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Wanbury Limited
A-15, MIDC Industrial Area,
Patalganga, Dist. Raigad - 4I0 220.
Maharashtra. INDIA

Tel. : +91-2192- 660200 / 660222/ 66}zzs
Fax: +91-2192-6602?8
Website : www,wanbury.com

Product

Batch No.

Batch size

Qty. Supplied

Qty. sampled

i&,TWaNrlURy
' Certificate of Analysis

Metformin Hydrochloride Bp/ phEur /USp
MS02410312':;

1205.2a kg

1000 kg

100 g

Mfg. Date

Exp. Date
Date of sampling
Date of analysis
Mfg.Lic.No.

March-2012 ,::

February -2017

March22,2Al2
March23,2012
KD-242

Sr. No. Tests Observations Specifications0t.

02.

Appearance

Solubility

Identification
A. Melting point
B. IR Spectrum

.-.-,.C..ByTLC

D. Colour test

E. Chloride

Appearance of solution
(10% solution in water)
Related substances (by HpLC)
a) Impurity A (Cyanoguanidine)
b) other impuriry
c) Total impurities

Heavy metals

Loss on drying at I0SoC for 5 hours

Sulphated ash

Assay (% on dry basis)

Residual solvent

White Crystals

Fleely soluble in water,
slightly soluble in alcohol

2230C
Concordant

.... Conforms

Complies
Positive

Solution is clear and
colourless

0.0a2%
0.036%
0,071%

Less than l0 ppm

0.04%

99.6%

Irreely soluble in water, slightly soluble in
alcohol, practically insoluble in acetone and
in rnethylene chloride

zz2oc to 2260c
Infrared absorption spectrum of samole
should concordant with that of Metformin
hydrochloride working standard.

' -' The."principat spot.in the-chroffatogram
obtained rvith the test solution shouli be
sirnilar in position, colour and size to the
principal spot in the chromatograrn obtained
with reference solution.
A pink colour should develop
Should be positive

Should be clear and colourless

White Crystals

Not rnore thanA,02a/a
Not more than 0.10%
Not morc !!g!_Qi.f.q. . ....

Not tnore

Not more

Not rnore 0,1%
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Remarks: Thu nrodu 
n' Declaration: Product is free from animal derived materials and is manufaciured frorn synthetic sources onty.o"w;, checked Bv: o r\M Approved'Bv:

s. K. Datvi e.n.cai6lo' iA\uc M. c. NarayanAnalyst Asst. Manager eA/eC DGM-eA/eC

Regd. Oflice : BSEL Tech Park, 8-Wing, 10'n Floor, Sector-3oA,opp. Vashi Railway stn., Vashi Navi Mumbai .400703. Maharashtra, INDIA.
Tet :. + 91-22-67 9 4 ZZ2Z Faxr + 91-22-6 I 9 4 2L\t t 333.
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