Annex I
 Medical device manufacturer GMP Inspection Application Form
	Part I- Applicant information

	Date of Applications
	

	Name of  Applicant
	

	Address
	

	Name of local Agent 
	
	

	Tel No.
	

	Email address
	
	Fax

	Part II- manufacturer information

	Manufacturer name
	

	Address
	

	Country
	

	Contact person of the manufacturer 
	
Name 
	


	
	Email
	

	
	Tell No.
	

	Purpose of application

	Tick the column behind


	
	
	New Inspection

	
	
	Re inspection

	
	
	Renewal Inspection

	
	
	Other (please specify)-------------

	Part III- scope of inspection


	Select Medical device to be inspected ( tick the column in front of the dosage form)
Medical device Production line

	Condom
	[Lists]
	

	Glove 
	[Lists]
	

	Rapid Test Kit 
	[Lists]
	



N.B . 

· For Renewal inspection Application,  recent GMP compliance letter should be attached
· For all application types, Updated site master file should be submitted along with this applicant forms.
· For Re inspection Application, CAPA report of previous inspection report should be attached.

Part IV.  Application declaration

1. I am here by authorized by the company to make this application

2. I have read and understood the content of GMP guidelines and registration guidelines of

EFDA

3. I declare that the particulars given this application and the supporting documents are true or authentic or true copies and undertake to notify to EFDA within one week of any change in the particulars submitted in this application

4. I hereby confirm that I agree with any decision from EFDA Regarding this application



Stamp

Full name ……………………………..

Designation…………………………….

Signature …………………………
