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nol Tartrate

477.55
6
ol, 17-(cyclobutylmethyl)-, (-)-, [S-(R*,R*)]-2,3-dihydroxybutanedioate (1:1) (salt);
nethyl)morphinan-3,14-diol o-(-)-tartrate (1:1) (salt) CAS RN®: 58786-99-5; UNII: 2L7I72RUHN.

ite contains NLT 98.0% and NMT 102.0% of butorphanol tartrate (C,,H,,NO, - C,H,0,), calculated on the anhydrous basis.

pentirication Tests (197), Infrared Spectroscopy: A197A or, (USP 1-May-2022) 197K

n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 4 usp

1 of monobasic potassium phosphate in water
zetonitrile, triethylamine, and Buffer (15: 5.1: 85). Adjust with phosphoric acid to a pH of 3.0.

n: 0.1 mg/mL of USP Butorphanol Tartrate RS in water

: 0.1 mg/mL of Butorphanol Tartrate in water
> system
graphy (621), System Suitability.)

80 nm

m x 25-cm; 5-uym packing L11
rature: 40°

nL/min

1e: 60 pL

1.4 times the retention time of butorphanol
y

ard solution

lirements

dard deviation: NMT 0.73%

= NMT 2.0
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2ak response of butorphanol from the Standard solution

>ncentration of USP Butorphanol Tartrate RS in the Standard solution (mg/mL)

»ncentration of Butorphanol Tartrate in the Sample solution (mg/mL)

1y-2022)
ria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.1%

g:

:s, PROCEDURE 1

n: 1 mg/mL of USP Butorphanol Tartrate RS in methanol

: 10 mg/mL of Butorphanol Tartrate in methanol
> system

5-mm layer of chromatographic silica gel mixture

lume: 50 pL of Sample solution, 5 uL and 10 pL of Standard solution

vent system: Chloroform, methanol, benzene, and ammonium hydroxide (85:25:20:5)

ipray reagent: Prepare a 1-in-10 solution of chloroplatinic acid in water. To 0.5 mL of this solution, add 33 mL of water and 1
1m iodide. Prepare fresh daily.

dard solution and Sample solution
of the Sample solution, containing 500 pg of butorphanol tartrate, and 5 pL and 10 pL of the Standard solution, containing 5

ug of USP Butorphanol Tartrate RS, respectively, about 2 cm apart to a line parallel to and about 2 cm from the bottom of the
shromatographic plate. Develop the chromatogram until the solvent front has moved about 10 cm above the line of

1. Remove the plate, mark the solvent front, and allow the solvent to evaporate. Spray the plate with lodoplatinate spray
stimate the percentage of the impurities present in the Sample solution by comparing the intensities of secondary spots, if
ith the intensities of the principal spots obtained from the chromatograms of the Standard solution.

ria

s: NMT 2.0%4 (Usp 1-May-2022)

g

:s, PROCEDURE 2

: 10 mg/mL of Butorphanol Tartrate in methanol

> system

graphy (621), System Suitability.)

e ionization
x 4-mm; glass column containing 3% liquid phase G3 on support STAB

1

trogen

1e: 1L

y

le solution

ltirements

ntion time for the alpha isomer of butorphanol tartrate: 1.2, relative to butorphanol tartrate
1e of butorphanol tartrate: NLT 15 min

le solution
min chromatoaram. Preferablv usina an electronic intearator. determine the areas of all peaks in the chromatoaram
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