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CERTIFICATE OF ANALYSIS

PRODUCT NAME CLOBAZAM PHARMACOPOEIA : EP9
REFERENCE

BA'TCH No, 20400218002 AR No FPR/18/037

MFG, DATE FEBRUARY 2018 EXPIRY DATE JANUARY 2023

DATE OF ANALYSES 120022018 CONTROL Nu CNBN3T01

MANUFACTURED DY MJs LAKE CHEMICALS PVT. LTD, BANGALORE, INDIA.

[ TESTS |" SPECIFICATION RESULT
APPEARANCE | White o5 olmust whitc, crysmtline powder Almost White crystaliing

i powder. __!

[ soLuBiLITY Siightly soluble in water, freely soluble in methy ene | Complics

chloride, sparingly soluble 1n alcohol.

EP:F‘I‘IFICATION The IR absorplion spectrum of sampie shauld be concordant -
My 1Ly with IR absorption spectrut of Clobuzan working standerd Complics |
RELATED SUBSTANCES a) Impurity A NMT 0.50% 021% ]
(By [EPLC) b) Any other impurity N 0.20% [ 0.08%

' ¢) Total ather impurities NMT 1.0% 0.08%

CLOSSONDRYING | ' NMT 050 % 020 T

| SULPITA D ASH NME G, 10% 0.05% ]
ASSAY (Dy UV) 2 975% 10 103.0% w/w N
{ON DRID BASIS) '

 **RESIDUAL SOLVENTS(BY | A)Methano] NMT 3000 ppm Not detected
GC-118) Edhyl acetate NMT 5000 ppm 710 ppm

Hexane NMT 290 ppm Nol detected

| Dimethylformumide NMT 880 ppm Not delected i

| mtithylene dichloride NMT  5ppm Not detected

| “parTICLE size _ ?g;;’ﬂ:’&;ﬁg"&’;;’:‘;m Comples ]

**¥ Additional In-house Test.

* Additional tests and -esults as pe- party’s requireinent.

CONCLUSION: THE PRODIUCT COMPLIES WITH THE ABOVE SPECIFICATION.

PREPAREN BY CHECKEDBY ¢ APPROVED BY
( OFFICER - QC ) (HEAD -QC) &,{w\% (HEAD-QA)
DATE 127024 204/ DATE /“( DATE
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