Product

Batch No. S BMS119091 1
Batch Rize C202.40 kg
Qty. Supptied L2000 kg

Oty. Sampled g

Certificate of Analvsis

: Metformin Hydrochloride B/ PLEur/USP

Wanbury Limited

A-15, MIGT Industrial Area,

Patstganga, Dist. Raigad - 418 34,
Haharashira. INDIA

Tl +91-3192-860200/660272 /680229
Fax : +91-2192-660228

Webslte : www wanbury.com

Mfy, Date : September-2011
Exp. Date : August 2016
Dateof Sumpling  + September 19, 2011
Date of analysis ¢ September 21, 2011

Mig. Lic. No, : KD-242
Sr.Noo  Tests Observations Specifications
o1, Appearance White Crystals White Crystals
[128 Solubility Freely soluble in water, Freely soluble in water, slightly soluble
slightly soluble in alcohol  in alcohel, practically insoluble in
£ acetone and in methylens chioride.
3. Idemification
A, Melting point 223°%C 223%C o226 °C
R IR Spectrum Concordant Infrared absorption spectrum of sample
should cancordant with that of
Metformin hydrochloride working
standard.
€. By TLC Confurms The principal spat in the chromatogram
obtained with the test solution should be
similar in position, colour and size to the
principal spot in the chromatogram
obtained with reference solution,
D. Colour test Complies A pink colour should develop
Positive Should be positive
] rance of solution Solution is clear and Should be clear and colourless
= solulion in water) colontiess
s Related substances (by HPLC)
a) Imparity A
{Cyanoguaniding) 2.003% Not more than 0.02%
‘w B} Other impurity 0.026% Mot more than 0.1%
<} Total hmpurities 2.0350% Not maore thans 0.3%
06 Heavy metals Less than 10 ppm Not more than 10 ppm
07, Loss on drying at 105°C for 3 0.209 Not more than 0.5 %
hours
08 Sulphated ash 0.04% Not more than 0.1 %
09, Aszay (35 on dry busis) 99.6% 98.5%~ 108.0%
Additional Test
HES Residual Solvent
Methanol 224 ppm NMT 1000 ppm
Xylene Not detected NMT 500 ppm

Remarks: Product Complies with B.P-2011/ Phipr 70
Declaration: Product is free from animal derived materials and is m
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