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& Finished product specification

92 Test ltems Specifications

® ldentification Meet the requirement

o Assay ®o.0% - @@0.0% of the labeled amount of
Calcium carbonate

e | Dissolution* Not less than «1¢9(Q) of the labeled
amount of Calcium carbonate dissolved in
mo minutes

& | Uniformity of dosage units® Meet the requirement

& | Adid neutralizing capacity NLT & mEq of acid (bey mEg/tablet)
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& Drug substance specification
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(@) Calcium carbonate (USP)

i Test ltems Specifications
® [dentification Meet the requirement
b [Assay ®&.0% - @00.¢% of Calcium carbonate
o Impurities:
a.@ Acid insoluble substances NMT o.0%
a.lg Arsenic NMT o ppm
en.en Barium No appearance of green color
& lron NMT o.e%
o€ Lead NMT en ppm
en.o Limit of Fluoride NMT &o ppm
.o Limit of magnesium and Akali salt NMT o.e%
e Mercury NMT o.& ppm
& Loss on drying NMT o.9%

() Calcium carbonate (BP)

4o Test ltems Specifications

® Identification Meet the requirement

v | Assay &=8.8% - @co.@% of Calcium carbonate
(dried substance)

o Substance insoluble in acetic acid Maximum o.lo%

& Chloride Maximum smoo ppm

& Sulfates Maximum o.lb&%

o) Arsenic Maximume ppm

@ | Barium Meet the requirement

4 [ron Maximum oo ppm

& Magnesium and akali metals Maximum ©.¢:%

@o | Heavy metals Maximum o ppm

@@ | Loss on drying Maximum &%
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