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Omeprazole IV injection 40 mg
1. Faen Omeprazole IV injection 40 mg

2. qruanamly

2.1 JUuwy Huragn lyophilized dv1au3aifiousns Unenide dmivaraoiiiedn
Wnmaviaenaidians

2.2 dwuuszneu  Usznaumeiigl omeprazole 38 omeprazole sodium Viaugaﬁ’u
Omeprazole 40 mg Tu 1 vial
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wamimaaﬁLﬂ‘mﬁﬂmmwﬁﬂulﬂmu finished product specification Wwa¥ drug substance
specification fisnedemnundusiuatuiensu deldanefousdediinnuansassunisesuas
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3.1 Finished product specification : NM13#315U1Y84AMENTIUNMTINUAANANYAIZIANITIAL
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d8 | Test items Specifications

1 | Identification nsrumTissylu Finish product specification

2 | Ginawsiendndigy -1 90.0 - 110.0% of the labeled amount of Omeprazole
3 | pH@aganeshoSolventiiwunza) mww'wumuﬁszq’tu Finish product specification
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3

Test items

Specifications

9
4 | Uniformity of dosage units* m’mhumuﬁisqiu Finish product speciﬁcation
5 | Sterility m’msi’mm’mﬁisﬂu Finish product specification
6 | Bacterial endotoxin Not more than 175 Endotoxin Units/85.2 mg of
omeprazole sodium #5®
Not more than 2.1875 Endotoxin Units/85.2 mg of
omeprazole
7 | Water Not more than 10.0%
8 | Particular matter G\S’Jf\)mumuﬁizﬂu Finish product specification
9 | Related substances
-Individual impurity Not more than 0.5%
-Total impurities Not more than 1.0%
10 | Constituted solution m'mc\i’mmuﬁizulu Finish product specification

3.2 Drug substamce specification

(A) Omeprazole USP

U8 | Test items Specifications

1 Identification Meet the requirement

2 | Assay 98.0 - 102.0% of omeprazole (on dried basis)
3 | Completeness of solution Meet the requirement

4 | Color of solution Absorbance is not greater than 0.10

5 | Loss on drying Not more than 0.5%

6 | Residue on ignition Not more than 0.1%

7 Heavy metals Not more than 0.002%

8 Chromatographic purity

-Individual impurity

-Total impurities

Not more than 0.3%

Not more than 1.0%
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(B) Omeprazole sodium BP

99 | Test items Specifications

1 | Identification Meet the requirement
Optical rotation -0.10° to +0.10°

2 | Assay 98.0 — 101.0% of omeprazole sodium

(on the anhydrous basis)

3 |pH 103-113

4 | Related substances
-Impurities D, E (for each) Not more than 0.15%
-Unspecified impurities Not more than 0.10%
-Total Impurities Not more than 0.5%

5 Heavy metals Maximum 20 ppm

6 | Water 4.5 - 10.0%
(C) Omeprazole BP

42 | Test items Specifications

1 | ldentification Meet the requirement

2 | Assay 99.0 - 101.0% of omeprazole (on the dried basis)

3 | Impurities F and G Maximum 350 ppm

4 | Related substances
-Impurities D, E (for each) Not more than 0.15%
-Unspecified impurities Not more than 0.10%
-Total Impurities Not more than 0.5%

5 th“loroformva‘nd methylené | |
chloride
-Methylene chloride Maximum 100 ppm
-Chloroform Maximum 50 ppm
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g8 | Test items Specifications

Loss on drying Maximum 0.2%

6
7 Sulfated ash Maximum 0.1%
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4.3.20aM357519UATIERANAWIRAVYDIMIudATY (certificate of analysis of drug
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