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  MODULE 1: ADMINISTRATIVE 

INFORMATION 

 

1.0  Cover Letter  

1.1  Table of Contents of the Application Including 

Module 1 (Module 1-5) 

 

1.2  Application Information  

 1.2.1 Application Letter  

 1.2.2 Registration Form  

 1.2.3 Certificate of Incorporation  

 1.2.4 Power Of Attorney  

 1.2.5 Notarized Declaration of Applicant  

 1.2.6 Power Of Attorney / Contract Manufacturing 

Agreement 

 

 1.2.7 Certificate of Pharmaceutical Product  

 1.2.8 Certificate of Good Manufacturing Practice  

 1.2.9 Manufacturing Authorization (Notarized Copy)  

 1.2.10 Evidence of Trademark Registration  

 1.2.11 Superintended Pharmacist’s Annual License to 

Practice 

 

 1.2.12 Certificate of Registration and Retention of 

Premises 

 

 Product Information  

 1.3.1 Summary Of Product Characteristics(SmPC)  

1.3.2 Labeling (Outer & Inner Labels)  

1.3.3 Package Insert (Also Known As Patient 

Information) 

 

 


