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PITODUCT FLUOXETINB HCL EP

tlA't'(:il No. 0t504r2 MFG. DA'I'E APIt - 2012().('.tt.No. lt,'lt/08J/t2 EXP. DAl'II MAR - 2017
Sl. No. 'l'l,lS'l'S SPECII'lCA'l'IONS RIiStJI,'TS

0I DESCRIPT'ION A White or almost white crystalline powder Alntost white
crystalline oowder.

02. SOLUBILITY Sparingly soluble in water, methylene chloride,
freely soluble in methanol Cornplies

0.i. IDENTIFICATION A. lR Absorption spectrum Cornplies
B. Reaction (a) of chlorides Complies

0rl APPEARANCE OF SOLUTION Solutiorr S is clear and colourless Conrplies
05. pH 4.5 to 6.5 5.64
06. OPTICAL ROTATION -0.05o to +0.05o Courplies
07, RELATED COMPOUNDS

i) lmpLrrity A NMT 0.2s% 0.05%
ll Irnpurity B NMT 0.25% 0.02%

ii i) ImpLrrity C NMT 0.15% Not detected
iv) tJnkrrown irrdividual impLrritv NMT O.I% 0.03%
v) Surn of irnpLrrities NMT 0.5% 0.11%

08. ACETONITRILE Acetonitrile is not using in the manufacturing process
09. HEAVY,METALS lppml NMT 20 ppm <20 pprn

0. WATER [% NMT 0.5% 0,16%
I SULPHATED ASH [%] NMT O.I% 0.06%
') ASSAY (dried substance) )8.0%to 1A2.0%wlw 99.38%
)- ADDITIONAL TESTS

RESIDUAL SOLVENTS Methanol :NMT 3000 ppm Not detected
Toluene : NMT 890 ppm 24 oom
Dimethylsulfoxide : NMT 5000 ppm Complies
EthylAcetate :NMT 5000 pprn I 168 pprn

ItEPOIIT : The atrove product complies with standard quality of European Pharmacopoeia
spccilications with reference to the tests carried out above.
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