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Drug substance specification (Reference USP)

o.® Definition ms’sﬁlﬂhumuﬁizﬂu drug substance specification
m.lo dentification test mwmummﬁwﬂu drug substance specification
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Test item Specification (NMT %)
BMS é¢xlecdd-oe o.n&

(@-(@-methoxyohenyl)-el-oxo-o-(a-(lo-oxopiperidin-e-yl) phenyl)-&,& o -
tetrahydro-eH-pyrazololm,&-c] pyridine-e-carboxylic acid)

BMS ebeeac-oe o.0&
(o-(e-((&-amino-¢&-oxopentyl) amino) phenyl)-e-(e-methoxyphenyl)-e-oxo-
&,& o,e-tetrahydro-eH-pyrazololm,a-c] pyridine-e-carboxamide)

BMS socblob-oe 0.0
(@-(@-methoxyphenyl)-o-(e-{&-methyl-b-oxopiperidin-e-yl) phenyl)-s-oxo-
&, & o,0-tetrahydro-eH-pyrazolo[m,&-c] pyridine-em-carboxamide)
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BMS dexbcc-oe 0.60&
(@-(@-methoxyphenyl)-si-oxo-o-(e-(lo-oxopiperidin-e-yl) phenyl)-«,&o,e-

tetrahydro-eH-pyrazololm,&-c] pyridine-m-carboxylate)

Individual other impurities .60
Total impurities 0.]0

an.& Residual solvents
oo Heavy metals
en.ey Water content

o. Residue on ignition

Finished Product specification
on.@ Descriptions

oo Identification test

an.en USHeudaendnfgy (Assay)
.« Dissolution

an.& Uniformity of dosage units
en.'o Impurities

maﬁlm"\umuﬁizqiu drug substance specification
Not more than o ppm
Not more than o.&o%

Not more than o.#&%
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m?ﬁwhumu‘ﬁssqlu finished product specification
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e Microbial enumeration test and test for specified microorganisms

- Total aerobic microbial count

- Total combined molds and yeasts count

- Escherichia coli

Not more than @o™ cfu
Not more than @c® cfu
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