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1,4]benzodiazepine-3-carboxylic acid, 8-fluoro-5,6-dihydro-5-methyl-6-oxo-, ethyl ester;
lihydro-5-methyl-6-oxo-4H-imidazo[1,5-a][1,4]benzodiazepine-3-carboxylate CAS RN®: 78755-81-4; UNII: 40P7XK9392.

1s NLT 98.0% and NMT 102.0% of flumazenil (C, H, ,FN,O,), calculated on the dried basis.

: IbEnTIFicATION TESTs (197), Infrared Spectroscopy: 197K, (CN 1-Mav-2020)

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

nL of water, adjusted with phosphoric acid to a pH of 2.0 + 0.05
ethanol, tetrahydrofuran, and Solution A (13:7:80)
y solution: 6.4 ug/mL each of USP Flumazenil RS and USP Flumazenil Related Compound B RS in Mobile phase

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

> system

aphy (621), System Suitability.)

30 nm

m x 25-cm; 5-pm packing L1

_/min

1e: 5L

1.3 times the retention time of flumazenil

y

am suitability solution and Standard solution

le 2 for the relative retention times.]

lirements

LT 4.0 between flumazenil related compound B and flumazenil, System suitability solution
= NMT 1.5 for flumazenil, System suitability solution
dard deviation: NMT 2.0%, Standard solution

dard solution and Sample solution
: percentage of flumazenil (C15H14FN303) in the portion of Flumazenil taken:

Dacult = (r Ir X v (M /" Y v 1NN

Documents

Document Sharing Hub

Full document details: Flumazenil


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://store.usp.org/product/1273808
https://store.usp.org/product/1273820
https://store.usp.org/product/1273808
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://store.usp.org/product/1273808
http://www.avadocuments.com/doc/flumazenil
http://www.avadocuments.com/doc/flumazenil

sncentration of Flumazenil in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

. ReLatep Compounp C
and chloroform (50:50)
n A: 0.5 mg/mL of USP Flumazenil RS and 0.6 uL/mL of USP Flumazenil Related Compound C RS in Diluent

nB: 0.1 mg/mL of USP Flumazenil RS and 40.12 uL/mL, (ERR 1-Jun-2018) Of USP Flumazenil Related Compound C RS from

on A in Diluent

: 50 mg/mL of Flumazenil in Diluent

3 system

aphy (621),_ Thin-Layer Chromatography.)

‘5-mm layer of chromatographic silica gel mixture

lume: 10 pL

vent system: Chloroform, glacial acetic acid, alcohol, and water (75:15:7.5:2.5)
Dissolve 0.5 g of ninhydrin in 90 mL of alcohol, and add 10 mL of glacial acetic acid.

dard solution A, Standard solution B, and Sample solution
lirected in the chapter. Dry the plate for 10 min in a current of cold air, and view under short-wavelength UV light. Spray the
Spray reagent, and heat at 105° for 15 min. The R_values of the analytes with their corresponding methods of detection are

wble 1.
Table 1
Compound R, Detection
nil About 0.8 uv
nil related compound C About 0.04 Ninhydrin

wia: Any spot at an R_ value corresponding to flumazenil related compound C of the Sample solution is not more intense than

ling spot of Standard solution B (NMT 0.2%).

le phase, System suitability solution, Sample solution, Chromatographic system, and System suitability: Proceed as
Assay except use a Run time of NLT 3 times the retention time of flumazenil.
n: 1 pg/mL of USP Flumazenil RS in Mobile phase

ole solution and Standard solution
» percentage of each impurity in the portion of Flumazenil taken:

Result = (r,/r)) x (C/C,) x (1/F) x 100
aak response from the Sample solution
2ak response from the Standard solution
»ncentration of USP Flumazenil RS in the Standard solution (mg/mL)
sncentration of Flumazenil in the Sample solution (mg/mL)
lative response factor (see Table 2)

wia: See Table 2.
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