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» Hydrochloride

MCHZ

HCI

363.84
4,5-epoxy-3,14-dihydroxy-17-(2-propenyl)-, hydrochloride, (5a)-;
-3,14-dihydroxymorphinan-6-one hydrochloride CAS RN®: 357-08-4; UNII: F850569PQR.

2H20A (USP 1—Dec—2022) 399.87 CAS RN® 51481'60'8, UNII: 501 87997EE.

loride is anhydrous or contains two molecules of water of hydration. It contains NLT 98.0% and NMT 4102.0%, (USP 1-Dec-

e hydrochloride (C, H,,NO, - HCI), calculated on the dried basis.

penTiFicaTion Tests (197), Infrared Spectroscopy: 197K Aor 197A, (USP 1-Dec-2022)

ve about 150 mg of Naloxone Hydrochloride in 25 mL of water in a small separator and add a few drops of 6 N ammonium

'ly until no more white precipitate is formed. Extract with three 5-mL portions of chloroform and pass the extracts through a
ting the filtrate in a small flask. Evaporate the filtrate on a steam bath to dryness, and dry the residue at 105° for 1 h. . (USP 1-

ria: Meets the requirements

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

1 sodium 1-octanesulfonate in water. Adjust with 50% (v/v) phosphoric acid solution to a pH of 2.0.
anitrile, tetrahydrofuran, and Buffer (20:40:940)
Jnitrile, tetrahydrofuran, and Buffer (170:40:790)

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
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Time Solution A Solution B
(min) (%) (%)

51 100 0

60 100 0

n: 0.225 mg/mL of USP Naloxone RS in 0.1 N hydrochloric acid

© 0.25 mg/mL of Naloxone Hydrochloride in 0.1 N hydrochloric acid

> system
graphy (621), System Suitability.)

30 nm

m x 12.5-cm; 5-ym packing L1
rature: 40°

nL/min

1e: 20 L

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 0.73%

dard solution and Sample solution

: percentage of naloxone hydrochloride (C19H21N04~ HCI) in the portion of Naloxone Hydrochloride taken:

Result = (r,/r) x (C/C,) x (M, ./M_,) x 100

yeak response of naloxone from the Sample solution

yeak response of naloxone from the Standard solution

soncentration of USP Naloxone RS in the Standard solution (mg/mL)

soncentration of Naloxone Hydrochloride in the Sample solution (mg/mL)

nolecular weight of naloxone hydrochloride, 363.84
nolecular weight of naloxone, 327.38

wia: 98.0%—102.0% on the dried basis, (usp 1-pec-2022)
INTS

)E

00 mg

re the Sample in 50 mL of methanol contained in a 125-mL conical flask, and add 5 mL of glacial acetic acid and 2 drops of
-ate with 0.1 N silver nitrate VS to a pink endpoint. Each milliliter of 0.1 N silver nitrate is equivalent to 3.545 mg of chloride.

ria: 9.54%-9.94% on the dried basis

g

HvorocHLoribE [(~)-4,5a-Epoxy-3,14-DIHYDROXYMORPHINAN=6-0ONE HYDROCHLORIDE] AND OTHER IMPURITIES (USP 1-Dec-2022)

£ ReLatep Compounp D

of ammonium hydrogen carbonate in water prepared as follows. Dissolve 1.58 g of ammonium hydrogen carbonate in 950

Jjust with ammonium hydroxide to a pH of 9.0, and dilute with water to 1000 mL.

anitrile and Ruffer (90-80)
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