihetat oe L Pk
UVOOTOAT Kat akOAoLH) Enaywyi] TOV TPOTEIVGOY HeTa@opas. "Evi Tapopoto anotérecua Gu
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HTOPOYOE Ve aVapEVETOL Yior GAAY QPLOKELTICG TPoidvTa ToV endryovv petaforikd éviupa. \ O\L « ‘;
Tepopiopévog apiBpog otoyeiov and mnduooxéc HEAETES QUPLAKOKWITIKIC VTOSEUVIOVY OT \ = "’:'
TALTOXPOVT Xp1ioT Tov caspofungin pe Tovg enayomyeic epafpevin, vefipamivi), ppapmucivy, VL e
deSapebalovn, pawvtotvn, 1) kapPapalenivi propet vo odnynoet og neiwon mg AUC tov :
caspofungin. Eav ouyyopnyodvrat enayoyeic tov petafoikdy eviOp@V, Bo mpémet va AapPaveral
vrdy o avEnon e Mpeproiag Socokoyiag tov caspofungin e 70 mg, xatdmv mg 8domc epdSov
twv 70 mg oe evijhikeg aoBeveig (BA. maphypago 4.2).

Oleg o pedéreg arlnienidpaong eapudrov-pe dpiaxo ot EVAAIKES, TTOL TEPLYPAPOVTL TUPUTAVE
Exouv Sielaybei pe npepficia S6om caspofungin tov S0 mg 1 70 mg. H allnienidpaon peyarvrepov
dooemv caspofungin e @A @appaxevticd tpoidvra Sev €xel emonog perstnBei.

Ze rdratpikotg acbeveig, amoteréopata avoricemy TUALVEPOUNONG QUPUAKOKWITIKGY GTOLKEIDY
vrostnpilovy 6t cuyxopiynon e e€anebaldvng pe caspofungin pmopei va odnyoer oe kKhwviké
OTHAVTIKEG PEIDOELS OTIS XAUNAEG GuyKevTpdael caspofungin. Avtd o amOTEAEG Y umopet va
vrodeikvier ot ot andatprkoi acbeveis pmopei va £YOUV TAPOUOLEG NEIDCEIS pE EMaywyEic onwe
aTég oV TapovoonKav oTovg EvijAkes. Otav o caspofungin cuyyopnyeitar o€ noudoTpicoig
acBeveig (Nhuciag 12 pvav éwg 17 etdv) pe enayoyeic mov oyetiovtot pe v xaBapon tov
(papuaxov, 6nag prpaumkivn, egafipévin, vefiporivy, paivutoivy, delapebulovn, 1 kopBaualenivy,
npénel va AngBei vroywy pie 8601 tov caspofungin twv 70 mg/m’ Nuepnoing (va unv vrepPaiverat
pia nuepnaie mpaypaTiky 8667 twv 70 mg).

4.6 Tovipénra, konen ka yalovyia

Kimon
Aev vrdpyovv 1 vrapyovy mEpopopEve SaBéoia oTolEln and ) xprion tov caspofungin

ot £yKvEG yuvaikes. To caspofungin dev fa mpémer va ypnoutonoeitar kard ™ dprernt G KIMONG.
£xTOg Kat av eivor capdg avaykaio, Meléteg oe {ma éyovy deifer Tofwcdtnra kaTd TV avartoén (Bi.
mapaypago 5.3). Xe peéteg oe (b éxer Seyybet 611 to caspofungin domepva Tov epayud tov
mhaKovvra.

Onhaoudg
Aev givan yvooté edv 1o caspofungin exkpivetat ato avBphnivo yaAa. AwBéope Qopuakoduvea i/

tofoAoyikd Sedopévo. o (ho Edeigav éxxpion Tov caspofungin oto avBpamvo yaia. Ot yovaixeg
mov Aapfavouv caspofungin Sev mpénel va BnAdlovy.

Fovipdémra
Mo to caspofungin, 8ev vadpyovy emdphoelg om) yovipdmra oe peréteg mov dieknyBnoav oe

opoevikovg kat Bnlukotg apovpaiovs (Bi. napdypago 5.3). Aey vrépyovv khivikd dedopéva yie to
caspofungin Gote vo alohoynei n enidpaoi) Tov o) yovipdze.

4.7 Emépacsic oty ikavétnra odijynong kat FEIPLOHOV POV ATV

Aev Exovv deloyfel pekéteg oxetika pe g emdpaceig oy KavOTTO 06 YNONG KAt YEIPIGUOD
pnyovRaT@y.

4.8 AvemBOpunreg evépyeisg

Avtidphoeig veepevatotneiag (avaguiatio ku avemBounee avidphoeig and mbaviy pecordPnon
wrapivig) Exouvv avapepBel (BA. napiypago 4.4).

Zrovg acBeveis pe dmbntua] aorepyithoon avaeépbnxay ETTLOTG MVELLOVIKG 0idnua, ovvdpopo
avanvevoTikg Suoyépeag eviiixawv (ARDS), kot axtivoloyikée dmdnoeL.

Evijdixec aoleveic
Le khvikég peéteg, 1.865 evijhuka Grope Erafav epinak 1 noilamié dooeig caspofungin,
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564 gurhpetol ovdeteponevikoi acbeveic (nekém) epnetpucng Bepaneing), 382 aobeveic pe SmOnTuch
Koygvtiaon), 228 acbeveig e Smbntuay aonepyikhwon, 297 acbeveic pe eviomopéveg owumEelg

J‘;@-‘/.‘,’ dida xo 394 dropa ewtiybnkay oe peréteg odong 1. Tm HeAETN epmelpig Bepaneiog ot acBeveig
*

txav Adfer ynpetoBepaneio yio kaxonBeio. 1 eiyav vropAnei os HETOUOCHEVTT) QULOTOUTIKGY
apyéyovev xuttapav(cuuneplapfavopévav 39 ailoyevetikdv UETApOCYEVCEWV). TTIG uEAETEG OV
supneprerapPavay aobeveic e Siayvaobeioeg howhEee Candida, n mheoyn@ia v acbevav pe
dmnmikég Aowumées Candida énaoyay and coPapég vrokeipeveg kKhvicég nubfioeig (m.y.
aperoroywn f GAdy kaxonbew, npdoeatm coPapy enépPaon, HIV) mov ancurovsay morkamii
TOUTOXPOVY PUPUAKEVTIKT aywyl). Ot acBeveic OTN UN GuyKpLTkt peAbtn yw Aspergillus,
avrpetdmioy cvyvé coPapéc Tpoiindpyovoeg KAVIKEC KUTAGTAGELS (Y. PHETUHOOKEVGELS HUEAOD TV
00TMV 1) HETAUOTYEVTT] TRV REPIPEPIKOV UPYEYOVAV KUTTAp@Y, a1iatoroyixy| kakolfele, cuprayeic
OyKoLg 1] HETUNOCYEVGELS OpYEvaV) IOV aaitodoay TOAALTAT) TAVTOXPOVY PUPUAKEVTIKT otywyT].

H ghefinda frav jwa cuxviy avem@opnm) evépyeia nov ava@Eptinke oto onueio g éveong ce dreg
TG opades Tov acBeviv. Akheg tomkég avridpdoeic mepapfuvay eplinua, mévo/evaicbnoia,
KVIIGHO, ExKpia, Kat aicbnua kaboov.

Ty puowiroycd kKhvikd ko epyacTplakd anoteAéopota OV ava@épbnray, Hetafd dhav Tav
eviiikwv mov éhaPav Bepaneia pe caspofungin (cuvolicd 1.780) firav Tumucd NI Ket 6rdvia,
odnynoav oe Sakom Tov uppdKov.

Katéhoyoc ovemBbuntwy evepyeidv oe popon mivaka

Exovv avagepbei ot acorovBeg avemBipumteg evépyeie kutd ™ SidpKreid TV KAMVIKOY PEAETOV Kavh
KaTd TV xopfymon Hetd Ty KuKAOQOpin TOv TPOIGVTOC:

Karipyopia Loyvéc Oyt ovyvég (21/1.000 éwg <1/100) Mny yvwatéc (dev
Opyavirot (21/100 éwg HTOpotY va
Lvonjuarog <I/10) extiunBovy pe
paay ta
diabéoiua
dedoudva)
Awarapayéc rov | ampocuipivy avaipia, Gpopfonevia, dwtapuym
QIHOTOLTIHOD pewmpév, ¢ &S Tov aipatog, Aevkonevia,
Kal Tov AguQicotl | ailatokpitng apBpdg nuovoeilov avEnuévo,
CUOTIJHATOS HEW®pPEVOGS, apiBpdg upBpuég aponetaliov parmpévo,
AevkokvTTapoY apBpédg aponetaiiny avénpévog,
HELEVOS apBpOG AEVKOKUTTAPMV HELONEVOS,
apBpde AevkokvTTdpov avénuévog,
op1B116g ovdeTEPOPLAMYV PHEIBUEVOS
Ararapayéc tov | vroxalaic VTEPPOPTWOT) LE VYPA,
ueraflodicpon vropayviowiia, avopeia,
Kot s Opéuns NAEKTPOAVTIKES draTapayéc,
vmepyiukapic, vreoPeoticia,
peraforuc ofmon
Yoyiatpiicés Qyy0s, AMOTPOCAVATOATUOG, abrvia
drarapayés
drarapayés rov | Kepohadyia Cahn, duoyevoia, Tapaiodnoia,
VEUPIKOD urvnida, tpdpog, vrmedoio
CUOTHHATOS
OgOaiuiicég ogBaipuxdg iktepog, dpaon By,
drarapayés oidnpa Prepapov, duxphppowa

aviijpévn




Kapéraéc

atsinua tekpov, tayokapdia,

sratapayés uppuBpia, kodmikn poppapuyi,
KopSk) avendpKel GuUQopNTIK

Ayyeiaxéc Qrefirida Bpopfogrefinda, &ayn, séaye,

dratrapayés LTEPTAOCT), VIOTUGY)

Awarapeyés rov | Shonvown pvIKT ovpedpnon,

avamvELaTIKOT PAPLYYORUPUYYIKG GhyOC,

CUOTHHATOS, TOV
Odpara kat tov

Toxdnvoue, fpoyxdonacpoc, Pixag,
dVomvol TaPOELGHIKT VuXTEPIVI],

peaobwpdiciov vrotia, péyyor, cuprypde
drgrapayéc rov | vavtia, Sigppon, KOWAOKS GAyog, dhyog Gve
YOAOTPEVTEPLIOL | EPETOC Kot yhpae, Enpootopia,

dvomeyia, dvogopia tov oTopdyoL,
ddtaon g kotkivg, aokitg,
dvokothiémta, Suagayia,
UETEDPLG PGS

diarapayic rtov | avEnpévornratikoi | yohdotaon, nraTopeyaiia,
firaros kar Twy | deixteg vrepyorepvOpvarpia, iktepoc,
XOANPopwy (apwotpavogepion | nmotuci Aettovpyio pn QUGLOAOYIKT,

g ahaviviig, NRATOTOSIKOTN T, TRTIKY

QOTEPTIKY Swrapay, v-

QUVOTPAVEPEPEST), | YAOUTAHVATPUVGPEPROT auénuévn

aAKaAC

Quoardon aiperog,

YorepuBpivn

ovlevypévn,

¥ohepulpivn

aiporog)

diatapayéc rov | eEavBnua, kviiopds, | moAlpop@o spvBNpL, eEavonua Toéum

dépparog rai epLOnpa, KNAdddeg, eEavinua EMOEPLLIKT)

TOV VIOSIPIO vaEpidpwaon KnAboPratidides, eEavlnua VEKPOAVOT Kal

16700 Kvnopddes, xvidmaon, Seppatix) Zovdpopo
aArepyia, kvnopds yevikevpévoc, Stevens
e&avBnpa epubnpatdde, efavlnua | Johnson (Bi.
YEVIKELUEVO, ECavEM I Lapoeidéc, napaypeoo 4.4)
BAaPn dépuatog

drarapayéc tov | apBpaiyia 0oQuaRyia, TEVOg OE GKPO, 0OTIKGG

HVOTKEAETIOD novog, poikn advvapia, poakyio

GUOTIHATOC Kal

TOU GUVOETIICOU
16TOU

Ararapayéc raww
VEQPOV Kai TwV
oVPOPOpwY 058Gy

VEQPIKH QVETAPKELL, VEQPIKT|
avenGpxewr ofeia




i

s

Fsvigéc

olaFapayis iai
%y yZaaréas:c; ™e
0o0V yopijynons

mopeia, piyn,
KVIopOG e BEong
gy vong

@hyog, Giyog g BEong kabetpa,
Komwon. aiobnon yuypov, aichnon
Beppob, epvbnua g Béang
EYXVOTS, OKANpLVET NG Béomg

€yyvong, dhyog g Béamg éyzvong,
oidnua mg Béong éyxvong,
@Aefitidu g BEamg £veong, oldnua
TEPLPEPLKO, Evaiatncic, Bwpakik
dvogopia, Bwpakiké dryos, oldnua
npocmnov, aictnon petaBolris g
Beppoxpasciag Tov ohpatog,
oxAfpuvan, eEuyyeinon g Bdong
Eyxoong, epebiopdg mg Béarg
Eyyvong. eAePinida g Béomg
Eyyvong, e€avBnua mg Béong
Eyyxvaong, kvidwon ng Béang
Eyyvong, epbnua g Béong éveang,
oidnpa mg BEong Eveong, dhyog g
BEomg éveong, oidnpa g Béang
éveong, uiobnpo kaekovyiac, oidnua

Haparivicés KAaAo aipatog Kpeatvivi aipatog avénuévn, fetua
eCeraoeic HELDMEVO, e&etoon epubpoxuttépwy ota obpa,
Acvkopotivi aipatog | mpateiviy odwm HEWDUEVT), TPWTETVT]
LEWDHEW 00pwv Betua, xpovog mpobpoppivig
TapaTeETAEVog, ¥pOvog
npobpopfiviig pewwpévog, varpio
QipaTog HEIMIEVO, VATPLO aiparog
avEnpévo, acPéotio aipatog

; - pelwpévo, acPéotio aipatog
avEnpévo, yroplodya aipuTog
pewnpéve, YAukoln aipatog
QLEMUEVY), HUYVIIOI0 QOTOS
Hewmpévo, QuoPopog aipatog
HEWDUEVOS, PUGPOPOS CifaTOC
avEnpévog, ovpia aipatog avénuévn,
¥POVOG EVEPYOTOMHEVIS LEPIKAC
Opopforniastivig maputetajévo,
durtavBpukika aiplatog petwpdva,
FAwpovye uipetog auénpéva, KGAo
Qipatog auénuivo, aptnpLuKl Tieon
avEnuévn, ovpikd 0&b aiparog
pewwpévo, aiple oTa 0Vpa VIEPYEL,
AVOUTVEVOTIKG WiBhpiopa un
QUC10A0Y1KS, S10&eidto Tou avBpaxa
HEWDHEVO, ETtinedu
UVOCOKUTUOTUATIKOD QUPHEKOL
avépeve, diebviig oplahomoujpévn
ayéon avdnpéviy, veppikol
KOAWVEpoL, AevkokiTIOpa 00pmY

i Oetixd, ka1 pH odpwv avénuévo.

To caspofungin éyer eniong a€oroynbet pe ™ §éom tov 150 mg nuepnoing (v £mg 51 nuépec) oe
100 evijhikeg acBeveic (BA. mapdypago 5.1). H perém cuvéxpive to caspofungin tav 50 mg
nuepnoieg (peté and pio d6om epddov twv 70 mg katé v Hpépa 1) évave v 150 mg nuepnoiog
o™ Bepaneia g SmbnTuaig kavrvtizong. £ avn) ™y opada aoBeviv, 1) aopdien Tov caspofungin
OUTHG TN HEYAAUTEPNG BOGTG TAPOVOIACTNKE YEVIKA TapONOLL HE QUTI TWV acbevay Tov ehaPav my
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nuepnote docoioyia caspofungin tov 50 mg. To 1060016 10V acleviy ue H1t OYETICOPEV] 1e TO
pappaxo sofapr avemBounTy evépyewa 1 jua oxeTICopEVN e To QappLaKo avemBopum T evépyewn
odnyei oe dioxom) Tov caspofungin, yrav cuykpiciLo kat oTig 2 opddeg Bepaneiag.

Haudarpicoc zinBocudc

To Sedopéva and 5 khvixég HeAETeg mov odoxAnphinkay oe 171 moudratpicovg acBeveic
vroompilovv 611 1) cuvolua) CURVOTIIN TOV KAVIKOV avemBOuntov evepyeidv (26,3 %, 95 % CI-
19,9, 33,6) 8ev eivon XEWPOTEPN amd Ot avapépbnke Yo evidikeg nov Ehafav Bspamsic pe
caspofungin (43,1 %, 95 % CI-40,0, 46,2). Qotdaoo, o madrarpikoi acBeveis éxouv mpogavi
Swpopetikd mpogik avemBOumTav evepysidv oe OUYKPION e evihikeg acBeveis. Ot mo cuyvég
OXETILOHEVEG PE TO QApPpAKO avembiunteg evépyeeg mov avapipnkay oe TaBaTpIKovs aobeveig
nov éhafav Bepaneio pe caspofungin Wrav mopetia (11,7 %), eEavBnua (4,7 %) xar keQaiaryie (2,9
%).

Kordioyog evemBbuntov evepveiiy G& Hopen mivaxae

‘Exouv avagepbel o1 aKGAovbeg avemObunTeg EVEDYELEG:

Karyyopia Opyavinos Zvetijparoc | Iois ovgvis | Zuyvés (21/100 éwe <1/10)
(=1/10)

drarapayéc rov avEnpévog apBpds necvopmy

THLOTONTIKOY Kl TOV Agupticod

CUGTIHATOC

drarapayéc rov vevpirod Kepaialyia

TVOTHHATOS

Kapédrariéc srarapayéc T ukepdic

Ayyeranéc €Eaym, vrdTaoy

drarapayéc

dwarapayéc rov raroc kar tov auinpéva eminedo tov NraTRbOY evihpmv

oAn@dpwy (AST, ALT)

diarapayéc rov Sépuaroc rar Tov eEavlnpa, Koo

vroddpiov toTov

T'evikég drarapayéc kar TUPETHG piyn, mévog 610 onpeio Tov Kabetiipa

KATAOTAGEIS TS 0600 yopijynonc

Hepariivixés eéeraoerc HELOREVN T Tov Koo, vropeyvoapia,
avEnuévn yYAvkdln, petwpév T
POTPOPOY, Kat avEnpévn Tius Qwopdpon

Avagopd mBavoloyoiuevov avemBbuntoy EVEPYELGV

H avagopd mbavoloyoidpevay avemBOUNTOV evepyeidv petd and ™ xopfiynon &deing kuxkhogopiog
TOV QUpHAKeVTIKOD TPoidvrog eivan onpovius. Emtpénet ) cuvex TapakorovBnon g oxéone
OQELOVC-KIVEUVOD TOV QupUAKEVTUCOD mpoiovtog. Znteitn amd toug EnayyeApaties vyelog va
AVAPEPOVV OTOIEGONTOTE mBavokoyodeveg ovemi MNTEG EVEPYELES HEG® TOV

Efvikod Opyaviopod Qappakmy

Meooyeiny 284

15562 Xokapyde, Adrva

TnA: +30 21 32040380/337

Gal: +30 21 06549585

Iotétomoc: http://www.eof.pr.

4.9 Ynepdosoroyia

‘Exer avapepBei xopynon and apghewa éwg 400 mg caspofungin o€ pia pépa. O TEPITAOOE QUTES
dev mpokaAsoay KAwvikd ONHavTKéG avembBipmtes evépysies. To Caspofungin 8ev pmopei va dmbnBei.
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5. / ®APMAKOAOTIKEE IAIOTHTES

A /
&A/ Dappakoduvapikic diotyreg

Dappaxobepanevtiki katyopia: avIHUKITIOGIKE Yo LOTNRATIKY XpYjoT, kwdwog ATC: JO2AX04

Mnyavisuds Spdong

To caspofungin acetate eivat pio novvbetix) MmonenTidua) Evwon (echinocandin), 1 onoia
ouvtiferar and éva npoidv (hpweng tov Glareu lozoyensis. To caspofungin acetate avaotéliel ™
oOvBeon g Prira (1,3)-D-ylvkavng mov eivar facikd custatics Tov KUTTOPIKOD TOYMOHETOC TOAADY
VIjHatoeddV pokitev ket fopopvkitov. H Bira (1,3)-D yAvkévn dev vrdpyel ota KiTTOpE TOV
fnAaoTikoy.

Muknroktévog dpaotikémta e to caspofungin éxer amodevytel Evavit poxkitov Candida.

Mekéteg in vitro xan in vivo edeikav 6Tim £xBeom tov Aspergillus oto caspofungin odfynoe og Ao
Kat B3vaTo eV Kopugainy GKpov Kol Tmv onueiov duakradworg Twv vedv, dtov epoavileran
Kutrapua] avantugn ko Swipeon.

Papparxodvveukég emdpdoerg

To caspofungin éxet in vitro Spustikdmra évavr Tov eidhv Aspergillus (Aspergillus fumigatus

[N =75}, Aspergillus flavus [N = 1111, Aspergillus niger [N = 31), Aspergillus nidulans [N = 8],
Aspergillus terreus [N = 52], ko Aspergillus candidus [N = 3]).To Caspofungin £yg1 emiong
SpactkdTiTa in vitro Evavti tev eddv Candida (Candida albicans [N = 1032}, Candida dubliniensis
[N= 100, Candida glabrata [N = 151, Candida guilliermondii [N =67], Candida kefyr [N = 62],
Candida krusei [N = 147), Candida lipolytica [N = 20], Candida lusitaniae (N = 80), Candida
parapsilosis [N = 215], Cancida rugosa [N = 1] xa1 Cancida tropicalis [N = 258]),
ovunepiapfavopévev v anopovodivioy pe petahraier pe petagop pe ToAlomAT
avBekTucdTTa Kou avTdv jie eniktro ) evloyew avlextikétta oe fluconazole, amphotericin B, kot
5-flucytosine. O éheyyog evaucbnoiag Seénydn chpgova pe wa TpononoinoT xat Twv duo pebddwy
tov Ivetitodrov Khwvikdv kat Epyasmpuakdy Ztabepédv (CLSI, emoNpwg yvootod wg Edvi
Emzpormi v Zrabepég Khvikdv Epyacmpiav (NCCLS), mig nebédov M38-A2 (v gidn
Aspergillus), xoan g peBddov M27-A3 (yw idn Candida).

Tporumomompéveg Texvikég Yo Eheyyo evarcBnoiag éxovy kabiepwdei yia Cupopvknres amd Ty
EUCAST. Aev &yovv axépa kaBopiotei dpa evatobnoiag yir 1o caspofungin ané v EUCAST,
LOy® ™G oNpoVTIKNG S1EpyasTpIaKhc Sakdpaveng oto evpog ™ MIC ya v ev Adyw SpaoTuia
ovoia. Avti opiov evmotnoiag, To unopovedévia otehéyn Candida to onoia sivat evaictnra oto
anidulafungin 6mwg entong kot oto micafungin Ba mpénet va Bewmpobvial evaictnta oto caspofungin,
Opoiwg, anopovendévra atekéyn C. parapsilosis evdidpeca tov anidulafungin ko Tov micafungin
umopobv va BewpnBoidv evidpiesa tou caspofungin.

Mnyaviouog avroyig

Amopovwbévia otehéxn Candida pe pewwpévn evaotnoio oto caspofungin &xovy tavtomowBei oe
gvay pepd apiBpd aobeviv kata Ty Siepkew g Bepareing (tinéc MICs Y1 to caspofungin

>2 mg/L (4- £wg 30-nhioieg av&iioeig mg MIC) éxouv avagpepdei APNOWOTOIDVTUG
npoTvmoTON|HEVES T VIKEG EAEYYov MIC eykexpyéveg and 1o Ivotitovto KAvikév kat
Epyaompraxdv Zrabepdv CLSI). O pipaviopds ovBekticdmrag tov tavtonouibnke eivan FKS1
Wxar FKS2 (yw 1o C. glabrata) yoniduaxég netarhieis. Auvtéc o MEPIMTACELS TUVIEBT KAV UE TTTwY G
KAWVIKG OTOTEAEC AT,

‘Eyerravtomombei n in vitro avantudy avBextikdmrag oto caspofun gin, and ta eidn Aspergillus.
Béoer repropopévng khwviaig epmeipiag mapatnpifnke avlektikdémte 610 caspofungin o aoBeveig
pe dmbntuch aomepyitiwon. O pmyaviopde ™ avBextikotnTag Sev éxet tekpunpwdei. H cuyvémra
mg avlekTikoTTag oto caspofungin amd Sidpopu Khvikd oteréyn Aspergilius, etvat omdvia. ‘Exet
mapampneet avlextucomra tov caspofungin oto Candida ahlé 1 cugvémTa pmopei va dpépel avd
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etdog 1 meproy.

Kiwit) amotehespatinétro kat goodheia
dmBnuici; Kavivtiaoy oe Eviimcec Aobevels : Awkdoron Tpidvea evvéa acBeveig elonydnkay oe o S ’
UPYIKY HEAET GhYKpPIoTG TOL caspofungin ko g appotepiciviig B yio ) Bepaneia e dunbnig
kavrwvriaong. Ewocttésoepic aabeveis eiyav ovdeteponevia. H mo ouyvn didyvaeon ftay ot
apoToroykég Aotudées (kaviveaytia) (77 %, n=186) xaw 1 neprrovinida and Candida (8 %, n=19),
Or acBeveig pe evloxapdinda, ooteopvedinido 1 pviyyitda npoepypevn and Candida eiyay
anoxieisBei and mv pedém. To caspofungin 50 mg yopnynénxe THEPNGIWGE HeTh amd juia déom
epddov 70 mg, koL apeotepkivi) B yopnyibnxe e 0,6 £wg 0.7 mg/kgMmpépa e un
ovdeteponevikoig acleveic 7 0,7 g 1,0 mg/ke/ nuépa oe ovdeteponevicois aoeveic. H éan
Silpkern g evdophéPiag Bepaneiag firav 11,9 NHEPES, pe éva ebpog and | og 28 Nuépeg. Octuay
avTandkpLon anairodoe Ty VROYDPNOT TOV CUUTTOUATOV Kt Hkpofodoyua) kdbapon and ™m
hoipwén pe Candida. Avxésion eicost téooeptg acBeveic OURTEPAPENKAY 6TV apyiKkn avaivon
amoTeAEC poTkdTTOS (Avihuon MITT) Y10 TV GvTamoKpion Katd ) Ay e HEAETNG e
eviopAr£Pua (1V) Bepanein. Ta nocostd Betikng avtamokpiong o1 Bepaneio ™e dmbnrucig
KavTvrioong ftav cuykpicya y to caspofungin (73 % [80/109]) ka1 ™V apugotepucivn B (62 %
[71/115]) [% &wgpopé 12,7 (95,6 % Cl =0,7, 26,0). Metatd tov acbevav HE KOVIIVIaLia, e TosooTd
Betucg aviandxkpiang oto Téhog g evBopAéfiag (IV) Bepaneiag ™mg perémg Moy CUYKPIOWA Y1 TO
caspofungin (72 % [66/92]) ko1 yia v apgotepkivy B(63 % [59/94]) katd mv apyua] avidvon
amotedespanikdTag (avéivon MITT) [% dwxpopé. 10,0 (95,0 % CI -4,5, 24,5)). Eivax nepropiopéva
e oTolxein Y acBeveis pe hoipwén oe un aipatoyeveis meployég. Ta mosootd Betucis avromorpione
GT0VG oVdeTeponEVIKODG aoeveic fizav 7/14 (50 %)omv opdde tov caspofungin ka1 4/10 (40 %) amv
opdda g apgotepcivie B. Avtd ta TEPOPIopEVE GTOYEIR VIooTpilovTan and Ta amOTEALT OO,
NG HEAETIIG TNG EURELPIKTG Bepaneiog.

Ze o Sevtepn puerém, o acBeveis pe Smbnrua) kavrvricoy £hafav nuepiioieg Sdoeig caspofungin
tv 50 mg/Mmuepnoiag (petd and pia 8601 epddov Tev 70 mg kuté mv Huépa 1) 1 caspofungin twv
150 mgmuepnoiag (BA. napdypago 4.8). T avt) ) pekén, v 8don tov caspofungin yopnyn8nke
evtog draotipotog 2 wpdv (avri e Kkabepopévng xopiynong evids piag opag). H pedém anéxdeioe
aobeveig pe mbavoloyobpevn evBokapditde and Candida, Hmviyyitida 1) octeopverinda.

Emeidy ovt frav po pedém TpoTapykig Bepaneing, ot acBeveic mov Nty avlektikol og

PO YOUPEVOUG AVTIIVKNTIGIKOTE mopdyoveeg eiyay emione anokheisOel. O apBpde tmv
ovdeTEPONEVIKMY AoBEVAOV TOU evidyfnkav o' cvjv m) HEAETN YTav emiong nepiopic uévog (8,0 %). H
OMOTEAECHATIKOTNTA TjTav évag BEVTEPEDMV 6TOY0G AVTHG ™G Herémng. Ot aobeveig mov mhnpodoay
Ta Kpripe elcayayis ket Erafay i 1 neplocoTepeg 8dceig Bepanciog g puerémme ue caspofungin
cvumepiEiN@incay oty avdivon OMOTEAESHOTIKOTNTAG. Ta GUVOAIKGE EVVOIKG TOGOGTH
QVTAMOKPLOTG KOTH TO TEAOG ™G Bepaneiag pe caspofungin Nrav rapduowa Kot 611G 2 opddeg
Bepaneiag: 72 % (73/102) kor 78 % (74/95) v 115 opédeg Bepaneiog pe caspofungin 50 mg kot

150 mg, avtiotoiymg (Spopd 6,3 % [95 % CI-5.,9, 18,4)).

dinnrixiy Aawepyildewon oe Eviilixes Aobeveig: EEvta evwéa eviAkeg acbeveig (nhuciog 18-80) pe
dmBntuai asrepyimon ewfyfnoav oe pa avoyr, un SLYKPITIKT pekém yia va aohoynBein
aoPEAED, 1) EVEKTIKOTTO KoL OMOTEAEGHOTIKOTITE TOV caspofungin. Ot acBeveig émpene va eivar gite
avBektikol (eEEMEN g acBévelnc % omotuyio feAtimong pe dhheg AVTIHVKNTIAOIKEG Bepaneieg, Tov
xopnmenkay yia 7 nuépeg rovidyiotov) (84 % tmv ewwaybeviov asbevov) 1 pn avextiol (16 % tav
ewcayBéviov aobevdv) o dhleg kabiepopéves aviywkntookéc Bepaneies. Moihoi and Toug
aoBeveig eiyav vrokeipeveg acbiveleg (apatoroyikég KakonBeeg [N = 24], akhoyeviy HETOUGG EVOT
HUELOD 0GTMV 1) KUTTAPIKT] HETAPOGYEVGY apyEyovmy KUTTdpmy [N = 18], petapdoyevon opydvov
[N = 8], cuprmayf éyxo [N = 3], % GAkeg acBéveieg [N = 10]). XpnowonouiBnkay avempot opiopot,
ohppova pe ta Kprripwa me Ouddag Merémg yie Mukmuidoerg, yia 0 Stéyvaon g Smbnrucic
aonepyilaong kat yo ™y avtandkpion ot Bepancic (Yo ™V a&loAdynon g euvoikyg
avTanoKpLong amonthBnke Khvikd onpavtuay Pertivon oe axTvoypagieg kabag emiong oto onpeia
Kat ovpntdpeta). H péon Sidpreia mg Bepaneiag Yizav 33,7 nuépec, pe éva gvpog and | Ewng 162
nuépeg. M ave&dpmmmn opdda ENTEPOYVOROVAV Blanictwoe 6Tt 41 % (26/63) tov acbevédy 1o
€haPav rovidxiotov pia §don caspofungin eiyav gvvoixm AVTUTOKPLoN. Am6 tovg acleveic mov
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epapav nepiocdtepo and 7 nuépeg Bepaneia He caspofungin, to 50 % (26/52) rnapoveiace EVVOIKT)

rtandkpion. Ta 7o svvoikd nocootd avTamékplong v aobeveig mov Mty eite avBextikoi 1 elyav
~pooavelio oe rponyodueves Bepaneice irav 36 % (19/53) xa1 70 % (7/10) avriotorya. Mapdio mov ot
8OCELG TPONYOUHEVEHV AVTLIVKTITIAG KGO Bepaneidv oe 5 acbeveig mov ewibnoav ot pekém frav
XUMASTEPES UMb (rVTEG OV YOpTYOLVTAL ouxvi Yo ) Bepaneia TG SmnTucg aomepyiAhwong, to
TOGOOTO Mg EVVOIKTG avTamdKplong Katd ™ dprea g Bepaneiag pe caspofungin o’ aVTOUg TOVE
acBeveis firav napdpoto pe avtd mov napovsiacay ot vréiowor aceveis, Tov Nty avBekTioi (2/5
évavt 17/48 avniotoiywe). Ta mosostd avIandKkpiong petaEl TV acleviy e TVEVHOVIKT VOGO Kot
eCwnvevpovik vooo, frav 47 % (21/45) kot 28 % (5/18) avtiotoyw. Metakd tov aobeviv pe
ECWAVEVHOVIKT] VOGO, 2 and Toug § aoBeveic, o onoiot eiyav BEPam, mbavi 1 duvat cuppEToN] TOL
KEVTPIKOD VELpKol cvatfipatog (KNI), TEPOVCIUGAV EVVOTKY AVIATOKPIOY.

Epneipixiy Ocpaneia oe Euntpetovs, Ovdeteponevikoie Evijlaxes Aabeveic: "Evag suvolikdg aptBude
L11T acBeviv pe exipovo mupetd kat ovdeteponevia ewotjydnoay oe pia KA perétn kot Erafay
Bepaneia eite pe caspofungin 50 mg nuepnoing katdémy piag d6ang epdédov 70 mg, 1 pe Mmocwaks
apgotepikiviy B 3,0 mg/kg/mpuepnoiong. Karaiinior acbeveic Ehafav ympeobepaneia yia kakoreto il
€YUV VIOCTEL IUOTOMTIKT HeTodoyEVOT| UPYEYOVOV KUTTAP®V, KAl £X0VTOG OUSETEPOTEViL

(<500 xbtrapw/mm’ yia 96 Opeg) kat Tupetd (>38,0 C) Sev avtanokpifnkav oe = 96 Gpeg oy
TapevIEPLKT) aviifartnpiakt Bepansia. O aobeveig enpoxerto vo. AaBovv Bepaneia £mg Ko 72 @peg
apoTov VIoYWPTIoEL 1) ovdETEpOTEVia, pE peyiom dudpkerr 28 nuépeg. Qatdoo, ot acBeveig yia Toug
omoiovg eixe Swyvaotel e pukmniacu holpwdn propotoav va Aafovv Bepansia yia HEYOADTEPO
Srdompa. Edv 1o eappako frav kahd avektd ahid o mopetds TV agbevoic enépeve kat 1 KAVIKR
KATAOTAGT XEWPOTEPEVE PETE amd 5 Nuépeg Bepuneiog, 1 Socokoyia Tov papudrov T HeAETTIG
Hmopovoe vo cvinbei oe 70 mg/muepnoing caspofungin (13,3 % tov acBeviv e Bepuneiag) 1| oe
3,0 mg/kg/mpepnoing mg Mnoswinaxg appotepkiviig B (14,3 % twv acBevav mmg spaneiog).
Etxav cvpneptingBei 1.095 aobeveig oty Tpwtapyikd tpororompévn Modified Intention To Treat
(MITT) avaivon anotereopoticdmrag Tg GUVoAK|g EVVOIKTG avtandkpiong. To caspofungin (33,9
0) 1Ay 1660 ANOTEAEGUATIKG 60O 1) MTOCWLOKT apgpotepwivi B (33,7 %) [% Sagopd 0,2 (95,2 %
Cl1-5,6, 6,0)]. Mz cuvodu guvoik avtemdkpion ararrodoe vo TAnpeital éva and ta S kprripia: (1
emruyls Bepaneia kamoiag Pasuchs puknTiacig Aoipwgng (caspofungin 51,9 % [14/27],
Mmocopuaxt apgotepikivy B 25,9 % [7/27], (2) Kapia vée puknticoud oipoln katd m Sidpkew
NG HEAETIG e TO pappako 1 evidg T NUEPGV PeTh T okoxAfipacn g Bepaneiag (caspofungin 94,8
% [527/556], Mmocwpuoxy apgotepixivy B 95,5 % [515/539], (3) emPiwon y1a 7 npépeg petd v
okoxif)pwon g Bepaneiog g perémg (caspofungin 92,6 % [515/556], Mmocwpuax) CLLPOTEPTKIVY
B 89,2 % [48/539]), (4) xapia Soxom) and to péppaxo TG HEAETNG AdY® TOEIKOTITAG GYETOHEVIG
HE TO QappaKo 1) EAAeymg anoteheopanikémrog (caspofungin 89,7 % [499/556], Mroswpax
apgotepikiviy B 85,5 % [461/5397)) ko (5) LIOYDPNCT) TOV TVPETOY Katd T SihpKeia ™G meptddov pe
ovdeteponevia (caspofungin 41,2 % [229/556], Mmoo ekt apgotepucivi B 41,4 % [223/539]).

To ebpog g avtandrpiong oo caspofungin kot 0TI Amoswpuax appoteprkivn B yia Paowkéc
HUKITIOOIKES AOWUAOEELS o TrpokakovvTan amd Ta &idn Aspergillus, Wav avriotoya, 41,7 % (5/12)
xat 8,3 % (1/12), kot and ta e/dy Candida firav 66,7 % (8/12) ko 41,7 % (5/12). Or aoBeveig oV
opdda Tov caspofungin mapoveiccav véeg howdEe Adyw Tov akdiovfmy L1 cvxvay LupopvkTtay
Kot evpwtopvkijtwv: Eidn Trichosporon(1), Eidn Fusarium(l), Eidn Mucor(1), xax Eidn Rhizopus(1).

Hodratpikde minbouopde

H aopdhewn xat v anoteheoparicdémra tov caspofungin extyménke oe tndurpucots aobeveig
nhiag 3 pvov éwg 17 etdv, oe dbo tpoontikéc, moAvKevpixég Khvicég Soxipés. O oxediaopuds e
HEAETNG, Te B1aYVOOTIKG KPITPor Kot To KpIThpia EKTiUNONG TG amoteAEopuTIKOTTAG TTay
TOPSHOLE HE QUTE TMV OVTICTOYMY HEAETMV GE evijAikeg aoBeveig (BA. naphypago 5.1).

H mpdm pekém, oy onola evedyfnxay 82 acBeveig petald 2 ko 17 etdv, frav wa
TUYaI0TOMUEVY, StThd TV peAé obykprong Tov caspofungin (50 mg/m’ IV pia gopé nueproiog
HETd omd pio 3dom e@odov Twv 70 mg/m’ my Hpépa | (xwpig vrépPacn twv 70 mg nuepnsine) e
Amoswpiakn apgotepiviy B (3 mg/kg IV nuepnoiwg) oe pa avaroyio Bepansiog 2:1 (56 oe
caspofungin, 26 oe Arocajuory apgotepicivi B) g epneipikn) Bepunein oe nadiatpikovg aobeveic
He empuévovto mupetd kut ovdeteponevie. To cuvokixd T0cooTd emruyicg omv MITT avdivon tov
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anoteAespdTav, pubiouivy o npog T daatpopdtnoy Kwvduvou, elyav we akorovBug: 46,6 % '};,\‘-;' QMA_
(26/56) 710 To caspofungin xat 32,2 % (8/25) yia t Mmoompuaxn apu@otepikivy B. :

H devtepn pekém fitav pa mpoontua), avorktig ETGTIAVOTG, UT] GVYKPITIKT HERETY exTiimong The
QoPAAEINS KAt TNG amoteAeopaTIkOTITAg TOV caspofungin ae radtpols acbeveic (MAkiug and 6
pnvav éwg 17 etdv) pe dmbnruai kavwvicon, kavivricon 0160¢pdyov ket dSmBnTuch aorepydiwon
(wg Bepaneia Sidowong). Evidynxay capivia evwvén aobeveic xat EaPav caspofungin 50 mg /m” [V
Hia @opd npepnoiog petd and pia 8601 £96ov TV 70- mg/m’ v Huépa | (xwpig vrépPaon Tav

70 mg npepnoing), and Tovg omoiovg 48 cupnepiedigdnoay oty MITT avéivor. Amo avtoig, 37
eiyav dmBnTud xavtvioon, 10 etyav Smbntic) acnepyihimon, kat 1 acbeviig eixe kavtvtioon
01609&yov. To £vvoiké T0COGTO UVTUTGKPLONG, WG TPOG TNV Evdeiln, Kutd To mépag TG Bepansiog pe
caspofungin eixe ag axohovBwg katd v MITT avédvon: 81 % (30/3 7) o dmbnTikn Kovivriaon,
50 % (5/10) o dwmbnruc] aonepyidhaon xar 100 % (1/1) TNV KOvIvTioon owodyov.

5.2 DappokokivyTIKES 1816TTES

Karavour

To caspofungin cuvdéetar extevig pe ™ Asvkwpativi.To ouvdedepévo kKhao o Tov caspofungin
nowiier and 3,5 % oe vyeig aobeveig éwg 7,6 % oe acBeveic pe dmbntud kevtvrioon. H katavop)
nailel tpotedovio pélo o pappakokwvijTiag tov caspofungin ato mhaopa kot eivat To otddio mov
ehéyyetar pe m doookoyia 660 oY a-600 Kot o B-ghon. H KUTOVOLLT O 10TOUE EQTAGE 61O
Uéyato opuo oe 1,5 éag 2 nuépeg petd ™ 8éon tav eiye xotaveudel 6Tovg 107006 92 % g SdoTg.
Eivar mBavov va pixpd pévo khdopa tov caspofungin nov Sarepvi TOVG 10TOVG VO EMGTPEPEL
apySTEpE 6T0 MAGGHE WG apyiki] évaet. [t autd, 1) arofolrs yivetar arovoia evég wolvyiovw
Katavopfis, kot etvar Ewg Tdpa adbvatov va yiver o mpaypoTiKg EKTIHNGOT TOV OYKOV KATAVOWTG TOV
caspofungin.

Buopetaomuatioude

To caspofungin veictatol avtdpat didonaoy oe e Eveon e avolkTd SakToAo. Mepartépm
petaPoropds mepapfaver v8pdiven tov rentidioy ku N-aketviioon. Avo evdidpeca npoidvia,
nov oymuatiCovial katd tn Sikonaot tov caspofungin ¢’ avm) ™V EVOGT] e TOV GVOIKTO SakTiAL0,
GUVOEOVTOL IEG® OpOOTOAKOD dETHOD e TpmTElveg TOL TAGGUATOG, P QMOTELEOHA YaUnAOD
Pabpod, un avaotpéyym déopevon pe Tig TpmTEivES TOL TAUGHOTOG.

Meléreg in vifro ederbav 611 1o caspofungin dev eivar avastoréag tov evihp@V TOV KUTOYPOpATOG
P450 1A2, 2A6, 2C9, 2C19, 2D6 1) 3A4. e khvikég peétec, to caspofungin Sev TPOKGAECE MUY
00TE avESTELLE TOV HETAPBOMONUG GALOV QUPUOKEVTIKMY TPOIOVTQY pécw tov CYP3A4, To
caspofungin dev eivat vedoTpwu Yo TV P-yAukonpateivy kar sivan TTO¥O VIOCTPWUA Y10 To
évlopa Tov Kutoxpdpatog P450,

Amofol

H arofoAn tov caspofungin ané to mhdopa yivetar apyd pe podus kdBapong 10-12 ml/min. Ot
GUYKEVTPOGELS TOV caspofungin oto mhdopa pewdvovtal pe éva TOAVQACIKG TPOTO, HETE amd e’
anag evdopréfieg eyyioeis piag dpag. Mia clvropn GAQu—pao anavtdrol apfong petd ™y Eyxuon,
axoAovBovpevn amd pua P — eéon pe ypévo nutens and 9 og 11 ®peg. Mia mpdobetn y — pdon
amavtéral eniong pe xpévo nulwns 45 wpdv. H katavop, TEPIGCOTEPO Und TNV UmEKKPIoN ) )
Propetatpom, eivan o emkparéstepog pmyaviopde, mov empedler v xabapon Tov Thdopartoc.

Ilepinov to 75 % g padievepyois 86omg avaktiénke: ot 27 nuepeg: 41 % and to odpa ko 34 %
amd to kémpave. Yrapyet e pph anékxpion 1 Plopstatpomy tov caspofungin katd t Sibpxeia
tov npdTev 30 ®pdv petd ™ xopiynon. H anékkpion eivar apyn ket o TEAKOG Ypdvog Nnkeng g
padievépyetag firay 12 éwg 15 nuépec. 'Eva pkpd 1oc0otd caspofungin exxpiverar apetdBinto otu
ovpa (nepimov 1,4 % g 86omg).

To caspofungin enéderée pétpa pn ypaupy PAPHAKOKIVITUA pe avEnpévn cucodpevon Ketd v
avénen g doamg, kat docoekdption, ooV apopd To ¥PEVO enitevng otabepiig katdotaang kotdmv
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Snpévn éxfieon oto caspofungin mapatnpriénke oe evijhixeg aaBeveig pe veppua) Suoherrovpyia
Kat fma nrotw) BAapy. ot Bniukd dtopa, kot GT0Vg NAKIpévoug. Mevikd n avénon frav pétpu
KOl OXL apKeTd peydan yia va. Sikarohoyndet avanpooappoy g Socoroyiag. Le evijhikes acBeveic
pe pérpra otk PAGPN 1) oe vrépPapong aoBeveic, propel va eivan aveyxaio QVOTPOSUPIOYT] TG
docodoyiag (B mapukdrm).

Bapog: Le mAnduopiaxt) gapuarokvnrua] avikvon e evijhikeg aobBeveis pe kavriveiasn Ppébnke ot
10 Papog emnpedler TN GAPHAKOKITIKY TOV caspofungin. Ot cuYKEVIPMOOEL 0T0 TAGTHE HEIGVOVTaL
otav avgavero to fépog. H péo Exbeon oe evijhika aoBeviy mov Lhye 80 kg vroAoyioTNKE va efval
23 % pkpotepn and auth ot evijhike acBevi) tov Loyile 60 kg (PA maplypago 4.2).

Hrotuai Suckerrovpyia: Ze evijhies aoBeveig ue ima éog uetpue nratuc PAapn, n AUC avEaveroan
mepinov Kord 20 ka1 75 %, avriotorya. Aev vrapyer khvikn epnelpla 6oov agopd evihikeg acbeveic
He coPapi} nratiy Suchertovpyia kon randratpikoig aabeveis pe Nratkn Susiertovpyia
orotovdtimote Bubuod. Te wa perém morhamhav doewmy, n peiwon mg docoroyiag amd v
nuepnoe d6om oe 35 mg oe evijhikeg uoBeveig pe pétpio nratikn Svcherrovpyia £8eike Gt mapéyst
kaprodn AUC mapépowa pe avti) mov AapPavetal oe evijhixa GTOMO HE KAVOVIKT} NIATICH AEttoupyia
mov ehufav To kabiepopévo oxnua (BA. mapiypago 4.2).

Negpucii Suoherrovpyia: Ze pa ki pehém) epdna S6cewy 70 mg, T QUPUEKOKIVI|TIKT] TO
caspofungin firav repépowe oe evijhikeg eBehoviéc pe fma veoputi Suchertovpyia (kdBapon
Kkpeattvivig 50 g 80 ml/min) kat ota dropa eréyyov. Métpia (x&Bapom kpeativivng 31 éwg

49 ml/min), mpoxwpnuévn (x&Bapon kpeatvivig 5 €wg 30 ml/min) ko telkod otadiov (kdbupon
Kpeatvivig <10 ml/min ko e&aprdpevov and my Sidhvon) veppud dvoiertovpyia adénce pérpux
TG CLYKEVIPDGELS caspofungin oto mhdopa petd and epénes Soon (ebpog: 30 £wg 49 % ywa o AUC).
Qo1660, o€ evijhkeg aoBeveig pe SmAnTuc) Kavtwtioon, owogaykn kaviwvtiaon 1 Smentu)
aonepyihhnon mov Ehafav morhaniig nuepfioweg Séoeig caspofungin 50 mg, dev vanpée onpavTiky
pdion TG NMAG EmG TPOYWPTHEVOD GTadion VEQPIKIC Pripng, otig ovykevipdoeig Tov caspofungin.
Aev givan avaykaia n ovarposappoy mg Socokoyiag oe aoBeveis pe VEQPIKT] duoierrovpyia. To
caspofungin 8ev pmopei va SmBnlet, v avtd dev arairsiton cupmAnpepotik) docoloyia petd v
aipodrorion.

divko: Or ovykevrphoeig Tov caspofungin oto TAdopa Hray Kath péco 6po 17-38 % vymAotepeg otig
Yyuvaikeg an’ 011 6TOVS AVIpES.

Hiuvaopévor M pétpa abEnon omyv AUC (28 %) xat Coan (32 %) mapatpriBnke oe nhkiwpévoung
AVIPEG GE GUYKPLON JIE VEOUG GvTpeg. TToug aobeveis mov Ehafav epmepikt) Bepaneia 1 o ontotot
eiyav dmbntuay kavrvtiaon, p tapépoie enidpaon pe ™y nhixic napampidnke oe nAKipévoug
acbeveig oe oyEon pe vedrepous acbeveic,

Dok Aedopéva QappakokviTkig TV acbevdy dev Tapovsiaoay KAk oNHAVTIKEG Stapopés o
(papuaroxvnTiki tov caspofungin, avipeca oty Kavkéow, Madpn, lomovic] kat Megotitfog gui.

Madorpikdg ThnBuopdg

Ze egiifovg (Mhkiag 12 wg 17 etdv) mov erdpPavay caspofungin tov 50 mg/m’ nepnoing (péywsto
70 mg nuepnoing), 1 AUCq.24, 610 Théoa Yiot TO caspofungin fitav yevikd ovykpiown pe avti nov
napatnpiBnxe oe evijhikeg mov eAdpPavay caspofungin ota 50 mg nuepnoine. Olot ot £gmPot
erafav dooe1g >50 mg nuepnoing kat oty TpaypaTikdéTTe 6 and toug 8 Edaflav ) péyiomn doon
twv 70 mg/mpépa. Or cuykevipdoeig caspofungin oto TAdope e avTOlg TOUE epnpovg frav
HEWOUEVES GUYKPITIKG HE UTEG TV evijAikav mov eldpPBavey 70 mg nuepnoing, ™V mAEoV guyvT|
d6am mov yopryiBnke otoug e@ifoug.

Ze nandid (Awieg 2 éwg 11 etdv) mov ehdpPavay caspofungin oto 50 mg/m’ nuepnoing (uéyioto

15



70 mg nuepnoing). n AUCq24, 610 mAaopa yie To caspofungin, HETd amd mokhamhég Sdoeig AW,
ouykpiown pe avti mov TapuTIpBnKE GE evijAikeg Tou ehapPavav caspofungin ota 50 mg/
nuepnoing.

Ze wikpa madid kon vijma (MAwiag 12 éwg 23 pmvév) mov ehapfavay caspofungin ota 50 mg/m’
nuepnoiog (uéyoto 70 mg niepnoing), 1 AUCq..4, 010 nhéopa T1e o caspofungin, perd and
rolhamhés Socelg fitay oUYKpicN pE avT Tov rapatplifnke oe evijhikeg mov eAdpPavay
caspofungin ota 50 mg HEPNCIWG Kal pE AT Tov HEYRADTEPBY TSIV (mhaxiag 2 éwg 11 etdv)
mov £xaPav 50 mg/m’ nHepnaing,

Zvvoikd, to Subéoipa SeSopéva PUPUAKOKWITIKING, ATOTEAESATIKOTNTOC Kot ao@aietag stvan
TEPLOPIOpEVL OE 0:0BevVEig Nhiiag 3 wg 10 pmvav. AeSopéva PapUAKOKIVIITIKNG EVOG Tedion 10
pMvav mov Erafe m Séom tov 50 mg/m’ nuepnoing katédeav my AUCy. 4, £vtdg Tov 1diov evpoug
Omog rapatnprnke oe HeyaAvtepa matdid xon evijhikeg o™ 86on v 50 mg/m? ko 50 mg,
AVTIGTOIXME, £V OF éva maudi nAiag 6 unvov mov €dafe ™ 8éon v 50 mg/m’, N AUC. 4, iTav
KATA TL LeyodiTepn.

Ze veoyva kot Bpéen (<3 HMv@V) mov Ehafav caspofungin ot 25 mg/m2 nuepnoing (mov aviistoyei
o€ péon nuepiioia 86om tov 2, ] mg /kg), n péyom SuyKévtpmon caspofungin (C, ) e N Ao
ovykévrpwan caspofungin (Cay ) peté and molhaniég doeig itav SLYKpioym e avt mov
napatpnnke e evijhikeg mov Ehafav caspofungin ot 50 mg nuepnoiog. Tyv Hpépa 1,1 C) Tty
Suykpioym kat 1) Cosy, petpiog avénpévn (36 %) ot ootd Ta veoyva kat Bpéon ot oyéon pe TOUG
eviihikes. IMapdia avtd, rapatpfifnke petafintémra téoo ot Ci i (Yempetpuan péom tyw myv
Hupépa 4, 11,73 pg/ml, Kopowopevn and 2,63 £ag 22,05 pg/m!) doo xat o™ Caoane (Yo peTpucty péon
Tipn v Huépa 4, 3,55 pg/ml, Kupovoevn and 0,13 gwg 7,17 pg/ml). Merpioeig g AUC,.y, Sev
TpayHotomombnkay oe auth ) peAéT) Adym Tav UpOIdV dElYHATHVY TAdoaTOC, A&iler va onpeindei
OtL M anoteleopaTkdTTa Kat 7 aopdAera Tov caspofungin Sev £yet nerenOei emaprdg oe
TPOOTTIKEG KAVIKES BOKIES OE VEOYVE Kart Bpéopn nhwiag kétw Tav 3 Unvav,

&3 Hpoxiwvikd dedopéva yia ™y acedisia

Mel€reg tofikdémrag enavakopPavopevng Séone oe apovPRiowg Kat mbKovg ToV £hafav dooeig dog
7-8 mg/kg evBopieping, é8ei&av avTi8paoelg oTo omMpeio g EVEGTG GTOUE apovpaiong Kat Toug
mbnkoug, evieilelg anerevBEpwong 1wtapivig otove apovpaiovs, ko BéPaieg aveniBy unteg evépyeisg
mov evromifovral 6To frap v TBKwV. Meléreg TobikdTag omy avantedn otoug apovpaiove
édewav 611 10 caspofungin mpokael pereelg oo Bapog Tov OONATOG TOV pPpion Kot avénon om
SuvOTTe atehols oaTeom0inoNg TRV onovEhAwY, 1oV oTEPVISION, Kol TMV 00THY 10U Kpaviov ce
8ooe1g 5 mg/kg mov oyetiomrav He avemBOUNTES evépyetes yia ™ untépa omag ot evdeitelg e
omeRevBépmong wotapivie oe EYKDOVG apovpaiong. Avagéphnke eniong ad&non ot cuyvémta
ERPEVIoNS TG avyEvIKC nagvpds. To caspofungin fjray apVITIKS GE in vitro avaioeg yio vtk
yevotoSikémra kabbg emiong ko ketd Tov APOUOCH KOS EREYXO HVELOD 0OTOV G& MOVTIKG in vivo,
Aev Swebiybnoav pedérec KapKwoyéveons peyding Sidpketog oe Lo, T v afodoynBei to Suvepus
Kapkwoyéveong. Mo to caspofungin, Sev vafipdav embphosig o YOVIHOTNTG O pHEAETES IOV
Swe&fydnoav ae apoevikols kot Bnlukotc apovpaiovg £mg kot 5 mg/kg/muepnsing,

6. PAPMAKEYTIKEZ IAHPO®OPIEL
6.1 Kataloyog exdoyav

Sucrose

Mannitol

Glacial acetic acid

Sodium hydroxide (yia pt8puon tov pH)

6.2 Acvpfatoryreg
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F QVaLLETYVOETAL [E péca apaineng mov TEPLEYOVY YAUKOLY, ened) To CASMYG Sev eivar
EpO GE péoa apaineng nov mepiéyovy yAukdln. Eni anovaiag peretdoy cupfardémrag, autd To
UPHAKEVTIKG TPOTOV Sev MPEEL VA OVaUELYVOETOA HE QAL QUPUOKEVTIKG TTpOTOVTA.

6.3 Awapkera Log

o 70 CASMYG 50 mg: 2 ypovia
[ha 70 CASMYG 70 mg: 2 ypévia

To CASMYG 8ev mepiéyer cuvmpnrixé. H XN Ko puotkt] otabepdtnra Katd ™ yphion £xet
anodewyBel yie péxpt 24 dpeg ot Beppiokpasia 25 °C 1 xupnA6Tepn Kot otovg 5 + 3 °C drav Exet
avacvotabei pe evéoo 18wp. And pikpoProloyikic amoymg, to mpoidv Ba mpémet vo.
APMooToIEiTAL apEcwg, EKTOG Kat ey 1) uéBodog avotyparog/avasioraong/apainong arokhsict tov
xivduvo puxpoproioyuig porvveng. Av dev xpnoponombei apécag, ote 0 ypdvog Sraripnong kerd
™ (P01} KL OL GUVBNKEG TPtV amd 0 ¥pTjoT) AnOTEAODY gvlivn tou ypiom.

H ymuuc kon guoki otaepdtiyra katd ™ xPNoT ToL apawbiviog Srudduatog EYVONG yit ToV
acBevii £xet anodeyBel yia 48 dpeg atoug 2 £wc 8°C kat oe Beppoxpasia Sdwpatiov (25 °C), dtav éxe
apalwdel pe Siddvpa Yroprovyov vatpiov 9 mg/ml (0,9 %), 4,5 mg/ml (0,45 %), 1 2,25 mg/ ml

(0,225 %) mpog éyxvom, 1 yahoxtiké Sidhvpa Ringer.

Amé pkpofioloyudis Gmoyng, 1o TPoidy Hu mpéneL va. ypnoiponoeital apdowne. Av dev
xpnoomombel apéows, Tote 0 Ypdvog Swathprong Kutd ™) Xp1iom Kot ot cuviiikeg Tpv and ) yprion
amoterodv gvBiVI Tow ¥prioTn Kot Sev Bu TPETEL v Eivar KavovIKG Heyarltepn and 24 dpeg oe 2 mg
8°C, extég av 1) avesvotaon Kot 1) apaicen Eyvay kitm and eheyydueveg Kot EYKUpOTOMUEVEG
QOTTIKES CUVHTKEG.

6.4 Idwirepeg mpoguidiers kara v @vlaiy Tov TPoiGVTOS
Mn avorypéva @i Puriocete oe yuyeio (2°C - 8°C).

Mo Tig cuvBikeg Satipnong petd myv avaoLOTAON KUl Bpainon TO PUPPEKEVTIKOD npoidvrog BA.
Tupdypao 6.3,

6.5 Dion KAl CUGTATIKG TOV MEPLEKTY

CASMYG 50 mg
Awoaveg yodhvo gokidio thmov | twv 10 ml, pe Bpapofovtoiis eELactid TOUO YPOUATOS YKL Kot
Kuddio chovpviov pe kéKKIvVo OTMOCTAMNUEVO KATAKL TOADTPOTVAEVIOL.

CASMYG 70 mg B o
Aagavés yodhvo @radidio Tomov 1 tov 10 ml, He Ppapofovtuiid ehaoTikd mhpa XpOUATOS YKPL Kat
Kuafio ahovpviov pe moprokodi anoond HEVO KomdKt TOAVTPOTVALVIOL,

Awrtiferal oe cvokevasia 1 graiidion.
6.6 ISwaitepeg mpoguiiagers andppryng ka @hhog yeipropdg

Avactotaon tov CASMYG

NA MHN XPHEZIMOIIOIOYNTAI MEZA APAIQIHE ITOY TIEPIEXOYN FAYKOZH, enedi] 1o
CASMYG Gev eivar otaBepd oe péou apaiwong mov mEPEYOVY YAUKOL. NA MHN I'INETAI
ANAMEIEH'H TAYTOXPONH EI'XYZH tov CASMYG ME OMNOIAAHIIOTE AAAA
PAPMAKA, eneidi] dev vrapyovv atoveia Siabéoo yix v ovpPoardémra tov CASMYG pe
@Aheg ovaieg mov yopnyodvran evioghefing, Tpoécdeta 1 @uppaxevTiKd Tpoidvie. Na eAbyyerat
OTTIKG TO S1GAvpa TPOg Eyxuon Y1 cwpatidia 1) AMOYPOUUTIONO.
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Kafe avrypoxmtasikd vrodewmdpevo duehvpa kalme kot GAa T vAKE Tov £xouv ypnotoromBet ?’ia ’ " m
™ xopiyNon ApEMEL VoL amoppinTovial ohppuve HE 16 KTl T6moug wybovoeg oyetikég dwtaery -

CASMYG 50 mg k6vic 710 ToKve oKEDEONE Y1a TapacKevs draidpatoc mpoc £yyvon

OAHTIEZ I'IA TH XPHZIH LE ENHAIKEEL ALOENEIEL

Bijpe 1 Avasdetasn Tov cupfatikédy grakdiov

[a my avacbotacn mg kdvews, agiote to graiidio va avakTioeL my Oeppokpacia Sopatiov kat
npocbéste 10,5 ml evéoyio v8wp xdte and aonrrucss ouvbnkeg. Ot GUYKEVIPMGELS TV
avosvotedeviav guuiidiov Ba sivar 5,2 mg/ml.

H revi) wg vrdrevkn cvpmaytig Avogriomompévi kévig Oa SrahvBet TAAPQS. Avopsifte eAappd Eng
010V AneBel éva dwevyée Sidhvpa. Ta avacvotabdévia Saddpata Ba mpémet va eréyyoviot ontikd Y
oWpaTid 1 Y10 aTOYPOHATIGHS. AUTO TO aVACVOTHOEY dihupa propei v puAdooeTatl i péypt 24
peg ot Beppoxpasia 25 °C A yapmidtepn 4 atong 5 &3 °C,

Bijpe 2 IIposBijky tov evasvotadivrog dwddparog CASMYG og duddvpa mpog £yyvon o

Tov aclevi]

Ta péoa apaimong yio to telixd Sihvpa Eyyvong eivan: oteipo evéouio Siahvpa yhwpovyov vatpiov
1) yahoktikd Shvpe Ringer. To Siehvpa mpog éy;uom TUPACKEVALETOL KATW UmO AOTTTIKES
GuVBTKeg, [LE Ty mpoaBiKn g KatdAAning TocoTaC TOV avaovotadevrog mukvod Siadipatog
(dmwg guivetar oTov mupaxdte mivakae) oe éva odko 1 Quihn Eyyvong tov 250 ml. Mropei va
xpnopomombet pewwpévog dykog 100 ml yia 1ig eyydoee, na Tig Nuepnoieg ddoelg 50 mg 7 35 mg,
otav xpivetar wTpikd anapaimro.

To 8uidopa va unv ypnoyonoteizar av eivat Bokd 7 Eyet inpa.

INAPAZKEYH TOY AIAAYMATOZ [IPOZ ETXYXIH ILE ENHAIKEEL

Aocoloyia* Oykog Tov Kabwepopévy Avdlopa mpog Eyyvey
avacvotadévrog dadikacio 1e petopévo Gyko
Swdlpartog TAPACKEVT|G (evaovotadév Sidivpa
CASMYG yia (avaovotabéy Siihope | CASMYG éyer
peragopa oe okko 1] | CASMYG éyet npoctebel oe 100 ml)
QL npog npootebdel o 250 ml) TELIKT] CUYKEVIPWOT)
evdopiifa yprion TEAKY] GUYKEVIpmON

50 mg 10 ml 0,20 mg/ml -

50 mg oe pewpévo 10 mi - 0,47 mg/ml

6YKO

35 mg yw pérpa 7 ml 0,14 mg/ml -

nrat) duchertovpyic

(amd éva uaridio 50

mg)

35 mg v pérpa 7 ml - 0,34 mg/ml

nratiky ducsierrovpyia

(amd évo @rakidio 50

mg) o UEImpEVo YKo |

*10,5 ml 6a mpénet va ypnoponoobvrot yio v aVEGHOTUCT OV TOV Pralidiny.
OAHT'IEEL I'lA TH XPHZIH ZE ITAIAIATPIKOYX AZLOENEIL

Yrohoyioudc tov Epfadod e Expdverac tov duaroc (Body Surface Area, BSA) yia naudrazpixr;
dogoloyia

Mpw and mv napackevn me éyyvone, va vrokoyicshei to epPaddv me empdveiag Tov cdpatog
(BSA) tov asBevoig yprictponoidvrac iy mapaxdro e&iocwon: (E&icwon Mosteller)
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YWwog (emdx Bapog (kg)
3600

BSA (m) = J

Hoapagrevi} Tov draiiuaroec npog éxyvon twv 70 me/n’ via naidiarpiovs aofeveic niciac > 3

Uy (ypyoonoidvrag giaiidio rwv 50 me).

I. NamrposdiopioBei n tpaypatiai 86om epddSov nov Bu xpnorponombel otov Tardiatpiks achevn
xpropomowdvtag v BSA tov aobevoig (dnwg tpocdiopiotke TUPUTAVE) Kot THY aKOAoLO
egiowon:

BSA (m’) X 70 mg/m’ = Adon epddov
H péyiom) 86om e@odov kata myv Hpépa 1 dev mpémet var vrepPaiver ta 70 mg avebdpmro and
™V vrokoyobeica doom Tov acbevoic.

2. Agnote v yivel e§ioopponmon Tov yuxdivrog graidiov tov CASMYG oe feppoxpacio
daypatiov.

3. [Mpocbéote kdtw and acnrrikés cuvBikeg 10,5 mi evéoipon ¥8utog “. Avtd To avacuotadéy
duhvpe propel va SwupnBei yio péyp 24 Gpeg oe Beppokpacia 25 °C 1 yapmidtepn 1 otoug
5+3°CP Avto napéxeL TEMKT GUYKEVTp@GN Tov caspofungin oto @Aidio 5,2 mg/ml.

4. AQoupéote amd T0 QaAidio TOV GYKO TOV QUPUAKEVTIKOD TpoioVTOg mov 1WodVVaNEL pe Ty
vrohoyoBeica 86om epddov (Z1édo 1). Katw ard QONRTIKEG CUVONKEG LETUPEPETE QUTOV TOV
dyxo (ml)" tov avasvotabéiviog CASMYG ot éva odxko 1V (M guadn) mov mepigyer 250 mi 0,9
%, 0,45 %, 1 0,225 % evéoyiov Siohdpatog yhwpotyov vatpiov, EVESULOV YOAQKTIKOD
dwkdpatog Ringer. Evaliaxtikd, o 6ykog (ml) y tov avacvotabéviog CASMYG pnopei va
npoctebel oe Eva pewwpévo dyko 0,9 %, 0,45 %, 11 0,225 % evéciuov ddbparog yAmprovyon
vatpiov, 1) evéctov yakoktikol Siakdpatog Ringer ov va pmy vrepPaivel Ty Tedx)
cuyKEVIpoaen Tov 0,5 mg/ml. Avtd to Siddvpa éyyuone npénet va ypnooromBei péoa oe 48
hpeg eav drampnBei 610 yoyeio oTovg 2 fag 8°C 1 ot Beppokpasia Swpatiov (25°C).

Hapagievij rov drgdvuarog npog &vyvon rwy S0 mg/ni’ yia raidiatpisovc aaleveic niiac > 3

Unvey (ypuoiomomvras pralidte rwv 50 mg).

1. Nao mposdiopiofei 1 mpaypatiki 86om cvvripnaong mov Ba ¥pnoiorombel otov madatpikod
acbevi) ypnoyonowdviag v BSA tov acbevois (dnwg tpoadiopichnke tapamive) kat mv
akdrovin egicwon:

BSA (m%) X 50 mg/m’ = Huepijowa Adom Zuvmpnong
H Hpepiiow Adon Zuvrijpnong dev npénet va vrepPaivet 1o 70 mg avebapmra and Ty
vroioywsBeion ddon Tov acbevonc.

2 Agiiote va yivel e§iooppomion tov yuyBéviog grakidiov tov CASMYG ot Bepuokpacio
dwpatiov.

3, INpocBéote kétw and aonntucég ovvbixeg 10,5 ml evéorov H8atoc °. Avté to avacuotabéy
Swidvpa propei va SwempnBei yia péxpr 24 dpeg oe Beppokpaocia 25 °C 1 XeHMAOTEPT) 1] GTOVG
S+3°CP Avts TapEyet Teua] cuykévipwon Tov caspofungin oto grahidio 5,2 mg/ml.

4. AQaipéate amd T0 PLAISI0 TOV GYKO TOV QUPHIKEVTIKOD TPOIOVTOC OV wodvvapei pe v
vrohoywsBeion nuepiow 86om cuvtpnong (Etédio 1). Kate and QONTTIKES TUVOTKES
Hetapépete auTdv Tov dyko (ml)' Tov avasvotaBiéviog CASMYG ot éva oéxko IV (M préhn)
nov nepiéyet 250 mi 0,9 %, 0,45%, 1 0,225 % evéoipov Sleddpatog yhopiotyov vatpio, 1
EVEOULOV YaAakTikoD Swwhdpatog Ringer. Evaliaxtikd, o dykog (ml) ¥ tov avaouotaféviog
CASMYG pmopei va npootebei oe éva petwpévo 6yxo 0,9 %, 0,45 %, 1 0,225 % EVEGLLOD
1A vpaTog yhwmpovyon vaTpiov, 1) evEsLHoL yehakTikob Sladbuatog Ringer mov va piyv
vrepBaiver v tehua ovykévipwon tov 0,5 mg/ml. Avtd to Sidhvpo EYYUOTG TTPETEL VO
xpnoononbei péoa o 48 dpeg eav SrumpnBei oo yuyeio otovg 2 fwg 8°C 1 oe
Beppoxpaoio dopatiov (25°C).

l HIapatypijoes oxeticd pe iy napackevij:

! a. H Aevki] g vréhevrn cupmayig péla ba Swhvbel niipog. Avapeifte ehagppi g 6tov Anedei
&va Svyég Sidhopo.
B. Na eheyybei ontikd 10 avacvotabév Sidhvpe yie sopaTidia 1| 10 0TOYPOUITIGNS KaTd mv
avacdotac Ko Tpw umd Ty Eyyuor). Na v xpnoonombei edv to Sidivpa eivar Bokd 1 Exel
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¥. To CASMYG SwtiBetar dote vo mapéyet v mAfpn d6om mov avapépetal ato rakidio (50 mg). '?&
eav apapedoiv 10 ml and 1o graiidio. Bt ff_f’fz{ * 4
RS A EVAN

CASMYG 70 mg kévic via mokvé oKeVOoHa Y10 apackevt) Stuldpatos mpog yyvan

OAHTTEX I'TA TH XPHEH ILE ENHAIKEY ALOENEIZ

Brjpa 1 Avacboraon Tov copfatikdy pradidiov

' Tjv avacdortaon ™G KOVEWS, aprioTe T PAISIO va avaxthoet Ty Bepuoxpasia Swpatiov kat
mpoaBéote 10,5 ml evécio 18mp kito omé aonrTKé cuvBixes. O1 cuyKevtpdoeic Tov
avoovotefiviov gredibiov fa civat: 7,2 mg/ml.

Hevkn g vedhevkn ovpmaytig Avogihomompévn kévic Oa Sahvbet nAnpog. Avapeitte ehagpi fog
drov AneBet éva Surwyéc Siddvpa. To avacvotadévia Swakdpare B mpémer va eAéyxovtat ontikd yia
¢cbp§x:i§1& 1 Y1 anogpopatiopd. Avtd 10 avacvotabéy SiaAvpa umopel va puAdooetat yia péypt 24
dpeg oe Beppoxpacio 25 °C 1 yapnhbrepn 1 otovg 5 + 3 °C.

Tovacfevi

Ta péoa apainong yio To TeElxd Sidhvpa Eyypong etvar: oteipo evéoo idvpa yoptodyov vatpiov
1 yehaxtucd SiiAvpa Ringer. To Siéhvpa mpog &yyvon TaPacKEDALETAL KATO and aonTTIKES
cuvbikeg, pe mv Tpocikn g katdiining Tocdtntag Tov avacvotaBévrog Tokvoy Swddpatog
(bmag paiverar oTov mapakdtw mivake) oe éva GhKo 1 Quiin Eyyvong Tov 250 ml. Mnopei va
mmuonomﬂat HewpEvog 6ykog 100 ml i Tig eyydaes, yia Tic nuepfiotec Sdoeic 50 mg 1} 35 mg,
Sty kpivetay wrpuc anapoenzo,

To duihvpa va pnv xpnoyonoteitor av eivat BoAd 1 éxet itnpa.

}Bzuuzz Tposbrikn Tov avacvoradévrog Srakbparog CASMYG e duddvpa wpog éyxven i

IAPATKEYH TOY ATAAYMATOEX IIPOL ETXYZH IF ENHAIKED

Aosoloyia* Oykog Tov Kuabwiepopévy | Avidopao mpog fyyuon
avaovotadivrog dwadikacio e pewmpivo dyko
dwdvparog TOPUCKELNG (avacvotadéy Sidhopa
CASMYG 1 (avacvotobév Sidhvpa | CASMYG éxe
petaQopd s ohxko | CASMYG &ye1 mpootedei og 100 ml)
QLaAN Tpog npootebei o6 250 ml) | el suykévipoon
evdopiifa ypiion TEAMKT] ouyKévipmoT

70 mg 10 ml 0,28 mg/ml Aev guviotdron

f70mg (omé 8o | 14 ml 0,28 mg/ml Agv coviotdTal

QuAid Tov 50 mg)**

3. ETplal 5ml 0,14 mg/ml 0,34 mg/ml

*10,5 ml Ba mpénet va ypnoyoTo0vVTAL Yo TY avaovotasn 6oV 1av grulidiov _
**E&v&ev eivar dwbéoipio euakidio Tav 70 mg, 1 $éom v 70 mg uropei va mapaokevactel and ddo
pAida toov 50 mg

OAHTIEE I'TA TH XPHEH IE IHATATATPIKOYE AZOENEID

¥; Aoyzo'uéc 100 Eufladod me Emodveiac 1o Sdhuoroc (Body Surface Area, BSA) yio raudiarpncs
e

Ipwv and v mapackev e €yxvorg, va vrooyiobei 10 enBadév mg empaveLng TOV GhpATOC

(BSA)IOU aobevoic ypnoonoudvag Ty mapakdte eticmon: (EElowon Mosteller)




[ S 7 7
2y o jXWos (cmix Bapog ke
BSA (m9) 3 3800

ackevtj Tov digdvuarog rpoc évyven Twv 70 mg/m’ yia radiatpicovc aaleveic niriac

3 unvary (rpnowenaidyvrac oiaiidio twy 70 mg).

1. NanpooiopioBei n mpaypatic 86om epddov mov fu xpnowonombel otov TadiTpkd achevi
xpnoiponowwvrag mv BSA 1ov acbevodg (énwg npooSopiodke Tapamiv®) Kot Ty ak6Aovdn
eticoon:

BSA (m’) X 70 mg/m® = Adon epéSov _ o
H péyiom 86om ep6dov xord v Hpépa 1 Sev mpéner va vrepBaivet ta 70 mg aveEdpmra and
v vroAoywleion déom Tov agbevoic. _

2. Aopnote va yiver e§ooppémmion tov yuxBévrog grakidiov Tov CASMYG o Beppoxpucia
dwpatiov.

3. Ipoocbéote kdtw amd wommrucég cuvBijkeg 10,5 ml gvéopov ¥datog *. Avtd 1o avacvotadéy
duidvpa propei va SnpnBei yio péypt 24 dpeg oe Beppokpacia 25 °C 1 xaunAdtepn 1 oToug

_5%3 °C". Avtd mapéyet ek cuykévipeon Tov caspofungin oto puAibio 7,2 mg/ml.

4. Aogwpéote omd To qehidio tov GYKO TOV QUPHAKEVTIKOD TPOIdVTOG oL 1G08VVaE] pe ™mvo
vroroyiseioa 86om ep6dov (Zradio 1). Katw and aonmrikéc ouvbkes petapépete avtév Tov
oyko (ml)" tov avaovetadéviog CASMYG o éva oo IV ( g1éin) mov 7epiéxet 250 ml
0,9 %, 0,45 %, 1 0,225 % evécyov Swkdpatog yhwprotyov vatpiov, 1| EVEGIHLOV YuhakTiKoD
dwivpatog Ringer. Evailaxticd, o dykog (ml) " tov avacvotadévrog CASMYG propei va
npootebel oe £va pewwpevo dyko 0,9 %, 0,45 %, 1 0,225 % EVECILOV SLADPOTOG YAMPIOUYOV
vazpiov, 1) evEsuov yakaktikod SwAdpatog Ringer mov va pny vaepBaivet THV TEALKT
ovykévipaon tov 0,5 mg/ml. Avté To Sidhvpa Eyxvong mpénet va xpnoyonomei péoa o 48

‘tpeg edv SrmnpnBei oo yuyeio otoug 2 éwg 8°C 1 oe Beppokpasia dopatiov (25°C).

Hapaokevii Tov drtadvparoc wpoc &yyvan Twy 50 mg/mz yia TAdITPIcovS aoleveic nlikiac

> 3 unvév (ypyowonoidvrac piedidio twy 70 mg).

1. Na npocdiopiobei ) tpaypatic Sdom ovvtipnong mov Ba ypnoponomBel otov tadatpikd
acbevi ypnoponowdvtag v BSA tov acfevoig (mwg mposdiopictnke napardve) kel my

~ ax6lovdy eLicwon:
 -BSA (ml)'-X/SO mg/m’ = Huepiiowa Adon Tuvripnong o
‘H Hpepriowx Adon Zovrijpnong Sev mpémet va viepPaiver ta 70 mg avegdptnta and my
_vmohoyobeica 86om Tov acbevoic,. o _

2. Agiote va yiver €8100ppomIoT TOL YuyBEvTog ukidiov oo CASMYG ce Beppoxpasic
Sdwpatiov.

3. Hpocbécte kdrw and aonrrcég cuvBixeg 10,5 ml evésipov H8atog . Avtd 10 avacvoTadEY ,
ddhvpa L,mopei va Swtnpnei yia péxpr 24 dpeg oe Beppoxpasia 25 °C 1N xapmAbtepn 1M otovg

5% 3°C". Avtd mapéxer tedua] ouykévipon tov caspofungin oto groAisio 7,2 mg/ml.

4. Agupéote and 1o PraAidio Tov dyko ToU PaPUAKEVTIKOD rpoidvrog mou wodvvapei pe v
vrodoyiofeioa nuepiow 86om cuvripnong (Z1éd10 1), Kéro and aonrtikég cuvlikeg
HETUQEPETE ¢uTéV Tov Gyko (ml)’ 10V avacvotadéviog CASMYG ot éva obwo TV (1) PuaAn)
mov meptéyer 250 ml 0,9 %, 0,45%, 1§ 0,225 % evéoyiov SwAvparoc YAoprovyoL vatpiov, il
evéarpov yahaxtikod Swehbporog Ringer. Evalhakticd, o bykoc (ml) ¥ tov avaovotubéviog
CASMYG unopei va npootedei oe éva pewpévo 6yko 0,9 %, 0,45 %, 1 0,225 % evéopon
dwAvpatog yAmplodyov vatpiov, 1 evéciuon yahoktikod SwAvpatog Ringer mov va, uny
vrepPaivel v telik cvykévipwon tov 0,5 mg/ml. Avté 1o Sildhupa Eyyoong TPETEL VO,
xpnoonombel péoa oe 48 dpeg ehv SiampnBei oto yuyeio otovg 2 £wng 8°C 7 oe
Oeppokpucia dwpatiov (25°C).

Hapatypijoeig axeriicd ue v napacKevt]:

0. H Aevin og vrdevkn ovpmayic pale Bo Swdudei npeg. Avapeitte ehagpd g dtov Angdel
Evo, Swvyég Sidhvpa.

P. Na ereyyBei ontikd to avacvotabév Sidhvpe yio copatidia | yia anoypw uaTiopd Kotd Ty
AVAGDOTOOT KAl TPV omt6 TV éyxuon. Na 1oy ypnoiuonombet edv 1o 16w po efvat Boko 1 £xet
Cnpa.
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7. To CASMYG Swriberon dhote va. napéyer Ty mfipn 8601 nov avagépetar oto praAidio (Tomg) . :\"% o
e6v agaipeBodv 10 ml and 1o glodidio. P %:fz 4
T :;‘,?' ‘v‘j M/

7. KATOXOZ THEZ AAEIAL KYKAO®OPIAL
PHARMATHEN INTERNATIONAL S.A.
AEPBENAKIQN 4, 153 51, TAAAHNH ATTIKHE

Tmh: +30 210 66 04 300
Dak: +30 210 66 66 749

e-mail: info@pharmathen.com

8. APIOMOZX(OI) AAEIAX KYKAO®OPIAZL

<[Na cvuninpwbei ot ebvixd eninedo]>

9. HMEPOMHNIA ITPQTHZ ETKPIZHE / ANANEQIHE THE AAEIAL

<[Na ovpnipwbei oe e6vikd eninedo]>

10. HMEPOMHNIA ANAGEQPHIHE TOY KEIMENOY

<[No. copndnpwbei oe ebviké eninedo]>
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D6rdo 0dnyrdv xpiong: Man pogopisg yia Tov ?pf]c-rq

CASMYG 50 mg kévig y1a mokvé OKEVOOHA Yia napackevt) Sraddpatog npog & o
CASMY/G70/mg k6Vis yia/m0kve oKevaoRalyIa G paoIET BLaAs memmsm@m{
Caspofungin

AwPdore mposektikd ohdkinpo To @0)do odnyrdv gpriong wprv xopnynOei oe eadg 1 To nardi

o0g 0VTH TO Pappako, Si16T1 mepihapPaver oNpavTikég TAnpogopics Yia cug.

- Podagre avtd To HAAO odnyidy xP1ione. Towg ypewaotei va 1o Siafdoere Eavé.

- Eav éyete mepartépo OmOpiES, POTHOTE TOV Y10TPd, TOV VOGOKOHO 1] TOV QupRaKOnoLd oag.

- Edv napatnproere xdnow QVemBOuNT evépyela, evUEpGOTE TOV Y101pd, TOV VOSOKONO 1) TOV
Papparonod cag. Avtd woyver kar yia kide mfavi) avemBounm evépyeia mov Sev avapEpeTol
070 apdv PHALO odyidy ypfiong. BAéne napaypago 4.

T nepiéyen To mapbdv @oddo odnyidv:

- Tieivarto CASMYG ka1 mow eivou Aprion Tov

T mpéner va yvapilete npw oog xopnynéei to CASMYG
Mg xopmyeitar o CASMYG

Mbavég avemBopnteg evépyeieg

[ vo purdooete To CASMYG

[epexdpevo mg cvokevaciog kat Aowrég mAnpogopieg

¥ BA Bk By e

I.  Tieivar to CASMYG kat nowa sivan 1 xp1ion Tov

T eivar o CASMYG
To CASMYG nepiéyer évo. péppako mov ovopdCetan caspofungin. Avté avijket oe pia Katnyopio
PUPUAKAOV MOV OVOUALOVTAL BVTIHVKTTIAGTKE.

IIow. eivar v xpiion Tov CASMYG

To CASMYG ypnowonoisitar om Bepaneia 1ov axdrovbwv hopdEewny ot Taidis, egnPoug kot

EVIAIKEG!

. coBapég puxmriacikég AoybEeic aToVG 161006 1 Ta. dpyave cag (ovopdleton «dmBnricy
Kavtvricon»). Avti 1 AoipwEn tpokadeitar and KoTTape. pukntev (Cupopukitov) mov
ovopdlovran Candida.

Zta dropa mov propei va epgavisovy avté tov THro ™¢ Aoipwéng mephapufavoviar exeivor
mov udhig Exavay o enépfaocn 1 exeivol TV omoimy o avooonomTiKd aVaTNUL Eival
e€aobevnuévo. Ta mo kowd onpeio avtod Tov THTOL ™G Aoipwdng eivar mupetdg kar piyn Ta
omoia dev avtamokpivovtal oe éve avriloTikd.

. HUKMTIAOIKEG AOOEELS 0T PiTY Gag, GToVg mapapviovg k6Amoug 1| oTovg Tvedpoveg
(ovopdletar «dmbnrikr aonepyiMimony) edv aAdes avrvknTiaoés Bepaneisg Sev Exouv
Aewtovpyiioet 1] edv éxouvv mpokaiéoet avemBopnteg evépyeies. Avti] 1 Aoipwén mpokaleiron
and évav poxnta mov ovopdtetar Aspergillus.

Zta dropa mov pmopei va epgpavisovy avté Tov THmo g Aoipwéng nephapfdvovrat exeivor
OV KAVOLV yMuetoBepaneia, exeivol mov éxouvy kaver HETUNOOYEVON KAl EKEIVOL TOV TO
QVOTOTOMTIKG TOLG oVoTia eivar eEacBevijuévo.

. mBavohoyovpeveg puxmtiacikéc AodEe, edv éxete TUPETO KoL YaunAd apdud
Aevkokvttépav mov dev Pedtidbnkay pe avripotiki Bepancia. o dropa mov Ppiokovrat ot
Kivduvo eppaviong puknriacikig Aoipméne nepapfdavovral ekeivot mov &yovv kével pia
enépfaon 1 exeivol mov £xovv ekaaBevnuévo QVOGOTOMTIKG CUGTIHO.

IIog dpa o CASMYG

To CASMYG xaboté ta kbtrape 1oV pokitov e0Bpavora kot otapatdel Ty kavovikn avirtulny
0V pokmTa. Avtd epmodilel Ty eamhwon e Aoipwng kot Siver TNV €VKaLpia oTIg PUOIKES GpLVES
TOL OpYavIoHOD va amaAlayolv TANpws amd ™ Aoipwén.
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2.  Timpérerva yvepilete npwv oag xopnynBei o CASMYG

Aev Ba mpéner va sag yopnynOei to CASMYG
. o€ mepintwon allepyiog oto caspofungin T 6€ omo1081ote GALO 0 Ta CVOTATIKG AVTOY TOV
pappakov (avagépoviat ommv naplypago 6).

Eév dev eiote otyovpor, pitfote 610 Y1aTPG, TOV VOGOKGILO 1) TOV QpHOKOTOLS oG TP oog
xopmymeBei to pdppaxo cog.

Mpoeidomoniosig kar mpoguldtelg

AmevBovBeite otov y1aTp6, oV vogokbpo T Tov Qappaxonold cag Tpwv cog yopnynbei to CASMYG:

. eav eiote aldepyikoi oe omotodiimote Ao ohppoko

. edv elyare noté kémow NraTIKG npoPAtipata — propei va yperacteite drpopetikny §6om avrod
TOU PUPUAKOV

. eav AapPdvere 118 kukhoomopivy (ypnoonoteizon yia va Bondnoet sty mpdinym mg
amdPPYTS OpYavaV amd petapdoyevo 1 ™G KUTAOTOATG TOV VOCOMOMTIKOD Gog
oLeTIHATOG) — KaBhg 0 Y1aTPSS GO pmope va xpelotel va kdvet emmiéov QUATOAOYIKEG
efetdoeg kotd ™ Sidprewn e Oepanciog oac,

. e&v efyate moté omorodfinote Ghho watpikd TpOPAN L.

Eév otdimote an6 ta mapandve woxleL Y1 oag (1) edv dev eiote ciyovpot), pdnote pe tov TaTpo,
TOV VOGOKOHO 1] TOV Qappaxonold oag mpiv oog xopnynbei to CASMYG.

To CASMYG pnopei eniong va npokaréoet ZoPapég Aepuatikég AvemBopnrec Avtidpaoeig dnag to
Zovdpopo Stevens Johnson (ZSJ) ko o8k emSeppukt) vexpdivon (TEN).

Alla pappaka kor CASMYG ‘

Evwnuepdote tov yiotpd, tov vosoxdpo 1 tov papuaxonod cug edv naipvete, éxete tpdopata TapEL )
uropel va mhpete GAda pappakae. Avtd tepihapféver kot pappaxa mov Aaupavovrat xwpic ouviay
CUUREPIARPBAVOUEVOV TOV QAPRAKMV QUTIKHC Tpoérevang. Avtd yiveton Siém 0 CASMYG propet
v EXNPEGOEL Tov Tpdmo Sphong opropévev dAloy papudkav. Eniong opiopéva dika gappaka
Hropei va emmpedoovy Tov Tpémo pe Tov omofo Spa o CASMYG,

Evnpepdote tov yiatpé, tov vosoxdpo 1 tov pappaxonod oog edv AapPhvere kémowo and ta

akoAovba Qappaxa:

. KukAoomopivn 1) tacrolimus (ypnoiyonoodvrar Y1 va. BonBricovv oty mpdAnym e
amdppymg opyavav and petapdayevon 1 GTNV KATAGTOAT] TOV AVOCOTOMTIKOD oag
oVOTHPaTOS) Kabdg 0 Y1tpdg oag uropei vo xpewctel va kéver emmriov apatoloyuéc
eGetdoelg katd ) Subpketa ™g Bepaneioc coc,

. optopéva pépuaka v v HIV dofpwnén Omawg epaPipévin 1 vePipamivy,

. pawvtoivn 1 kapPapalenivy (xproiponototyvtar yio Bepaneia Tav ennrTikdy kpicewy),

. Segapebaldvn (éva otepoeidéc),

. prpapumucivn (Eva avrifrotid).

E&v ondnnote and ta napandve woydel yia oug (1) edv Bev eiote oiyovpor), pikfjote pe Tov ywatpd, To
VOOOKGHO 1) TOV pappakonod cag tpv cag yopryndei to CASMYG.

Kinon kar 0nlaopdg

Edv elote éyxvog 1) OnAdLete, vopilete 6t umopei va eiote £ykvog 1 oxedialete va amokToeTe Tondi,

tntiote ™ cupPovi Tov yetpot cag mpwv ypnouonoicETE CVTS TO PAPLLOKO.

. To CASMYG 8ev éyet peketnbei oe &ykveg yovaikes. Oa TPENEL V&L XPT|CLHOTOLEITAL GTNV
EYKLROGHVT pévov av To mBavd dpelog vrEpTEPEl Tov mBavod KvSHvoL Y1 T0 ayEVVITO
nopd.

. lovaixeg otig omoieg yopnyeitat CASMYG 8ev 8a npénet va énAatovy.
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Odighion kar yeipropde punxavpdarov
M Tapyovv IANpogopics Tov vrosTpilovy 61t 10 CASMYG emnpeatel ™y avotnTd cag va
yeite | va xepileote pnyovijpata.

3. Ildg xopnysirar o CASMYG
To CASMYG 6a npéner névra vo TpoeTopnaleTal ko va cag xopnysital and enayyeApotia vyeiac.

Oa oag yopnynbei to CASMYG:

. pnia popd k&e pépa

. néow Bpadeiag éyxvong eviopheping (eviopAéPa éyyvon)
. o€ Xpovikd Siompa nepinov 1 dGpag

O yatpég oag Ba kabopicer ™ Sidpkewa ™G Bepanceiag cag kar v mocdmra CASMYG mov 6o oog
xopnymOei kabe pépa. O yatpés oag a eréyEer méo0 Kakd dpa to @hppako i cag. Av Luyilete
nepocdtepo and 80 kg, uropei va ypewnoteite Spopetikh 6om.

Xpiion o naidid kar egijfoug
H 860m oe maudid ko e@fifoug propei va dapéper and v 8dom oe EVI|AIKES.

Eév napete peyaiirepn d6on CASMYG ané TNV KAVOVIKT

0 ywtpdg oag Oa anogasicer v toodtnra CASMYG mov xpewdleote kat yia 600 Ypovikd
dbompa ke pépa. Edv avnovyeite ot umopei va éxete AdPer peyadidrepn 6om CASMYG, JiAT|oTE
apécwg pe T0 YTpd 1) ToV vosoksuo oug.

Edv éxete meproadtepeg epwticelg oyetikd e ™ %PTiOT XVTOV TOV PEPUEKOV, POTHGTE TOV Y1BTPS,
TOV VOOOKOHO 1} TOV QUPUAKOnOLd oag.

4.  IIBovég avemBopnres evépyseieg

Onwg 6Ao ta pdppaka, £Tor kat avtd to @appako umopei va mpoxaréget avemOipnteg EVEPYELEG QY
ko 3ev mapovcidtovrat o€ 6Aoug Toug avBpamove.

Mot otov yiatpé 1 Tov voooképo cag apécwg eav rnapatnprioete onoladimote and Tig

ak6rovBeg avemBipnTeg evépyeies — propei va xperaoteive enciyovoa warpiki mepiBadyn:

. e8avnpa, kvnopds, aictnua Beppémrag, oinua oto Tpocwno, Ta xefAn 1 Tov Aoé 1
dvokolia oV avanvor — propei va £xete avridpaon 1wrapivng oto papuaxo.

. duokohio oV avamvor] pe cuptypd 1 pe egavinua mov emdewvdveral — propei va éxete
aAAepywn avtidpaon oto Pappako

. Prixas, coPapég duokorieg oty avamvor) — edv eiote evijikag Kot €xete SmonTiky
aonepyilhwon, propei va Piboete coPapd avomvenotikd npOPANLL OV popei va 0dnyT|oEL o
QVATVEVCTIKT) AVERAPKELQ.

. e&avinpa, anrorémion tov déppatog, mAnyég PAevvoydviov vpéva, kvidwon, peydheg neployse
dépparog mov anolemilovrat.

Onwg pe omowodfinote cuvtayoypagodpevo @appuako, HEPIKES avemBOuNTES EVEpYelEg uropel va giva
ooBapés. Pomiote to yiatpd oog yio NEPLOCOTEPEG TAT|POPOPIES.

AMeg avemBOunteg evépyeieg oe evijhixeg tephapuPivovy:
Zuyvég (umopei va emmpedoovy £wg 1 otoug 10 avBphmouc):

. HELOpEVT apocPaipiv (HEOMEVO TO CLOTATIKG IOV neta@épel o&uyovo oto aipa), peimpéva
AgvKokOTTAPA



. Hewwpévn Aevkopativn (eidog mpotelvng) oto aina oag, petwpévo kAo 1) xaunié emineda |
kokiov 610 aipa

. KeQaAokyio
* @heypovi g oAéBag
. dvonvowr

. dubppow, vautia 1) épetog

. aAlary€g € OPLOPEVOUG EPYROTIPIOKOVG AUOTOAOYIKODG EAEYYOUC (cvpmepihapfavopévay twov
avEnpévov TiHdY optopévey nroatikdy eAéyynv)

xvnopos, eEdvinua, epuBpdmra Séppatog 1) epidpwaon nepioodtepo and o cuvnficpévo
n6vog oTig apBpdoelg

piyn, moperde

KVIIoHGG 0TO onjeio g Eveang.

'O ovyxvég (umopet va emmpedoovy éwg 1 atovg 100 avBpdrovc):

. aAlayég o€ OPIGHEVOG EPYROTNPINKOVG AATOAOYIKODG EAEYYOUS (OU urepapfavopévig mg
VOGOV NG TKTIKOTTAG TOV @ijlatog, tov aponetalin, TV epuBpoKLTTEPMY Kat TOV
AEVKOKVTTAPWV)

. andAera mg Opedng, abénon mg mocémTag vypdY Tov odpetos, Swtapay Tov woolvyiov
nAexTpolvTdV TOV ohpuaTog, VYNAS eninedo caxydpov oto aipa, yaunkd erinedo aofectiov
oto aipa, avinuéva enineda acPeotiov oto aipa, xaunré eninedo paywnoiov 610 aija, aténon
™G 0&HmMTOG TOL QipaTOog

. AnOnTPOCAVOTOALGHOG, aioBnpa vevpikéTTag, Sveyépeia otov Hrvo

. aioBnua GaAng, pewpévn aionon 1 evaistnoia (Wiaitepa oto S£ppa), Tpépovio, aictnue
vmvnAiag, petaPolés g yedong v Tpoedv, puppnkicon { povdiaciie

. Bapmn dpaon, avEnon dakpdwv, Sroykwpéve Prégapa, Kitpivioua Tov Aevkod HEPOLE TWV
opBoApdv

. afofnon ypriyopwv 1 un guorodoykdv kapdrakdv Tadudv, Ypiyopog kapdiokde naApde, un
puatoroywég kopdiakdg maiude, pn Puo1oloyikds kapdiakdg pubude, kapdiaxm OVETAPKELD

. a1pvidio epbbnpa, eEayetg, vymiy apmpuaxy mieon, younh apmpiax migaT), epuBpdTITa OE
pio pAéPa, 1 omoia eivar vrepPorikd evaichnm xatd v apn

. opifipo Tov puikdv oV yipo and Tovg aepaywyois mov odnyel oe cuptyud 1 Prixa, YP1YOPOS
puBudg avamvons, Shomvow mov cag Euavé, peinon tov o&uydvov oo aipa, un guotoroyikoi
Txot katd mv avanvor], 66puPor Tpi§inatog amd Tovg MVEDpOVES, CUPLYIOG, PViKT GUNESPTOT,
Brxas, tévog oTo Aapd

. koiakég mévog, mévog g ve kotkiag, koo Sidtaon, Svekothdtta, Svokoiia omyv
Kordmoon, Enpoctopia, Svoneyia, Snuovpyia aepinv, Svogopia Tov otopdyov, oidnue Adye
VYpPAOV YOpw and TNV Kokl

. pewwpévn por g xohrig, avgnon tov peyéboug tov fratog, Kitpivicpe Tov SEpuatoc Kavy Tov
Aevkov pépoug Twv opBaipdy, nratiki PAGPN mpokatovpevn and Qhpuako 1 yrpikéS ovais,
NraTUc dtapoym

. un euatoroywuay veT dépuartog, yevikevpévog kvnopde, kvidwan, efdvinua Spopetikig
eppaviong, pn Quotodoywcd déppa, epuBpég ovyva Knoumdeig knAideg ot yépia Kot TGS Ko
OPLOHEVES QPOPEG OTO TPECMTO KAt GTO VGAOUTO SHpa

. ooguakyia, tévog ota xépia 1| m6d1a, mdvog oTa 00TA, TEVOG TLV VDY, PViKh aduvapia
. andAew ™mg veppuaig Aettovpyiag, Eugvi andieto g veppukig Asttovpyiag
. m6vog 610 onpeio Tov kabeTipa, Tapdnova oXETIKG pe To onueio ™G éveong (epubpdTrTa,

oxkAnpd eEbykopa, névog, Sdykwon, epebionds, eEavlnpa, kvidwon, Suppof vyphv ard Tov
xaBetipa péoa otov 10T6) reypovii ™g eA£Pag oto onpeio g évearg

. avEnuévn apmpraia) aieon xar adloyég oE OPLOPEVOVG EPYACTNPIKODG HUATOAOYIKODE
eréyyoug (cvpnephapfavopivav Tmv VEQPIKGY EAEYXwV NAexTpoluTdy Kot eEAéyymv
mnktikdmrag), avnpéva enineda v papudkov mov AapPavete mov aguavibovy o
QVOCOmOMNTIKO CUGTIO.

. dvogopia oto Bdpaka, Tdvog oTo Bdpaxa, aicbnuo peraBoiis mg Beppokpusiog Tov
ohpatog, yeviké aiobnua adwabeoiag, yevikevpévog mévog, oidnpa oto TpécweNO, 0idNua GTOVG
aoTpaydrovg, T xépwa 1 o toda, oidnpa, evarstnoia, aicbnua kovpaong.
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o TpOpRaTIkEG avemBipnteg evépysieg oe mandid kot ep1poug

oVYvES (umopei va emnpedoovy nepLocdTepo and 1 otovg 10 avlpdnouc):
mupetds.

Zvyvég (propei va emmpedoovy éag 1 otovg 10 avBpdrovg)

. Kepaialyio

. YPYOpog kopSrakdg maipde

. apvidio epvBnpa, yaunAn apmPEKY Ticon

. aAAayég o€ opiopévoug epyaotn praxodg apatoroyikois ELéyyoue (av&npéveg Tipés opropévav
NRATIKOV EAEYY@V)

. xvidwon, eEavinpa

. m6v0g 610 anpeio Tov kabetipa

M

. arlayég o€ opiopévoug gpyacmpiaxols aipatoroyikovg eAéyxovc.

Avagopd avemBipuntav evepyerdy

Edv napampiicete kamota avemBounm EVEPYELR, EVIIHEPDOTE TOV Y1aTPO, TOV/TNV vOoooKGpo 1] ToV
Pappoaronold cag. Avtd woydeL kat yia kGOe mBavi) avemBBiun evépyeia mov Sev AVOQEPETOL OTO
mapdv oA odmyihv xpriong. Mmopeite emiong va avagépete avemBduntee evépyeeg anevdeing,
péow tov

E6vikot Opyaviopod ®apudkmy

Meooyeinv 284

15562 Xohapyde, Abijva

TmA: +30 21 32040380/337

Dag: +30 21 06549585

Iotéronog: http://www.eof.gr.

Méow g avapopds avemBopmtav evepyeidby propeite va Ponbijoete ot curhoyn mepicadtepmy
TANPOPOPLDY CYETIKE pE TNV aoPErewd TOV TapOVTOG PAPUEKOD.

5.  Hag va guhidcoere o CASMYG
To pappako avtd mpéner va poidooetal oe népn mov ev o PAEmovy ket Sev 1o POEVOLY Ta TOUBIL.

Na pn xpnowonoisite avtéd 10 pappaxo perd ™V nuepopnvic AEng mov avagépetal oto kovti Kat
070 QraAidio petd 1o EXP. H npepopmvia AfEng eivat 1 Tekevtaio nuépa Tov prve mov avagépetal
ekel.

Mn avorypévae guididi: Puidooete oe yoyeio atovg 2°C Ewg 8°C.

H ymun ko guo| stabepémra katd m xpfion éxel amoderyBei yia péypr 24 dpec oe Bepuoxpacia
25 °C 1 yapnAotepn kat otovg 5 + 3 °C dtav éxer avaovortadei He evéoipo Vdwp. And
HikpoProdoyikiig amoyng, To mpoidv Ba mpénet va ypnowonoeital apESOG, EKTOG Ko edv 1) péBodog
avoiypatog/avacvotaong/apainong arnokheiet Tov kivévvo pikpoProdoyuis péAvveng.

Avt6 yiveran 5161 dev mepiéyet omowdnimote oVoTATIKG OV epmodifovy my avintoln tev Baxtpiny
Av Sev ypnoyonomBei apéowng, tdte 0 xpbvog Sratipnong katd ™ xprion Kat ot cvveikeg TPy and
™ %prion arotedodv evbivy Tov xprio).

H ympun ko guowa otabepdmra katd m ypijon tov aparwbévrog Slahvpatog Eyruong Yo Tov
acbevn) éxer amoderyBeil yia 48 dpeg oTovg 2 £wg 8°C kat oe Beppoxpacio dwuatiov (25 °C), étav éxet
apatwBei pe Siddvpa yhwplovyov vatpiov 9 mg/ml (0,9 %), 4,5 mg/ml (0,45 %), 12,25 mg/ ml

(0,225 %) mpog Eyyvom, % yakaxted Siéhvpa Ringer.

A6 pixpoBioAoyukic droyng, to mpoidy Oa mpémet va yprotuonositol apecws. Av dev
xpnoyonombel auécws, Téte 0 YPOVOg SloTHPNONG KATA TN ¥PToT KAt oL ouvOnkeg Tpwv and ™ ppion
amoteLohV evBVVY Tov xpijo Kot Sev Ba mpémet va eivar kavovikd peyadvrepn and 24 dpeg ot 2 éwg
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i, ﬂm
8°C, extog av 1 avacboraon kat N apaiwon éywvav ko ard eAeyxOpeves kat eykvponom »-rsg - %
AONTTIKEG CUVOTKEG. \ *\F‘},
I

Movo évag exnardevpévog enayyehpartiog vyeiag, mov éxe SwuPaoet Tig MAfpeg odnyieg Ba mpéner Vot L L
MOPUCKEVACEL T0 PappaKo (topaxakd Seite mapakdto «Odnyieg Y TV avasbotacn ko apainon
tov CASMYGn).

Mnv netdre péppaxa oto vepd g QmMOYETEVONG 1] OTQ OWKIAKE arOppijtaTa. Pwmote tov
PapUaKonoLd oug yio 10 TG va meTdleTe Ta Papupaka mov dev ypnouonoeite ma. Avtd ta pétpa Ba
Bonbnoovv oy npostacia Tov nepifaAiovtog.

6. Tlepieyépeva g cvokevasiog kat downég wAnpogopieg

T nepréyer to CASMYG
- H 3paotuiai ovoia eivar to caspofungin.
predidio Twv 50 mg tov CASMYG nepiéyer 50 mg tov caspofungin (wg acetate).
PINIBOEGVIT0 g Tou CASMY/G e piéxeli101mg Fov caspofungin (o adetate),
Meté v avacietaon ot 10,5 ml evéoyo v8wp, 1 ml Tov rVKVoD Srhbparog nepiEyet 5,2 mg
N7,2:mg caspofungin.
- Ta &AAa cvotatikg eivor sucrose, mannitol, glacial acetic acid ka1 sodium hydroxide.

Epgdvion Tov CASMYG kat neprexopeva TNS CUsKEVasiag
To CASMYG sivat oteipa, Aevk dag VrSAEVKN, Aogrlomounpév KOG,
Kabe svokevaocia tepiéyer éva pradisio (10 ml) xévews.

Kéroyog Aderag Kvklogopiag kar HMopackevaotig
Karoyog Adsiag Kvkhogopiag:

PHARMATHEN INTERNATIONAL S.A.
AEPBENAKIQN 4, 153 51, TAAAHNH ATTIKHE
TnA: 430210 66 04 300

®a&: +30 210 66 66 749

e-mail: info@pharmathen.com

INopaokevactig:

OAPMATEN ABEE
AEPBENAKION 6, 153 51, TAAAHNH ATTIKHE
EAAAAA

1

PHARMADOX HEALTHCARE LTD
KW20A KORDIN INDUSTRIAL PARK, PAOLA PLA3000
MAATA

1
ADAMED Sp. z 0.0.

Pierikéw 149, Czosnéw, 05-152
MMOAQNIA

INa onowdinote MAnpogopia oxetucd pe to TaPOV PAPHAKEVTIKG TPOidY, TapakareioTe va
anevBuvBeire otov Tomké avripdewno tov Katdyov mg Adewrg Kukhogopiac,
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Avto To puppakevTikd TPoioy sxen eykpiBei ora Kpatn Mékn tov Evponaikod Owovoprkod
Xdpov (EOX) pe i akbérovbeg ovopacies:

Aavia CASMYG

[Tohwvia Caspofungin Adamed

EALGSa CASMYG

ToAAio Caspofungine Ohre Pharma 50 mg poudre pour solution a diluer pour
perfusion
Caspofungine Ohre Pharma 70 mg poudre pour solution a diluer pour
perfusion :

To napdv @O)Ao 0dY1OY xprions avabempriOnke yia Telsvtaia @opa st {nuepopnvia}

O1 Tipogopieg mov akorovBolv ancvbivovral pévo oe enayyehparieg vyeiag:
Obnyieg ya to g B avacvotabei ko Ba apaiwdei to CASMYG:

Avagvaracn oo CASMYG

NA MH XPHEZIMOTIOIOYNTAI MEZA APAIQZIHE MOY MEPIEXOYN FAYKOZH, eneidn 1o
CASMYG 8ev givar otadepd oe péoa apainang mov mepiéyouy ylukoln. NA MH I'INETAI
ANAMEIZH'H TAYTOXPONH EI'XYZH TOY CASMYG ME OIOIAAHIIOTE AAAA
DAPMAKA, eneidr| dev vmapyovv otoyyeia dwabéaa yio v o0 pBotétTa tov CASMYG pe
&Aeg ovoieg, Tpdobeta 1| QapHaKEVTIKE TpoidvTa oV yopmyovvral evéopreing. No edéyyetat
ontiké 1o SidAvpa TPog Eyxvom Yia coHaTIdia 1| ATOXPOUATIONO.

CASMYG 50 mg kévic Y10 Tvkvd okeboopa yia napackevt) Sreddpnatog Tpog EYYVOT

OAHTIEZ I'lA TH XPHIH LE ENHAIKEEL AZOENEIZ

Bijpa 1 Avaciotacn Tov coppatikdv grahdiov

Mo ™ avaclotacT g KOVews, agiote 1o paAido va avaktioel v Beppokpacic dopatiov Kot
npooBéote 10,5 ml evéoipo H8wp kGTw and acnatikég cuviiKes. OL GUYKEVTPOOELS TOV
avacvotaféviov eraidiov Ba etvar 5,2 mg/ml.

H Aevin @g uroAevin) cvpnaytig Avogilomompévn kévig Ba S1oAv0ei MApwe. Avopeifte eAappd Eng
dtov AnoBei éva Sravyég Siddvpa. Ta avacvotabévia Siakvdpata Ba TPENEL Vo EAEYXOVTOL OMTTIKG YL
COUATIOW T} Y10 ATOXPOUATICHS. AvTd TO avacVoTaBEY Suihopo propel vo purdooetar yia péyp 24
bpeg oe Beppokpusia 25 °C 1| xapmrotepn f otovg 5 +3 °C.

Brjpa 2 Nlpostijkn Tov avacvotabévrog Sraddparog CASMYG ot Sradopa mpog éyyvo) yio

Tov acBeviy

Ta péoo apainong yia 1o TeAké Sidhvpa Eyxpong gtvat: oteipo evéoio Sihvpa YAmprodyov vatpiov
1 yahaxted Siddopa Ringer. To Sidhvpa mpog Eyyvon napookevdletal kGt and aonrrikés
GuvOnKeG, pe v mpocBijKn TG KatdAANAng mocomTag T0V avaovoTadéviog TuKvoD SIADLATOG
(6meg paivetar oToV MApaKET® TivaKa) o€ Eva 6axo 1) QLéAn éyxuong tev 250 ml. Mropei va
ypnoyonomBei pewwpévog dyxog 100 mi yia 715 gyyooE, yia Tig nuepfioeg déoeig 50 mg 1 35 mg,
dtav kpivetal wTpwd anopaitnTo.

To Sidhvpa va pny gpnoiponoweital av eivat BoAd 1 £xet itnpo.

APAEZKEYH TOY ATAAYMATOZ IPOZ ETXYEIH LE ENHAIKEZ

Aocoloyia* Oykog Tov Kafiepopévy Awdhvpa mpog Eyyoon
avacvotafévrog dwdikaoia pe per@péva 6YKo
S AVPaTog TOPACKELNS (avoovotadéy SuaAvpa




CASMYG 1na (avaovota®év Sudhvpa | CASMYG éxel
peragopd oe oakko 1 | CASMYG £xet npootebei oe 100
QudAn mpog npootefel oe 250 ml) | TeEAK] CLYKEVTP®
evboolrifra gpiion TEAIK] OLYKEVIPOOT|

50 mg 10 ml 0,20 mg/ml -

50 mg o€ pewopévo 10 ml - 0,47 mg/ml

byko

35 mg yw pétpro 7 ml 0,14 mg/ml -

nroTik dvoAeitovpyia

(amd éva guxdido 50

mg)

35 mg vy pétpe 7 ml - 0,34 mg/ml

nratiki dvokeirovpyio

(amd éva @radidio 50

mg) 6€ PEWNEVO OYKO .

*10,5

ml Ba TPTEL VA YPTOTHOTOLOVVTAL Yio TV AVEGVOTACT] oAV TOV QaAbiny.

OAHTIEZ I'TA TH XPHEIH LE ITAIAIATPIKOYL ALOENEIZ

Yroloyioude ov Eupadod tic Empéveiag tov Zouarog (Body Surface Area, BSA) yia waudiarpixi
doagoloyia

Tptv o6 TV TOPACKEVT TNG EYYVONG, VO vrtohoyiofet To epPaddv TG EMPAVELDS TOV CONATOG
(BSA) tov 0:o0ev0lg XPTICHLOTOLDVTAG TV TapaKdT® eSicwon: (E&iowan Mosteller')

BSA (m’) = \Jﬁwoq(m;}:;a 2 L

Hapackevij Tov S10A8UATOS TPOS &yvon Twv 70 mg/m2 yia_woidiarpikovc agbeveic nitkiac > 3
vy oruoroIdOvTac pralidio twy 50 mg).

L.

Na mpoadiopiobei n mpaypatici §6om e@ddov mov ba ypnoonowmBei otov moudiatpikd ocbevn
ypnoponordvtag ™y BSA tov acBevoig (6ne¢ tposdiopichnke nopandve) Ko iy axdiovtn
eklowon:

BSA (m?) X 70 mg/m’ = Adom e@éSov

H péyom) 86om epddov katd mv Huépa 1 dev mpémet va vrepPaivet ta 70 mg aveEapmra ond
v vrohoyisbeioa d6om tov acbevoic.

Agriote va yivel eElcoppbmor Tov YyuxBéviog praidiov Tov CASMYG ot Beppoxpasia
dwporiov. '

TpocBéote Kato and aonrtikég cuvlnkes 10,5 ml evéoyov H8atog *. Avtd 10 avacvoTabév
Sudhvpo tmopsi. va, SratnpnBei yio péxpt 24 dpeg oe Beppoxpasia 25 °C 1 xapmAbtepn 1 oT0Ug
5+ 3 °C°, Avt6 mapéxet Tehua) ovykévrpwonm tov caspofungin 6to @Aidio 5,2 mg/ml.
Aguipéote and 10 PaAidio Tov GYKO TOV QAPHAKEVTIKOD TPOTOVTOG IOV 1soduvapel pe v
vnohoyioBeica Sdam epddov (Ztadio 1). Kétw and acnmrikég oLVBTKES LETAPEPETE OVTOV TOV
éyxo (ml)Y Tov avacvotadéviog CASMYG oe éva obxko IV () @1dAn) mov mepuéyer 250 ml 0,9
%, 0,45 %, 1y 0,225 % evéotpov Siaddpatog YAoptovyov vatpiov, 1 EVEGILOV YOAQKTIKOD
draddparog Ringer. EvalAaktikd, o 6yKog (ml) y Tov avacvotaBévrog CASMYG propei va
npootedei oe évo. pewwpévo dyko 0,9 %, 0,45 %, 1 0,225 % gvéctpon SaAdpatog YAmplovyov
vatpiov, 1] evéoiuov yaaktikod Swdvparog Ringer mov va pmv vrepPaiver v Tehk
ovykévtpwon tov 0,5 mg/ml. Avté to Sidhopa £yxpong apéner va ypnoponomBei péoa oe 48
@peg ety Smpndei oto Yuyeio orovg 2 éng 8°C 1} oe Beppoxpacia dwpariov (25°C).

Hapagrevy Tov S1gAbuatog mpog &yvon Twv 50 mg/m’ yia naidratpixoic aogfeveic nliiag > 3
Vv ciuomoldvTac eraiidto twv 50 mg).

1.

Na npocdiopiabei n mpaypatia) S6om cuvTiipnong Tov Ba ypnoyionom el oTov ToUdIATPIKO
acfeviy ypnowonoibvrag v BSA tov asbevois (6nag npocdiopicbnke Tapondve) Kal Ty

| Mosteller RD: Simplified Calculation of Body Surface Area. N Engl J Med 1987 Oct 22;317(17): 1098 (letter)
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akoAovdn e&iowon:

BSA (m?) X 50 mg/m’ = Hpepfiow Adon Zvvripnong

H Hpepriowx Adom Zuvrijpniong dev mpémet va vrepPaiver ta. 70 mg avegaptnTa and Ty

vrohoyicBeioa 86on Tov acbevode.

Agiote va yiver eElooppomman Tov YugBeviog guekidiov Tov CASMYG ot Beppoxpacia

dwopatiov.

3. TlpooBéote xrm and acrrikég cuvBiikeg 10,5 ml evéoipov 08azog ®. Avtd to avacuvotabév
dddopa éuropei va Setnpnfel Yo péxpr 24 Gpeg o Beppokpacia 25 °C1 yapnidtepn 1 otoug
5+ 3 °CP. Avté napéyer Tehuc ovykévrpmon tov caspofungin oto @Aido 5,2 mg/ml.

4.  Agoipéote and 10 PXALSI0 TOV GYKO TOV QUPHAKEVTIKOD TPOIdVTOG oL 10dVvapEl ue TV

vroAoyoBeioa nueproia 8601 cuvripnong (Zrédwo 1). Katw and ACNITIKEG CUVETKES

petapépete avtdy tov oyko (ml) Tov avacvotabéviog CASMYG ot éva otxko IV (1} pudin)

mov mepiéxer 250 ml 0,9 %, 0,45%, 1} 0,225 % evéciov S dparog yrmprovyov vatpiov, 1

evéopov yohaktikod Siaddpatog Ringer. Evoliaktikg, o dyxog (ml) T rov avacvotadévrog

CASMYG pnopei va tpootedei o éva perwpévo dyko 0,9 %, 0,45 %, 11 0,225 % evéoyiov

Sk oparog yhmprotyov vatpiov, 1) evéctpov yaraktikod Sodvpatog Ringer mov va pnv

vrepPaiver v TeMkT cvykévipwon tov 0,5 mg/ml. Avté o Sidhvpa éyxvong TPENEL Ve

ypnoyonomBei péca oe 48 dpeg edv drampndei oo Yuyeio aTovg 2 twg 8°C W oe

Beppokpaoia dopatiov (25°C).

HMapatnpirjoeis CLETIKA JE TNV TAPACKEVI: '

a. H Aevir} ag vrdhevkn svpmayng pale o Siakvbel nhpws. Avapeitte ehagpd Eng 6tov Angbel
éva. Swyég Sdhvpa.

B. Na eheyxBei onctixd o avacvotabév Sihupa yia copatidio 1| Y10 aTOXPOUATICHO KT TV
avachoTao kol Tpv and Ty éyyvon. Na pnv gpnooromBei eav to Suivpa givan Bord 1 £xgt
iCnpa.

y. To CASMYG SwrtiBeton dote va mapéyer Ty mAfipn 36on mov avagépetat 6To Qrokidio (50 mg)
edv agaipedovv 10 ml and to QurAidio.

V Ty R AN N R AT PR RN T BT ITTEETENN ST T e ek
MY.G 70 mg k6vi& yia. ; 0 TOPATKEVT HLOADUATO

TR p L LG
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6 TOPEYEL TEAKT| GUYKE _pmo-n caspofu gin m:o 10810 7,2 mg/
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