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: Metformin hloride BP/ PhEur IUSP
r ME037208i4 r Aug - 2014

: July - 201 9
Customer Name : R2 PHARMA Mfs.Lic.No.

Sr,
No.

Tests 0bserv¿rtions Specilications

0t, Appearance White Crystals White Crystals
Sotubility Irreely soluble in water,

slightty soluble in alcohol
Freely soluble in lvater, slightiy
solutrle in alcohol, practically
insolul¡le in acetone and in
rrethylene chloride

42. Identificatiorr
B. IR SpectrLrnr Concordant Infrared absotption spectrum of

saraple should concordant with that
of Metfotmin hydrochloride working
standal'd.

E. Chloridc Positive Shoulcl bc positive

03 Appearance of soh¡tion
(10% solution in warer)

Solution is cleal and
colourless

Should be clear and coiourtess

04. hnpurity F 0.024Yb Not more than 0.05% w/w
05, Related substances (by HpLC)

a) furpulity A
b) LnpLrrity B
c) Unspecified impurities
d) Total other irnpt¡rities

BQL
0.013%
0.001%
4.034%

Not more than 0.02%o rv/rv
Not more than 0,05% Mw
Not rnore than 0.050á wlw
Not more than 0.2%

0ó. Heavy metals Less than l0 pom Not rnore than l0 lrpr¡
01. Loss ou chying at 1050C lor 5 hours 0.20Yo Not rnore than 0.5 %
08. Sulphated ash 0.03% Not rnore than 0. I %
09 Assay (% on dry basis) 994% 98.5o/o - 10l.AoA wl»
t0. Residual solvent

a) Metlianol
b) Xylene

260 pprn
BDL

Not rúore than 1000 ppm
Not more than 500 ppm

tt Br¡lk Derlsity 0.74 s,/ml 0.7 g,lml to 0.8 e/ml

§9,111]ot Product cornplies with B,P-201 I / PhEur *8tr' Edition /uSP-3S/Customer- Specifications/CoS No.:
R l -CEP I 998-079-Rev. 06
Declaration: Procluct is free fi'om animal derivecl rnaterials and is manufacnrred fr.om synthetic sources o,ly.

Prepared By:

3i[:" »r^§lnnt\

Checked By:

^- (.
á?

Executive 1-l-v S - ¿cl vt

Date:

Approved Byt

-:é=*t^-hu.*'tth sl'q

Asst. Manager - QA
Dater {1.'0 t?.-eo I

Regd. Office: BSEL Tech Park, B-Wing, l"0th Floor; Sector-30A, Opp. Vashi Railway Stn., Vashi, Navi Murnbai -400 703. Maharashtra, INDIA,

icd
l

)i\clN U s1900 MH 1988 PTCO 48455 Email : info@wanbury.com Tel : +91-22-6194 2222 Fax +91-22-6794 2111,1333


