Quality specification of RUE “Belmedpreparaty” on API 
L-Isoleucine
	

	Manufacturer: 
Ajinomoto do Brasil Ind. e Com. de Alimentos Ltda, Brazil


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

	1.
	Description
	White or almost white crystalline powder or shiny flakes.
Moderately soluble in water P, practically insoluble in 96% ethanol P.

	2.
	Identification
	A. Should comply with the requirements of test “Specific optical rotation”.

B. Solution of API should be dextrogyrate.
C. IR-spectrum of API should correspond to IR-spectrum of Isoleucine standard sample.
D. The principal spot on the chromatogram of the tested solution (b) should be similar on location, color and dimension with the spot on chromatogram of the standard sample solution (a)

	3.
	Clarity of solution
	Solution should be clear and have value transmission not less than 98,0%

	4.
	Color of solution
	Color of solution should be not more intense than reference standard BY (КЖ)6

	5.
	Specific optical rotation
	+40,0 – +43,0 (calculated on dry basis)

	6.
	pH of solution
	5,5 – 6,5

	7.
	Ninhydrin-positive substances
	Not more than 0,5%

	8.
	Chlorides
	Not more than 0,02%

	9.
	Sulfates
	Not more than 0,02%

	10.
	Ammonium salt
	Not more than 0,02%

	11.
	Iron
	Not more than 10 ppm

	12.
	Heavy metals
	Not more than 10 ppm

	13.
	Arsenic
	Not more than 1 ppm

	14.
	Loss on drying
	Not more than 0,2%

	15.
	Sulfated ash
	Not more than 0,1%

	16.
	Microbiological purity: 
- Total count of aerobes and fungus in 1 gr     
Gram-negative

bacteria , tolerant to

bile, or bacteria of the

family
- Enterobacteriaceae in 1 gr                              

- Pseudomonas aeruginosa in 1 gr                 

- Staphylococcus aureus in 1 gr   
For the production of non-sterile medicinal products:

-total aerobes

-total fungi

-Escherichia coli             
	102 CFU

absence

absence

absence

absence

- 103 КОЕ/г - 102 КОЕ/г – absence (in 1 g)


	17.
	Bacterial endotoxins
	Less than 6,0 EU/g

	18.
	Assay
	Not less than 98,5% and not more than 101,0% (calculated on dry basis)

	19.
	Storage conditions
	Store in from protected from light and moisture place, at temperature below 25 oC

	20.
	Shelf life
	4 years


