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Im Besylate Injection

te Injection is a sterile solution containing NLT 90.0% and NMT 115.0% of the labeled amount of atracurium besylate

. It contains an amount of the trans-trans isomer equivalent to NLT 5.0% and NMT 6.5% of the labeled amount of atracurium
unt of the cis-trans isomer equivalent to NLT 34.5% and NMT 38.5% of the labeled amount of atracurium besylate, and an
's-cis isomer equivalent to NLT 55.0% and NMT 60.0% of the labeled amount of atracurium besylate.

n is unstable at room temperature. Store all samples in the refrigerator. Analyze all preparations as soon as possible, or use

itor.]

times of the peaks of the three atracurium besylate isomers from the Sample solution correspond to those from the Standard

ad in the Assay.

monobasic potassium phosphate in a 1000-mL volumetric flask. Dissolve in 950 mL of water. While stirring, adjust with
d to a pH of 3.1, and dilute with water to volume.

dnitrile, methanol, and Buffer (20:5:75)

dnitrile, methanol, and Buffer (20:30:50)

2e Table 1.
Table 1

Time Solution A Solution B

(min) (%) (%)
0 80 20
5 80 20
15 40 60
25 40 60
30 0 100
45 0 100
50 80 20

n: 1 mg/mL of USP Atracurium Besylate RS in Solution A
: Nominally equivalent to T mg/mL of atracurium besylate from Injection in Solution A

> system
aphy (621), System Suitability.)

80 nm
m x 25-cm; 5-um base-deactivated packing L1
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ILT 1.5 between the atracurium trans-trans isomer and the cis-trans isomer peaks; NLT 1.5 between the atracurium cis-trans
| the cis-cis isomer peaks
dard deviation: NMT 2.0%, for the cis-cis isomer peak

dard solution and Sample solution
responses for the three atracurium besylate isomer peaks.

: percentage of the labeled amount of atracurium besylate (CesHszNszSz) in each mL of the Injection taken:

Result = (r /r)) x (C/C ) x 100
1m of the peak responses for the trans-trans isomer, the trans-cis isomer, and the cis-cis isomer from the Sample solution
1m of the peak responses for the trans-trans isomer, the trans-cis isomer, and the cis-cis isomer from the Standard solution

»ncentration of USP Atracurium Besylate RS in the Standard solution (mg/mL)

>minal concentration of atracurium besylate in the Sample solution (mg/mL)

wria: 90.0%—115.0% of the labeled amount of atracurium besylate (C,,Hy,N,0,.S,). It contains NLT 5.0% and NMT 6.5% of the

ner, NLT 34.5% and NMT 38.5% of the cis-trans isomer, and NLT 55.0% and NMT 60.0% of the cis-cis isomer.

A, Solution B, Mobile phase, Sample solution, and Chromatographic system: Proceed as directed in the Assay.
olution: 1 mg/mL of USP Atracurium Besylate RS in Solution A

n: 0.02 mg/mL of USP Atracurium Besylate RS in Solution A, from Standard stock solution
y
ard solution

lirements
LT 1.5 between the atracurium trans-trans isomer and the cis-trans isomer peaks; NLT 1.5 between the atracurium cis-trans
| the cis-cis isomer peaks

dard solution and Sample solution
: percentage of each impurity in the portion of Sample solution taken:

Result = (r,/r,) x (C/C,) x (1/F) x 100
2ak response for each impurity from the Sample solution
1m of all the peak responses from the Standard solution

>ncentration of USP Atracurium Besylate RS in the Standard solution (mg/mL)

»minal concentration of atracurium besylate in the Sample solution (mg/mL)

lative response factor (see Table 2)

ria: See Table 2.

Table 2
Relative Relative Acceptance
Retention Response Criteria,
Name Time Factor NMT (%)
nic
0.08 - -
»und 0.22 1.0 6.0
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