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3.1.  Finished  product specification:  Lanthanum  carbonate chewable tablet
9,"@

Test  items Specifications

1 Identification Complied  with  finished  product  specification

2 Assay 92.5-107.5  %  of the  labeled  amount  of Lanthanum

90.0  0/o-110.0  0/o of the  labeled  amount  of Carbonate

3 Content  uniformity Complied  with  finished  product  specification

4 Water content 3.5-6.5%

5 Impurities-Polymorph  I

Not  more  than  1.8  0/o
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-Polymorph  1' Not  more than  2.0  0/o

3.2  Drug substance specification:  Lanthanum  carbonate
i,aye

Test  items                   I                                                              Specifications

1 Identification Meet the  requirement

2 Assay-Lanthanum-Carbonate

94.0-102.0  %  of theoretical calculated  on the tetrahydrate  basis

94.0-106.0  %  of theoretical  calculated  on the tetrahydrate  basis

3 Chloride N M T 0 . 5  0/o

4 Water (Moisture) 1 4 . 0  0/o - 1 7 . 0 0/o

5 Metal  impurities* See Table  1

6. Ammonium NMT0.02o/o

7. Particle  size The  90th  percentile  point (Dv90)  is  less  than  90  microns  when

measure  by volume

8. MicrobiologyTotalviableaerobic  count:

-  Bacteria  NMT   1000  cfu/g

-Yeasts/Molds     NMT   100  cfu/g

-  E.coli Absent from  at  least  1  g

-Salmonella  Absent from  10  g

9. Lanthanum  Hydroxycarbonate  Impurities  polymorph  I NMT0.55o/o

10. Lanthanum  Hydroxycarbonate  Impurities  polymorph  11 NMT  0.29%
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Tablet  1:  Limit  of Metal  impurity

mpurit,res limit:   NMT mpurities limit:  NMT mpurities limit:  NMT Impurities         I     limlt:NMT

Aluminium 15 Mercury 2 Cobalt 1 Samarium 2
Antimony 1.25 Molybdenium 2 copper 25 Scandium 12.5

Arseni.c 5 Neodymium 5 Dysprosium 1.25 Selenium 20
Barium 2.5 Nickel 1 Erbium 2 Silver 0.5

I   Bery",urnIBismuth
0.5 Niobium 0.1 Europium 5 Sodium 50

0.1 Osmium 1.25 Gadolinium 2 Strontium 2

I   Boron
50 Palladium 1.25 Gallium 1 Tantalum 0.05

I   Bromine
30 Platinum 0.2 Germanium 1 Tellurium •1

Cadmium 2.5 Praseodymium 4 Gold 5 Terbium 0.5

I  ca,Gum
200 F{henium 0.1 Hafnium 0.1 Thallium 0.5

I  cenum 25 F`hodium 0.1 Holmium 0.2 Thorium 0.06

I  ces,urn 0.2 Rubidium 0.1 Indium 5 Thulium 0.5

Chromium 15 Ruthenium 0.2 Iodine 12.5 Tin 0.2

lridium 0.1 Titanium 12,5 Lutecium 4 Yttrium 5

Iron 200 Tungsten 0.5 Magnesium 250 Ytterbium 5

Lead                     IL,th,urnI 5 Uranium 0.05 Manganese
I

1.25 Zinc 50

1.25 Vanadium 25 Zirconium 5
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