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BATCII NO, 0l.§,fif2.' MFG. DATE APR - 2012
e.c.R.NO. iFFtlo¡s¡rz EXP. DATE 'IMAR - 2017
§l.No. 'rus'r's §T'BCIFICA"TION§ RESULTS

0r. DESCRIPT'ION A White or alrnost wfiite cr;vstalline powder Almost white
crvstalline Dowder

02. SOLUBILITY §paringly soluble in wateq methylene chloride,
freely soluble in rnethanol Comolies

():i . DENTIFICATION
A. lF. Absorption spectrunl Comolies
B. Reactiorr (a) of chlorides Complics

04. AP PT,:ARANC L: OF SOLUTION Solution S is clear and colourless Cornplies

0s. pH {.5 to 6.5 5.64

06. OPTICAL ROTATION -0,05o to +0.050 Complies

07. RELATED COMPOUNDS

¡ hnpurity A NMT 0.25% 0.05%

rt lnipurity B NMT 0.25% 0.02%

lnrpuritv C NMT 0,15%o Not detected

iv) Jnknown individual imPttri§ NMT O,I% 0.03%

v) ..{ ir¿nrrrlfiot NMl'0.5% 0.1 l%
Acgtonitrile is not using in the manufacturing prooess ,08, ACETol:.lrRIljE

HEAVY N¡TTALS [ppM] NMT20 ppm <20 ppm
09.

10. WATER I'loJ '--.--...- NMT 0.5% 0.16%

NMT O.I% 0.06%
r1

--.#
ASSAY (dried substance)

OQ no,/- t¡ t ñ4 O0Z. rr¡/rv 99.38Yo
12.

r3. n i-rnrrlnNAl TF'.STS

§OI-VENTS Methanol : NMT 3000 PPm Not dstected
i) Toluene : NMT 890 PPm M ppm

Dirlethylsulfoxid¿; NMT 5000 PPm Complies

EtlrylAcetate ; NMT 5000 PPm ll6Sppm

above prodttct complie§ with Sttrdard qualit.y of European Plrnrmacopoein

ith reference to the tests carried out above.
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