GPOR 11120 - Drugs and Pharmaceuticals
	Item 1


	Requirements

	Product Specification

Inactivated Hepatitis A Vaccine BP 2017 
containing a potency of not less than 720 EIU 
in 0.5ml. 

Equivalent preparations for pediatrics may be considered.

List the strengths of all active ingredients, mineral carriers and preservatives present in your product.

	Presentation

Pack size preferred: 		0.5ml / pre-filled syringe 
				or 1 dose / vial.
Packaging preferred: 	1 pre-filled syringe or 1 vial / 
				box.

	Labelling 

State if the label contains the amount of hepatitis A viral antigen in ELISA units per 1.0ml dose volume.






	Item 2


	Requirements

	Product Specification

Inactivated Hepatitis A Vaccine BP 2017 
containing a potency of not less than 1440 EIU 
in 1ml. 

Equivalent preparations for adults may be considered.

List the strengths of all active ingredients, mineral carriers and preservatives present in your product.

	Presentation

Pack size preferred: 	0.5ml / pre-filled syringe
			or 1 dose / vial
Packaging preferred:	1 pre-filled syringe or 1 vial / box

	Labelling 

State if the label contains the amount of hepatitis A viral antigen in ELISA units per 1.0ml dose volume.









