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Finished product specification: Omeprazole o mg capsule (USP &)

@. ldentification Test AN

b. YFunFedney wo.0-090.0 % L.A.

en. Uniformity of dosage unit ATV

@. Dissolution test Test® NLT ed@9%(Q)lu o hr

Testlo NLT ai&%(Q)lu o hr
&. Organic Impurities

- Omeprazole related compound F,G NMT o.&%
- &-methoxy-eH-benzimidazole-lb-thiol NMT o.¢%
- Any individual NMT o.&%
- Total NMT ©.0%

Drug substance specification Omeprazole (USP &)

Identification PV
. Assay ®e.0%-®0l.0% on dried basis
o.  Residue on ignition NMT o.e%
& Heavy metals/Elemental Impurities NMT o pprm/msaHIu
&  Limit of Omeprazole related compound F and G NMT a¢&o ppm (F+G)
©.  Loss on drying NMT ©.&%
. Completeness of solution ATIINI
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Jrug substance specification Omeprazole (USP &a) (§18)

@.  Organic impurities

&-Methoxy-eH-benzimidazol-e-thiol NMT o.a&%
Omeprazole N-oxide(Omeprazole related compound E} NMT o.@&%
Omprazole sulfone N-oxide (Omeprazole related compound 1) NMT o.e¢%
Desmethoxy omeprazole NMT o.e&%
Omprazole sulfone (Omeprazole related compound A) NMT o.e&%
Omeprazole &-choro analog NMT o.e&%
Ufiprazole NMT o.e¢%
Any other individual impurities NMT o.@0%
Total NMT @.0%
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