on 14-Feb-2025

)f 01-May-2021

nographs
/4AC-47BD-B4D8-A82A95938114_3_en-US
1003/USPNF_M29610_03_01

ine Bitartrate

o] OH

N
[ . OH
CHs H O)H/H(

OH o]

=L.

333.29
{1-hydroxy-2-(methylamino)ethyll-, (R)-, [R-(R*,R*)]-2,3-dihydroxybutanedioate (1:1) (salt);
{(methylamino)methyl]lbenzyl alcohol (+)-tartrate (1:1) salt CAS RN®: 51-42-3.

ate contains NLT 97.0% and NMT 4103.0% , (USP 1-May-2021) Of Epinephrine Bitartrate (C;H,,NO, - C,H,O/), calculated on the

re the Sample in 20 mL of water containing 100 mg of sodium bisulfite. Add 6 N ammonium hydroxide until the solution has a
f ammonia, and allow to stand in a refrigerator for 1 h. Filter the precipitate, wash it with three 2-mL portions of cold water,

of cold alcohol, and finally with 5 mL of cold ether, and dry in vacuum over silica gel for 3 h. To 5 mL of pH 4.0 acid phthalate
mL of a slightly acid solution of above obtained Epinephrine (1 in 1000) and 1.0 mL of 0.1 N iodine, and allow to stand for 5
of sodium thiosulfate solution (1 in 40). (See Reagents, Indicators, and Solutions—Buffer Solutions.)

wia: A deep red color is produced. 5 ysp 1-May-2021)

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

lard solution and Sample solution from light.
f potassium dihydrogen phosphate and 2.6 g/L of sodium octanesulfonate in water. Adjust with phosphoric acid to a pH of

water to volume.

dnitrile and Buffer (5:95)
Jnitrile and Buffer (45:55)
e Table 1.
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Time Solution A Solution B
(min) (%) (%)

21 50 50

23 95 5

30 95 5

n: 0.97 mg/mL of USP Epinephrine Bitartrate RS in Solution A
:0.91 mg/mL of Epinephrine Bitartrate in Solution A

> system
graphy (621), System Suitability.)

10 nm
m x 10-cm; 3-um packing L1

1 4°

nL/min

1e: 5L

5.6 times the retention time of epinephrine
y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 1.1%

dard solution and Sample solution

: percentage of epinephrine bitartrate (CQHBNO3 : C4H505) in the portion of Epinephrine Bitartrate taken:

Result = (r,/r)) x (C4/C ) x 100
2ak response of epinephrine from the Sample solution
2ak response of epinephrine from the Standard solution

>ncentration of USP Epinephrine Bitartrate RS in the Standard solution (mg/mL)

»ncentration of Epinephrine Bitartrate in the Sample solution (mg/mL)

rria: 97.0%-103.0% on the dried basis, (sp 1-May-2021)

(281): ANMT 0.1% 4 (UsP 1-May-2021)
g.
ONE

L of Epinephrine Bitartrate in dilute hydrochloric acid (1 in 200)
itions

elength: 310nm
line absorptivity.

wia: NMT 0.2 (usp 1-May-2021)
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