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e.@ Finished product specification : Sulfazalazine &oo mg Enteric coated tablet
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@. Identification ATITNIU AIIINIU
lo.  Assay wd.o-eod.0%LA ad.o-eo0d.0%LA
@.  Dissolution - NMT @o % LA dissolved in eloo mins (acid stage) ATIINY

- NLT @& % (Q) LA dissolved in ‘oo mins (buffer stage)
&  Uniformity of dosage: unit A1 HIIINU
& Related substances ATIINIU
Salicylic acid and sulfapyridine ATITHIU
en.lo Drug substance specification : Sulfazalazine

AnduUANIamALia USP e BP moem
®. Identification ATITNIY ATIINIU
.  Assay wov.o-e0e.&%LA eol.o-aoe.&%LA
o  Loss on drying [ NMT @.0% Maximum &.0%
& Residue on ignition | NMT 0.¢% -
& Chloride and sulfate,chloride | NMT o.060&% Maximum eco ppm
©. Chloride and sulfate,sulfate NMT o.o0&% Maximum oo ppm j
@.  Heavy metals NMT lwo ppm Maximum eo ppm
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e.lo Drug substance specification : Sulfazalazine (s@)

AEuUANIIMALA USP o BP woom

Organic impurities | AN

Related substances

-Impurities A, B, C, D, E, F, G, | NMT &%
-total NMT &%
-disregard limit NMT o.0&%
-Impurities H, J NMT o.&% )
@o Sulfated ash Maximum o.&%
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