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CERTIFICATE OF ANALYSIS
PRODUCT FLUOXETINE HCL EP
BATCH NO. 00901153 MEG. DATE JAN - 2015
Q.C.R.NO. FH/O11/15 EXP. DATE DEC-2019
SI.No. TESTS SPECIFICATIONS RESULTS
0. IDESCRIPTION A White or almost white eryvstalline powder Almost white
crvstaliine powder
02. |SOLUBILITY Sparmgly soluble in water. methylene chioride. ‘
frecly soluble in methanol Complics |
03, [IDENTIFICATION . IR Plhsturp B spgirang Logmpliss
3. Reaction (a) of chlorides Complies |
04. [APPEARANCE OF SOLUTION  [Solution S is clear and colourless Complics 1
03, |pH 1510 6.8 3.88 B
06. JOPTICAL ROTATION -0.03" 10 +0.03° Complies 5
07. |[RELATED COMPOUNDS
Dilmpurity A NMT 0,259 0.03%
i) Impurity B \\H 0. “_ ® 0.03%
D Impurity MT 0.13% Not detected T
ivi|Unknown individual impurity MT0.19% 0.02%
vy Sum of impurities MT 0.5% 0.08%,
08. IACETONITRILE Acetonitrile is not using in the manufacturing process *ﬂ,
09. [HEAVY METALS [ppm] NMT 20 ppm <20 ppm :
10, WATER [%] NMT 0.5% 0.13% !
Il [SULPHATED ASH [20] NMT 0% G.05%
12, JASSAY (on anhyvdrous basis) O8.0% 0 102.0% wiw GG .G 19,
13, |[ADDITIONAL TESTS '
IRESIDUAL SOLVENTS Vethano! CNMT 3000 ppm 12 pom 1
Foluene : NMT 890 ;“mn INot detected
Dimethy I sulfostde - NMT 3000 ppm Complies T
Ethyvl Acetate : 1\\«1 3000 ppm 219 ppm T

REPORT : The above product complies with standard quality of European Pharmacoepoeia
& Customer specifications with reference to the tests carried out above.
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