GPOR 25220  - Drugs and Pharmaceuticals

	Item 1

	Requirements

	Product Specification

Human Cytomegalovirus Immune Globulin containing in each ml 50mg human plasma protein with at least 96% content of cytomegalovirus immunoglobulin of 100U for injection. (Compliance to BP 2017 or its equivalent).


	Vendor to state the following in the offer

(i)	Plasma source
(ii)	Serologic and nucleic acid amplification tests on 	donors and plasma mini-pools
(iii)	Methods of fractionation used
(iv)	Methods of viral inactivation or filtration used

	Presentation

Pack size and Packaging preferred: 5000iu/ 50ml vial.
Vendor to state presentation and pack size offered.

	Minimum Shelf-life upon receipt

Minimum of 30 months on receipt. Please state the minimum shelf-life upon receipt of the product.

	Labelling

Please state if the label states the following information:

(i)	The label states the total number of units of Human
	Cytomegalovirus-Immune Globulin in the container  
If these are not available, can they be added to the
label?

	Additional peel-able label

Vendor to state if they are able to provide an additional 
peel-able label printed with both the batch number and 
expiry date
If so, please specify:
(i)	Additional unit cost (if any)
(ii)	Lead time required for the additional labels




	[bookmark: _GoBack]Item 1 (Cont’d)

	Requirements

	Vendor is to submit package insert or product literature for evaluation.
NB:  The package insert warning section to include the following 	statement:

“This product is made from human blood and may carry a risk for transmitting infectious agents, e.g., viruses, and theoretically, the Creutzfeldt-Jakob disease (CJD) agent.”

	Certification

Each batch of product supplied must be accompanied by
documents to certify that the batch has been processed
in accordance to the required safety standards.  
(See Annex A) 

A set of documents is to be submitted with the offer.

	Product must be registered by the Health Sciences Authority.

Please provide registration details.

	NB:	Each batch of product supplied must be
	accompanied by: 
(i)	Batch certification that the product has 	undergone manufacturing processes that 	include established specific viral inactivation 	procedures.
(ii)  	Batch certification that each unit of source 	material has been individually tested for 	Hepatitis B surface antigen, antibody to HIV 
	1 & 2 and antibody to Hepatitis C Virus and 	found to be negative
(iii)  	Certifications that either the individual donations or the plasma pool are tested for HIV NAT, HCV NAT and HBV NAT.
 (iv)  Certificate of analysis



