
Attachment 4

To: Office Director, 

Office of Manufacturing Quality for Drugs,
Pharmaceuticals and Medical Devices Agency

Statement

It is hereby certified that there is no discrepancy between the manufacturing process(es), specification(s) and analytical test method(s) of (Product(s) subjected to inspection) in (Name of manufacturing site) and the content(s) described in the registered DMF.

　　　　

Product(s) subjected to be inspected: (Please specify all the products to be inspected.)

　　

Name of manufacturing site:

Address of manufacturing site:

(Name of responsible person of the site)　         　　　　   YYYY/MM/DD

(Title)                                                  Date

(Name of DMF in-country representative)　       　　　　  YYYY/MM/DD

(Title)                                                  Date  
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