SCOPE 1 МЛ
Sofia, 10.09.2024
UMBAL SVETI IVAN RILSKI EAD
/UNIVERSITY GENERAL HOSPITAL FOR ACTIVE TREATMENT/
LABORATORY ON PORPHYRIA AND 
[bookmark: bookmark8]MOLECULAR DIAGNOSIS OF LIVER DISEASES 
AT CLINICAL LABORATORY

Management address: 1431 Sofia, Triaditsa District, 15 Acad. Ivan Gesshov Blvd.
Laboratory address: 1431 Sofia, Triaditsa District, 15 Acad. Ivan Gesshov Blvd.

To perform testing of:
	Type of the scope: Fixed

	№ 
	Tested products
	Type of test / characteristic
	Testing methods
(standard / validated method)

	1
	2
	3
	4

	Field of activity of the medical laboratory: Virology

	1.
	Blood serum/ plasma
	Quantification of HBV DNA
	Real Time PCR 
ПК-5.5.3-04/2023
- PRM: 3th WHO IS for HBV NAT, NIBSC code 10/264,
- PEI Reference Preparation, HBV DNA
- LightCycler 1.5 – PCR Real-Time, Roche Diagnostic.

	2.
	
	Quantification of HCV RNA
	Real Time PCR 
ПК-5.5.3-03/2023
- PRM: 5th WHO IS for HCV NAT, NIBSC code 14/150, PEI Reference Preparation, HCV RNA
- LightCycler 1.5 – PCR Real-Time, Roche Diagnostic.

	3.
	
	Determination of HCV genotype 
	Real Time PCR 
ПК-5.5.3-03/2023
- PRM: 5th WHO IS for HCV NAT, NIBSC code 14/150, PEI Reference Preparation, HCV RNA
- LightCycler 1.5 – PCR Real-Time, Roche Diagnostic.



  References:
	Code/Validation Date
	Procedure Name
	Procedure Type

	ПК-5.5.3-04/2023
	Quantification of HBV DNA
	Operating internal documented procedure developed in accordance with manufacturer’s instruction and inserts to kit packaging

	ПК-5.5.3-03/2023
	Quantification of HCV RNA
	

	ПК-5.5.3-03/2023
	Determination of HCV genotype
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