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Finished product Specification

@. identification test MY

b, USunausenddey ’ ®0.0 - 0.0 %LA.

m. pH(nMendsazaissig solvent Fvuvay) ®.% - ®0.0

& Uniformity of dosage units * HIIWU

&. Sterility MUY

. Bacterial endotoxin NMT @& Endotoxin units/cé.lo mg

of omeprazole sodium %39 -
NMT lv.eceid Endotoxin units/mg
Of omeprazole

o, Related substances vi3e degradation product

- Individual impurity NMT o.&%
- Total Impurities NMT @.0%
. Water content Lty @0.0%
«. Particular matter HIIVY
rug substance ification
(A) Omeprazole USP
®. identification test ‘ ATIY
. Usunausendrdgy ®&.0 - ®0lb.0 %L.A. of omeprazole
' (On dried basis)
m. Completeness of solution HTIINY
Color of solution Absorbance is not greater than o.eo
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. Optical rotation

&. Loss of drying NMT o.¢ %
©. Residue on ignition NMT o.e@ %
o). Heavy metals NMT o.o0lb %
. Chromatographic purity
- Individual impurity NMT o.en %
- Total impurities NMT e.0 %
(B) Omeprazole sodium BP
@. ldentification test PN

-0.60° 1o + 0.00°

o, Usuneusinendfigy =0 - 0.0 %LA of omeprazole sodium
(on the anhydrous basis)
& pH ®O.M ~ GE.M
&. Related substances
- Impurities D,E (for each) NMT o.0& %
- Unspecified impurities NMT o.@0 %
- Total Impurities NMT o.& %
b, Heavy metals Maxirum vo ppm
o, Water & -©0.0%
(©) Qmeprazole BP
@ Identification PTINY
o, BnasedAy .o - e06.0 % of omeprazole
{on the dried basis)
. Impurities F and G Maximum exd¢o ppm
& Related substances
- Impurities D,E (for each) NMT o.e& %
- Unspecified impurities NMT o.@0 %
- Total Impuirities NMT o.€& %
&. Chloroform and methylene chloride
- methylene chloride Maximum eoco ppm
- chloroform Maximum &o ppm
©. Loss on drying Maximum oo %
. Sulfated ash Maximum o.e %
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