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Finished Product Specification: Metformin HCL Tablet USP «la

Test Requirement
a.Appearance White, round, biconvex with plain surface on both sides of coated
tablet
.|dentification A. R absorption

B. An orange-red color is products than darkens on standing
C. It gives reaction test of Chloride
en.Range of mean weight | &mallo — &alen.ey mg/tablet

& Uniformity of dosage units | The Acceptance value of eo units is less than or equal to La% (La

{(Weight variation) = @&.0) ;T = @00.0%
&.Dissolution test (Testa) NLT eio% (Q) of the L.A. of Metforin (C_H, NHCU is dissolved in &&
minutes
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o.0rganic impurities - Individual impurity : Not more than o.e%
- Total impurities  : Not more than o.0%
el Assay e¢.0 — @od.0% of the LA, of Metformin HCL (C.H, ,N.HCU

Raw Material Specification: Metformin HCL USP &

Test Requirement
e.Appearance White or atmost white, crystalline powder or colorless crystals
v.Identification A. infrared absorption

m.Loss on drying Not more than o.&%

&.Residue on ignition Not more than o.e% at &oo C for e hours

&.Related compounds | Not more than o.ol% of Metformin related compound A
Not more than o.&% of nay impurity

Not more than o.&% of total impurities

b.Assay ac.& - @m0e.0% of C.H, Ng HCL calculated on dried basis
o.Heavy metals Not more than @o ppm
(Additional test)
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B. Meets the requirement of the test for Chloride '
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