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Finished product specification : Sevelamer goo mg tablet

@. Identification Test MTIVNIY

. USuiusiendfsy wo-aeo % LA,

en. Total tritratable amines @e.m-ec.e Mmol/g
&. Uniformity of dosage units NI

&. Loss on drying NMT e %

0. Disintegration NMT lbo mins

. Residual soluble Oligomers NMT oo %

. Residual Allylamine < & ppm

«. Microbial Limits ATIINTUY

Drug substance specification : Sevelamer carbonate

®. Identification Test NN

. Loss on drying <ao%

o. carbonate ed-ba%

@. tritratable amines eo.m-ec.e mmol/g
&. Swell Index &-06

o. Soluble Oligomer <o.0%

. Residual solvents RIIVNU

. Heavy metals/Elemental impurities <0.00b%/MTIHIUY
«. Residue on Ignition/Sulphated Ash <o.l0%

®@o. Total Halides as chloride <o%

@e. Particle Size AU
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