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| Injection

1is a sterile solution of Alfentanil Hydrochloride in Water for Injection. It contains an amount of Alfentanil Hydrochloride
T 90.0% and NMT 110.0% of the labeled amount of alfentanil (C,,H,,N,0,).

Ifentanil Injection with great care because it is a potent opioid analgesic.]

OMATOGRAPHIC IDENTIFICATION TEST (201)
n: 0.54 mg/mL of USP Alfentanil Hydrochloride RS
: 0.5 mg/mL of alfentanil in water

> system

lume: 200 pL

vent system: Chloroform, methanol, and formic acid (85:10:5)
ant: Dragendorff's reagent

dard solution and Sample solution

lirected in the chapter.

ria: Meets the requirements

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

>etonitrile and 0.01 M tetrabutylammonium hydrogen sulfate (14:86)

n: 0.54 mg/mL of USP Alfentanil Hydrochloride RS in saline TS

. Equivalent to 0.50 mg/mL of alfentanil from a suitable volume of Injection in saline TS
> system

aphy (621), System Suitability.)

35nm

m x 25-cm; 5-um packing L1
_/min

1e: 25 uL

y

ard solution

lirements

iency: NLT 5400 theoretical plates
*NMT 1.3

dard deviation: NMT 1.0%

dard solution and Sample solution
: percentage of alfentanil (C21 H32N603) in the portion of Injection taken:
Result = (r,/r)) x (C/C,) x (M_/M ) x 100

reak response from the Sample solution
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nolecular weight of alfentanil hydrochloride, 452.98

ria: 90.0%-110.0%

>etonitrile and 0.01 M tetrabutylammonium hydrogen sulfate (14:86)
n: 0.54 mg/mL of USP Alfentanil Hydrochloride RS in saline TS
: Equivalent to 0.50 mg/mL of alfentanil from a suitable volume of Injection in saline TS

s system
aphy (621), System Suitability.)

35nm

m x 25-cm; 5-pm packing L1
_/min

1e: 25 ub

y

ard solution

lirements

iency: NLT 5400 theoretical plates
*NMT 1.3

dard deviation: NMT 1.0%

le solution
» percentage of each impurity in the portion of Injection taken:

Result = (r,/r) x 100
ak response of each impurity
1m of all of the peaks

ria: The sum of all impurities is NMT 2.0%.

)

rIN InJECTIONS (788): Meets the requirements for small-volume injections
ns Test (85): NMT 10 USP Endotoxin Units/mL

s: Meets the requirements in Injections and Implanted Drug Products (1)

UIREMENTS
RrAGE: Preserve in tight, single-dose or multiple-dose containers, preferably of Type | glass, and store at controlled room

ANDARDS (11)
hloride RS

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee

ECTION Documentary Standards Support SM22020 Small Molecules 2

:abase Information: Chromatographic Database

red In:
volume No. PF 27(3)
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