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Vitamin A Capsules

DEFINITION

Vitamin A Capsules contain NLT 95.0% and NMT 120.0% of the labeled amount of vitamin A.

IDENTIFICATION

• A.

Sample solution: Equivalent to 6 µg/mL of retinol from Capsules in methylene chloride

Analysis: To 1 mL of Sample solution add 10 mL of antimony trichloride TS.

Acceptance criteria: A transient blue color appears at once.

Change to read:

• B. Thin-Layer Chromatography

Standard solution: 0.5 mg/mL of retinol from USP Retinyl Acetate RS or USP Retinyl Palmitate RS in methylene chloride

Sample solution: Dissolve or extract with methylene chloride the contents of a quantity of Capsules to obtain a solution with a nominal

concentration of 0.5 mg/mL of retinol.

Chromatographic system

(See Chromatography 〈621〉, General Procedures, Thin-Layer Chromatography.)

Adsorbent: 0.25-mm layer of chromatographic silica gel mixture

Application volume: 10 µL, ▲8-mm band▲ (USP 1-Aug-2019)

Developing solvent system: Cyclohexane and ether (4:1)

Spray reagent: Phosphomolybdic acid TS

Analysis: Proceed as directed in the chapter, using the Developing solvent system. Locate the spots on the plate using the Spray reagent.

Acceptance criteria: The blue-green spot formed is indicative of the presence of retinol, and its R  value corresponds to that of the Standard

solution. (The approximate R  values of the predominant spots, corresponding to the different forms of retinol, are 0.1 for the alcohol form,

0.45 for the acetate form, and 0.7 for the palmitate form.)

ASSAY

• Vitamin A Assay 〈571〉
Analysis: Use the appropriate procedure described in Vitamin A Assay 〈571〉, Assay, Chromatographic Methods.

[Note—The procedure used is stated in the labeling only if Procedure 1 is not used.]

Acceptance criteria: 95.0%–120.0%

PERFORMANCE TESTS

• Disintegration 〈701〉
Immersion fluid: Use 0.05 M acetate buffer, prepared by mixing 2.99 g of sodium acetate and 1.66 mL of glacial acetic acid with water to

obtain 1000 mL of solution with a pH of 4.5 ± 0.05.

Temperature: 37 ± 2°

Time: 45 min

Acceptance criteria: Meet the requirements

• Uniformity of Dosage Units 〈905〉: Meet the requirements

ADDITIONAL REQUIREMENTS

• Packaging and Storage: Preserve in tight, light-resistant containers.

Change to read:

• Labeling: Label the Capsules to indicate the form in which the vitamin is present, and to indicate the vitamin A activity in terms of the

F

F

OF
FI
CI
AL

2/17/25, 3:21 AM USP-NF Vitamin A Capsules

www.webofpharma.com

https://trungtamthuoc.com/

https://online.uspnf.com/uspnf/current-document/1_GUID-2E0BFC8E-DBAA-4857-8C74-67346EFB53D0_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-217BC617-B946-4F52-8130-4B21EA623253_1_en-US
https://store.usp.org/product/1716002
https://store.usp.org/product/1602502
https://online.uspnf.com/uspnf/current-document/1_GUID-2E0BFC8E-DBAA-4857-8C74-67346EFB53D0_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-2E0BFC8E-DBAA-4857-8C74-67346EFB53D0_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A97C0209-C200-422B-96AB-4D32FEF6C78E_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-403A4C7F-8577-42FC-8532-4FDBE5ED8965_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-69EF3C1F-FDE2-448A-8FA6-6B73379AEEE0_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-863EA2AE-31E5-49A7-BF14-D577BD054280_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-EDB7B463-F128-4CF2-AB0B-76E41A049EE1_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-EDB7B463-F128-4CF2-AB0B-76E41A049EE1_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-EDB7B463-F128-4CF2-AB0B-76E41A049EE1_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-EDB7B463-F128-4CF2-AB0B-76E41A049EE1_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-EDB7B463-F128-4CF2-AB0B-76E41A049EE1_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-EDB7B463-F128-4CF2-AB0B-76E41A049EE1_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-EDB7B463-F128-4CF2-AB0B-76E41A049EE1_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-EDB7B463-F128-4CF2-AB0B-76E41A049EE1_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-EDB7B463-F128-4CF2-AB0B-76E41A049EE1_1_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-6B930D76-6026-4693-844B-FB9C90728D4F_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-8FB18DD0-B9DC-4400-A6DD-9AD9ACB06924_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-41DC7218-CF95-4264-BCF6-5C1574737A7D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_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


equivalent amount of retinol in ▲μg/Capsule. Expression of the amount of vitamin A in terms of units may be added in parentheses after the

mass units.1▲ (USP 1-Aug-2019)

• USP Reference Standards 〈11〉
USP Retinyl Acetate RS

USP Retinyl Palmitate RS

1 Where articles are labeled in terms of units in addition to the required labeling, the relationship of the USP Units or International Units (IU) to

mass is as follows: 1 USP Vitamin A Unit = 0.3 μg of all-trans-retinol (vitamin A alcohol) or 0.344 μg of all-trans-retinyl acetate (vitamin A

acetate) or 0.55 μg of all-trans-retinyl palmitate (vitamin A palmitate), and 1 μg of retinol (3.3 USP Vitamin A Units) = 1 retinol equivalent (RE).

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