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	Requirements

	Product Specification

Amlodipine and Valsartan Tablets USP 40 containing in each tablet Amlodipine Besylate USP equivalent to Amlodipine 5mg and Valsartan USP 80mg. 

Preferred:
(i) Film-coated
(ii) Scored tablets

	Presentation

Pack size and packaging preferred: 
In boxes x 10 bundles x 10 blisters x 10 tablets.

	Nitrosamine Impurity

(i)	Is the manufacturing process of your product at 	risk of generating any nitrosamine impurities?
	Submit your risk assessment report as supporting 	documents.
(ii)	State if your product has been tested for 	nitrosamine impurities.
	If so, please submit Certificate of Analysis/test 	results as supporting documents.





	Item 2


	Requirements

	Product Specification

Amlodipine and Valsartan Tablets USP 40 containing in each tablet Amlodipine Besylate USP equivalent to Amlodipine 5mg and Valsartan USP 160mg. 

Preferred:
(i) Film-coated
(ii) Scored tablets

	Presentation

Pack size and packaging preferred: 
In boxes x 10 bundles x 10 blisters x 10 tablets.

	Nitrosamine Impurity

(i)	Is the manufacturing process of your product at 	risk of generating any nitrosamine impurities?
	Submit your risk assessment report as supporting 	documents.
(ii)	State if your product has been tested for 	nitrosamine impurities.
	If so, please submit Certificate of Analysis/test 	results as supporting documents.





	Item 3


	Requirements

	Product Specification

Amlodipine and Valsartan Tablets USP 40 containing in each tablet Amlodipine Besylate USP equivalent to Amlodipine 10mg and Valsartan USP 160mg. 

Preferred:
(i) Film-coated
(ii) Scored tablets

	Presentation

Pack size and packaging preferred: 
In boxes x 10 bundles x 10 blisters x 10 tablets.

	Nitrosamine Impurity

(i)	Is the manufacturing process of your product at 	risk of generating any nitrosamine impurities?
	Submit your risk assessment report as supporting 	documents.
(ii)	State if your product has been tested for 	nitrosamine impurities.
	If so, please submit Certificate of Analysis/test 	results as supporting documents.



