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a.e. Finished product specification: Metformin hydrochloride tablet
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U8 Test

Specifications (USP «i)

BP wolklk

@ | ldentification

Complied with finished

product specification

HIITHI

o | Assay

&.0 - mod 0% of labaled

amount of Metformin HCL

#&.o - mod.0% of the LA. of
Metformin HCL

o | Uniformity of dosage

unit

Complied with finished

product specification
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& | Dissolution test

- lTest @

Not less than wo%(Q) of the
labeled amount of Metformin
HCl Is dissclved in && minutes

-Testle
Not less than wo%(Q) of the
labeled amount of Metformin

HCL is dissolved in eao minutes

- Test o
Not less than elo%(Q) of the
iabeled amount of Metformin

HCl is dissolved in o minutes
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U Test Specifications (USP la) BP molln
& | Impurities: -

- Any individual Not more than o.e%

impurities

i - Total impurities Not more than o.b%

o | @-Cyanoguanidine - NMT o.ole%

a.lo. Drug substance specification: Metformin hydrochloride
) Test Specifications (USPa) E BP wokln
® | ldentification Complied with finished | HTITETU

product specification

b | Assay

ce.d — eoe.0% of labeled
amount of Metformin HCL
(dried basis)

&@.&% - mom.0% of Metformin
HCl

o | Residue on ignition

Not more than o.%

@ | Related substance

- individual impurities

Not more than o.clb% for
Metformin related compound
A

- Any other impurity

Not more than o.e%

- Total impurities

Not more than o.¢%

By Liguid chromatography

- Impuritiy F (N-
methylmethanamine

(dimethylamine)) : NMT o.0&%

- Impuritiy A (Cyanoguanidine) :
NMT o.cle%

- Unspecified impurities : for
each impurity, NMT o.o0d%

- Total : NMT o.la%

& | Loss on drying

Not mare than o.¢%

Not more than o.¢%

Sulfated ash

&

NMT o.@%

¢ | Appearance of

solution

Clear and cclourless
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