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Do not distribute

Dried Aluminum Hydroxide Gel Capsules

» Dried Aluminum Hydroxide Gel Capsules contain not less than 90.0 percent and not more than 110.0 percent of the labeled amount of

aluminum hydroxide [Al(OH) ].

Packaging and storage—Preserve in well-closed containers.

Labeling—The Capsules may be labeled to state the aluminum hydroxide content in terms of the equivalent amount of dried aluminum

hydroxide gel, on the basis that each mg of dried gel is equivalent to 0.765 mg of Al(OH) .

Identification—

A: Place a portion of Capsule contents, equivalent to about 500 mg of aluminum hydroxide, in a flask equipped with a stopper and glass

tubing, the tip of which is immersed in calcium hydroxide TS in a test tube. Add 10 mL of 3 N hydrochloric acid to the flask, and immediately

insert the stopper: gas evolves in the flask and a precipitate is formed in the test tube.

B: The solution remaining in the flask responds to the tests for Aluminum 〈191〉.
Disintegration 〈701〉: 10 minutes, simulated gastric fluid TS being substituted for water in the test.

Uniformity of dosage units 〈905〉: meet the requirements.

Acid-neutralizing capacity 〈301〉—Not less than 5 mEq of acid is consumed by the minimum single dose recommended in the labeling, and not

less than 55.0% of the expected mEq value, calculated from the labeled quantity of Al(OH) , is obtained. Each mg of Al(OH)  has an expected

acid-neutralizing capacity value of 0.0385 mEq.

Assay—

Edetate disodium titrant—Prepare and standardize as directed in the Assay under Ammonium Alum.

Procedure—Weigh accurately the contents of not fewer than 20 Capsules, and mix. Transfer an accurately weighed portion of the powder,

equivalent to about 1.2 g of aluminum hydroxide, to a beaker, add 15 mL of hydrochloric acid, and heat until dissolved. Dilute with water to

about 100 mL, mix, and filter quantitatively into a 500-mL volumetric flask, washing the filter with water. Proceed as directed in the Assay

under Dried Aluminum Hydroxide Gel, beginning with “dilute with water to volume.” Each mL of 0.05 M Edetate disodium titrant is equivalent to

3.900 mg of Al(OH) .

Auxiliary Information - Please check for your question in the FAQs before contacting USP.

Topic/Question Contact Expert Committee

DRIED ALUMINUM HYDROXIDE GEL

CAPSULES
Documentary Standards Support SM32020 Small Molecules 3

Chromatographic Database Information: Chromatographic Database

Most Recently Appeared In:
Pharmacopeial Forum: Volume No. Information currently unavailable

Current DocID: GUID-23F0DCFE-88FA-4BA2-BCDC-D7984F317A4D_1_en-US

DOI: https://doi.org/10.31003/USPNF_M2120_01_01

DOI ref: l5m4h

3

3

3 3

3

OF
FI
CI
AL

2/13/25, 3:31 PM USP-NF Dried Aluminum Hydroxide Gel Capsuleshttps://trungtamthuoc.com/

https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US#C191
https://online.uspnf.com/uspnf/current-document/1_GUID-6B930D76-6026-4693-844B-FB9C90728D4F_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6B930D76-6026-4693-844B-FB9C90728D4F_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6B930D76-6026-4693-844B-FB9C90728D4F_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6B930D76-6026-4693-844B-FB9C90728D4F_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BA3755E4-77AA-4DEB-8FE2-4FC78C587E9E_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-D71B5912-8026-4479-9358-3F65D05F3654_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-D71B5912-8026-4479-9358-3F65D05F3654_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-D71B5912-8026-4479-9358-3F65D05F3654_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-D71B5912-8026-4479-9358-3F65D05F3654_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-C7C65F9B-2BE2-4FD9-8A5C-12DDED356410_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1C23F257-8193-47F4-ADEC-26496587FA63_5_en-US#M2110S13
https://online.uspnf.com/uspnf/current-document/1_GUID-1C23F257-8193-47F4-ADEC-26496587FA63_5_en-US
https://www.usp.org/frequently-asked-questions
mailto:stdsmonographs@usp.org?subject=Monograph:%20DRIED%20ALUMINUM%20HYDROXIDE%20GEL%20CAPSULES,%20ID%20:%202120
https://www.uspchromcolumns.com/
https://doi.org/10.31003/USPNF_M2120_01_01
https://doi.org/10.31003/USPNF_M2120_01_01

