Dear Evaluator,

We would like to cancel the submission of package insert asit is not compulsory to have
package insert for OTC. By referring to the Malaysia guidelines, Drug Registration
Guidance Document, page 218: Package inserts are required for products classified as
Controlled poisons. They may also be submitted for OTC products. This phrase explains
that it is not compulsory to submit the package insert for OTC.

Thank you.



