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Test Items Specifications"llel

@ Identification Meet the requirement
le Assay ~0.0% - @@0.0% of the labeled amount

of calcium carbonate

~0.0% - @@ct.a% of the labeled amount

of calcium carbonate for tablets labeled

for any indication other than, or in

- addition to, antacid use
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Test Items Specifications"lie!

GTl Dissolution* Not less than !nlct%(Q) of the labeled
amount of calcium carbonate dissolved
in no minutes

c.:'. Uniformity of dosage units* Meet the requirement

&. Drug substance specification
5nnlU@n5vs&an drug substance f5 Uhsi drug substance vs@nu

5pU a'la'udiuilmassassin;unitolriwu
(o) Calcium carbonate (USP)

21
Test Items Specifications"lie!

) Identification Meet the requirement
le Assay c'Gd.o0%6 - ooo.&% of calcium carbonate

GTl Impurities:

- Acid insoluble substances NMTo.b%
- Arsenic NMT a ppm
- Barium No appearance of green color
- Iron NMT o.o%
- Lead NMT GTJ ppm
- Limit of Fluoride NMT &o ppm
- Limit of magnesium and Akali salt NMT o.o%
- Mercury NMT o.ct ppm

c.:'. Loss on drying NMT o.l!:>%

(e) Calcium carbonate (BP)
21

Test Items Specifications"lie!

G Identification Meet the requirement
le Assay cd.&% - @co.ct% of calcium carbonate

(dried substance)
GTl Substance insoluble in acetic acid Maximum o.b%
c.:'. Chloride Maximum noo ppm
& Sulfates Maximum o.l!:lct%
b Arsenic Maximum ct ppm
(n/ Barium Meet the requirement
cs Iron Maximum l!:loo ppm
c Magnesium and akali metals Maximum o.ct%
GO Heavy metals Maximum eo ppm
GG) Loss on drying Maximum le%
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