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Finished product specification: Pregabalin &o mg capsule
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Identification Test
UTunaudnendnAny
Uniformity of dosage units

Dissolution

- Non-polar impurities (Impurities A)

- Unspecified impurity

ATIDHU

x&.0%-eo&.o0% L.A.

ATTIHU

NLT <o%(Q) dissolved in o minutes

Impurities/Degradation products

NMT o.& %

NMT o.8% w/w each

- Total NMT @.0%
Drug substance specification: Pregabalin
Test items USP &e Ph. Eur. e@.0
. Identification Test ATITHIU PTITNU
. USuiniaendndgy ®.0%-acw.0% on dried basis | «x.0%-eolk.0% on dried basis
. Residue on ignition (USP) NMT o.e% -
Sulfated ash - NMT o.@%
&. Chloride and sulfate NMT o.@% -
&. Organic impurities
- Mandelic acid NMT o.e0 % -
- Isobutylglutaric acid NMT o.e& % -
- Isobutylglutarmonoamide NMT oc.e& % -
- Pregalcalin related compound C NMT o.e& % -
- Any unspecified impurity NMT c.eo % -
- Total impurities NMT o.co % =
o. Enantiomeric purity (USP) NMT o.e&%
Impurity B (Ph. Eur. @e.0) NMT o.@&%
%/ Uses1unssung @?/ NTIUNIT
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Drug substance specification: Pregabalin (A®)

Test items USP e Ph. Eur. e@e.0

g. Loss on drying NMT o.&% -
w. Water content . NMT o.&¢%
«. Related substance test

- Polar impurities NMT o.@%
(unspecified for each)

- Non-polar impurities . NMT o.@%
(unspecified for each)

- Impurities A NMT c.e¢%

- Total impurities NMT o.&%
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