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Customer Na¡ne

Sr.
No.

Tests Observations Specifications

01. Appearance Write Crystals White Crystals
Solubility Freely solubfé in watéi,

slightly soluble in alcohol
Freely soluble in water, slighiiy
soluble i¡r alcohol, practically
insoluble in acetone and in
methylene chioride

02. Identification
B. IR Spectrum Concordant Infrared absorption spéltrum of

sample should conco¡dant with that
of Metformin hydrochloride working
cfqn rl r ¡rl

E. Chlo¡ide Positive Should be positiG

03. Appearance ofsolution
(10% solution in water)

Solution is clear and
colourless

Should be clear and colourless

04. lmpurity F 0.044% Not more than 0.0it; wiw
05, Related substances (by gpLC)

a) Impurity A
b) Impurity B
c) Unspecifi cd impurities

-d) Total other impurities

BQL
0.017%
0.010%
0,043%

Not more than 0.02% w/w
Not more than 0.05% w/w
Not more than 0.05% w/w
Not rnore than 0,2%o

06. FIeavy metals Less than 10 ppm N-o-t more than 10 ppm
07. Loss on drying at l05oC foi it hours 0,1 8% Not more than 0,5 %
08, §ulphated ash 0,a3% }rlnf mn'o +f^-- n'l o,
09. Assay (% on dry basis) 99.4% 98J% - 10i,or, ilw
10. Residual solvent

a) Methanol
b) Xylene

364 ppm
BDL

Not lnore than 1000 ppm
Not more Lhan 500 ppmtI Bulk Density 0.74 slml 0,7 glml to 0.8 g/ml

Kemarl§: Product Complies with B,p-201I / I
R1-CEP I 998.079-Rev, 06
Declaration: Product is free from animal deriv

'hEur -Bü Edition /Usp-3S/Customer SpecificationstCos NO.:

ed materials and is manufactured from synthetic sources only.
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