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Version 1.0

Pantoprazole for Injection
Pantoprazole Sodium for Injection

Pantoprazole for Injection is a sterile material consisting of Pantoprazole Sodium Sesquihydrate with or without
excipients. It is supplied in a sealed container.

The injection is constituted by dissolving the contents of the sealed container in the requisite amount of sterile Water for
Injections, immediately before use.

The contents of the sealed container comply with the requirements for Powders for Injections stated under Parenteral
Preparations and with the following requirements.

Pantoprazole for Injection contains Pantoprazole Sodium equivalent to not less than 93.0 per cent and not more than 105.0
per cent of the stated amount of pantoprazole, C16H15F2N3OaS.

Usual strength. 40 mg.

Identification

A. Shake a quantity of powder for injection containing 40 mg of Pantoprazole with 10 ml of acetone and filter.
Evaporate to dryness. Dry the residue at 60° for 30 minutes. On the residue, determine by infrared absorption
spectrophotometry (2.4.6). Compare the spectrum with that obtained with pantoprazole sodium IPRS or with the
reference spectrum of pantoprazole sodium.

B. In the Assay, the principal peak in the chromatogram obtained with the test solution corresponds to the peak in the
chromatogram obtained with reference solution (a).

C. It gives the reactions of sodium salts (2.3.1).
Tests

Appearance of solution. A solution containing the equivalent of 0.4 per cent w/v of pantoprazole is clear (2.4.1) and not
more intensely colored than reference solution BSsor BYSs (2.4.1).

pH (2.4.24). 9.0to 11.5, determined in a solution containing the equivalent of 0.4 per cent w/v solution of pantoprazole.
Related substances. Determine by liquid chromatography (2.4.14).
Solvent mixture. Equal volumes of acetonitrile and 0.001 M sodium hydroxide.

Test solution. Shake a quantity of powder for injection containing equivalent of 40 mg of Pantoprazole in the solvent
mixture and dilute to 100.0 ml with the solvent mixture.

Reference solution (a). A solution of pantoprazole sodium IPRS in the solvent mixture containing 0.0002 per cent w/v
solution of pantoprazole.

Reference solution (b). A solution containing 0.045 per cent w/v of pantoprazole sodium IPRS and 0.0006 per cent w/v
of pantoprazole related compound D+ F IPRS in the solvent mixture.

Reference solution (c). Dilute 2.0 ml of reference solution (a) to 10.0 ml with solvent mixture.

Chromatographic system
— a stainless steel column 12.5 cm x 4.0 mm, packed with octadecylsilane bonded to porous silica (5um), (Such as
Hypersil ODS),
—column temperature: 40°,
—sample temperature: 5°,
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— mobile phase: A. 0.01M dipotassium hydrogen phosphate trihydrate, adjusted to pH 7.0 with 20 per cent v/v
solution of orthophosphoric acid,
B. a mixture of 1 volumes of water and 99 volumes of acetonitrile,
—a gradient programme using the conditions given below,
—flow rate: 1 ml per minute,
—spectrophotometer set at 290 nm,
—injection volume: 20 pl.

Time Mobile phase A Mobile phase B

(in min.) (per cent v/v) (per cent v/v)

0 90 10

3 90 10

33 60 40

48 15 85

50 90 10

60 90 10
Name Relative Correction

retention time factor

Pantoprazole related compound C* 0.6 0.6
Pantoprazole related compound A2 0.9
Pantoprazole (Retention time; about 22 minutes) 1.0
Pantoprazole related compound D3+F 4 1.1
Pantoprazole related compound E® 13
Pantoprazole related compound BS 1.4

15-(difluoromethoxy)-1H-benzimidazole-2-thiol

25-(Difluoromethoxy)-2-[[(3,4- dimethoxypyridin - 2-yl) methyl] sulfonyl]-1H- benzimidazole,

35-(DifIuorometh0xy)-2-[(RS)-[(3, 4-dimethoxypyridin-2-yl)methyl] sulfinyl]-1-methyl-1H- benzimidazole,
46—(DifIuoromethoxy)—2—[(RS)—[(3, 4-dimethoxypyridin-2-yl)methyl] sulfinyl]-1-methyl-1H- benzimidazole,

Smixture of the stereoisomers of 6,6 -bis(difluoromethoxy)-2,2’-bis[[(3,4-dimethoxypyridin-2yl)methyl]-1H,1°H-5,5’-bibenzimidazoly,
65-(Difluoromethoxy)-2-[[(3,4- dimethoxypyridin --2-yl)methyl] sulfinyl]-1H benzimidazole.

* Related compound D+F are not fully resolved and should be integrated together.

Inject reference solution (b). The test is not valid unless the resolution between the peaks due to pantoprazole related
compound D +F and pantoprazole is not less than 3.0.

Inject reference solution (a), (c) and the test solution. In the chromatogram obtained with the test solution, the sum of the
areas of pantoprazole related Compound D and F is not more than 3 times the area of the principal peak in the
chromatogram obtained with reference solution (a) (1.5 per cent), the area of any peak corresponding to pantoprazole
related compound A is not more than the area of the principal peak in the chromatogram obtained with reference solution
(a) (0.5 per cent), the area of any other secondary peak is not more than 0.4 times the area of the principal peak in the
chromatogram obtained with reference solution (a) (0.2 per cent) and the sum of the areas of all the secondary peaks is not
more than 4 time the area of the principal peak in the chromatogram obtained with reference solution (a) (2.0 per cent).
Ignore any peak with an area less than the area of the principal peak in the chromatogram obtained with reference solution
(c) (0.1 per cent).

Assay. Determine by liquid chromatography (2.4.14).
Solvent mixture. Equal volumes of acetonitrile and 0.001 M sodium hydroxide.

Test solution. Reconstitute 10 vials individually and pool the resulting solution. Dilute a suitable volume of the pooled
sample with the solvent mixture to obtain a solution containing 0.004 per cent w/v of pantoprazole.

Reference solution (a). A 0.0045 per cent w/v solution of pantoprazole sodium IPRS in the solvent mixture.

Reference solution (b). A solution containing 0.0045 per cent w/v of pantoprazole sodium IPRS and 0.0005 per cent w/v
of pantoprazole related compound A IPRS in the solvent mixture.
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Chromatographic system

— a stainless steel column 12.5 cm x 4.0 mm, packed with octadecylsilane bonded to porous silica (5 pum), (Such as
Hypersil ODS),

—sample temperature: 5°,

— mobile phase: a mixture of 65 volumes of 0.01M dipotassium hydrogen phosphate trihydrate adjusted to pH 7.0
with 20 per cent v/v solution of orthophosphoric acid and 35 volumes of acetonitrile,

—flow rate: 1 ml per minute,

—spectrophotometer set at 290 nm,

—injection volume: 20 pl.

Inject reference solution (b). The test is not valid unless the resolution between the peaks due to pantoprazole related
compound A and pantoprazole is not less than 1.5.

Inject reference solution (a) and the test solution.
Calculate the content of C16H15F2N304S in the injection.
Storage. Store protected from light and moisture, at a temperature not exceeding 30°.

Labelling. The label states the strength in terms of equivalent amount of pantoprazole.
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