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	PURPOSE
	To provide a method whereby any nonconforming product is kept apart from items and it is prevented from being used. 

	INPUTS
	· Nonconforming products 

	ACTIVITIES

	Operator
	Quality Manager 

	
	

	OUTPUTS
	· Nonconforming products controlled

	PROCEDURE DESCRIPTION

	The process starts when a product is identified as a nonconforming product or is deemed to be unfit for NMD purpose. This items must be identified (marked by red marking pen or label) and kept in a different area. The action to be taken after the initial rejection depends on the nature of this products: 

	
	2. Identification
	3. Segregation
	4. Decision
	5. Final destiny
	Record

	Supplier products
	Item must be marked by red marking pen or label
	Rejection area
	Operators
	· Return to supplier 
	F-015

	Final Report
	Non-conforming
	Rejection area 
	Medical Director
	· Removal
	F-015

	Where the result of the investigation determines the need of a corrective/preventive action, this shall generate a CORRECTIVE/PREVENTIVE ACTION REQUEST (F-016) in accordance with the procedure CORRECTIVE/PREVENTIVE ACTIONS (GP-016). When non-conformity is detected, is important to choose between creating a corrective action to avoid a recurrence problem and issued where necessary, or register the non-conformity to resolve it promptly.


ASSOCIATED DOCUMENTS:

· GP-016 CORRECTIVE/PREVENTIVE ACTIONS
RECORDS:

	Title
	Code
	File Location
	Record Custodian
	Retention Period

	Nonconformity records
	F-015
	Quality Department
	Quality Manager 
	3 years

	Corrective/preventive action request
	F-016
	Quality Department
	Quality Manager 
	3 years


INDICATOR
	Indicator
	Formula 
	Data
	Frequency
	Owner

	Nonconformity
	( nonconformities
	F-015
	Monthly
	Quality Manager

































































































































































































































































































































































Removal














Allowed use






































Record �(� HYPERLINK "../1.4.%20Forms/F-015%20A%20-%20Nonconformity%20record.DOC" ��F-015�)

















3. Segregation





4. Decision





2. Identify





1. Recognize a non-conforming product








