Quality specification of RUE “Belmedpreparaty” on API 
Warfarin sodium clatrate
	

	Manufacturer: 
Alchymars ICM SM Private Limited, India


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

	1.
	Description

	White or almost white crystalline powder. Hygroscopic.
Very freely soluble in water P, freely soluble in 96% ethanol P, soluble in acetone P, very lightly soluble in methylene chloride P

	2.
	Identification

	A. Comparison: warfarin sodium clatrate reference standard (EP CRS) 

B. System A. Not less than 8,0% and not more than 8,5%
C. Should give positive reaction (a) on sodium

	3.
	Clarity of solution
	Solution S should be clear

	4.
	Color of solution
	Solution S should be colorless

	5.
	pH
	From 7,6 till 8,6 

	6.
	Residual solvents:

- methanol

- toluol 
	Not more than 500 ppm

Not more than 500 ppm

	7.
	2-propanol
	Not less than 8,0% and not more than 8,5%

	8.
	Related substances:

- impurities B and C (each)
- unspecified impurities
- total impurities 
	Not more than 0,1%

Not more than 0,1%
Not more than 0,3%

	9.
	Phenolic ketones
	The optical density of the solution kept for 15 minutes and measured at a wavelength of 385 nm should not exceed 0.2

	10.
	Water
	Not more than 0,3%

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

- Total count of fungus in 1 g                       

- Escherichia coli in 1 g                                 
	Not more than 103 CFU

Not more than 102 CFU

Absence

	12.
	Assay
	Not less than 98,0% and not more than 102,0% (calculated on anhydrous basis, free from 2-propanol API)

	13.
	PSD

-D-10

-D-50

-D-90
	-less 10 microns
- less 30 microns

- less 40 microns

	14.
	Storage conditions
	In a sealed container, in the protected from light place, under temperature not higher than 25 oC

	15.
	Shelf life
	3 years


