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Safety measure
PRECAUTIONS should be revised.
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Revised language is underlined.

Current

Revision

11. ADVERSE REACTIONS
11.1 Clinically Significant Adverse Reactions
(N/A)

11. ADVERSE REACTIONS

11.1 Clinically Significant Adverse Reactions

Hyperammonaemia

Hyperammonaemia may occur_even in the absence of abnormal

hepatic _function. If disturbed consciousness is observed,

measurement of blood ammonia levels should be considered.

N/A: Not Applicable. No corresponding language is included in the current PRECAUTIONS.



