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o Test Items Specifications
@ | ldentification Complied with finished product specification
b | Assay Complied with finished product specification

- Calcium
- Potassium exchange capacity

o | Uniformity of dosage units* Complied with finished product specification
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2 Test ltems Specifications
@ | Loss on drying Complied with finished product specification
¢ | Minimum fill Complied with finished product specification
&l Drug substance specification :
(@) Calcium Polystyrene Sulphonate BP
i) Test [tems Specifications
@ | ldentification Complied with finished product specification
b | Assay
- Calcium 0.6 - &.&% w/w of calcium (dried substance)
- Potassium exchange capacity | e.en - b.o mEq {&e-sis mg) of potassium/g of
Calcium Polystyrene Sulfonate (dried substance)
o Test ltems Specifications
o | Particle size Not more than &% w/w is retained on a e&o- um
sieve
@ | Potassium Not more than o.e%
& | Sodium Not more than o.&%
o | Arsenic Not more than & ppm
o | Heavy metals Not more than o ppm
@ | Styrene Not more than & ppm
&« | Loss on drying Not more than .0%
@o | Microbial contamination Complied with finished product specification
(o) Calcium Polystyrene Sulphonate JP
U8 Test ltems Specifications
@ | Identification Complied with finished product specification
b | Assay
- Calcium .o - &.0% w/w of calcium (dried substance)
- Potassium exchange capacity & - e mg of potassium/g of Calcium Polystyrene
Sulfonate (dried substance)
en | Purity
- Ammonium Not less than & ppm
- Heavy metals Not more than eo ppm
- Arsenic Not more than b ppm
- Styrene Not more than &%
- Sodium Not more than &%
& | Loss on drying Not more than @o.0%
& | Microparticles Not more than o.e%
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