Quality specification of RUE “Belmedpreparaty” on API 
Valaciclovir, tablets 
	

	Manufacturer: Jubilant Generics Limited, India


	No.
	Items
	Requirements of  in-house technical documentation of the Republic of Belarus

	1.
	Description

	Tablets, film-coated, blue rectangular with angled corners, a biconvex surface, there is a rim, the inscription "C 324 500" on one side and smooth on the other side.
Should comply with the requirements GF RB II, t.1. p. 1184

	2.
	Identification
-Valaciclovir 

-Chlorides
	On the chromatogram of the test solution obtained by quantitation, the retention time of the main peak should correspond to the retention time of the valaciclovir peak on the chromatogram of the reference solution. 
A white suspension is formed, insoluble in diluted nitric acid P and soluble in excess ammonia of diluted solution P1.

	3.
	Water
	 Not more than 10,0%

	4.
	Average tablet weight
	From 734 mg till 811 mg (772,5 мг±5%)

	5.
	Uniformity of tablet weight
	18/20 not more than ±5% 

2/20 not more than ±10%

	6.
	Uniformity of dosage units
	AV≤L1 (L1=15,0%)

	7.
	Solubility
	No less than 80% (Q±5%, Q75%) in 45 minutes 

	8.
	Related substances:

- acyclovir

- bis-acyclovir

- unspecified impurities

- total impurities
	Not more than 2,5%

Not more than 0,3%

Not more than 0,1%

Not more than 2,5%

	9.
	d-valaciclovir
	Not more than 3,2%

	10.
	Assay
-Valaciclovir
	From 475,0 mg to 525,0 mg in calculation of average tablet weight

	11.
	Microbiological purity: 
- Total count of aerobes in 1 gr                        

- Total count of yeast, molds and fungi in 1 gr                         

- Escherichia coli in 1 gr                                   
	Not more than 103 CFU

Not more than 102 CFU

Absence

	12.
	Storage conditions
	In a place protected from moisture and light at a temperature not exceeding 25 ° C.

	13.
	Shelf life
	3 years


