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3.1 Finished product specification : (USP&a)

h) Test Item Specifications

® Identification m’;’iwi’m&rmﬁ"izqiu Finished product specification

b | YTuudiendfgy ®&.0 — @o& % of the labeled amount Metformin HCl
o | Dissolution test UTunausiendndgy(Metformin HC)dasazanelaitnanin

00% VBIUSUETILAY Mgy <& Wi

& | Uniformity of Dosage Units m’aﬁlr}hummﬁswﬁlu Finished product specification

& Impurities Any individual impurity :NMT o.e%
Total impurities : NMT o.o %
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e.lo Drug substance specification : Metformin Hydrochloride Tablets(USP&a)

49 Test Item Specification

® Identification #373H UM Drug substance Specification
b | YSuudigndegy &&.0 - @oe.0 % of Metformin HCl (dry basis)
) Residue on ignition Not more than o.e%

o Organic Impurities
- Individual impurities Not more than o.ol% for Metformin related

compound A

- Any other impurity Not more than o.6%
- Total impuirities Not more than o.&€%
& Loss on drying Not more than o.¢%
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