Esbriet® 267 mg and 801 mg Tablets (pirfenidone)
Film coated tablets
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Esbriet is indicated in adults for the treatment of mild to moderate
Idiopathic Pulmonary Fibrosis (IPF).

:7120n

J17V7 qoINY VOV |''¥N 'MNN |7 DY VORV

7DD N N0INY VOV YN AMAHF-BY-BOFY

JIXNAN TwN7? 1IN 193 0117pa '"VY7 W' o yT'nY

D72177 N1 ,NINNAN TIYN INXAY NIDINNN 1ARN DI0ND7 IN7W1 DD TIVAN DII7VN
[nwn TN, 6391 7.0 ,n"ya (7xw) N'oaxXNI® YN (DIYAN 7Vya7 nD T-7V 0'09TIN
.www.roche.co.il ;011012 nnamd .09-9737777 1970 4524079

,N1271212

DocuSigned by: DocuSigned by:
lavi ami-ad Avital Weisbrot

U Signer Name: lavi ami-ad U Signer Name: Avital Weisbrot
Signing Reason: | approve this document Signing Reason: | approve this document
Signing Time: 26-Mar-2024 | 7:54:38 AM CET Signing Time: 25-Mar-2024 | 2:37:38 PM CET
FF28F20D4ADF4DF28979E571CABD78AT 1EB311AC73A14811A6C1DBA417B19607
TY-my K27 0N20' 701X

namn NN DIYM NP'7Nn



2024 yn

:X91NY? [17V2 D'Nian 0'MIRTY

:Nan yTnn DTV 4.4 Special warnings and precautions for use gwoa
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Severe skin reactions

Stevens-Johnson syndrome (SJS) and), toxic epidermal necrolysis (TEN), and drug
reaction with eosinophilia_and systemic symptoms (DRESS), which can be life-
threatening or fatal, have been reported post-marketing in association with Esbriet
treatment. If signs and symptoms suggestive of these reactions appear, Esbriet should
be withdrawn immediately. If the patient has developed SJS, TEN or FEN DRESS with
the use of Esbriet, treatment with Esbriet must not be restarted and should be
permanently discontinued.
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Sodium

Esbriet contains less than 1 mmol sodium (23 mq) per tablet, that is to say
essentially ‘sodium-free .’

:Nan y1nn pTIY 4.8 Undesirable effects qwoa
Table 1 Adverse reactions by SOC and MedDRA frequency
[...]

Skin and subcutaneous tissue disorders

Very Common | Rash

Common Photosensitivity reaction; pruritus; erythema; dry skin; rash
erythematous; rash macular; rash pruritic

Not Known Stevens-Johnson syndrome’; toxic epidermal necrolysis’; drug
reaction with eosinophilia and systemic symptoms (DRESS)’

1. Identified through post-marketing surveillance (see section 4.4)
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