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a.e Finish product specification

) Test Item USP &b
o | Ysuneusendrgy «&.0 - @o&.0% of the L.A. of Metformin HCl
o | Identification AT
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@ | Uniformity of dosage units
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¢ | @-Cyanoguanidine

o | Related compounds
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- Total impurities : NMT 0.9%
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an.lo Drug substance specification : Metformin HCl

19 Test Item USP &o

o | Ysuneusendfgy ®&.8% - ®06.0% of Metformin HCl
(Calculated on the dried basis)

| Identification MU

e | Loss on drying NMT o.¢%

@ | Residue on ignition NMT o.e%

¢ | @-Cyanoguanidine By Liquid chromatography
- Metformin related compound A : NMT o.cw%
- Any other impurity: NMT o.e%
- Total impurities : NMT o.&%
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