Quality specification of RUE “Belmedpreparaty” on API
Novitropan, tablets 5 mg

Manufacturer: CTS Chemical Industries Ltd, Israel

	№ п/п
	Name of indicators
	Acceptable limits

	1.
	Description (Properties)
	Tablets are light blue, round, biconvex, with a score line on one side, inclusions are possible. The appearance of the tablets must comply with the State Pharmacopoeia of the Russian Federation, v.1, p.1184

	2.
	Authenticity
	A. The retention time of the main peak in the chromatogram of the test solution obtained during quantitative determination must correspond to the retention time of the oxybutynin peak in the chromatogram of the oxybutynin chloride reference solution. B. The ultraviolet absorption spectrum, recorded in the wavelength range from 200 nm to 350 nm, of the peak corresponding to oxybutynin in the chromatogram of the test solution prepared for quantitative determination must correspond to the absorption spectrum of the oxybutynin chloride peak in the chromatogram of the reference solution.

	3.
	Dissolution
	Not less than 80% (Q) after 30 min

	4.
	Associated impurities: 
- impurity A 
- phenylcyclohexylglycolic acid
 - any unidentified impurity 
- sum of all unidentified impurities
	
- no more than 1.5% 
-no more than 0.5%

-no more than 0.2% 

-no more than 0.5%

	5.
	Uniformity of dosage units
	AV<L1 (Ll=15,0%)

	6.
	Quantitative determination
	From 4.75 mg to 5.25 mg oxybutynin chloride, based on the average tablet weight

	7.
	Microbiological purity: 
-total number of aerobes in 1 g
 -total number of fungi in 1 g 
-Escherichia coli in 1 g
	
-103 CFU 

-102 CFU

 -absence

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

	9.
	Best before date
	3 years




