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boxamide, 1-methyl-N-(9-methyl-9-azabicyclo[3.3.1]-non-3-yl)-, endo-;

thyl-endo-9-azabicyclo[3.3.1]non-3-yl)-1H-indazole-3-carboxamide CAS RN®: 109889-09-0.

ins NLT 98.0% and NMT 102.0% of granisetron (C N40), calculated on the dried basis.

18H24

c IoenTiFicaTion Tests (197), Infrared Spectroscopy: 197A or 197K (CN 1-May-2020)

1 time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

iilute 1.6 mL of phosphoric acid with water to 800 mL, and then add 200 mL of acetonitrile. Add 1.0 mL of hexylamine. Adjust
aine to a pH of 7.5 £ 0.05 (about 4 mL is needed).
ity solution: Transfer 2 mL of a solution containing about 1.0 mg/mL of granisetron in Mobile phase to a colorless glass vial,

| either expose the solution to sunlight for 4 h or place it under a UV lamp for 16 h (granisetron undergoes partial degradation
related compound C). A degradation of at least about 0.3% of granisetron to granisetron related compound C must be

hown by the appearance of a corresponding peak in the chromatogram. If it is not obtained, again expose the solution to

ice it under a UV lamp.

n: 1.0 mg/mL of USP Granisetron RS in Mobile phase

12 1.0 mg/mL of Granisetron in Mobile phase
ic system

305 nm
im x 25-cm; 5-pum packing L1
srature: 40°

Documents

Document Sharing Hub

Full document details: Granisetron


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F205C3A5-CF79-44ED-9AB3-E8CC86BB1510_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-C88686F2-055B-4A0E-9CBA-10694E2D037C_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-A33EC6F9-A1DB-4873-8C5E-4AAB6EAD85CB_1_en-US
https://store.usp.org/product/1298092
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
https://online.uspnf.com/uspnf/current-document/1_GUID-6EF9AE5D-609E-4754-95B4-F634B9753BB9_2_en-US
http://www.avadocuments.com/doc/granisetron
http://www.avadocuments.com/doc/granisetron

r: NMT 2.0 for the granisetron peak, System suitability solution
1dard deviation: NMT 0.73%, Standard solution

1dard solution and Sample solution

e percentage of granisetron (C N4O) in the portion of Granisetron taken:

18H24
Result = (r /r;) x (C/C ) x 100
ieak response from the Sample solution

ieak response from the Standard solution

:oncentration of USP Granisetron RS in the Standard solution (mg/mL)

:oncentration of Granisetron in the Sample solution (mg/mL)

eria: 98.0%—102.0% on the dried basis

1(281): NMT 0.1%

'oN ReLaTep Compounp E

trile and water (80:20)

: 0.075 mg/mL of USP Granisetron Related Compound E RS in Diluent

anisetron Related Compound E RS is the acetate salt of (1R,3r,5S)-9-methyl-9-azabicyclo[3.3.1]nonan-3-amine. Use the

tor stated on the label of the USP Reference Standard to calculate the concentration, as appropriate.]
12 50 mg/mL of Granisetron in Diluent

ic system

raphy (621), General Procedures, Thin-Layer Chromatography.)

25-mm layer of chromatographic silica gel mixture

lume: 10 pL
llvent system: Ethyl acetate, isopropyl alcohol, and ammonium hydroxide (50:30:6.5)

1dard solution and Sample solution

directed in the chapter and develop the chromatogram until the solvent front has moved about half of the length of the plate.
ate in air, and expose it to iodine vapor for 30 min.

eria: Any spot corresponding to granisetron related compound E from the Sample solution is not more intense than the
] spot from the Standard solution (NMT 0.15%).

solutions containing granisetron from light.]

ystem suitability solution, and Chromatographic system: Proceed as directed in the Assay.

n: 0.001 mg/mL of USP Granisetron RS in Mobile phase

12 1.0 mg/mL of Granisetron in Mobile phase. Inject this solution within 4 h of preparation.

ity

‘em suitability solution and Standard solution

uirements

NLT 3.5 between granisetron and granisetron related compound C, System suitability solution

r: NMT 2.0 for the granisetron peak, System suitability solution

1dard deviation: NMT 5.0%, Standard solution

1dard solution and Sample solution
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