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Addendum- FORM  02: Recall Report from countries
Part 1 is prefilled by the QA focal point for the country  
	Product details

	PO number 
	

	QA Case 
	

	Designation (INN) 
	

	Description / dosage form / strength
	

	Packaging
	

	Manufacturer
	

	Manufacturing date 
	

	Expiry date 
	

	Batch number
	

	Reason for recall
	

	Recall notice date
	

	Module/ Unit / set of EHK
	



Country Focal point: 
You are requested to follow up the in-country recall of the above product and to report back to QA focal point using this form  (SOP handling recall - FORM 02)
	Recipient details

	Country 
	

	PO number
	

	Person in charge and contact details
	



	Traceability per location in the country 

	Location 1
	

	Quantity received of kit/set/unit 
	

	Quantity received of product (unit) 
	

	Quantity quarantined in stock (unit)
	

	Quantity used (unit)
	

	Variation if any  (explain)
	



	Traceability per location in the country 

	Location 2
	

	Quantity received of kit/set/unit 
	

	Quantity received of product (unit) 
	

	Quantity quarantined in stock (unit)
	

	Quantity used (unit)
	

	Variation if any  (explain)
	



Summary report for the country 
	Country 
	


	Total Quantity received (unit) 
	

	Total Quantity quarantined in stock (unit)
	

	Total Quantity used (unit)
	

	Variation if any 
	



	Report completion

	Date
	

	Name and signature
	




Picture of the product (please attached pictures showing the name, the batch number and expiry date)
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