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Kaolin

DEFINITION
Kaolin is a native hydrated aluminum silicate, powdered and freed from gritty particles by elutriation.

IDENTIFICATION
* A. loenTiFicaTion Tests—GEeNErAL, Aluminum(191)

Sample solution: Mix 1 g of Kaolin with 10 mL of water and 5 mL of sulfuric acid in a porcelain dish. Evaporate the mixture until the excess
water is removed, and continue heating the residue until dense, white fumes of sulfur trioxide appear. Cool, cautiously add 20 mL of water,
boil for a few min, and filter.

Acceptance criteria: A gray residue (impure silica) remains on the filter, and the filtrate meets the requirements of the test.

IMPURITIES
* Loss on leniTion (733)

Analysis: Ignite between 550° and 600°.
Acceptance criteria: NMT 15.0%
« Leap (251)

Test preparation: Transfer 1.0 g of Kaolin to a centrifuge tube, add 10 mL of 1 N nitric acid, and digest for 1 h in a boiling water bath.
Centrifuge until the solids are completely separated, and pour the supernatant into a 100-mL volumetric flask. Add 5 mL of 1 N nitric acid,
and digest for 15 min in a boiling water bath. Centrifuge, and add the supernatant to the previous extract in the volumetric flask. Dilute with
water to volume.

Analysis: Proceed as directed in the chapter, using a 50-mL portion of this solution, 3 mL of Ammonium Citrate Solution, 500 uL of
Hydroxylamine Hydrochloride Solution, and 1 mL of Potassium Cyanide Solution.

Acceptance criteria: NMT 5 ug of lead (NMT 10 ppm)

* IroN

Sample: 2.0 g

Analysis: Triturate the Sample in a mortar with 10 mL of water, and add 0.50 g of sodium salicylate.

Acceptance criteria: The mixture does not acquire more than a slight reddish tint.

* Acip-SoLUBLE SUBSTANCES

Sample: 1.0g

Analysis: Digest the Sample with 20 mL of 3 N hydrochloric acid for 15 min, and filter.

Acceptance criteria: NMT 2.0%; 10 mL of the filtrate, evaporated to dryness and ignited, leaves NMT 10 mg of residue.

* CARBONATE

Sample: 1.0g

Analysis: Mix the Sample with 10 mL of water and 5 mL of sulfuric acid.

Acceptance criteria: No effervescence occurs.

SPECIFIC TESTS
* MicrosiaL EnumeraTion Tests (61)andTests For SpeciFiep Microoreanisms (62): It meets the requirements of the tests for absence of Escherichia
coli.

ADDITIONAL REQUIREMENTS
* PackaciNG AND STorAGE: Preserve in well-closed containers.

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

www.webofpharma.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-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-27EF5941-36CC-4FBF-89CD-083F7970B166_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-27EF5941-36CC-4FBF-89CD-083F7970B166_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-27EF5941-36CC-4FBF-89CD-083F7970B166_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-27EF5941-36CC-4FBF-89CD-083F7970B166_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F19CE211-E9C3-49EC-9163-A4905143C523_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F19CE211-E9C3-49EC-9163-A4905143C523_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F19CE211-E9C3-49EC-9163-A4905143C523_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F19CE211-E9C3-49EC-9163-A4905143C523_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-0392F79D-1F8A-4B8D-BEC8-C6FD7B39966F_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-0392F79D-1F8A-4B8D-BEC8-C6FD7B39966F_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-0392F79D-1F8A-4B8D-BEC8-C6FD7B39966F_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-0392F79D-1F8A-4B8D-BEC8-C6FD7B39966F_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A68DE4C6-A898-490B-8198-C9FE1ADF1B60_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A68DE4C6-A898-490B-8198-C9FE1ADF1B60_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A68DE4C6-A898-490B-8198-C9FE1ADF1B60_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A68DE4C6-A898-490B-8198-C9FE1ADF1B60_1_en-US
https://www.usp.org/frequently-asked-questions

2/15/25, 9:29 PM USP-NF Kaolin

Topic/Question Contact Expert Committee
KAOLIN Documentary Standards Support SM32020 Small Molecules 3
RS Technical Services
REFERENCE STANDARD SUPPORT SM32020 Small Molecules 3
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