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BATCII NO. MFG. DATE MAR - 2013
D.C.R.NO. Futo44n3 lnxp, n.qrn I
Sl.No. TESTS IIPECIFICAl'IONS RESULTS_

0t. D[:S('RlP'fl0N A White or almost lvhitc crystalline pouder Almost white
crystalline norvdcr

02. s0l,r.iIlIl.tTY Sparingly soluble in lvater, methylene ehloride.
freely soluble in methanol omplies

03. IDENTIFTCATION
A. lR Absomtion sDectrurn Somplies
B. Reaction (a) of chloridcs omplies

04, APPIARANCN OT SOI,UTION Solution S is clear and colourless Jornplies
05. PH ,1.5 to 6.5 6.1 8

0(r. OPTTCAI- ROT'A ION .0.05" to +o.tlso Conrplies

07. RILA'TED COMPOUNDS
hnpuritl A NMT 0.25% Not detected
lmpurity B NMT0.25% 0.4!2r/o

Imnuritv C NMT0.t57o Not delectecl
iv) Unknorvn individual irnnuritv NMTO.I% .02%

Sum nIimnurities NMT(),5% 0.05% i

08. ACETONI'TRILg Acetonitrile is not using in the
09. l-IEAVYI{ETALS lnoml NMT20 opm <20 onm

0 WATER T%1 NMT 0.50lo 0.t6%
SULPI-{ATED ASII I%1 NMTO.I% 0.04%

1 ASSAY (c.rn anhydrous basis) 98.0% to 102.070 wAv 99.81%
ADDI'IIONAL TESTS

ITF:SIDIIA I, SOI-VENTS Methanol : NMT 3000 oom 46 oom
Toluene : NMT 890 oom 82 porn

Dimethylsulfoxide : NMT 5000 uunr Conrplies
Ethyl Acetate : NMT 5000 pnm 402 ppm

RIiPOR"I' : '['he ahove product complies with strrndard quality of Europcan Pharmacopoeirr
rt Cnstomer specilicfltions with reference to the tests carried out nbove

il+ll*'nvfl-rt= APPROVID BY
DATU, - *#


