GPOR 34622 - Drugs and Pharmaceuticals

	Item 1


	Requirements

	Product Specification

Group A1 and B reagent red blood cells: 
Red blood cells with known A1/B phenotype used for ABO serum (reverse) grouping tests to demonstrate presence and absence of human blood group antibodies using tube technique. 

	Red blood cells with known Group A1 phenotype should be capable of reacting with presence of anti-A and anti-A1 in human serum/plasma. It should not react with anti-B.

Red blood cells with known Group B phenotype should be capable of reacting with presence of anti-B in human serum/plasma. It should not react with anti-A/anti-A1.

	The reagent red cells should be in a buffered suspension of approximately 2-5%.

	Presentation

Pack size and Packaging preferred: 	
Each panel should contain 1 bottle of Group A1 and 1 bottle of Group B reagent red blood cells. 
Each bottle should contain 10ml of red cells in neutral glass containers, incorporating a dropper assembly.

	Minimum Shelf–life upon receipt

Minimum of 4 weeks upon receipt is preferred. State the minimum shelf-life upon receipt of the product.

	Compliance to Standards

Standards for Reagent Red Blood Cells to be in 
accordance to FDA Requirements (or equivalent).

(Please refer to Annex B)

	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


	Requirements

	Product Specification

Group A1 and B reagent red blood cells: 
Red blood cells with known A1/B phenotype used for ABO serum (reverse) grouping tests to demonstrate presence and absence of human blood group antibodies using tube technique. 

Group O reagent red blood cells:
Supplementary cells used in ABO serum grouping as control cells or used in detection of agglutination due to non-ABO agglutinins. 

	Red blood cells with known Group A1 phenotype should be capable of reacting with presence of anti-A and anti-A1 in human serum/plasma. It should not react with anti-B.

Red blood cells with known Group B phenotype should be capable of reacting with presence of anti-B in human serum/plasma. It should not react with anti-A/anti-A1. 

Group O red cells should not react with both anti-A and anti-B. 

	The reagent red cells should be in a buffered suspension of approximately 2-5%.

	Presentation

Pack size and Packaging preferred: 	
Each panel should contain 1 bottle each of Group A1, B and O reagent red blood cells. 
Each bottle should contain 10ml of reagent in neutral glass containers, incorporating a dropper assembly.

	Minimum Shelf–life upon receipt

Minimum of 4 weeks 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 B)
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	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.



