	A. General Information 

	1. Supplier Details

	1.1
	Company Address Information

	Name of company:
	[bookmark: Text8]     

	Address:
	[bookmark: Text9]     

	Postcode:
	[bookmark: Text10]     

	Country:
	[bookmark: Text11]     

	Website:
	[bookmark: Text12]     

	Is the address above the site where you handle / produce the product(s) listed in section 1.4 below?
If not, please provide the respective site details below:
	Yes |_|


	No |_| 



	Name of company:
	     

	Address:
	     

	Postcode:
	     

	Country:
	     

	Website:
	     

	1.2
	Contact Information (Please provide details of an available contact)

	This information should be filled into the General Questionnaire.

	1.3
	Product Information (List of materials covered by this questionnaire)

	Material Name
	Dedicated equipment

	     
	Yes |_|
	No |_| 

	     
	Yes |_|
	No |_| 

	     
	Yes |_|
	No |_| 

	Please add list of all materials as appendix if required
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	2. Quality Management

	2.1
	Does your company have a trading authorization for chemical / pharmaceutical products?
If "yes", please attach a copy.
	Yes |_|


	No |_| 



	2.2
	Do you hold a GDP (Good Distribution Practices) certificate?
If "yes", please attach a copy.
	Yes |_|

	No |_| 


	COMMENTS:      



				
	3. Supplier Qualification

	3.1
	Do you qualify the manufacturers of the materials you are trading?
	Yes |_|
	No |_| 

	3.2
	If the answer is yes, which of the following elements used to qualify suppliers:
|_| Visits
|_| On-site formal audit (with report)
|_| Questionnaire
|_| Quality Agreements
|_| Others – please specify:      
	

	3.3
	Do you have written agreements or contracts that ensure manufacturers inform you about the following changes:
|_| Changes to the production site address
|_| Changes to the manufacturing process
|_| Changes to the specifications or test methods
	

	3.4
	Do the manufacturers inform you about changes in the above mentioned fields prior to the first shipment affected by the change?
	Yes |_|
	No |_| 

	3.5
	What is the origin of the COAs provided for the goods?
[bookmark: _Int_HhJW5AQY]|_| a) Original copies of manufacturers COA
|_| b) COA reissued by your company based on manufacturers data
|_| c) COA based on testing performed by a 3rd party [If so, please specify the 3rd party in "Comments"]
|_| d) Combination of b) and c)
	

	COMMENTS:      



	4. Activities in Scope

	
	Does your company perform any of the below listed activities on the material(s) listed on page 2 you are supplying to CUSTOMER?

	4.1
	Blending *
	Yes |_|
	No |_|
	Outsourced |_| 

	4.2
	Sampling
	Yes |_|
	No |_|
	Outsourced |_| 

	4.3
	Provide samples for qualification
	Yes |_|
	No |_|
	Outsourced |_| 

	4.4
	Provide pre-shipment samples
	Yes |_|
	No |_|
	Outsourced |_| 

	4.5
	Product testing *
	Yes |_|
	No |_|
	Outsourced |_| 

	4.6
	Repacking *
	Yes |_|
	No |_|
	Outsourced |_| 

	4.7
	Relabelling
	Yes |_|
	No |_|
	Outsourced |_| 

	4.8
	Provide CoA
	Yes |_|
	No |_|
	Outsourced |_| 

	4.9
	Warehousing *
	Yes |_|
	No |_|
	Outsourced |_| 

	4.10
	Transportation
	Yes |_|
	No |_|
	Outsourced |_| 

	4.11
	Other operations (please state what kind of operations in the "Comments" section below)
	Yes |_|
	No |_|
	Outsourced |_| 

	*
	If you respond "Yes" to any of these questions, you will be contacted again for filling the respective detailed questionnaire(s), as listed in the form "Cover sheet and Instructions".
	
	
	

	COMMENTS:      




	5. Management of Samples

	5.1
	Is your company managing shipment of qualification or pre-shipment samples?
	Yes |_|
	No |_| 

	5.2
	If applicable does the management of samples include

	
	· Storage?
	Yes |_|
	No |_|
	N/A |_| 

	
	· Relabelling?
	Yes |_|
	No |_|
	N/A |_| 

	
	· Repacking?
	Yes |_|
	No |_|
	N/A |_| 

	5.3
	Do you have dedicated and secured area to store samples awaiting further shipment?
	Yes |_|
	No |_|
	N/A |_| 

	5.4
	If the answer to 5.3 is yes: Do these areas include specific locations to protect temperature sensitive products against degradation?
	Yes |_|
	No |_|
	N/A |_| 

	5.5
	Do you maintain records to ensure full traceability on the incoming and outgoing samples (sample ID, shipment dates,…)?
	Yes |_|
	No |_|
	N/A |_| 

	COMMENTS:      




	6. Relabelling

	6.1
	Are there written procedures and records to ensure traceability?
	Yes |_|
	No |_|
	N/A |_| 

	6.2
	Are there written procedures to ensure prevention of mix‑ups and contamination?
	Yes |_|
	No |_|
	N/A |_| 

	6.3
	Do labels contain the following information:
	Yes |_|
	No |_|
	N/A |_| 

	
	· Product name?
	Yes |_|
	No |_|
	N/A |_| 

	
	· Material code number and batch/lot number?
	Yes |_|
	No |_|
	N/A |_| 

	
	· Name of manufacturer
	Yes |_|
	No |_|
	N/A |_| 

	
	· Net quantity?
	Yes |_|
	No |_|
	N/A |_| 

	
	· [bookmark: _Int_w3whIhnZ]Expiry date?
	Yes |_|
	No |_|
	N/A |_| 

	
	· Retest date?
	Yes |_|
	No |_|
	N/A |_| 

	
	· Storage conditions (in case this is critical)?
	Yes |_|
	No |_|
	N/A |_| 

	
	· Safety information for storage and transport?
	Yes |_|
	No |_|
	N/A |_| 

	
	· Contact information (e. g. name, address)?
	Yes |_|
	No |_|
	N/A |_| 

	6.4
	Do you keep the original label readable on the original packaging where appropriate?
	Yes |_|
	No |_|
	N/A |_| 

	COMMENTS:      




	7. Warehouse and Logistics

	7.1
	General

	7.1.1
	Are the goods shipped directly from the manufacturer to your customers (this question does not include warehouses used by customs, shipping companies, airports)?
If "Yes" you do not need to fill out the questions in sections 7.1 to 7.4
	Yes |_|
	No |_| 

	7.1.2
	Do you have your own warehouse?
	Yes |_|
	No |_| 

	7.1.3
	Please state the approximate size of the warehouse(s) for the goods you are trading:
	      m²

	7.1.4
	Do the warehouses ensure restricted access?
	Yes |_|
	No |_|
	N/A |_| 

	7.1.5
	Do you monitor temperature in the warehouse(s)
	Yes |_|
	No |_|
	N/A |_| 

	7.1.6
	Do you control temperature in the warehouse(s)
	Yes |_|
	No |_|
	N/A |_| 

	7.1.7
	Do you monitor relative humidity in the warehouse(s)
	Yes |_|
	No |_|
	N/A |_| 

	7.1.8
	Do you control relative humidity in the warehouse(s)
	Yes |_|
	No |_|
	N/A |_| 

	COMMENTS:      

	7.2
	Storage Conditions

	
	Do the warehouses you use enable storage under the following conditions:

	7.2.1
	· Standard storage conditions (without limits)
	Yes |_|
	No |_| 

	7.2.2
	· Standard storage conditions I (+2°C to +25°C)
	Yes |_|
	No |_| 

	7.2.3
	· Standard storage conditions II (+15°C to +25°C)
	Yes |_|
	No |_| 

	7.2.4
	· Standard storage conditions III (+15°C to +25°C / 35 to 65 % RH)
	Yes |_|
	No |_| 

	7.2.5
	· Cold storage (+2°C to +8°C)
	Yes |_|
	No |_| 

	7.2.6
	· Freezer (ca. -15°C to -25°C)
	Yes |_|
	No |_| 

	7.2.7
	· Deep freezer (-30°C to -80°C)
	Yes |_|
	No |_| 

	7.2.8
	· Other (please specify in "Comments" section)
	Yes |_|
	No |_| 

	7.2.9
	[bookmark: _Int_R2nrrTit]Is the material stored in a manner to prevent degradation, contamination and cross-contamination?
	Yes |_|
	No |_|
	N/A |_| 

	COMMENTS:      

	7.3
	Warehouse Processes

	7.3.1
	Are incoming materials checked for correct labelling, damages, broken seals?
	Yes |_|
	No |_|
	N/A |_| 

	7.3.2
	[bookmark: _Int_LUUWEwTL]Are single units with damages, incorrect labels and broken seals stored in a separate zone?
	Yes |_|
	No |_|
	N/A |_| 

	
	Do you have a system in place regarding:
	

	7.3.3
	· Rejection and return?
	Yes |_|
	No |_|
	N/A |_| 

	7.3.4
	· Destruction?
	Yes |_|
	No |_|
	N/A |_| 

	7.3.5
	· Others (please state in the comments section)?
	Yes |_|
	No |_|
	N/A |_| 

	COMMENTS:      

	7.4
	Shipping Documents & Conditions

	7.4.1
	Are the transportation conditions ensured so that the quality of the product is not adversely affected?
	Yes |_|
	No |_|
	N/A |_| 

	7.4.2
	Do you keep records of all shipments to the customer?
	Yes |_|
	No |_|
	N/A |_| 

	COMMENTS:      




	8. Cross Contamination Risk

	8.1
	Do you handle any of the following products: beta-lactams, penicillin or other antibiotics, hormones, steroids, cytotoxic, cytostatic highly active compound, pesticides? 
	Yes |_|
	No |_| 

	8.2
	Is there any open handling?
	Yes |_|
	No |_|
	N/A |_| 

	8.3
	If the answer to 8.2 is yes: Please explain in "Comments" how you prevent cross-contamination.
	
	
	N/A |_| 

	COMMENTS:      





	9. Comments / References

	Please list all references and enclosures that you make to this questionnaire and specify the reference number given to each document. Use one list for all sections of the document and extend it if needed.

	Ref #
	Description / Name

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	



	
	
	




	10. Statements

	Required statements / documents to be attached to this Questionnaire:

	|_| BSE / TSE
|_| GMO
|_| Metal Impurities
|_| Elemental Impurities Statement for excipients
|_| Residual Solvents
|_| Melamine
|_| Pesticide
|_| Phtalate
|_| Toxic compound
|_| Latex
|_| Gluten



	Completion Signatures
· Confirmation that enclosed information is correct and relevant to the product(s) in scope.
· You will inform us in case of any changes to the product status

	Completed by:

	Name (Print):
	[bookmark: Text128]     

	Position:
	[bookmark: Text129]     

	Signature:
	

	Date:
	

	Approved by (name of Quality representative):

	Name (Print):
	     

	Position:
	     

	Signature:
	

	Date:
	



	
	
	



