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1 Executive Summary 

1.1 Recommendation 
 
The Office of Clinical Pharmacology/Division of Clinical Pharmacology 3 (OCP/DCP3) 
has reviewed Section 12.3 of Cetylev.  We found the labeling language in this section 
acceptable from an OCP standpoint.  Labeling comments need to be conveyed to the 
sponsor.   

1.2 Phase IV Commitments 
None 

1.3 Current Submission 
Currently, Section 12.3 of acetylcysteine solution label contains information on 

.  The original proposed 
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