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meprazine Injection

2 Injection is a sterile solution of Methotrimeprazine in Water for Injection, prepared with the aid of hydrochloric acid. It

.0% and NMT 110.0% of the labeled amount of methotrimeprazine (C19Hz4NzOS)' as the hydrochloride.

the following procedures, protect test or assay specimens, the Reference Standard, and solutions containing them by
rcedures without delay under subdued light or by using low-actinic glassware.]

+ IpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mav-2020)

mL of Injection in a 125-mL separator, and add 1 N sodium hydroxide dropwise until the solution becomes opaque white.
'mL of ether, wash the ether extract with 25 mL of water, and discard the washing. Filter the ether extract through a layer of
ium sulfate into a beaker, and evaporate the filtrate by means of a stream of nitrogen to complete dryness. Dry at 100° for 3

ria: Meets the requirements

sfer 23.5 mL of 85% phosphoric acid into a 100-mL volumetric flask containing water, and dilute with water to volume.

1d 20 mL of Solution A to 450 mL of water. To this solution add 5 mL of triethylamine, and adjust with 1 N sodium hydroxide
Add 500 mL of acetonitrile, and dilute with water to 1000 mL. Filter, and degas.

'y solution: 2.0 mg/mL of benzyl alcohol, using appropriate amounts of 1% benzyl alcohol, and 0.1 mg/mL of USP

zine RS in Mobile phase

n: 0.1 mg/mL of USP Methotrimeprazine RS in Mobile phase

: Nominally equivalent to 0.1 mg/mL of methotrimeprazine in Mobile phase from an appropriate amount of Injection

> system
aphy (621), System Suitability.)

54 nm

m x 25-cm; packing L7

_/min

1e: 20 L

y

3m suitability solution and Standard solution

lirements

LT 4.0 between benzyl alcohol and methotrimeprazine, System suitability solution
't NMT 1.2, System suitability solution

dard deviation: NMT 1.5%, Standard solution

dard solution and Sample solution
: percentage of the labeled amount of methotrimeprazine (C19H24NZOS) in the portion of Injection taken:
Result = (r /r)) x (C/C ) x 100

2ak response from the Sample solution
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)
ns Test (85): NMT 17.9 USP Endotoxin Units/mg of methotrimeprazine
s: It meets the requirements in Injections and Implanted Drug Products (1).

UIREMENTS
raGE: Preserve in single-dose or multiple-dose containers, preferably of Type | glass, protected from light.

aNDARDS (11)
eRS

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

opic/Question Contact Expert Committee

!AZINE INJECTION Documentary Standards Support SM22020 Small Molecules 2

:abase Information: Chromatographic Database

red In:
volume No. PF 28(6)
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