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Wanbury Limited
A-15, MIDC lndustrial Area
Patalganga, Dist. Raigad - 410220
Maharashtra, INDIA

Tel. : +9i.'2192-660200 / 660222 / 660229
Fax : +9L-2L92-660228

Certificate of An¿rlysi§

Procluct Metformin Hydrochloride BP/ PhEur /USP
Batch No. M8037r0814
Otv. Sunnlied 1000 ke Exp. Date : Juiv * 201 9
Customcr Narne R2 PFIARMA Mfs.Lic.No. :KD-242

Sr.
No.

Tests Observations Specifications

01, Appearance White Crystals White Crystals
Solubilitv Freely soluble in water,

slightly solt¡ble in alcohol
Freely soluble in water, siightly
soluble in alcohol, practicatly
insolLrble in acetone and in
methylene chloride

n) Identification
B. IR Spectrurn Concordant Infi'ared absorption specüum of

sample should concordant with that
of Metfblrnin hydrochloride working
standard.

E, Chloricle Positive Should be positive

03 Appearance ofsolution
(10% solution in water)

Solution is clear and
colourless

Shoutd be ctear and colourless

04. hnrlulity F a.ax% Not more than O O{ol^ r¡¡/
05. Related substances (by I-IPLC)

a) lmpurity A
b) Impurity B
c) Unspecified impurities
d) Total other impurities

BQL
0.007%
4.006%
0.420%

Not ntore than 0.02% w/w
Not mote than 0.05% Ww
Not ¡nore than 0,05% w/w
Not morc than 0.2o/o

06. Heavy metals Less than l0 oorn Not more than l0 pprn
07. Loss on clrying at 105'C t'or 5 hor¡rs a.t9% Not more than 0.5 %
08 Sulphated ash 0.03% Not more than 0.I %
09. Assay (% on dly basis) 99.5% 98.5% - 10t.0% rv/rv
t0. Residual solvent

a) Methanol
b) Xylene

224 ppm
BDL

Not rnore than 1000 pprn
Not r¡ore than 500 ppftr

11 Bulk Density 0.73 eÁnl 4.7 glml to 0.8 g/rnl

Remarltsr Procluct Complies wilh B.P-201 t / PhEur *8ir'Edition /USP-3S/Cusromer Specificatio,rra* *O,,
Rl-CEP 1998-079-Rev. 06
Declaration: Product is free fiom anirnal derived materials and is manufactuled fionr synthetic sources only,
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