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ine Hydrochloride Injection

ichloride Injection is a sterile solution of Bupivacaine Hydrochloride in Water for Injection. It contains NLT 93.0% and NMT

beled amount of bupivacaine hydrochloride (C,;H,.N,0 - HCI).

JrcaNic NiTRogENous Baskes (181)

: 2 mg/mL of bupivacaine hydrochloride in 0.01 N hydrochloric acid, from Injection

d as directed in the chapter beginning with “Transfer the liquid to a separator”.

ria: Meets the requirements

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

of monobasic potassium phosphate and 2.48 g/L of dibasic potassium phosphate in water. Adjust, if necessary, with 1 N
roxide or 1 M phosphoric acid to a pH of 6.8.

setonitrile and Buffer (65:35). Adjust, if necessary, with 1 M phosphoric acid to a pH of 7.7 + 0.2. Filter the solution through a
or of 1-pum or finer pore size, and degas.

I solution: 1.3 mg/mL of dibutyl phthalate in methanol

n: 0.5 mg/mL of USP Bupivacaine Hydrochloride RS, prepared as follows. In a 100-mL volumetric flask, dissolve 50 mg of

ne Hydrochloride RS in 10.0 mL of water, using sonication if necessary. Add 10 mL of Internal standard solution, and dilute
to volume.

: Nominally 0.5 mg/mL of bupivacaine hydrochloride, prepared as follows. In a 100-mL volumetric flask, transfer an amount
Jivalent to 50 mg of bupivacaine hydrochloride, add 10.0 mL of Internal standard solution, and dilute with methanol to

> system

63 nm

MM, (ERR 1-May-2023) * 30-cm; packing L1

_/min

1e: 20 L

Yy

ard solution

tive retention times for bupivacaine 4 (ERR 1-May-2023) and dibutyl phthalate are about 1.0 and 1.2, respectively.]
lirements

ILT 2.0 between bupivacaine 4, (ERR 1-May-2023) and dibutyl phthalate

dard deviation: NMT 1.0% for the 4peak response , (ERR 1-May-2023) ratio of bupivacaine to the internal standard from three

jections

ndard solution and Sample solution

he percentage of the labeled amount of bupivacaine hydrochloride (C18H28N20 - HCI) in the portion of Injection taken:
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nominal concentration of bupivacaine hydrochloride in the Sample solution (mg/mL)

iteria: 93.0%-107.0%

ns Test (85): NMT 2.5 USP Endotoxin Units/mg of bupivacaine hydrochloride
)

s: It meets the requirements in Injections and Implanted Drug Products (1).

UIREMENTS
racGe: Preserve in single-dose or in multiple-dose containers, preferably of Type | glass. Injection labeled to contain 0.5% or
2 hydrochloride may be packaged in 50-mL, multiple-dose containers.

aNDARDS (11)
ochloride RS

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee

YDROCHLORIDE INJECTION  Documentary Standards Support SM52020 Small Molecules 5

:abase Information: Chromatographic Database

red In:
volume No. PF 41(3)
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