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Beclomethasone Dipropionate

C H ClO  · H O 539.07

C H ClO 521.04

Pregna-1,4-diene-3,20-dione, 9-chloro-11-hydroxy-16-methyl-17,21-bis(1-oxopropoxy)-, (11β,16β)-;

9-Chloro-11β,17,21-trihydroxy-16β-methylpregna-1,4-diene-3,20-dione 17,21-dipropionate CAS RN®: 5534-09-8.

DEFINITION
Beclomethasone Dipropionate is anhydrous or contains one molecule of water of hydration. It contains NLT 97.0% and NMT 103.0% of

beclomethasone dipropionate (C H ClO ), calculated on the dried basis.

IDENTIFICATION

Change to read:

• A. ▲Spectroscopic Identification Tests 〈197〉, Infrared Spectroscopy: 197M▲ (CN 1-May-2020)

ASSAY

• Procedure

Mobile phase: Acetonitrile and water (60:40) such that the retention times for beclomethasone dipropionate and testosterone propionate are

approximately 6 and 10 min, respectively

Internal standard solution: 1.2 mg/mL of USP Testosterone Propionate RS in methanol

Standard stock solution: 1.4 mg/mL of USP Beclomethasone Dipropionate RS in methanol

Standard solution: 0.7 mg/mL of USP Beclomethasone Dipropionate RS and 0.6 mg/mL of USP Testosterone Propionate RS prepared as

follows. Transfer 4.0 mL of Standard stock solution to a suitable vial, and add 4.0 mL of Internal standard solution.

Sample stock solution:  1.4 mg/mL of Beclomethasone Dipropionate in methanol

Sample solution: 0.7 mg/mL of Beclomethasone Dipropionate and 0.6 mg/mL of USP Testosterone Propionate RS prepared as follows.

Transfer 4.0 mL of Sample stock solution to a suitable vial, and add 4.0 mL of Internal standard solution.

Chromatographic system

(See Chromatography 〈621〉, System Suitability.)

Mode: LC

Detector: UV 254 nm

Column: 4-mm × 30-cm; packing L1

Injection volume: 5–25 µL

System suitability

Sample: Standard solution

Suitability requirements

Relative standard deviation: NMT 3.0% for five replicate injections

Analysis

Samples: Standard solution and Sample solution

Calculate the percentage of beclomethasone dipropionate (C H ClO ) in the portion of Beclomethasone Dipropionate taken:

Result = (R /R ) × (C /C ) × 100

R = peak height ratio of beclomethasone dipropionate to the internal standard from the Sample solution

R = peak height ratio of beclomethasone dipropionate to the internal standard from the Standard solution
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C = concentration of USP Beclomethasone Dipropionate RS in the Standard solution (mg/mL)

C = concentration of Beclomethasone Dipropionate in the Sample solution (mg/mL)

Acceptance criteria: 97.0%–103.0% on the dried basis

IMPURITIES

• Residue on Ignition 〈281〉: NMT 0.1%

SPECIFIC TESTS

• Optical Rotation, Specific Rotation 〈781S〉
Sample solution: 10 mg/mL in dioxane

Acceptance criteria: +88° to +94°

• Loss on Drying 〈731〉
Analysis: Dry a sample at 105° for 3 h.

Acceptance criteria: NMT 0.5% for the anhydrous form; 2.8%–3.8% for the monohydrate form

ADDITIONAL REQUIREMENTS

• Packaging and Storage: Preserve in well-closed containers.

• USP Reference Standards 〈11〉
USP Beclomethasone Dipropionate RS

USP Testosterone Propionate RS

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

Topic/Question Contact Expert Committee

BECLOMETHASONE DIPROPIONATE Documentary Standards Support SM52020 Small Molecules 5

REFERENCE STANDARD SUPPORT
RS Technical Services

RSTECH@usp.org
SM52020 Small Molecules 5

Chromatographic Database Information: Chromatographic Database

Most Recently Appeared In:
Pharmacopeial Forum: Volume No. 46(2)

Current DocID: GUID-933182DB-7B1F-442C-8701-8E2661908140_2_en-US

DOI: https://doi.org/10.31003/USPNF_M7250_02_01

DOI ref: co11p

S

U

OF
FI
CI
AL

2/17/25, 9:53 PM USP-NF Beclomethasone Dipropionate

www.webofpharma.com

https://trungtamthuoc.com/

https://store.usp.org/product/1048506
https://online.uspnf.com/uspnf/current-document/1_GUID-59EAA408-E877-4A08-B2B0-EBDCBFB7B773_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59EAA408-E877-4A08-B2B0-EBDCBFB7B773_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59EAA408-E877-4A08-B2B0-EBDCBFB7B773_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59EAA408-E877-4A08-B2B0-EBDCBFB7B773_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-152408DF-A974-4E81-8CFF-A424759AFDDB_3_en-US#C781S2
https://online.uspnf.com/uspnf/current-document/1_GUID-152408DF-A974-4E81-8CFF-A424759AFDDB_3_en-US#C781S2
https://online.uspnf.com/uspnf/current-document/1_GUID-152408DF-A974-4E81-8CFF-A424759AFDDB_3_en-US#C781S2
https://online.uspnf.com/uspnf/current-document/1_GUID-152408DF-A974-4E81-8CFF-A424759AFDDB_3_en-US#C781S2
https://online.uspnf.com/uspnf/current-document/1_GUID-152408DF-A974-4E81-8CFF-A424759AFDDB_3_en-US#C781S2
https://online.uspnf.com/uspnf/current-document/1_GUID-1879E874-892E-4CB3-A77A-ED3736B722C4_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1879E874-892E-4CB3-A77A-ED3736B722C4_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1879E874-892E-4CB3-A77A-ED3736B722C4_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-1879E874-892E-4CB3-A77A-ED3736B722C4_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-041BE2C7-30A1-44FA-AC03-6F6997D2F251_3_en-US
https://store.usp.org/product/1048506
https://store.usp.org/product/1649007
https://www.usp.org/frequently-asked-questions
mailto:stdsmonographs@usp.org?subject=Monograph:%20BECLOMETHASONE%20DIPROPIONATE,%20ID%20:%207250
mailto:RSTECH@usp.org?subject=Monograph:%20BECLOMETHASONE%20DIPROPIONATE,%20ID%20:%207250
https://www.uspchromcolumns.com/
https://doi.org/10.31003/USPNF_M7250_02_01
https://doi.org/10.31003/USPNF_M7250_02_01

