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48 Test items

Specification

@ |dentification

asaarusunszylu API specification

o | Assay

| .0 - molw.0% of Pregabalin

&, water content

Not more than o.&%

& | Sulphated ash

Not mare than o.e%

& Related substances

Polar impurities

- Any unspecified impurity < o.e0%
Non-polar impurities

Impurity A < o.&&%
- Any unspecified impurity < o.e0%
Total impurity (A+B) < o.&%

v | Enantiomeric purity Impurity B

Not more than o.ed&%

{ e Residual solvents

| : =
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