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identification test
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pH (Mevdaganese solvent fvungas)
Uniformity of dosage units *

Sterility

Bacterial endotoxin

Related substances %38 degradation product
Water content

Particular matter

Favinazany (solvent)

®. pH

. Sterility test

m. Bacterial endotoxin
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(A) Omeprazole USP &e
identification test
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Completeness of solution
Loss of drying

Residue on ignition
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Jrug substance specification

(A) Omeprazole USP «a (#8)
©. Heavy metals / Elemental impurities NMT o ppm/ RSI9EIU
. Limit of omeprazole related compounds F and G
- The absorbance is NMT o.e,corresponding to NMT e&o ppm of the sum of °
omeprazole related compounds F and G

@. Organic impurities

- &-Methoxy-eH-benzimidazol-e-thiol NMT o.e&%
- Omeprazole N-oxide (Omeprazole related compound E) NMT o.e@&%
- Omeprazole sulfone N-oxide (Omeprazole related compound I)  NMT o.e&%
- Desmethoxy omeprazole NMT o.e&%
- Omeprazole sulfone (Omeprazole related compound A) NMT o.e&%
- Omeprazole &-chloro analog NMT o.e&%
- Ufiprazole NMT o.e¢%
- Any other individual impurity NMT o.e0%
- Total impurities NMT @.0%

(B) Omeprazole sodium BP boeo

@. ldentification test ASIVHU

o. Optical rotation -0.@0° 10 + 0.@0°
o, UTunusienddgy &®=.0 - @0e.0 %LA of omeprazole sodium

(on the anhydrous basis)

< pH

&. Related substances
- Impurities D,E (for each)
- Unspecified impurities
- Total Impurities

. Heawy metals

o, Water

(C) Omeprazole BP boen

@. ldentification
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. Impurities Fand G

& Related substances
- Impurities D,E (for each)
- Unspecified impurities
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NMT o.e¢ %
NMT o.@0 %
NMT o.& %
Maximum o ppm
@& -@0.0 %

ATIVTY
w0 - ®@0e.0 % of omeprazole
(on the dried basis)

Maximum endo ppm

NMT oc.ed %
NMT o.@0 %
NMT o.& %

- , Total Impurities
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Drug su ale ification

( ©)_Omeprazole BP boes (AD)

&. Loss on drying Maximum o.lb %
©. Sulfated ash Maximum o.® %
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