J-C Health Care Ltd.

.
Kibbutz Shefayim 6099000, ISRAEL Ja n Sse n '

tel +972-9-959-1111

fax +972-9-958-3636
%fﬂwwa%o%mﬁml

2024

n/1171 n/Nan
n/T131n/npn

Erleada Tablets :|ITan

N9N? D1I7UN,]12'N VW IWIN NIApYUA ' D2VTIN? Nwpan (J-C Health Care Ltd.) n"va 98w joax' nian
:06/2024-1 1127unn Erleada (162-84-35698-00) 1'wanin Y [21X71

,ARHRE-BY DDHLA NIDN LAWINY DDPL ,DITYA [AIDN DI DDHL) TWNNA D'V'AIN DMIPWN [I2TUN 'DI
.0'aD13 DIIATY DM N, (AUNY UPI12 WATIA NIRNN DHINNN DOV

INW'WINY NNYIRND NINATYUN DINNN

ERLEADA is indicated in adult men for the treatment of
*metastatic hormone-sensitive prostate cancer (MHSPC) in combination with androgen

deprivation therapy (ADT)
*non-metastatic castration-resistant prostate cancer (nm-CRPC).
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5.2 Dosage modification

If Grade 3 or greater adverse reactions, or other intolerable adverse reactions occur, withhold ERLEADA.
Consider permanent discontinuation of ERLEADA for Grade 3 or 4 cerebrovascular and ischemic cardiovascular
events [see Warnings and Precautions (7.1)]. Permanently discontinue ERLEADA for confirmed SCARs or for
other Grade 4 skin reactions [see Warnings and Precautions (7.5) and Adverse Reactions (8.1)]. For other
adverse reactions, when symptoms improve to less than or equal to Grade 1 or original grade, resume
ERLEADA at the same dose or a reduced dose (180 mg or 120 mg), if warranted.
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7 WARNINGS AND PRECAUTIONS
[...]

7.5 Severe Cutaneous Adverse Reactions

Fatal and life threatening cases of severe cutaneous adverse reactions (SCARs), including Stevens-Johnson
syndrome/toxic epidermal necrolysis (SJS/TEN), and drug reaction with eosinophilia and systemic symptoms
(DRESS), occurred in patients receiving ERLEADA [see Adverse Reactions (6.2)].

Monitor patients for the development of SCARs. Advise patients of the signs and symptoms of SCARs (e.g., a
prodrome of fever, flu-like symptoms, mucosal lesions, progressive skin rash, or lymphadenopathy).

If a SCAR is suspected, interrupt ERLEADA until the etiology of the reaction has been determined. Consultation
with a dermatologist is recommended. If a SCAR is confirmed, or for other grade 4 skin reactions, permanently
discontinue ERLEADA [see Dosage and Administration (2.2) and Adverse Reactions (6.1)].
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8 ADVERSE REACTIONS

[..]

e Severe Cutaneous Adverse Reactions (SCARs) [see Warnings and Precautions (7.5)].

[...]
8.2 Post-Marketing Experience

Skin and Subcutaneous Tissue Disorders: Stevens-Johnson syndrome/toxic epidermal necrolysis (SJS/TEN) and
drug reaction with eosinophilia and systemic symptoms (DRESS).
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