J-C Health Care Ltd.
Kibbutz Shefayim 6099000, ISRAEL

tel +972-9-959-1111
fax +972-9-958-3636

2019 79X

janssen

(ehmenaflehmon
J J

N/7201 n/XON
n/Ta01 n/npn

A'WONN 7Y DOXT 1751 KDY 17V DIIDTYN DX DONYITY? X'AN7 MIx7

TREMFEYA (Guselkumab 100 mq)
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Tremfya is indicated for the treatment of adults with moderate to severe plaque

psoriasis who are candidates for systemic therapy or phototherapy.
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4.4 Special warnings and precautions for use

Hypersensitivity

Serious hypersensitivity reactions have been reported in the post-marketing setting.
Some cases occurred several days after treatment with guselkumab, including cases
with urticaria and dyspnoea. If a serious hypersensitivity reaction occurs,
administration of Tremfya should be discontinued immediately and appropriate

therapy initiated.

4.8 Undesirable effects

Table 1: List of adverse reactions

System Organ Class Frequency ADR
Infections and infestations Very common Upper respiratory infections
Common Gastroenteritis
Common Herpes simplex infections
Common Tinea infections
Immune system disorders Uncommon Hypersensitivity
Nervous system disorders Common Headache
Gastrointestinal disorders Common Diarrhoea
Common Urticaria
Uncommon Rash
Musculoskeletal and connective tissue | Common Arthralgia
disorders
General disorders and administration Common Injection site erythema
site conditions Uncommon Injection site pain
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