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3.1 Finished product specification: Pregabalin capsule

3.1.1 | Identification Meet the requirement
3.1.2 | Assay 95.0 - 105.0% L.A. of Pregabalin
3.1.3 | Dissolution NLT 80% (Q) of LA, of Pregabalin is
dissolved (30 min)
3.1.4 | Uniformity of dosage units Meet the requirement
3.1.5 | Impurities
- Unspecified impurities/ NMT 0.20% (w/w) each
Degradation products
- Total Degradation products NMT 1.00%
and impurities
- Specified Degradation products NMT 0.20%

3.2 Drug substance specification: Pregabalin (Ph. Eur. 9.0)

pecificatio

Identification Meet the reqguirement
3.2.2 | Assay 98.0 - 102.0% w/w (on anhydrous basis)

3.2.3 | Enantiomeric purity test

: (Impurity B/ Pregabalin enantiomer) NMT 0.15%
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do | Testhems Specifications
3.2.4 | Related substances test
: Polar impurities (unspecified, each) NMT 0.10%
: Non-polar impurities (unspecified, each) | NMT 0.10%
: Impurity A NMT 0.15%
: Total impurities NMT 0.50%
3.2.7 | Water Content NMT 0.50%
3.2.8 | Sulfated ash NMT 0.10%
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