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3, Racepinephrine, and Tetracaine Hydrochlorides

1ded Topical Gel

1ephrine, and Tetracaine Hydrochlorides Compounded Topical Gel, contains NLT 90.0% and NMT 110.0% of the labeled

aine hydrochloride (C
o).

N,O - HCI), racepinephrine hydrochloride (C,H

14H22 13

NO, - HCI), and tetracaine hydrochloride

Racepinephrine, and Tetracaine Hydrochlorides Compounded Topical Gel containing 40 mg/mL of lidocaine hydrochloride, 1

inephrine hydrochloride, and 10 mg/mL of tetracaine hydrochloride as follows (see 4Pharmaceutical Compounding—
rations (795) 5 (ErR 1-Apr-2024) )- For this preparation, a Paraben Solution needs to be separately prepared.

50 mg

25 mg

a sufficient quantity to make

100 mL

Solution by dissolving the Methylparaben and Propylparaben in a sufficient amount of Purified Water to bring to final volume.

rochloride powder 49

e Hydrochloride powder 0.1g
Irochloride powder 19
te powder 300 mg
-ellulose 5000 29
on, a sufficient quantity to make 100 mL

rine Hydrochloride is a racemic mixture of the hydrochlorides of the enantiomorphs of epinephrine.]

aine Hydrochloride, Racepinephrine Hydrochloride, Tetracaine Hydrochloride, and Sodium Bisulfite powder in 75 mL of the

1. Add sufficient Paraben Solution to bring to final volume and mix well.

by covering with aluminum foil. Sprinkle in the Hydroxyethyl Cellulose 5000 through a strainer. Cover the container and stir

llow to sit until a clear homogenous gel is formed. Slowly stir to avoid introducing air into the gel.

% (v/v) trifluoroacetic acid in water
e Table 1.

Table 1

Time Acetanitrile
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Time Acetonitrile Solution A
(min) (%) (%)

30 75 25

31 1 99

40 1 99

n: 0.2 mg/mL of lidocaine hydrochloride, 0.04 mg/mL of racepinephrine hydrochloride, and 0.05 mg/mL of tetracaine
‘rom USP Lidocaine Hydrochloride RS, USP Racepinephrine Hydrochloride RS, and USP Tetracaine Hydrochloride RS in water.

d solution must be prepared fresh daily.]

dydrochloride and Tetracaine Hydrochloride: Add approximately 20 mL of water to a 200-mL volumetric flask. Transfer 1.0
il Gel into the volumetric flask and mix well. Dilute with water to final volume. [Note—Sample solution for Tetracaine

e must be prepared fresh daily.]

hrine Hydrochloride: Add approximately 20 mL of water to a 250-mL volumetric flask. Transfer 10 mL of Topical Gel into the
ask and mix well. Dilute with water to final volume.

> system

aphy (621), System Suitability).

25nm
m x 25-cm; 5-pm packing L1

1 4°

nL/min

1e: 20 L

y

ard solution

ntion times for lidocaine hydrochloride, racepinephrine hydrochloride, and tetracaine hydrochloride are about 17.8, 6.2, and
sctively.]

lirements

= NMT 2.0

dard deviation: NMT 2.0% for replicate injections

dard solution and Sample solution

s percentage of the labeled amount of lidocaine hydrochloride (C, ,H,,N,0 - HCI) in the portion of Topical Gel:

Result = (r,/r)) x (C/C ) x 100
aak response of lidocaine hydrochloride from the Sample solution
2ak response of lidocaine hydrochloride from the Standard solution

>ncentration of USP Lidocaine Hydrochloride RS in the Standard solution (mg/mL)

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

» percentage of the labeled amount of racepinephrine hydrochloride (CgHmNO3 - HCI) in the portion of Topical Gel:

Result = (r,/rg) x (C/C ) x 100
2ak response of racepinephrine hydrochloride from the Sample solution

aak response of racepinephrine hydrochloride from the Standard solution
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