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Finished product specification: Lanthanum carbonate &oo mg tablet

. Identification ATIVNIU
lo. UTunausendinsy

Lanthanum ®lo.& - mow.& % LA
Carbonate ®0.0 - @®0.0% L.A

an. Uniformity of Dosage Unit #5726

&. Water content m.&-n.& %

&. Polymorph | NMT &.c%

o, Polymorph |l NMT ©.0%

el. TAMC NMT @,000 cfu/e

<. TYMC NMT moo cfu/g

«. E.coliin @ g - Ph Eur absent

@o. Salmonella in @o ¢ absent

Drug substance specification  : Lanthanum carbonate

. ldentification AN
. USunusnenddmy

Lanthanum @0 — eolw.o % of theoretical calculated on tetrahydrate basis
Carbonate ®.0 - @on.0% of theoretical calculated on tetrahydrate basis
o. Water ed.o-e.0%
&. Chloride NMT o.&%
& Metal impurities AIIANIY
D. Ammonium NMT o.ole%
¢, Particle size A5IANTY
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. Microbiology

Bacteria NMT @,c00 cfu/g
Yeasts/molds NMT @oo cfu/g
E.coli absent from at least @ ¢
Salmonella absent from at least @o ¢
. Polymorph | NMT o.&& %
@o. Polymorph Ii NMT olow %
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