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Drug substance specification (Reference USP)
m.@ Definition A white or almost white powder. Freely soluble in
methanol, sparingly soluble in alcohol, slightly

soluble in b-propanol and in water

oo Identification test m’mmum’mﬁisﬂu drug substance specification (IR,
HPLC)

on.en USHeudaendnfgy (Assay) &0 — ®ol.o%L.A. (anhydrous and solvent-free
basis)

. lmpurities
o.&.o Residual of ignition iy 0.lo%
o.& Water determination lailin 0.¢% n38i anhydrous form
¥4 en.o-&.0% N6 hydrated form
en.o Optical rotation 9ETENINTN -0.00° T +0.60°

Finished Product specification

o.@ Descriptions m’;’«aﬂi’mmuﬁ‘szﬁlu finished product specification
oo dentification test m’Jﬁ]mum’mﬁisﬂu finished product specification
(UV, HPLC)
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oo USuaudrendnfgy (Assay) ®o.0 - ®®0.0% L.A.
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on.&.@ Organic impurities ATIVENURUANTIT &
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4 Acceptance criteria
YDHANT
Not more than (%)
@. Amlodipine related compound A ®.0
. Amlodipine lactose adduct o.&
Amlodipine glucose/galactose s
O.
adduct
& Any unspecified degradation o
O.
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