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Finished product specification

Tests Limits

Subdivision of tablets @. Not more than & individual mass is outside the limits of
=% to @@&% of the average mass.
©. No individual mass is outside the limits of eJ&% to alb&% of

the average mass.

Identification

A. HPLC The retention time of the major peak of the sample solution

B. Infrared absorption corresponds to that of the standard, as obtained in the assay.
Spectrum of sample corresponds to the spectrum of the
standard.

Assay @&.0-a0&.0% LA of Febuxostat (CaoHeoNoOmS)

Dissolution Not less than @o% (Q) of the labeled amount of Febuxostat is
dissolved in emo minutes.

Uniformity of dosage units The acceptance value of eo dosage units is less than or equal

(Content uniformity) to @&.0% (T=@0®.0%)

Related substances

- Single largest impurity Not more than o.e%

- Total impurities Not more than o.¢%

Microbial enumeration tests and The total aerobic microbial count does not exceed @o® cfu/s.
Tests for specified microorganisms The total yeasts and molds count does not exceed @0” cfu/s.
(Initially @o batches and every @o @ g sample is free from Escherichia coll.

batch or at least one batch a year )
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Specification of Active substance

Test

Specification

®.ldentification

A.Infrared absorption

B.Liquid chromatography

Spectrum of sample should correspond to the spectrum of
standard.

The retention time of the principal peak in the chromatogram
of the sample preparation corresponds to that in the
chromatogram of the standard preparation, as obtained in the

assay.

lo.Loss on drying

Not more than o.&¢%

en.Residue on ignition

Not more than o.#%

«.Related substances

-Ethyl ester

-Acid amide

-lsopropyl ester

-Oxime impurity

-Any other individual impurity

-Total impurities

Not more than o.e@&%
Not more than o.#&%
Not more than o.@&%
Not more than o.a&%
Not more than o.e&%

Not more than o.&%

& Assay

«2.0-@o.o % of febuxostat (CeoHaoNeOnS) calculated on
the dried basis

Drug substance specification: Tramadol HCl

49 Test Items Specifications

@ | Identification Gli’;ﬁ]ﬂi’lumuﬁ‘iquu Raw material specification

b | Assay &=.0 - @o.0% of Tramadol HCL

o | Water Not more than o.&%

& | Residue on ignition Not more than o.@%

& | Heavy metals Not more than o ppm

o | Related substance mmﬂhumuﬁizﬂu Finished product specification
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