Cresemba 100 mg capsules PIL CC 16 Sep 2024

1986 - I"'nwna (0"'wON) D'nFINN NN 'Y PIXY 1Y
T272 X910 DY 'O 7Y NRIYN A9INNN

NIYp niond a"n 100 "nanoayp
(ux9710 DIrTRAIRPIAT'R A" 186.3-2) a"n 100 (isavuconazole) 7ITXAIPIAT'R N7'DN NYWR NoINd '

"qon y1n" 6 9'wo nXY ,0'MAN7RI D'7'Y "M DN nntway

,NID0I NITRY 17 W' OX .NONNN 7V 'N'¥NN YT 790 0T |17V .n91NNA WNNWN DL 1910 TV [I7Vn DX [I'Va Xj?
.NPNN 7R IR K9NN 7R M9
.NNIT 'RIDIN DA¥N D 77 NXNI OX 17'98 DN7 2'TR7 D717V XN .0MNKT7 ANIK 12VYN 7R .)112Y DNYNIT N9INN

?09Nna n1wim an? .1

:219'0%7 DNAIANA YIN'YT7 NTYI' Nanoy
.NTIN O'TI7ZAN90K @
.D'NNN 1'R 2 'YMINIDANA 719'0N DAY WYUK 079100 O'TIZ'MIIPINA e

.D™ITRM0N NXIAZA 'N'MOD '0IX N'VI9IN ANIAR
.DMIN'T? NINNIAN NIMOD 7W NNMXN NNY IR N T 720 W19 TR

noNNa vin'wn 1oy .2

:ON NONNA WnNNw 'R
.(6 719 NX1) NDNNN N7'DN WK 0'D901IN 0'2ADINNN TNR 727 IX 7'WoN MINT (MMN7R) N NN e
.(familial short QT syndrome) "n'nwnin ¥ QT nunon" NX1j7an 270 2¥pa N'van 7210 NN @
NP DR e
NINAN NISNNNA NNXK DX 7011 NNR @

DN D'MIN'TA 719'07 ATKAIPIOR

HIV -2 219'0% ,(niyw 12 25 2"n 200-n Wnir) 1'axaivn 7w 0fnia oanm

N9NWA 719'0%7 ,|'VIARDM,|'¥'ONNOM

N'097'9X1 719'07 ,'9TNA)?

N1'Y NIYI9NI N'097'OXA 719'07 ,70'2112119 1N D'UNIIV'ANAN NNOYWNA NIDINN

N'097'9X1 719'0Y7 ,|'K1V1D

[IX>* T2 719'0% n'nny nonn L(St. John's Wort) nignoin

HIV 2 719107 ,|ranox e

D"ZT'N D'NINTA 719'07 ,]"7'¥ 9

O O 0O 0O 0O o0 O O O

N9NN2A YIN'Y? NIYana NITni'n NNATX

:DX N91N7 190 NANo"j7a Yin'wn 194%

SATRAPIZD ITRAPIOR 1120 ,"DITR" N NNSWNAN INK M09 '0IX V'WONYT NN NAANN NAYA N710 e
LITNEROID IR 71Tz IMIERI0R

QMWK RN NIYDIN INKR AIY7 X9NN 7V .01mn 1722 N7nnn 7210 Nk @

2024-0094256



Cresemba 100 mg capsules PIL CC 16 Sep 2024

INIXAN 'NIY7N NIYSINN NNNA ['NAN ANX DX "T''N |91 X917 NITE Danoay 7107 090
,1I97'V IN TNINTNO ,NYTN NINN TN LI I 191,019,091 NIN'D ,NN'Y] "Wi7 ,0'INND D'OIXOX e
.(0'0op7'91x) NIIMN N1A7R NAIANY 0'IN'0 NI'MY DMWY DX - DTN A7 NIR'9T IN ' 91T

TON "TIPSN2 DY
.N9NNN NX 7011 NNRY |NT2 DT NIRRT YXA' XONAY DN TN 'TIPON v yrown'? n71d! nanony? D'Ny97?

Ay Nni'ya
"M MA'R IR DMV ,NDN VN 2V nNIMN NI'NISYY NIY'aIm OX T'A XON7 NIT

o"aanni orT'Ye
.18 2% nnnn nMaanni 0T WIM'Y'? Ny N1'R N2nony

NI'MYNN ' NIAIAN
IX X91N7 7D 7V 190 ,NITN '90INI AW X77 NIDSINN 7710 NINNX NISINN ,NINNXY? NNPY DX IX,N717 ANK DX
:NP17 NNX DX TNIMA .ARNY

D"'N'MUD D'AIN'TA 71907 ,ATNAIPIORY

HIV-a 719'0%7 ,(niyw 12 75 a"n 200 7yn) 11axiio v 0'nida panm e

N9NYWA 719'07 ,['VIANDM ,|'N'ONNDN

N'097'9N1 719'07 ,|'9TN7

NA'Y NIYVI9NI N'097'9X1 719107 ,70'2112119 11D D'UXKIIV'ANAN NNOYNN NISNN @

N'097'9X1 719107 ,|'KIVND e

[IN>'TA 719'0% n'nny nonn L(St. John's Wort) nignon e

HIV-2 %1907 ,)70K ,1aox e

D"PT'N D'AIN'TA 71907 ,|'7'¥91 e

NINAN NISNNNN NNK DX 7010 NNX DX NPN7 IR XDM? NIT? W'HIT D9INN 71077 'R ,X91NNN DNNX N'NIN TV
(-2.2-8) 270 2axp nz'122 QT-n NN DX DNYPAN NNNX NIDINN IX T'ANI'DN e

|U0 TA1 D'719'UN NINTAIN NIXPZNINI?'NL NYINT ,VINV'OTOX e

NINAY D790 NP7TA 71907 ,|IT1T1D e

NIDI0] 719'07 ,ITV'AIN'D e

ApPYN1 IX (1N NARNNA X NN'Y DNMY INKRA ,NINAN NIDINNNN NNXR NIX 7011 DNNXR DX NPNY7 IR KD1N7 190
NIDNNN 7Y NIXIN NYOYN [TV NDWN1 DR 2177 "D

2NnY NUNT NY'INY? 0n'7N'ol 0IN7NRLY LMID0I7Y e

VY0 719'07 , TNIXKD0IDIF'Y o

NIT'NXK X7 27 NIN'WOA IXN 27 N7'D0 'XA 719'07 'O T e

[ITA'Y QENN 7219107 ,'¥D%1p e

7N IR ) NO7NNT7 NN INKT? DT "W NO'YY7 ,OR7'0P0K NUNAIAT @

D"PT'N DMIN'TA 71907 ,'¥XNNN7 e

HIV-a 719'07 ,2axaiom/Anaxaol? 7w ai'7'w ,'oax1121 ,11ARITIIR 1IAXIION0I9 1IN0
TN 2XD TA1D 719'0%7 ,7IX01D ,7IKVIOIN e

|0102 719'07 ,|'OONR'72Y' ,|'VOMIT e

n7Mwn Navw o'7ina 721907 ,(MMF) 7'09m ox71917m e

YN7i DNIMN N1'Y 'TITA 719'07 ,07TRTN e

2024-0094256



Cresemba 100 mg capsules PIL CC 16 Sep 2024

[IND'TA 719'07 ,|I'9ND1 e
nI2I0 719'07 ,'n1duNn e
010 7 DY D101 719'07 ,[7VI910 ,[INVIROFZIVM ,A'T'OXRDNYT L [ZVIII'R ,2TONA'N L' ANIOPIT 'Y ANNIXT o

NIMIsI nElIn L jina
.N9NNN N'7'01 DIV KONA XYV ,NT7 NDNN NRY IX [N NXRY DN"Y NAYIN NN IX [N 10 DX

221V YADN IX VIDWN NDINNN DR VIT K7W INKN ,NINK JNIK NN K9NN 2 DX X7X [IN'N2 N2Nn01j7 7107 'R
.Nj723N2 NaNoy 7107 'R

NNIDN YIN'YI DA
YIN'Yl NA'N1 Y2 INTN7 W DY L1977 DNA7 02 2712 NDINNN .01N IX NI9TY 712717 oMt R nanoy
.nnnna

?09NN2 ynnwn 1D .3

[DIXI [12'2%7 YAIIQ NIV J2'R DX NPINN IX KON OV 21727 17V .XOINN NIXKIINYT DRNNA T'AN 1'WON] Wnnwn? vt
'wona 71o'on

INID 7' 10T apnn 1'n . T2%72 X9 T 2 e 219100 |9INI [N

(niyw 48) naiwxan o' 'n7nnn n'n

JDIyw 8 70 Niwp niomd 2 XN y'minn jnmn

DIYXID DI NXY Al

YO NIYZ NIOIND 2 NXIN Y701nN [11'MN ,NINNRD N'M7NNNN N1 N7'01 N7 nivw 24-7 12 2 a'2'nnn 1T nan
.01m

JDX'Mmimn nann 7 iyt 'R

Z19'0n (YN
N'N' N2NONPA 719'0N YWY PN ,D2 NIX AR KON DX NINK 17 NI XDINN AWK TV NDINNN DX 71077 qJunin
.0'UTIN 6-n NI 1R

n'77010 NIy
NI0MDN NX NINDY IX 0'MNY7 ,j7017 ,01¥77 |'R . NIN7WA NIOININ NIX V1727 W it X477 IX DY NI0INdN DX 7107 W

ANI' 2122 [12'A NIYV NY0) DX

N9NNN NTIIX XANI DY7IN N 7Y |1 YTN7 IX XONT T' 119 ,N9NNN 0 T7' Y21 NIY02 OX IX N NI N701 DX
N

120 ,'R17 NIYDIN ANIM 7220NW PNt

NINNAY' IX NN 0N ,MINTNO0 NYINN WK1 JX) e

N91 NYINNA NTAY IN NIMYINNA DT L YINPY e

D'P91 XD ,NTIN,0IN 22 ,0MT7 NIYTINA NIV @

NINZN 7YY ;N9 walr ,DYy0uN WINL 'Y e

AIRY NN2AIN NIYAT 1NN Q% AP XY 79 poITn Nwan. e

2024-0094256



Cresemba 100 mg capsules PIL CC 16 Sep 2024

A9NNN DX 7107 NNOY DX
.NNDWIY NINN 7Y 277 ,ARAN NInY [ATD VAN VYnd OX ,07IX .NIDTIWD TN N0INdN NIX N7 IT N9INN 7107 NNdW DX
.NNDWIY NINN 7Y NIXDY? *TI2 n'7190 N 7107 'R

NONN T Y y'minw 193 719'0a Tnnn? vt
X9 DY NIXY'NN K77 NDNNA 719'0N NIX 7'0907 |'K ,NIR'MA 2¥N I9'Y 7N DX DA

N9NNA N'7'V1 NX '095N NNX DX
D> ,07 NP RO TIY 7D NDINNN DX 710771 TNNNZ 21IWN .7 DN X9NN [ DX X7X NDINNN N'7'01 DX 7'091"7 |'R
970 "MM09N DIN'TAY XTI

.0N"% 2177 72'" DX DOPWN 1D10 291NN NI7 12'AY_DYD 722 nanal NN DX 7172 1uina nisnn 7210'7 ')
.APINA IX X912 YYII'A ,N9NNA YIN'YY YaIld NIDO0I NI7RY 17 W' DX

N7 niyoin .4

JNIT7N NIYVOIN K7RY 702N 7R .0'wnnwnnn 7702 'RI7 NIYoINT nna? 717y nanoipa wim'vyn ,n9inn 721 1mnd
[N NNX gXn 700N X7Y pnv

INIXAN 'NI7D NIYSINN NNXA |"'N2N ANX DX X917 T NN9YI WIN'YN NN |1'09i'l'1 L
IN N9N ,0"N5YN ,019N 7Y NIN'OY ,NN'W1 NI'Y] ,D''NINND D'OINOX 122 (0'0|7'7'E)]N) MmN N'A7X NN °
NTN N'OT IR A'ON POIT ,|I9'7'_U IN TINTNO0 ,NYTn Ainn TiN'a ,||w'7n

INIXAN 'NIT7D NIYOINN NNXA |"'N2N ANKX DX NOINY7 T nnsYh vt
' AR IR DY ,NON VN 2V nnimn nIrnivy °

:NID0N 'NII'7 NIYSIN
NINAN 'RIT70 NIYOINN NNXA ['N2N NNKR DX NRPNY7 IR K9N7 NIT

:(0'wax 10 Jinn 1 TV -2 Y'oia? niflwy) NINDY X7 NIYDIN
DT NN A7UN NN e

(AN AT e

7070 e

WUNKIIND e

nnnYy' e
DT 'UNP7 DNA7 N20'W DT NPT e

NN'Y1 INNIAIRND 'YI IR NN'WI NI e

U2 2ND 7YY NIXED  NIP'ND e

TN "TIPON YW DTN NIP'TAA DY e
TIA,NNMD e

(0" nin'o1 71757 071> D'ON) MM WD e
NIMNY' IR NI9"Y NYINN ,NTNA XD o

}(0'wax 100 Yinn 1 Ty -2 y'o1a7 NIfIYY) NINDY [2'RY X117 DIYSIN
DINYI DIN'T? [12'0N DX NI7YN7 N710' - 07 DT RN 7Y DN NN e
NNIANYI DIN'T? [12'0n DX NI7YNY7 271D - DT NI'OV 7W NdIN1 NN @

4

2024-0094256



Cresemba 100 mg capsules PIL CC 16 Sep 2024

AN YT DNA7 I DN'WI N7 I WD WINNT7 17 DNa7 070 - 0MITR 0T RN 7w D1 nnn e

ANI' NNIAA NN0 DIN'T? IX N72N7 DAY ,W7N RNt 17 DNA7 270! - DTN 'KN NMd2 MmN T e

(N niwan) Diwa7 'Wipa nnan Nan IR IY7n ,non ,0"'Novn YU NIN9INN ,NNMY e

I0 7Y DTANDINI NN e

DI'TIAN 7Y DTA NDINI NN @

['AIA7X XAPIN 27N 7Y DTA NDIMI NN e

(NITN NN) NUTNNN 20'N DR A'WUN7 K7 @

N'W1 D"YP L|IRD'T e

NNINTNO ,|I97'V NYINN IX [1I97'V ,0'0D1D o

YA NPT IR AITAT,YIXZY NYIND e

(n'moI79¥IX) 'woIN AXNI DY e

DYoN WINA D" 'Y e

(12'071) MININO IXYNNO NYINN

27 AP NPT YIOI'Y PN — NIDTIV 27 NINWD IX ,NITNR K7 IX 'TA DDA AW PNY - 270 NINW9I NIy e
(:a..8)

DTN UTANA NIV e

|MNIDTYN? e

QXN DIN'T 072 DNDIN 1N IR 'AT 721V'Y ,NXNIN NN'Y) ,DI0IXDY e

20va DR e

NNy e

(N0 NIN'EY) NIN'OYI NYWINN e

7TaAm T e

T2 NPT e

AYANIYL e

(0'0runT) YA NPT L(NIPVD) YN 7Y NITIAO IR NINITR NITI7Y - e

WY NIYY e

bRt b B

D921 NIN'O1 o

("Y7In) 775 71N NWINN IX NIMRY* IR NIDMWY ,nWTIN e

:DWIT' DAI'RY NINDWA 'XIZ NIYOIN
.(Mmn n2a17X NaIAN) 0'07'7'0I1K

1172 D2tX X7W N7 NYOINN 7210 NN AYWKD IX 2NN RITD NIYSINN NNX DX LRI NYSIN ay'9in DX
.NOIND DY Yy"nn? "y

""Moinn 719'0 2Apy 'KIT7 NIWOIN 7V NIFT" AWRA 72V NX'NT7 NIWXNKA NIRNAN TIWNY 'RI7 DIWo9IN 72y nnT? [na
MY OIR SRI7 NIYDIN 72V NeT? uznn 09107 monn (www.health.gov.il) nikman TMwn AMNX 7w nran 9T KYnw
NIWE? N0

https://sideeffects.health.gov.il

?0291Nn NX [onX7 I'X .5

V1 NI IR/ DT 79 DNURY NHNOE DT AW'AYT YINN 1120 DIZN MW7 W NINKR D910 701 1T n9Nn Iawan yain
.XOINN NYII9N IRIIN K77 IXPN7 DMA7 'K .0'7070 yann D T

5

2024-0094256


http://www.health.gov.il/
https://sideeffects.health.gov.il/

Cresemba 100 mg capsules PIL CC 16 Sep 2024

7y |NNXD DI'7 ON"NN NAIDNN TIRN QTR A 7 y'oinn (exp. date) naivnn IRN NN 19NN WNnwnY 'R
UTIN INIX
N7 207 Nin 7y N nrRa jonk? e .25°C-7 nnnn JoNX7 v :JI0NK 'KIN

qon yTn .6

DA 07N NDINNN 7'WON A'DINN 7Y qon
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magnesium citrate (anhydrous), microcrystalline cellulose, talc, stearic acid, anhydrous colloidal silica.

(912) nomdn "o
hypromellose, red iron oxide, titanium dioxide, gellan gum, potassium acetate, disodium edetate, sodium
laurilsulfate, ink (10A2 Black).

(nooxn) nombon norx
hypromellose, titanium dioxide, gellan gum, potassium acetate, disodium edetate, sodium laurilsulfate, ink

(10A2 Black).

NoINdN a2y AMDY 1T
shellac, propylene glycol, potassium hydroxide, black iron oxide.
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