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THIS PRODUCT CONFORMSTO EP DATE: 261t212014
This batch is in conformity with Pharm Eur & provisions of ceftificate of suitability R1-CEP 1998-017-Rev 03

C. 0. A. issued to : hd/s. Metapharmaceutical IND SL, Spain

KOPRAN LTD.: Parijat House,1076, Dr. E. Moses Road, Wor{i, Mumbai - 400 018. P.B.No. 9917, Tet.: (022) 4366 1111
Fax:(022)24950363 Website:www.kopran.comoCtN-L2423aMH"l958plc01'1078.
Works : K4l4, Additional MIDC, Village Birwadi, Next to Global Board, Mahad-402302. Tel.: (02145) 251101-04
.Fax:(02145) 251100.
.VillageSavroli,Taluka:Khalapur,District:Raigad-410202. Tel.: (02192) 274500 1335 1337 Fax (02192)274025.

BATCH No. : ALU/PI412055 ANALYTICAL REPORT No.

FPPA/I4 t046

MFG. DATE : DEC.20I4

|f$o"' : ó25.00 Kg EXP. DATE : NOV.20I9

§R.
No.

TESTS RE§ULT§ SPECIFICATION§

I APPEARANCE A white powder White or almost white powder

2 SOLUBILITY Complies
Sparingly soluble in water, soluble in
ethanol, slightly soluble in methylene
chloride.

J IDENTIFICATION

A. M. P. : l52.8oC
B.UVabs.R : l.l9

C. IR : Complies
D. TLC : Complies

A)
B)

c)
D)

Melting range: 152 to 155"C
By UV (Ratio of absorbance

between Ll5 to 1.20)

By I.R.
Bv TLC

At
APPEARANCE OF
SOLUTION

Cornplies

Solution S is clear & not more
intensely coloured than degree 6 of
the range olreference solutions ofthe
most appropriate mlour.

5
ANCLE OF OPTICAL
ROTATION

+0.0013" +0. I 0" TO -0. I 0o

6

RELATED SUBSTANCES
I ) Impurity B
2) lmpurity F
3) Impurity G
4) Impurity I
5) Unspecified Lnpurity
6) Total Imourities

0.15 %
0.07%

Not Detected
0.A6o/"
0.05%
0.34%

NMT 0.27odw
NMT 0.15o/odw
NMT 0.l57odw
NMT 0.1S7oilw
NMT 0. l0Yorv/w
NMT 0.57owlw

7 CHLORIDE Complies NMT0.l%w1w

8 SULPHATED ASH 0.07% NMT0.l%ilw

9 LOSS ON DRYINC 0.320/o NMT 0.5 % w/rv

l0 ASSAY ON DRIED BASIS 99.80o/o 99.0Yoto I01.0 % of C¡aH22N2O3
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