Talzenna 0.25 mg and 1 mg, Israel, PIL, CC 070825

1986 - I"'nwna (D"'wON) p'nEnn NREN 'S7 nxY 1y
T272 KON DWON 'D 7V NRHYN N9NNN

a"n 0.25 ™MnMatho

a1 ™Maatho
nIYp Niomd

:n'7On aomd '
talazoparib (as tosylate) 0.25 mg or 1 mg a"n 11x21"n 0.25 (ux'7'010 MI¥A) AMOIT70

"qon vyt 6 'o 'R 0NN 0'7'WS 'M7a 0Mnin

7 ¢ DX .N9NNN Y MYAN vy 700 01 17 .N91NNA 'WNNYN DIVA 1910 TY [17VN DX [1I'YA 'R
[ | | i
.NPNN 7R IX XDNN 7R 19 ,NID01 NITRY

D2¥N D )7 NX11 DX D2 DNY? 'TN7 717V X'D.0NNKRT7 DNIR N2YN 98 .Y 719107 NNYN IT 9NN
MIT 'RI9IN

?091NNn NTVI'M nnY A

7't n'xom oy ,HER2-7 "% ,'"m1na I DTpnn Mipn T |010 DY 071N 719'07 NTVIM NIT70
.(Germline BRCA mutation - gBRCAm) nann 'xna BRCA a2 njr'm nxvumn% 1wn Ix (deleterious)

.poly (ADP-ribose) polymerase (PARP) m'Tak n1dyn :n'0'1oIn nxnp
N9NN1 win'wn 197 .2
:ON N9NNA YNNWA? 'R

N9INNN N7'DN MWK D'9011N DN TNXK 727 IX 7'WoN MINT (NA17X) nwanNR e
.(6 9'voa n'v1IoN)

N9NNA YIN'Y? NIyana NITNIM NNATX

:DNX X917 '190 ,NAT702 719'00 197
S790Nn0 X9NN MY YAPIY [12'0 NTARNND NIX DY AR NIZIN — DDA nrya7 v e
JNN7 MDNN IR MDA NR e
N7 MDD IRDPAN DR @

D"2ANNI DY
.01 18 2% nnnn DMaann 0777 NTVIM NI IT N9NN
.0"M22NNI1 DT DT 'WONA WIN'YN NI NIN'LVA A7 v D7 K7

apyni Nip'TA
BRCA |22 n'¥0In 7¢ NIXWI D772 Y¥2 XONN @
DTN 'RN N1'90 NZ'TA7 DT NIP'TA YXA 17U KON @
NIT70 DY 719'0N 7NN YWTINDD  ©
.27 [AT NDYNI WX NDINI 0T 'RN N'D0 17 W'w nTna ,yw ‘D o

NI'NSNN |2 NN
X917 72 7V "190 ,NMITN '90INI DWIN K77 NIDINN 7710 NNNXK NIDNN ,MINNXY INgY? IX ,NNRI? NX DX
:NNPI7 NN DX TN .NpINY I
JNRTIMK L (D'NMIVD DN 719'0%7 Nwnwn) 2ITKIERI0K (120 P-gp 1270 niddynn nisnn e
D'MIN'T 719'07 NWNWN) '¥xMNNY%p ,(N12% nirvaa 719107 nivnwn) MyoxI 217 TARe
INXI7 NIY9INY [12'02 N'™7Y7 DNa? 7217 P-gp 27N nindynn nisinn oy TR 0at70 N7 L(0vpTn
.N1770 DY

2025-0098740 1


http://pfleet2.pfizer.com/Application/Pages/CountryTrackingDate.aspx?EmailLink=1&TrackingLevel=2&DivisionID=1&TrackingItemID=107488&TrackingItemCountryID=0&Page=Tracking_Dates&Digest=d5fc06251626230256fec460b85d72e9
https://www.infomed.co.il/Drug-252/

Talzenna 0.25 mg and 1 mg, Israel, PIL, CC 070825

N'NT NY'IN7 DNA'R NNWN D700 nwnwn) soipy 120 BCRP 27n niddynn nisnn e
X117 NIYOINY [12'02 n'2v7 niNa? 717y BCRP 1270 nindynn nioinn oy TR' na170 n'7'01 (DN
.N770 DY

[ITAI 9NN YIN'Y
J1ITA X977 IX Dy NAT70 NNt N2

NIMISI AN L[N
015'N7 |'X .N'79N7 DINA71 121y YIA97 N717Y NIT70 .NNNY N11DNN IR (1NN IR OX KON NIR YT W
.NT70 DY 719'0N 70N [INNY
17 010127 NI "W DY)

.MAT70 DY 2719'0N N7'NN 1297 [N NPT YA KONNY PN ©

7¢ NINNXRN NI INXR7 D'WTIN 7 qwnal NIT70 OV 719'00 17002 0Y7'V' YN 'WYNRY UNNUn? W' o

A7 MIRN'Y DY 'WXNR 7Y X9NN DY YYH'Nng w'.nato
.N1T70 OY 719'0N 17NN [INN2 NRY DN NAVIN IX [INN2 DX OX TN RONN DR VT W' ©

1M 01212 NI IN (1N AIT NNA DAY ,0MAx
7¢ NINNKRN NI INXR7 O'WTIN 4 qwnal NIT70 OY 719'00 17002 0Y7'Y' YN 'WYNR WNNwn7 W' o
.MT70
77NN 207 'R .DX 2707 NNy NIT70 DOXRN YIT K7 .2'I0%7 N1DNNA IR DR DX OX XONN DR YT W
NAI0N TN 72V X9NN DY YY'NNT7 W' .N1T70 79 NINNKRD NINN NKRT TR WTIN Jwnal naT70 oy 719'0n
.IT N9IPN 170N )7W 71NN DR 7OKRN7 "N

NNo7 v .0 T XN DNAx 7w b v yriown 715t 0T .0M2aa ¥ N nirva? nnat a7t nar'7o
JIMI9 KYID NIYWN W'Y QTN YV N7ap7 XoNY

NN YIN'YI DAl
IX NY7N ,NNNNION nW'an DX OX N1 77won? IX 2117 N'712'n 7y nuyin nyswin Nirn' a7 naroY
DN Y7'YON IX 1ANIN 7K L,(NIT70 DY TIKN NINDY 'RIT7 NIYOIN N7X) N9y

?091N2A 'YNNYN TXHD 3

V2112 NNV )2'K DX NPNN IR K9NN OY 21727 17V .X9NN NIKIINT DXNNA T'AN 1'WON] UNNwn? v
O'WONN NY'0A [9INI 1Y

.T272 9NN TV ARt 719100 |9INI [TMN
.01 0yo NNp'7an A" 1 7w noimd NN 795 T2 7apnn nmnn

I0IMDN NX NINDY7 IX 0'NY7 'K ,NIN7WA NI0INDN NX VY1727 W' NI0INdN [2IN DY Yann yinin? *1m
JX'imn ann 2y Yy I'N

.NOINN T2V YNy 193 719'01 Tnnn v

N9 DY NIXY'NN K77 N9INNA 719'0N DX 7'0917 'R, NI A¥N I9'Y 7N DX DA

TIN 'NAN1D™MIN N 7Y (1M TN IX KDNYT T 19 ,A9NNN [N T7' Y72 NIyLA DX IXN YN NIn 1701 DX
ON'R N9NNN NTIX

[AT2 17W NXAN NINN DX NNRY? W' ,N9NNN NNYZ7 INKT DIRPN IR TYIFNA AT 1T 91NN NNE? NNDY DX
.NNJYIY NIN 7V NIXD? *T2 N'7190 N NP7 'R .70

NPT NN OX D"97WUN A .A9NN 1701 XY QYD 722 nandl NN 'RTa wina nisnn 71017 'R
.0nY%

NN IR XO1N2 "XyII'A ,n9NnN2 wIn'y'? yana nison NIy ']'1 W' DX
2025-0098740 2


http://pfleet2.pfizer.com/Application/Pages/CountryTrackingDate.aspx?EmailLink=1&TrackingLevel=2&DivisionID=1&TrackingItemID=107488&TrackingItemCountryID=0&Page=Tracking_Dates&Digest=d5fc06251626230256fec460b85d72e9

Talzenna 0.25 mg and 1 mg, Israel, PIL, CC 070825

IXII7 NIYSIN 4

NN RIPN? 702N IR .0'wnnwnnn 7N 'RI7 NIysimy nna 717y nirhoa vin'yn ,n9nn 751 1mnod
AN NNXR XN *720N K7W DN RIZD NIYOIN

N17710 nNmN RI7 NIYSINT 0Na7 713 nato

a7 Ix (Myelodisplastic syndrome — MDS) n'v0790'117%'n N1IMonN NIXI;{7130 DXV N2 Ni'ya
719'0 172'71 |10 DN7 W' WK D'wWIRNN 770 .(Acute myeloid leukemia — AML) no"n n*T'XI7xR'Nn
NMpPI7 IN N'YOT790'TIIN™T NAMON INN'D ,|VI0N N7NNA 71907 NINNX NIM'ION NISINN IX DTIP 'ONIND
N9MIN NFTRIZR™M NMPI7 IX N'VOT90TIZRM NIINON .NAT70 DY 719'0N MNKX IX 170N2 N9IN N T'RITRTM
'09' 17W X9NN NOIN NFTRIZRM N'NMPI7 IX N'V0790'TIZN'™M NINON NNNSN NX OX .NHN7 0Na7 NI
.NAT70 DY 719'0N NX

NNIMN NIYaY (n'o NIFM7 0713 72X ,NAT70 DY 719'0N 17NN 0'NDY DTN 'KN N'DO DT 7Y DI'MON
D'N2N D2'ONNN TNX 17 W' OX 7Y XON7 MDO0 .N9N N'TRIZTRM NMPI7 IR N'00YD0 TI7R'M MINOoN 771D
TNIX DX ,NN'WI XIZ ,NNRI¥] IN MY 0T ,0'91DN D'AIN'T ,0IN ,77wna 0T ,NW2IN :Nat70 DY 719'0n 17nna

J77 AN 0NT? IR YX9'AT7 001 ,N9MY TIND NN

IN '20T [DIN2 NIT70 DY 719'0N NX 2'09' ,NINN DX NIY' KDNNY PN, NIN'ION 'RII7 NIYDIN NIIN DX DX
VIap |91

NI7715 Nivon NI NIYSIN

:(Mwyn TAX wnnwnn NI NIY'SIMy NIYsIN) TIXN NINDY 'XI7 NIYSIN

¢ Nd1N1 N1'o0 ,NI7'NA ,0MAY DT 'RN 7Y NN N1'90 ,0MITX 0T 'XN 7W N2IN1 N1'90 ,NW7IN IX NID"Y
, DT 210 7Y NN NN L,NIINTNO L[V XD W'Y NN'W L NIREZN L 71IW7W IARN N WK ARD ,NI'00
.DT2 [T'0 7¥ NIDINI NN, TAD 'TIZ9N 7W NI Ta2 0'DWA Ny

:(100 yinn n'wnnwn 1-10-2 NIY'SsMy NIYSIN) NINDY 'Xi1'? NIYSIN
.19N0' DIN,(0'0'VNIVO) NON NI NP?TL(N'0D90'T) 712'VN NOIWNA NIYISN ,DYVN YWINA NYION

'Y X7W 'NI7 NYSINN N7210 NXK TWKD IX ,NN'NNN 'XI7A NIYSINN NNX DX ,'XI%7 NYSIN AY'SIN DX
X9 Oy YY"Na'7 1y ,1va

APy 'RI7 NIYOIN 72V NPT AWEN 7V NXN7 NIYXARA NIRNAN TIWNT? 'RI7 NIYODIN 7V N7 1N
[N 09107 Nonn (www.health.gov.il) nixMan Twn INX 7w n1an 9T k¥mw "NoNn 719'0
https://sideeffects.health.gov.il ;w7 noad ™y Ix ,'R17 NIVOIN 72y NNrT?

?091Nn NX [ONX7 I'X 5

IX/I D'T7' 79 DNURD NNOI DT AW'N7 YINA 1120 DIPN M7 ¢ NNNX N9NN 722117 n9Nn n7van 'wn
.NOINNN NWIIDN RN K77 AXRZNT7 'MNAN X .09010 'ann ) T I NI

DI'7 ON"NN NAIDNN JIXN .ATIND A2 7V Y'omn (exp. date) naivnn P INN NN N9NNA WNNWNY |'K
UTIN INIK 7Y [NNRD

2TNN NNIVI9NLA NINYYT YN .0 TNIM [IONX 'KIN |'X
qon yTn .6

:0a 27N D9NNA 7'Ysn anIna y qon e
Silicified microcrystalline cellulose (Prosolv® 90), silicified microcrystalline cellulose
(Prosolv® 50), hypromellose, titanium dioxide, yellow iron oxide, red iron oxide (
a"n 1 Mr70 7w nioimd 11ay), and the printing ink (contains shellac, black iron oxide,
propylene glycol, ammonium hydroxide and potassium hydroxide).
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