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Finished product specification: Sucralfate ® g/& ml lbeo ml suspension
®. |dentification Test A3
. YTuaudiundrfigy
- Sucralfate ®0.0 - @®0.0 % LA
- Sucrose Octasulfate no.o — aw.& %
a. Acid neutralization equivalent NLT el mEq per & ml of suspension
<. pH &.o-D.0
&. Specific gravity at & °C &.0¢-0.lod
. Microbial enumeration test
- Total aerobic microbial count NMT oo cfu/ml
- Total combined yeasts and molds count  NMT o cfu/ml
- E.coli Absence/ml

Drug substance specification: Sucralfate
@. Identification Test A3

. USaneusigndndy

- Sucrose Octasulfate no.o — mm.0 %
en. Acid-neutralizing capacity NLT @l mEqQ
«. Chloride NMT o.&¢o %
&. Arsenic NMT & ppm
o. Limit of pyridine and e-methylpyridine

- Pyridine NMT o.o& %

- b-Methylpyridine NMT o.o& %
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Jrug substance specification: Sucralfate (#®)

e. Limit of sucrose heptasulfate NMT @0 %
. Aluminum content od.d - ec.& %
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