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Wanbury Limited
A-15, MIDC Industrial Area
Patalganga, D¡st. Raigad - 47A22A
Maharashtra, INDIA

Tel. : +91-2192 -66A2A0 / 660222 / 66A229
Fax : +91-2192-6602.28

Qertifica(q gf Analvsis

Product : N[etformin Hydrochloride BP/ PhEur /USP
Batch No, ME03700814 Mfe. Date : Aus * 20l4
Otv. Suonlied 1000 t<e Exr¡, f)ate Julv - 201 9

Customer Name R2 PHARMA Mfe.Lic.No. : KD-242

Sr.
No.

Tests Observations Specifications

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

slightly soluble in alcohol
Freely soluble in water', slightly
soluble in alcohoi, practically
insoluble in acetone and in
methylene chloride

02. Identification
B. IR Spech'um Coucordant Infrared absorption spectrlrm of

sarnple should concordant with that
of Metformin hydrochloride working
standard.

E. ChloLide Positive Should be positive

03. Appearance of solution
(10% solution in water)

Solution is clear and
colourless

Shoulcl be cleal and colourless

04 Irnnuritv F 0.018% Not more than 0.05% w/w
05. Related substances (by HPLC)

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

BDL
0.009%
0.01l%
0,021%

Not more than 0,02% w/w
Not rnore than 0.05% ilw
Not mole than 0.05% w/w
Not tnore than0.2Yo

06. Heavy rnetals Less than 10 nnnl Not more than 10 ppm
47. Loss on drying at 105'C for 5 hours 0.200A Not r¡ore than 0.5 %

08. Sulnhated ash 0.A4Ya Not tnore than 0. 1 %
09. Assav (% on dry basis) 99.5% 98.5% - I 0l .0% r.v/rv

t0. Residr¡al solvent
a) Methanol
b) Xylene

219 ppm
BDL

Not rnole than 1000 pprn
Not mole than 500 nopn

il Bulk Densitt 0.74 s/rnl 0.7 s/¡nl to 0.8 s/ml

Remarhs: Prodnct Complies with B.P-201 1 / PhEur *8'r' Edition iUSP-3SlCustomer Speciflcations/CoS NO.:
RI-CEP 1998-079-Rev. 06 i '- l, 

,

Declaration; Product is fiee from animal derived rnaterials and is manuf¿rctured florn synthbtic soúióSf p¡1,1r. . ,
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