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CERTIFICATE OF ANALYSIS

Product DAPSONE EP/BP P.O.Ne.
Batch No 15/015 | MFG. DATE : Jun.-2015
Batch Quantity : 5.00 kg EXP.DATE | May.-2020
Sr. Test ‘ Result Requirement Result
No. unit
1.0 Pharmacopoeial Tests
i Description -- Awnite or slightly yellowish-whita White crystalline
crystalline powder powder
Insoluble in water, freely solutile i
= acetone, sparnngly soluble in alcohal
h2  Solubility - and freely dissolvas i dilute rmiraral Fasses
acis
E3 [dentification test
1.3.1  Mefting point G 176 - 181 179
1.3.2 Light absarption
- at 2680 nm A 700 - 760 731
- al 295 nm A 1150 - 1250 1190
1.3.3 TLC - Similar to reference standard Passes
1.4 Related substiances Tao comply with the Passes
byTLC test mentioned in EP/GP
1.5 Loss on Drying Y% Max. 0.30 0.10
1.6 Sulphated ash % Max. 0.10 0.05
1.7 Assay (by titration on dried hasis) % 99.0 - 101.0 99.6
2.0 Additional Tests
2.1 Residual Solvent
211 Methanol ppm NMT 2000 BOL
2.1.2  Mona Chloro Benzene faleTii] MMT 260 BOL
2.1.3  Benzene npm MMT 2 BDL
Remarks The abovea producl PASSES as per specification of EUROPEAN PHARMACOPOEIA 8 0
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