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BATCHNo. ¢ALU/PIS08025)" | ANALYTICALREPORT No. | MFG.DATE : AUG.2014
g.‘rs\‘,’ ATCH ., 10.00kg FPPA/140704 EXP.DATE : JUL.2019
SR,
e TESTS RESULTS SPECIFICATIONS
1 APPEARANCE A white powder

White or almost white powder

Sparingly soluble in water,

B.UVabs.R : .17

2 | SOLUBILITY Complics seluble in ethanol, slightly soluble
in methylenc chloride.
A.M.P. ¢ 1524°C A) Melting range: 152 to 155°C

B) By UV (Ratio of absorbance

3 | IDENTIFICATION between 1.15 to 1.20)
C.IR : Comptlics C) BylR.
D, TLC : Compties D) By TLC
Solution S is clear & not more
4 APPEARANCE OF Clear and not more intensely intensely coloured than degree 6
SOLUTION coloured than degree 6 of the range of reference solutions
of the most appropriate colour.
ANGLE OF OPTICAL S o o
5 ROTATION +0.0618° +0.106° 10 -0.10
RELATED
SUBSTANCES
1) Impurity B 0.17% NMT 0.2%whv
s | 2)[mpurity F 0.08% NMT 0.15%w/w
3) Impurity G Not Detected NMT 0.13%w/w
) Impurity I Not Detected NMT 0.15%wAv
5) Unspecified Impurity 0.06 % NMT 0.10%w/v
6} Total Impurities 0.32% NMT 0.5%w/w
7 | CHLORIDE Complics NMT 0.1 % whv
8 | SULPHATED ASIl 0.08 % NMT 0.1 % wiw
9 | LOSS ON DRYING 031% NMT 0.5 %% wiw
10 | ASSAY ON DRIED BASIS 99.79 % 99.0 % to 101.0 % of CyHN.0;

THIS PRODUCT CONFORMS TO EP

This baich is in conformity with Pharm Eur & provisions of certificate of suitability RI-CEP 1998-0t7-Rev 03 granted to

DATE: 11/09/2014

Kopran.
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S. D. Kamerkar M, G. Sutar Samir S. Sumbhe
Officer - QA Asst. Manager- QC Manager - QAIQC

C. 0. A, isued to : M/s. ACETO BV, THE NETHERLAND

KOPRAN LTD.: 1076,Parijat House, Dr. E. Moses Road, Worli, Mumbai - 400 018, Post Box No. 9917 Tef. +91 22 4366 1111

Fax. +91 22 2495 0363 Website: www.kopran.com

Warks :« K4/4, Additional MIDC, At & Post Birwadi, Tal. Mahad, Dist. Raigad - 402 302 Tel No. +91 2145 251 101 -104,

Fax +91 2145 251 100
Works : = Village Savroli, Taluka : Khalapur District : Raigad - 410 202. Tel.: (02192) 274500/335/337
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{02192} 274025.




