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Revision of PRECAUTIONS
Gemcitabine hydrochloride
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Therapeutic category
Antimetabolic agents

Non-proprietary name
Gemcitabine hydrochloride

Safety measure
PRECAUTIONS should be revised.



Revised language is underlined.

Current

Revision

11. ADVERSE REACTIONS
11.1 Clinically Significant Adverse Reactions
Skin disorders
Serious skin disorders such as erythema, blister, or desquamation

may occur.

11. ADVERSE REACTIONS

11.1 Clinically Significant Adverse Reactions

Severe skin disorders

Severe skin disorders such as toxic epidermal necrolysis (TEN),

oculomucocutaneous syndrome (Stevens-Johnson syndrome),

erythema, blister, or desquamation may occur.




