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> Hydrochloride Oral Topical Solution

lloride Oral Topical Solution contains NLT 95.0% and NMT 105.0% of the labeled amount of lidocaine hydrochloride
). It contains a suitable flavor and/or sweetening agent.

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

a separator a volume of Oral Topical Solution, nominally equivalent to 300 mg of lidocaine hydrochloride, and extract with
tions of chloroform, discarding the chloroform extracts. Add 2 mL of 2 N sodium hydroxide to the aqueous solution

ie separator, and extract with four 15-mL portions of chloroform. Combine the chloroform extracts, and evaporate to dryness.
ystals in solvent hexane, evaporate the solvent, and dry the residue under vacuum over silica gel for 24 h. [Note—A rotary

y be used.]

ria: Residue obtained from the Sample meets the requirements.

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

g/L of monobasic potassium phosphate. Adjust with 10 N sodium hydroxide solution to a pH of 8.0.
>etonitrile and Solution A (30:70)

n: 0.85 mg/mL of USP Lidocaine RS (equivalent to 1 mg/mL of lidocaine hydrochloride) in Mobile phase
: Nominally 1 mg/mL of lidocaine hydrochloride from Oral Topical Solution in Mobile phase

> system

aphy (621), System Suitability.)

30 nm

m x 15-cm; 3.5-ym packing L1
rature: 45°

_/min

1e: 20 L

ity

'dard solution

fuirements

tor: NMT 2.0

andard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of lidocaine hydrochloride (014H22N20 - HCI) in the portion of Oral Topical Solution taken:

Result = (r,/r)) x (C/C,) x (M_/M ) x 100
yeak response of lidocaine from the Sample solution

reak response of lidocaine from the Standard solution
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ria: 95.0%-105.0%

le phase, and Chromatographic system: Proceed as directed in the Assay.
n: 0.0043 mg/mL of USP Lidocaine RS, 0.005 mg/mL of USP Lidocaine Related Compound H RS, and 0.00065 mg/mL of
ne Related Compound A RS (equivalent to 0.0005 mg/mL of 2,6-dimethylaniline) in Mobile phase

: Nominally 5 mg/mL of lidocaine hydrochloride from Oral Topical Solution in Mobile phase

y

ard solution

lirements

ILT 1.5 between the lidocaine related compound H and 2,6-dimethylaniline (ropivacaine related compound A free base)

dard deviation: NMT 2.0% for lidocaine, lidocaine related compound H, and 2,6-dimethylaniline

dard solution and Sample solution
: percentage of lidocaine related compound H in the portion of Oral Topical Solution taken:

Result = (r /r)) x (C/C ) x 100
2ak response of lidocaine related compound H from the Sample solution
2ak response of lidocaine related compound H from the Standard solution

»ncentration of USP Lidocaine Related Compound H RS in the Standard solution (mg/mL)

>minal concentration of lidocaine hydrochloride in the Sample solution (mg/mL)

: percentage of 2,6-dimethylaniline in the portion of Oral Topical Solution taken:
Result = (r,/ry) x (C/C) x (M,,/M_,) x 100

reak response of 2,6-dimethylaniline from the Sample solution

yeak response of 2,6-dimethylaniline from the Standard solution

:oncentration of USP Ropivacaine Related Compound A RS in the Standard solution (mg/mL)

1ominal concentration of lidocaine hydrochloride in the Sample solution (mg/mL)

nolecular weight of 2,6-dimethylaniline, 121.18

nolecular weight of ropivacaine related compound A, 157.64

: percentage of any unspecified degradation product in the portion of Oral Topical Solution taken:
Result = (r,/ry) x (C/C ) x (M,,/M_,) x 100

reak response of any unspecified degradation product from the Sample solution

yeak response of lidocaine from the Standard solution

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

1ominal concentration of lidocaine hydrochloride in the Sample solution (mg/mL)

nolecular weight of lidocaine hydrochloride, 270.80

nolecular weight of lidocaine, 234.34

wia: See Table 1.

Documents

Document Sharing Hub

Full document details: Lidocaine Hydrochloride Oral Topical Solution


https://store.usp.org/product/1366002
https://store.usp.org/product/1366080
https://store.usp.org/product/1605512
https://store.usp.org/product/1366080
https://store.usp.org/product/1605512
https://store.usp.org/product/1366002
http://www.avadocuments.com/doc/lidocaine-hydrochloride-oral-topical-solution
http://www.avadocuments.com/doc/lidocaine-hydrochloride-oral-topical-solution

