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1ine Hydrochloride

CHsy

282.81
:amide, N-(2,6-dimethylphenyl)-1-methyl-, monohydrochloride, ()
ipecoloxylidide monohydrochloride CAS RN®: 1722-62-9; UNII: 4VFX2L7EMS.

dchloride contains NLT 98.0% and NMT 102.0% of mepivacaine hydrochloride (C15H22N20 - HClI), calculated on the dried

+ IpeniFicaTion 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.
:sts—GEeNERAL, Chloride (191)

©10 mg/mL

rria: Meets the requirements

solution of phosphoric acid, adjusted with 50% sodium hydroxide to a pH of 7.6
>etonitrile and Buffer (35:65)
y solution: 2 pg/mL of USP Mepivacaine Hydrochloride RS and 3 pg/mL of USP Bupivacaine Related Compound B RS in

n: 0.2 mg/mL of USP Mepivacaine Hydrochloride RS in Mobile phase
: 0.2 mg/mL of Mepivacaine Hydrochloride in Mobile phase

> system
aphy (621), System Suitability.)

20 nm

m x 15-cm; 5-um packing L1

_/min

1e: 20 L

y

3m suitability solution and Standard solution

lirements

LT 2.5 between bupivacaine related compound B and mepivacaine, System suitability solution
* NMT 1.5, Standard solution

dard deviation: NMT 1.0%, Standard solution

dard solution and Sample solution
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»ncentration of USP Mepivacaine Hydrochloride RS in the Standard solution (mg/mL)

>ncentration of Mepivacaine Hydrochloride in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

rstem suitability solution, and Chromatographic system: Proceed as directed in the Assay. The run time is three times the
of the mepivacaine peak.

n: 2 pg/mL of USP Mepivacaine Hydrochloride RS in Mobile phase

: 2 mg/mL of Mepivacaine Hydrochloride in Mobile phase

y

am suitability solution and Standard solution

lirements

LT 2.5 between bupivacaine related compound B and mepivacaine, System suitability solution
* NMT 1.5, Standard solution

dard deviation: NMT 2.0%, Standard solution

dJard solution and Sample solution
» percentage of any impurity in the portion of Mepivacaine Hydrochloride taken:

Result = (r,/r)) x (C/C ) x 100
aak response of any individual impurity from the Sample solution

2ak response of mepivacaine from the Standard solution

»ncentration of USP Mepivacaine Hydrochloride RS in the Standard solution (mg/mL)

»ncentration of Mepivacaine Hydrochloride in the Sample solution (mg/mL)

wia: See Table 1.

Table 1
Relative Acceptance
Name Retention Criteria,
Time NMT (%)
-elated compound
mepivacaine)?2 0.4 0.15
1.0 -
analogb 2.1 0.15
Il unspecified
0.10
es - 0.4

thylphenyl)piperidine-2-carboxamide.
thylphenyl)picolinamide.

IE

ird solution and Sample solution fresh, just before use.
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