
iic-Y. V{y,1113

Ittlanbury Limited

A-15, M10C Industrial Area,
Palalganga, Disl. Raigad - 410 220.
Maharashtra. INDIA

Tet. : +9I-21e2-6602Wt ffi02?21 660229
tax: +il'2192'660228
Wehsite : wvru.wanbury.com

Product

Batch No,

Brtch Size

Qty. Supplied

Qty. Sanrpled

*F,,+# w,qF-d EB U RY
Certificate of Analysis

r illetlbnniu I{ydrochloridc BPI PhliurIUSP

: BIvlS05502l3

:20A2.25 kg

:2000.00 kg

: l00g

IYIfg. Date

Exp. Date

Date of Sampling

Dnte of analysis

IVIfg, Lic- No.

: February - 20 I 3

r January -2018
r March 26,2013

: March 27,2013

I t<D-242

Sr. No. Tesls Observalions SDecificalions
0t.
42.

03.

Appearance

Solubility

Identifieation
A. lvlelting point
lI. llt Spectrunr

C. By TLC

D. Colour test

[. Chlorides

Appearance of solutiorr
(10% solution in wuter)
Related substances (by HPLC)
a) Inrpurity A
(Cyanogunnid ine)
b) Other impurity
c) Total inrpurities

fleavy nretnls

Loss otr drying al I05oC lor 5

hours

Sulphated aslr

r\ssay (7o on dry basis)
AdditionalTest
Residual Solvent

Melhnnol .

White Crystals

Freely soluble in lvatcr,
slightly soluble in alcolrol

2230c
Concordant

Conforurs

Complies
Positive

Solution is clear aud
colourless

4.002o/o

a.042vo
4.069%

Less than t0 ppm

0,20%

0.03%

99.60/o

278 ppnr

Not detected

White Crystals

Freely solt$le in rvater, sliglrtly soluble
in alcohol, practically insoluble in
acetone and in urethylene chloridc.

2220c to zz6oc
lnfiared absorption spectrum of sanrple
should concordant with that of
Meiiornrin hydroch ioride working
standard.
Tlre principal spot !u thc chrouratogram
obtained rvith thc tesi sohrtion should be

sirnilnr in position, colour aud size to the
prirrcipai spot in tho chromatogranr
obtained rvith reference solution.
A pink colour should develop
Should be positive

Should bc clcar and coloulless04.

05

06.

0'1.

08.

09.

10.

Not rnore than 0.02%
Nol more lhan 0.t% .. --.-1
Noqrilole 1hiuf0.37of l-t.. i.;t* I

Notirnorethr,f,,ip.pp,U,fr ii.:'iti,i\ I
Notlrrore.th{,ft'31% 

:':'::lictit :i'"':* 
|

Not 
fror" 

tha, 0j! oS 
-q I ? 1 \ \qs.5%-r0r.0% I t

i - i ,-::r-:'. +iii\{: tir.qr I :I t r.i,, ltr'.r:.i -Ii

rqrrrr\roqft,pi$t l,;,ir ;",1':11:fjt*lal',

Rentall<s: fro -Rev. 0.1

Declarntion: Product is free fronr aniural derived nraterinls nttd is nrarru[acturcd frolr syrrthetic sourccs only.
Analysed By:

#:,*"
S. K. Datvl

Arralyst

Regd, Office I BSEL Tech Park, B'Wing, lOn Floor, Sector-30A,0pp. Vashi Railvray Stn,, Vashi Novi Mumbai - 400203. Maharashtra, INoIA,

ChcckerlS'r

ffiI;* rb
I(. Y, Gunj*l

Asst. Mnnnger QC

r#,o
A. D. Gnikrvad

r\sst. Illanager QA/QC

Teh- + 9l-22-67 I 4 2222 F ax; + 9l-22- 6794 21 11 /333.


