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Not more than o.®%

Not more than o.%

c^d.o - ©ols.o% of Pregabalin

WT^NTUwnJivhisti'lu API specification

Specification

Sulphated ash :

water content:

Assay :

Identification test:
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BP

Drug substance specification: a^a-Will BP 1so®gtI Vila USP a:o

wnawntiWhu^stjiu Finished product specification
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wrjawTUflnuvi^^lu Finished product specification

G^c^.o - ©oct.o% of the labeled amount of Pregabalin

w^awTUWiuviiistjTu Finished product specification

Specification

Related substances:

Dissolutiontest:

Uniformity of dosage units:

•Ul^nfU^ntnaimy:

Identification test:
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Dissolution li^^ Uniformity of dosage units

COA
(waive)

w^^wiuwiw API specification

Not more than o.©<%

Mandelic acid ^ o.®o%

Isobutylglutaric acid ^ o.®%

Isobutyl- glutarmonoamide <.o.<sxL%

Pregabalin related compound C so.isiSI%

Any unspecified impurity s o.®o%

-    Total impurity  o.d%

Not more than o.®%

Not more than o.%

g^^.o - ®olo.o% of Pregabalin

^^Tj^WTU^njJvtasijl'U API specification

Specification

Residual solvents:

Enantiomeric purity :

Related substances :

Residue of Ignition:

Loss on drying:

Assay :

Identification :
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Not more than o.®<%

Polar impurities

- Any unspecified impurity <. o.®o%

Non-polar impurities

- Impurity A <. o.©c%

- Any unspecified impurity  o.®o%

- Total impurity (A+B)  o.%

Specification

Residual solvents:

Enantiomeric purity Impurity B:

Related substances :
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GMP
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