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b.lo.a Finished product specification

0] Test items Specification
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31999973 BP wooew (6d)

Test items

Specification

Sulphated ash

Not more than oc.e%

Related substances

Polar impurities

- Any unspecified impurity < o0.@0%
Non-polar impurities

- Impurity A < 0.0&%

- Any unspecified impurity < 0.e@0%

- Total impurity (A+B) < 0.¢%

o | Enantiomeric purity

Impurity B

Not more than o.e&%

o | Residual solvents

ASIAHUAY API specification
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Specification

® | ldentification

ATk umNnsEylu AP specification

v | Assay

®z.0 — ®0.0% of Pregabalin

en | Loss on drying

Not more than o0.¢%

& | Residue of Ignition

Not more than o.e@%

& | Related substances

- Mandelic acid < o.@0%

- lsobutylglutaric acid < c.@&%

- lsobutyl- glutarmonoamide <o.a&%

- Pregabalin related compound C <o.e&%
- Any unspecified impurity < o0.@0%

- Total impurity < 0.@%

o | Enantiomeric purity

Not more than oc.e&%

o | Residual solvents

R5IIWUAU API specification
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g1l Pregabalin
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f. ineusianIwNalU (General quality criteria)
UINTFIUNINARB UM NLNUNITNAIUNINERE(Certificate of GMP)

- Active Pharmaceutical ingredient
- Finished Product

ATLUY

s 2 TR

&

Mesguingauiied@rfey (Active Pharmaceutical Ingredient Specification)uazinmsgu
udnsisiendnsagyu (Finished Product Specification)

L . fact A a
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(Good Storage Practice / Good Distribution Practice ; GSP/GDP)
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