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2.1 Finished product specification

go | Test Items Specifications
1 | |dentification:
A. Infrared absorption Complied with finished product specification
B. Calcium test Complied with finished product specification
JP BP

2 Assay

A. Content of Calcium (dried 7.0 - 9.0% w/w of the 6.5 — 9.5 %w/w of the
substance) labeled amount labeled amount

B. Potassium exchange Capacity 532.0-71.0 mg of potassium 1.3 mEq to 2.0 mEq of

per 1 g (dried substance) potassium

Loss on drying Not more than 10.0% Not more than 8.0%

Average weight / unit
USP : Minimal fill weight The average net content of the 10 containers is not less
than the labeled amount and the net content of any single

container is not less than 90% of the labeled amount

BP : Uniformity of content +7.5% of mean fill weight J
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2.2 Drug substance specification:

) Test Items Specifications
JP BP
1 Identification
A. Infrared absorption IR Spectrum : Conform to IR Spectrum : corresponds to
identification test standard
B. Calcium Complied with specification Complied with specification
2 Assay
A. Content of Calcium (dried 7.0 -9.0% 6.5-9.5%
substance)
B. Potassium exchange capacity | 53.0 to 71.0 mg of potassium 1.3 mEq to 2.0 mEq of
per 1 ¢ (dried substance) potassium
3 Solubility - Practically insoluble in water

and in ethanol (96%)

q Ammonium NMT 5 ppm -
5 Heavy metals NMT 10 ppm NMT 10 ppm
6 Arsenic NMT 2 ppm NMT 1 ppm
7 Styrene With limits of the purity test NMT 1 ppm
(HT<Hs)
8 Sodium NMT 1% NMT 0.1%
Potassium = NMT 0.1%
10 | Particle size NMT 0.1% (<5 pm) NMT 19% w/w (150-pm)
11 Loss on drying NMT 10.0% NMT 8%
12 | Microbial contamination - negative
(Enterobacteria and other gram
negative bacteria)
13 | Storage and packaging Meet the requirement
RUBLIRA NMT = not more than
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