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lo. Usenausiae Omeprazole sodium iayarfiu Omeprazole @o mg wioutasvihazane (solvent)
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Finished product Specification
®. identification test HTIINTY
b, USunusendeny ®0.0 - @@0.0 %L.A,
. pH(nevasazalsme solvent ﬁmm:ﬁam ©.G - ®0.0
& Uniformity of dosage units * ATITNTY
& Sterility AIIU
. Bacterial endotoxin NTINU
. Related substances w38 degradation product #5796
& Water content LAY ©0.0%
. Particular matter MIINIY
faagaitl (solvent)
®. pH .o - &o
. Sterility test ATIVHIY
en. Bacterial endotoxin AIITHTU
Drug substance specification
(A) Omeprazole USP o
@. identification test oAt
. Usunashendieiny &&.0 - @ob.o %L.A. of omeprazole
(On dried basis)
e. Completeness of solution AU
& Loss of drying NMT o.& %
&. Residue on ignition NMT o.@ %
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rug substanc ecification
(A) Omeprazole USP @o (#i8)
. Heavy metals

NMT o ppm

. Limit of omeprazole related compounds F and G

- The absorbance is NMT o.@,corresponding to NMT a&o ppm of the sum of

omeprazole related compounds F and G

. Organic impurities

- &Methoxy-eH-benzimidazol-b-thiol NMT o.e&%

- Omeprazole N-oxide (Omeprazole related compound E) NMT o.e&%
- Omeprazole sulfone N-oxide (Omeprazole related compound )  NMT o.@&%
- Desmethoxy omeprazole NMT o.@&%
- Omeprazole sulfone (Omeprazole related compound A) NMT o.0&%
- Omeprazole &-chloro analog NMT o.e&%
- Ufiprazole NMT o.e&%
- Any other individual impurity NMT c.e00%
- Total impurities NMT @.0%

(8) Omeprazole sodium BP

@. ldentification test
. Optical rotation
o, USanaudengnfy

& pH
&. Related substances
- Impurities D,E (for each)
- Unspecified impurities
- Total Impurities
. Heaw metals
o. Water
(O Omeprazole BP
@. Identification
o, YSinasiend@gy
. Impurities F and G
Related substances

2

- Impurities D,E (for each)
- Unspecified impurities
- Total Impurities
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-0.#0° t0 + o0.@0°

«z.0 - @oeo %LA of omeprazole sodium
(on the anhydrous basis)

G0N — GE).EN

NMT o.e& %
NMT o.e0 %
NMT o.& %
Maxirmum oo ppm
@& - o000 %

ATINTY

&e.o - ®0&.0 % of omeprazole
(on the dried basis)

Maximum endo ppm

NMT o.@& %
NMT o.@0 %
NMT o.&¢ %
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rug substance specification
( C)Omeprazole BP (¢i9)

&. Chloroform and methylene chloride

- methylene chloride Maximum eoco ppm
- chloroform Maximum &o ppm
©. Loss on drying Maximum o.lo %
». Sulfated ash Maximum o.e %
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pmamdninaeIsnsuERTIRluNISNERE" PIC/S (pharmaceutical Inspection Co-operation Scheme) lag
WL PIC/S participating authorities WiadlenensuTeBNATHIUNINEREALIVE AN MTRAE AT 5710
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