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Certificate Of Analysis

T[is b¿tch is in conformiry with Pharm Eur & provisiom ofce¡ti6c¿le ofsuitsbility Rl {EP 1998-017-Rcv 03 grs¡tled to

Kop¡a¡l-.
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MFG.DATE : 4PR.2014

EXP. DATE : MA8.2019

§R.
No.

TESTS RE§ULTS SPECIFICAMONS

APPEARANCE A rvhiteporvder White oralmost rvhile porvdEr

2 SOLUBILITY Complics
Spadngly soluble ¡¡ \wter,
soluble in ethanol, sliglrtly soluble
in mclhylc¡re chloride.

3 IDENTIFICATION

A.M. P. : l53.TC
B.Wabs-R : l.l8

C. lR : Complies
D. lLC r Complies

A)
B)

c)
D}

Melting ra¡g§: 152 to ls.fc
By UV (Ratio of sbsorbrncc
behvegr l-15 lo 1.20)

By l.R.
BvTLC

4
APPEARANCEOF
SOLUTION

C¡eár and no{ more intenscly
colourcd than degrec 6

§olution S is clcor & not mor€
inrcnsely coloured úan dcgree 6
of the range of rcfererrcc solutions
of ¡he most sDDmoriate colwr.

5
ANGLE OF OPTICAL
ROTATION

+0.0{1420 {{.lf To-0.rd

6

REIATED
SUBSTANCES
t)lmp¡ityB
2) tmpur¡ty F
3) Imp{¡rity G
4) Impurity I
5) Unspcsifed Impurity
6) Total lmouritics

0.14 %
0.07%

NotDetccEd
Not lH.crted

0.07 %
033%

NMT 0.2%rv/rv
NMT0.l5%w/l
NMT 0.l5Yotv/rv
NMT0.i5%rv/w
NMT0.lO7orv/rv
NMT0.5%rv/rv

7 CHLORIDE Complies NMT0.l %rv/rv

8 SULPI.IATED A§H 0-0E % NMTO.! 96rvÁv

9 LOSSON DRYING 0i9Vo NMT 0.5 % rvAv

r0 ASSAY ON DRIDD BASIS 99.37 V. 99.0 % to 101.0 % ofCuHuNzO¡

TIII§ PRODUCT CONFOR]}IS TI I EP DATE; l6l18tr01{C.

'Fax: (02192)274025.

Q$l No. : L24230MIIr9sBpLC01Icl

Director T

Kopr&m

Agentr Aceto B.V.
Jan Ligthartstraal 75
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