
Status: Currently Official on 16-Feb-2025Official Date: Official as of 01-Jan-2018Document Type:NF MonographsDocId: GUID-301AA92E-BA95-4460-A497-25FFB5381844_2_en-USDOI: https://doi.org/10.31003/USPNF_M78680_02_01DOI Ref: 8f5yp© 2025 USPCDo not distributeConfectioner's SugarDEFINITIONConfectioner's Sugar is Sucrose ground together with corn starch to a fine powder. It contains NLT 95.0% of sucrose (CH O ), calculated onthe dried basis.IDENTIFICATION• A.Sample solution:Transfer 20 g to a 100-mL volumetric flask, add 80 mL of water, shake to dissolve the sucrose, and then add water tovolume. Separate the solubilized sucrose from the insoluble starch component by filtration until the filtrate is clear. Use the insolubleportion for the Identification test, and use the freshly prepared, clear filtrate in the Impurities tests for Chloride and Sulfate 〈221〉, Chlorideand Chloride and Sulfate 〈221〉, Sulfate and for Calcium; and in Specific Tests for Optical Rotation 〈781〉, Specific Rotation.Analysis: To the water slurry of the insoluble portion add iodine TS.Acceptance criteria:A reddish-violet to deep blue color is produced.• B. It meets the requirements of the test for Optical Rotation 〈781〉, Specific Rotation in Specific Tests.ASSAY• Content of SucroseMobile phase: Acetonitrile and water (80:20, v/v)System suitability solution:Prepare an aqueous solution containing 20 mg/mL of sucrose, 1.0 mg/mL of dextrose (glucose), 0.6 mg/mL offructose, 0.6 mg/mL of maltose, and 0.8 mg/mL of lactose using USP Sucrose RS, USP Dextrose RS, USP Fructose RS, USP MaltoseMonohydrate RS, and USP Anhydrous Lactose RS.Standard solution:Dissolve USP Sucrose RS in water to obtain a solution having a concentration of about 20 mg/mL of sucrose.Sample solution:20 mg/mL of Confectioner's Sugar in water. Pass the solution through a 0.2-µm nylon syringe filter.Chromatographic system(See Chromatography 〈621〉, System Suitability.)Mode: LCDetector: Refractive indexColumn: 4.6-mm × 15-cm; 5-µm packing L8TemperaturesColumn: 45°Detector: 40°Flow rate: 2.0 mL/minInjection volume:15 µLSystem suitabilitySamples: System suitability solution and Standard solution[Note—For relative retention times, see Table 1.] Table 1
Name RelativeRetentionTimeFructose 0.5

12 22 11
OF
FI
CI
AL

2/16/25, 8:34 PM USP-NF Confectioner's Sugar

www.webofpharma.com

https://trungtamthuoc.com/

https://online.uspnf.com/uspnf/current-document/1_GUID-1BED1962-3592-41CD-95B9-76B83724B38D_2_en-US#C221S1
https://online.uspnf.com/uspnf/current-document/1_GUID-1BED1962-3592-41CD-95B9-76B83724B38D_2_en-US#C221S1
https://online.uspnf.com/uspnf/current-document/1_GUID-1BED1962-3592-41CD-95B9-76B83724B38D_2_en-US#C221S1
https://online.uspnf.com/uspnf/current-document/1_GUID-1BED1962-3592-41CD-95B9-76B83724B38D_2_en-US#C221S1
https://online.uspnf.com/uspnf/current-document/1_GUID-1BED1962-3592-41CD-95B9-76B83724B38D_2_en-US#C221S1
https://online.uspnf.com/uspnf/current-document/1_GUID-1BED1962-3592-41CD-95B9-76B83724B38D_2_en-US#C221S1
https://online.uspnf.com/uspnf/current-document/1_GUID-1BED1962-3592-41CD-95B9-76B83724B38D_2_en-US#C221S2
https://online.uspnf.com/uspnf/current-document/1_GUID-1BED1962-3592-41CD-95B9-76B83724B38D_2_en-US#C221S2
https://online.uspnf.com/uspnf/current-document/1_GUID-1BED1962-3592-41CD-95B9-76B83724B38D_2_en-US#C221S2
https://online.uspnf.com/uspnf/current-document/1_GUID-1BED1962-3592-41CD-95B9-76B83724B38D_2_en-US#C221S2
https://online.uspnf.com/uspnf/current-document/1_GUID-1BED1962-3592-41CD-95B9-76B83724B38D_2_en-US#C221S2
https://online.uspnf.com/uspnf/current-document/1_GUID-1BED1962-3592-41CD-95B9-76B83724B38D_2_en-US#C221S2
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-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-152408DF-A974-4E81-8CFF-A424759AFDDB_3_en-US#C781S2
https://store.usp.org/product/1623637
https://store.usp.org/product/1181302
https://store.usp.org/product/1286504
https://store.usp.org/product/1375025
https://store.usp.org/product/1375025
https://store.usp.org/product/1356676
https://store.usp.org/product/1623637
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12


Name RelativeRetentionTimeDextrose (glucose) 0.6Sucrose 1.0Maltose 1.3Lactose 1.5Suitability requirementsResolution: NLT 1.3 between all adjacent peaks, System suitability solutionRelative standard deviation:NMT 2.0%, Standard solutionAnalysisSamples: Standard solution and Sample solutionCalculate, on the dried basis, the percentage of sucrose (C H O ) in the portion of Confectioner's Sugar taken:Result = (r /r ) × (C /C ) × 100r = peak response from the Sample solutionr = peak response from the Standard solutionC = concentration of USP Sucrose RS in the Standard solution (mg/mL)C = concentration of Confectioner's Sugar in the Sample solution (mg/mL)Acceptance criteria:NLT 95.0% of sucrose on the dried basisIMPURITIES• Residue on Ignition 〈281〉: NMT 0.08%• Chloride and Sulfate, Chloride 〈221〉Standard solution:0.40 mL of 0.020 N hydrochloric acidSample solution:10 mL of the clear filtrate from Identification test AAcceptance criteria:0.014%; the Sample solution shows no more chloride than the Standard solution.• Chloride and Sulfate, Sulfate 〈221〉Standard solution:0.30 mL of 0.020 N sulfuric acidSample solution:25 mL of the clear filtrate from Identification test AAcceptance criteria:0.006%; the Sample solution shows no more sulfate than the Standard solution.• CalciumSample solution:5 mL of the clear filtrate from Identification test AAnalysis: To the Sample solution add 5 mL of water and 1 mL of ammonium oxalate TS.Acceptance criteria:The Sample solution remains clear for NLT 1 min.SPECIFIC TESTS• Microbial Enumeration Tests 〈61〉 and Tests for Specified Microorganisms 〈62〉: The total aerobic microbial count does not exceed 103 cfu/g, andthe total combined molds and yeasts count does not exceed 102 cfu/g. It meets the requirements of the tests for absence of Salmonellaspecies and Escherichia coli.• Loss on Drying 〈731〉Analysis: Dry at 105° for 4 h.Acceptance criteria:NMT 1.0%• Optical Rotation, Specific Rotation 〈781S〉Sample solution:Use the clear filtrate from Identification test A.Acceptance criteria:NLT +62.6° corresponding to NLT 95.0% of sucrose (C H O ), calculated on the dried basis
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ADDITIONAL REQUIREMENTS• Packaging and Storage: Preserve in well-closed containers.• USP Reference Standards 〈11〉USP Anhydrous Lactose RSUSP Dextrose RSUSP Fructose RSUSP Maltose Monohydrate RSUSP Sucrose RS
Auxiliary Information - Please check for your question in the FAQsbefore contacting USP.Topic/Question Contact Expert CommitteeCONFECTIONER'S SUGAR Documentary Standards Support SE2020 Simple ExcipientsREFERENCE STANDARD SUPPORT RS Technical ServicesRSTECH@usp.org SE2020 Simple Excipients
Chromatographic Database Information: Chromatographic Database
Most Recently Appeared In:
Pharmacopeial Forum: Volume No. PF 38(6)Current DocID: GUID-301AA92E-BA95-4460-A497-25FFB5381844_2_en-USPrevious DocID: GUID-301AA92E-BA95-4460-A497-25FFB5381844_1_en-USDOI: https://doi.org/10.31003/USPNF_M78680_02_01DOI ref: 8f5yp

OF
FI
CI
AL

2/16/25, 8:34 PM USP-NF Confectioner's Sugar

www.webofpharma.com

https://trungtamthuoc.com/

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/1356676
https://store.usp.org/product/1181302
https://store.usp.org/product/1286504
https://store.usp.org/product/1375025
https://store.usp.org/product/1623637
https://www.usp.org/frequently-asked-questions
mailto:Nfmonographs@usp.org?subject=Monograph:%20CONFECTIONER%27S%20SUGAR,%20ID%20:%2078680
mailto:RSTECH@usp.org?subject=Monograph:%20CONFECTIONER%27S%20SUGAR,%20ID%20:%2078680
https://www.uspchromcolumns.com/
https://online.uspnf.com/resources/help/english/cleaned_files.htm
https://doi.org/10.31003/USPNF_M78680_02_01
https://doi.org/10.31003/USPNF_M78680_02_01

