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» Hydrochloride Injection

loride Injection is a sterile, isotonic solution of Naloxone Hydrochloride in Water for Injection. It contains NLT 90.0% and NMT

beled amount of naloxone hydrochloride (C19H21N04- HCI). It may contain suitable preservatives.

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
ption spectrum of the naloxone peak of the Sample solution exhibits maxima and minima at the same wavelengths as those
lution, as obtained in the Assay.

mixture of 1.36 g of sodium 1-octanesulfonate (anhydrous), 1.0 g of sodium chloride, 580 mL of water, 420 mL of methanol,

phosphoric acid

150 mg of edetate disodium to a 2000-mL volumetric flask, and add 0.9 mL of hydrochloric acid. Dilute with water to

ix.

n: 10 pg/mL of USP Naloxone RS in Diluent

: Nominally 10 ug/mL of naloxone hydrochloride prepared as follows. Transfer an adequate volume from NLT 5 Injections to
metric flask. Dilute with Diluent to volume.

> system

29 nm. For Identification B, use a diode array detector in the range of 200-400 nm.
m x 25-cm; 5-um packing L1

_/min

1e: 100 pL

y

ard solution

lirements

= NMT 1.5

dard deviation: NMT 1.5%

dard solution and Sample solution
: percentage of the labeled amount of naloxone hydrochloride (C19H21N04' HClI) in the portion of Injection taken:

Result = (r,/r)) x (C/C,) x (M_/M ) x 100
)eak area of naloxone from the Sample solution
reak area of naloxone from the Standard solution
:oncentration of USP Naloxone RS in the Standard solution (ug/mL)
1ominal concentration of naloxone hydrochloride in the Sample solution (ug/mL)

nolecular weight of naloxone hydrochloride (anhydrous), 363.84
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n A: Prepare as directed for the Standard solution in the Assay.

luent, Chromatographic system, and System suitability: Proceed as directed in the Assay by using Standard solution A in
andard solution.

n B: 0.2 yg/mL of USP Naloxone RS in Diluent from Standard solution A

olution: 4% (v/v) ferric chloride TS in water

on solution: Dissolve 10 mg of naloxone in 100 mL of 0.1 N hydrochloric acid. Transfer 10.0 mL of the resulting solution to a

atric flask, and add 0.5 mL of the Ferric chloride solution. Heat on a steam bath for 10 min, cool, dilute with water to volume,

: Nominally 10 pg/mL of naloxone hydrochloride prepared as follows. Transfer an adequate volume from NLT 5 Injections to
metric flask. Dilute with Diluent to volume.

dard solution B, Peak identification solution, and Sample solution
tive retention times for naloxone and 2,2"-bisnaloxone (44,50:4',5'a, (ERR 1-Jan-2021) “diepoxy-3,3,14,14tetrahydroxy-17,17"

)-2,2-bimorphinanyl-6,6'-dione) are 1.0 and 2.8, respectively.]
: percentage of 2,2"-bisnaloxone in the portion of Injection taken:

Result = (r,/r)) x (C/C ) x (1/F) x (M_/M ) x 100
reak area of 2,2-bisnaloxone from the Sample solution
reak area of naloxone from Standard solution B
:oncentration of USP Naloxone RS in Standard solution B (ug/mL)
1ominal concentration of naloxone hydrochloride in the Sample solution (ug/mL)

elative response factor of 2,2"-bisnaloxone to naloxone hydrochloride, 1.8

nolecular weight of naloxone hydrochloride (anhydrous), 363.84

nolecular weight of naloxone (anhydrous), 327.38
rria: NMT 4.0%
>

ns Test (85): NMT 500 USP Endotoxin Units/mg of naloxone hydrochloride
s It meets the requirements in Injections and Implanted Drug Products (1).

UIREMENTS
raGe: Preserve in single-dose or in multiple-dose containers, preferably of Type | glass, protected from light, and store at

mperature.

ANDARDS (171)

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

opic/Question Contact Expert Committee

ROCHLORIDE INJECTION Documentary Standards Support SM22020 Small Molecules 2

:abase Information: Chromatographic Database

red In:
volume No. PF 42(3)
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