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2 Hydrochloride Injection

1loride Injection is a sterile solution of Clonidine Hydrochloride in Water for Injection. It contains NLT 90.0% and NMT 110.0%
mount of clonidine hydrochloride (C,H,CLN, - HCI).

I time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
IpenTiFicaTion Tests (197), Ultraviolet-Visible Spectroscopy: 197U

“ sodium chloride in water
n: 0.1 mg/mL of USP Clonidine Hydrochloride RS in Diluent. Sonicate to dissolve, if needed.

12 Nominally 0.1 mg/mL of clonidine hydrochloride from Injection. Dilute with Diluent, if needed.
eria: The UV spectrum of the Sample solution exhibits maxima and minima at the same wavelengths as that of the Standard

:e 2.0 mL of perchloric acid (70%) in 4000 mL of water.

.onitrile and methanol (95:5)

'olution A and Solution B (85:15)

‘sodium chloride in water

n: 0.01 mg/mL of USP Clonidine Hydrochloride RS in Diluent. Sonicate to dissolve, if needed.

12 Nominally 0.07 mg/mL of clonidine hydrochloride from the Injection, diluted with Diluent
ic system
raphy (621), System Suitability.)

210 nm

im x 15-cm; 5-um packing L56
mL/min

me: 25 pL

"2 times the retention time of clonidine
ity

lard solution

uirements

r: NMT 1.5

1dard deviation: NMT 1.0%

1dard solution and Sample solution

e percentage of the labeled amount of clonidine hydrochloride (CQHQCIZN3 - HCI) in the portion of Injection taken:

Result=(r /r)x(C_/C.)x 100
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iominal concentration of clonidine hydrochloride in the Sample solution (mg/mL)

eria: 90.0%-110.0%

tion B, and Diluent: Prepare as directed in the Assay.

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 97 3
35 50 50
50 50 50
51 97 3
60 97 3

:ion: 0.05 pg/mL of USP Clonidine Hydrochloride RS in Diluent

in: 0.5 pg/mL of USP Clonidine Hydrochloride RS in Diluent. Sonicate to dissolve, if needed.

12 Nominally 100 pg/mL of clonidine hydrochloride from the Injection. Dilute with Diluent, if needed.
ic system: Proceed as directed in the Assay, except for the Flow rate and the Run time.

IL/min

nin

ity

sitivity solution and Standard solution
uirements

1dard deviation: NMT 10.0%, Standard solution
sise ratio: NLT 10, Sensitivity solution

1dard solution and Sample solution
e percentage of any unspecified impurity in the portion of Injection taken:

Result = (r /r;) x (C/C ) x 100
ieak response of any unspecified impurity from the Sample solution
ieak response of clonidine from the Standard solution

:oncentration of USP Clonidine Hydrochloride RS in the Standard solution (ug/mL)

iominal concentration of clonidine hydrochloride in the Sample solution (ug/mL)
eria: See Table 2.

Table 2
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