GPOR 34422 - Drugs and Pharmaceuticals

	Item 1


	Requirements

	Product Specification

Anti-D Blood Grouping Serum (RH 1):
Anti-D Blood Grouping Reagent containing a blended mixture of monoclonal antibodies of IgM and IgG. The reagent must be suitable for testing with tube technique. 
The reagent must also be suitable for Weak D Test using Indirect Antiglobulin Test. 
If possible, the reagent should not react with red cells expressing Partial D Category VI phenotype unless when used in an Indirect Antiglobulin Test method.

	The reagent should be colourless.

	Presentation

Pack size and Packaging preferred: 	
Each bottle should contain at minimum 10ml of reagent in neutral glass containers, incorporating a dropper assembly.

	Minimum Shelf-life upon receipt

Minimum of 12 months upon receipt is preferred. State the minimum shelf-life upon receipt of the product. 

	Compliance to Standards

Standards for Blood Grouping Reagents to be in 
accordance to FDA Requirements (or equivalent).

(Please refer to Annex A)

	Compliance with Regulatory Guidances and 
Legislations

All offers should be in compliance with the Health Products Act 2007 and HSA’s Regulatory Guidances and Legislations including the Health Products (Medical Devices) Regulations. 

All offers should be listed in the Singapore Medical
Device Register (SMDR).

	
Sample

Samples to be held in abeyance by the Vendor. Samples should be delivered upon request, and be accompanied by manufacturer’s written instructions.




	Item 2

	[bookmark: _GoBack]Requirements

	Product Specification

Low Ionic Strength Saline (LISS) Solution: 
A low ionic additive solution to enhance blood group antibody reactions. It should create a low ionic-strength test environment that increases the rate of antibody uptake during incubation without loss of sensitivity and without increase in the incidence of non-specific reaction at the indirect antiglobulin phase.

	The solution should be formulated for use directly (as an ‘add-on’ solution) with a test system containing serum and red cells.

Agglutinating reactions obtained using Indirect Antiglobulin Test (IAT) with LISS Solution should be stronger or at least equal to reactions suspended in saline (i.e. without LISS Solution). 

	Presentation

Pack size and Packaging preferred: 	
Each sample should contain 10ml of reagent in neutral glass containers, incorporating a dropper assembly.

Each drop should deliver approximately 0.05ml of solution.

	
Minimum Shelf-life upon receipt

Minimum of 12 months upon receipt is preferred. State the minimum shelf-life upon receipt of the product.

	Compliance to Standards

Standards for Blood Grouping Reagents to be in 
accordance to FDA Requirements (or equivalent).

(Please refer to Annex A)

	Compliance with Regulatory Guidances and 
Legislations

All offers should be in compliance with the Health Products Act 2007 and HSA’s Regulatory Guidances and Legislations including the Health Products (Medical Devices) Regulations. 

All offers should be listed in the Singapore Medical
Device Register (SMDR).

	
Sample

Samples to be held in abeyance by the Vendor. Samples should be delivered upon request, and be accompanied by manufacturer’s written instructions.



