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Drug substance specification (Reference UsP)

on.@ Definition White or almost white, hygroscopic powder. Freely
soluble to very soluble in alcohol; freely soluble in
water and in methylene chloride.

an.lo Identification test - m?ﬂﬂhumuﬁwﬂu drug substance specification
_ ATIARIUMINYRYe Enantiomeric purity
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an.en UTUIusneNd1ARY (Assay) &c@.0 — @o.0% (anhydrous and solvent-free basis)

o.& Impurities

a.@.@ Organic impurities The reporting level for impurities is 0.0&%

#1519 @ Organic impurities
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Name Acceptance Criteria
NMT (%)
Sulfoxide impurity oo
Cis-isomer o.e&
Name Acceptance Criteria
NMT (96)
Michael Adducts @ and o.0d*
Methylketone impurity o.e&
Methylstyrene impurity o.;
Any other individual impurity 0.600
)
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Total impurities o.b
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m.e.lo Enantiomeric purity
S-enantiomer Ly o.lo%
o.& Water determination 3ty @.0% (Method 1a)

Finished Product (Reference USP)

o.@ Descriptions m‘iuﬁ]ﬁhumwﬁsxﬂu finished product specification
m.lo [dentification test ﬂﬁaﬂﬂwumwuﬁixuiu finished product specification
an.en USHNausnendfgy (Assay) «lo.& - @oe.&o%L.A Y83 Montelukast CssHssCINO;S
o.« Dissolution m‘i’m&immmﬁimﬂu finished product specification
en.& Uniformity of dosage units fﬁlﬁ’;ﬁ]ﬁhummﬁ‘izﬂu finished product specification
oo Impurities
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- Acceptance criteria
veans Not more than (%)

@. Sulfoxide impurity ®.&

. Montelukast ketone impurity ol

o. cis-lsomer .6

@ Montelukast -

& Methylketone impurity -

. Michael adduct & -

». Michael adduct o =

w. Methylstyrene impurity -

«. Any other individual degradation product o.lb

®o. Total impurities .o

Drug substance specification (Reference EP)
o.@ Definition white or almost white, hyeroscopic powder
.o Identification test - m’sﬁ]mummm“uﬁlu drug substa 75 at

on.en USHaudnendnfgy (Assay) «&.0 — @ow.0% (anhydrous
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an.& Impurities

Enantiomeric purity

impurity A LAY o.l0%
Related substances
impurity B TailAY o.m%
impurity C LAy o.l0%
impurities F LAY o.0&%
impurities G Liiy o.0e%
sum of impurities Dand B lailiy o.e0&%
unspecified impurities Lifu 0.00%
total Impurities LAy o.0%
on.& Water luifu «.o%

Finished Product specification

m.@ Descriptions mm&hummﬁixﬁlu finished product specification
om.lo Identification test m‘i’mﬂhummﬁsxqfw finished product specification
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oo Impurities mwmumuﬁ'izﬂu finished product specification
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«.« findsdoiusamnmalinsizivedlssauduan (Certificate of Analysis of finish product)
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