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I AMUNA

Specification

Finished Product

Spec No.: SPE-ALL-FP-001-01 Effective Date : 09/08/2021

For Supersedes : NA

Review Date : 08/08/2023

Material code : NA

Reference : USP 43

Product Name :  Allopurinol Page No.: 1 of 1
Sr. No | Test Specification
1.0 Appearance White to off-white powder
2.0 Identification
21 By IR The Infra-red absorption spectrum of sample should be
concordant with the reference spectrum.
3.0 Loss on drying (% w/w) Not more than 0.5%

4.0 Limit of Hydrazine Not more than 10 ppm
5.0 Related Substances
5.1 Related Compound-A Not more than 0.2%
5.2 Related Compound-B Not more than 0.2%
5.3 Related Compound-C Not more than 0.2%
5.4 Related Compound-D Not more than 0.2%
5.5 Related Compound-E Not more than 0.2%
5.6 Ethyl-(E/Z)-3-(2-carbethoxy- 2- Not more than 0.2%
cyanoethenyl) amino-1H-pyrazole-
4-carboxylate
5.8 Unspecified Impurity Not more than 0.1%
5.9 Total impurities Not more than 1.0%
6.0 | Assay on Dried Basis %w/w Not less than 98.0% and Not more than 102.0%
Remark: NA

History of revision :

Revision No Effective Date | Details

00

09 Iog I,Q 02| Original issue

Prepared by (Sign & Date)

Reviewed by (Sign & Date) Approved by (Sign & Date)

N fadedl X
%ﬁ;\ OSIOK/?»@M OQ@QOQ‘




