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rboxylic acid, 1-(1-phenylethyl)-, ethyl ester, (+)-;
iylbenzyl)imidazole-5-carboxylate CAS RN®: 33125-97-2; UNII: Z22628B598.

s NLT 98.0% and NMT 102.0% of etomidate (C, ,H, N,0,), calculated on the dried basis.

+ IbEnTiFicaTION TEsTs (197), Infrared Spectroscopy: 197K, (CN 1-Mar-2020)

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

f monobasic sodium phosphate in water

zetonitrile and Buffer (40:60)

n: 0.16 mg/mL of USP Etomidate RS in acetonitrile
:0.16 mg/mL of Etomidate in acetonitrile

> system
aphy (621), System Suitability.)

54 nm

m x 30-cm; packing L1

nL/min

1e: 20 L

3 times the retention time of etomidate
y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of etomidate (C NZOZ) in the portion of Etomidate taken:

14H16

Result = (r,/r)) x (C/C ) x 100

aak response from the Sample solution

Documents

Document Sharing Hub

Full document details: Etomidate


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://online.uspnf.com/uspnf/current-document/1_GUID-B132D5E5-5221-46A8-AE09-16BFF629713B_1_en-US#R2511
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-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://store.usp.org/product/1268750
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
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
https://store.usp.org/product/1268750
http://www.avadocuments.com/doc/etomidate
http://www.avadocuments.com/doc/etomidate

(281): NMT 0.1%

slve 6 g of sodium citrate dihydrate and 4 g of anhydrous citric acid in 1 L of water.

Jnitrile
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 95 5
20 30 70
21 95 5
30 95 5

g of sodium citrate dihydrate and 4 g of anhydrous citric acid into a 1000-mL volumetric flask. Add 500 mL of water, and

Ive. Add 110 mL of acetonitrile and 50 mL of methanol, and dilute with water to volume.

y solution: 0.02 mg/mL each of USP Etomidate RS and USP Metomidate Hydrochloride RS in Diluent
n: 0.004 mg/mL of USP Metomidate Hydrochloride RS in Diluent

on: 0.8 pg/mL of USP Metomidate Hydrochloride RS from the Standard solution in Diluent

: 0.8 mg/mL of Etomidate in Diluent

> system
aphy (621), System Suitability.)

54 nm

m x 30-cm; packing L1

nL/min

1e: 50 pL

y

am suitability solution, Standard solution, and Sensitivity solution
lirements

LT 2.0 between etomidate and metomidate, System suitability solution
dard deviation: NMT 3.0%, Standard solution

ise ratio: NLT 10, Sensitivity solution

dJard solution and Sample solution
» percentage of each impurity in the portion of Etomidate taken:

Result = (r,/r)) x (C/C,) x (M_/M ) x 100
yeak response of each individual impurity from the Sample solution
)eak response of metomidate from the Standard solution

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

:oncentration of Etomidate in the Sample solution (mg/mL)
nolecular weight of metomidate free base, 230.26

nolecular weight of metomidate hydrochloride, 266.72

wia: See Table 2. [Note—Disregard any impurity peaks less than 0.05%.]
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