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-2-butanoic acid, 5-[bis(2-chloroethyl)amino]-1-methyl-, monohydrochloride;
thyl)amino]-1-methyl-1H-benzimidazole-2-yl}butanoic acid monohydrochloride CAS RN®: 3543-75-7.
e base)

358.26 CASRN®: 16506-27-7.

1-H.O 412.74 CASRN®: 1374784-02-7.

frochloride is anhydrous or contains one molecule of hydration. The anhydrous form contains NLT 98.0% and NMT 102.0% of

ydrochloride (C16H21CI2N302 - HCI), calculated on the as-is basis. The monohydrate form contains NLT 98.0% and NMT

imustine hydrochloride (C16H21CI2N302 - HCI), calculated on the anhydrous and solvent-free basis.

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:sTs—GenerAL (191), Chemical Identification Tests, Chloride

(v/v) trifluoroacetic acid in water
(v/v) trifluoroacetic acid in acetonitrile

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 93 7
5 93 7
13 73 27

Documents

Document Sharing Hub

Full document details: Bendamustine Hydrochloride


https://www.uspnf.com/rb-bendamustine-hcl-20190222
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59D76ACA-B77B-4C6E-AC8C-3E12D6CCE9A6_9_en-US
http://avadocuments2026.com/doc/bendamustine-hydrochloride
http://avadocuments2026.com/doc/bendamustine-hydrochloride

Time Solution A Solution B
(min) (%) (%)

31 10 90

40 93 7

45 93 7

I-2-pyrrolidone and Solution A (1:1)

n: 4.2 mg/mL of USP Bendamustine Hydrochloride RS in Diluent
: 4.2 mg/mL of Bendamustine Hydrochloride in Diluent

> system

54 nm
m x 15-cm; 5-um packing L60

1 2°-8°

_/min

1e: 2l

25 min

y

ver syringe draw rate and higher detector sampling rate can be applied in order to improve the precision.]
ard solution

lirements

= NMT 2.0

dard deviation: NMT 1.0%

dard solution and Sample solution

: percentage of bendamustine hydrochloride (C16H210I2N302 -HCI) in the portion of Bendamustine Hydrochloride taken:

Result = (r /r)) x (C/C ) x 100
2ak response from the Sample solution
2ak response from the Standard solution
»ncentration of USP Bendamustine Hydrochloride RS in the Standard solution (mg/mL)
»ncentration of Bendamustine Hydrochloride in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the as-is basis for the anhydrous form; 98.0%-102.0% on the anhydrous and solvent-free basis for the
orm

(281): NMT 0.1%

luent, Standard solution, Sample solution, and Chromatographic system: Proceed as directed in the Assay.

y solution: 4.2 mg/mL of USP Bendamustine Hydrochloride RS, and 0.02 mg/mL each of USP Bendamustine Related

'S, USP Bendamustine Related Compound C RS, USP Bendamustine Related Compound D RS, USP Bendamustine Related
S, USP Bendamustine Related Compound G RS, USP Bendamustine Related Compound H RS, and USP Bendamustine
»und | RS in Diluent

on: 2 pg/mL of USP Bendamustine Hydrochloride RS in Diluent, from the Standard solution

~
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