Quality specification of RUE “Belmedpreparaty” on API 
Anastrazole technical
	Manufacturer: Sichuan Xieli Pharmaceutical Co., Ltd, Китай

	

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

	1.
	Description
	White crystalline powder

	2.
	Identification
	A. IR-spectrum of the tested API should comply with IR-spectrum of Anastrazole standard (USP RS or EP CRS).


	3.
	Related substances:
- unspecified impurities;

- the sum of impurities
	Not more than 0,1%

Not more than 0,2%



	4.
	Residual organic solvents:
- Ethanol
- Acetone
- hexane
- Cyclohexane
- Ethylacetate
	Not more than 3500 ppm
Not more than 500 ppm

Not more than 150 ppm
Not more than 1000 ppm
Not more than 1000 ppm

	5.
	Water
	Not more than 0,3%

	6.
	Assay
	Not less than 98,0% and not more than 102,0% (calculated on dry basis)

	7.
	Dimensions
	D(10) – 10 μm; D(50) – 15 μm; D(90) – 50 μm;

	8.
	Storage
	In a place protected from moisture and light at a temperature not exceeding 25 °C.

	9.
	Shelf life
	In accordance with the manufacturer's certificate


