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2 for Injection

tion is a sterile mixture of Cefepime Hydrochloride and Arginine. It contains the equivalent of NLT 90.0% and NMT 115.0% of

unt of cefepime (C,,H,,N.0,S,).

OMATOGRAPHIC IDENTIFICATION TEST (201)

n: 20 mg/mL of arginine

: 40 mg/mL of Cefepime for Injection

it system: n-Propyl alcohol, ammonium hydroxide, and water (7:4:5)

dard solution and Sample solution
lirected in (201), except to spray the plate with ninhydrin TS.
wia: Arginine appears as a dark red spot. The intensity and the R, value of the spot from the Sample solution correspond to

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

strum of the cefepime peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 4

mg/mL of monobasic potassium phosphate in water
Jnitrile and Solution A (1:9), adjusted with 2% phosphoric acid or 2% potassium hydroxide to a pH of 5.0
anitrile and Solution A (1:1), adjusted with 2% phosphoric acid or 2% potassium hydroxide to a pH of 5.0

2e Table 1.
Table 1
Time Solution B Solution C
(min) (%) (%)
0 100 0
10 100 0
30 50 50
35 50 50
36 100 0
45 100 0
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aphy (621), System Suitability.)

54 nm. AFor Identification C, use a diode array detector in the range of 200—-400 nm. 4 (USP 1-May-2021)
m x 25-cm; 5-ym packing L1

_/min

1e: 10 L

y

ard solution

lirements

* NMT 1.5

dard deviation: NMT 2.0%

dard solution and Sample solution

s percentage of Athe labeled amount of cefepime, (USP 1-May-2021) (C,,H,,N, 0.8} in the portion of Cefepime for Injection

Result = (r,/ry) x (C5/C,) 4% P x Fa (usp 1-May-2021) X 100
eak response from the Sample solution
eak response from the Standard solution

oncentration of USP Cefepime Hydrochloride RS in the Standard solution (mg/mL)

ominal concentration of cefepime in the Sample solution (mg/mL)

otency of cefepime in USP Cefepime Hydrochloride RS (ug/mg)

onversion factor, 0.001 mg/uga (UsP 1-May-2021)
wia: 90.0%-115.0%

ESTS
6 UnNits (905): Meets the requirements

1y Limit oF N-METHYLPYRROLIDINE

cetonitrile and 0.01 N nitric acid (1:19)

n: 0.05 mg/mL of N-methylpyrrolidine in 0.002 N nitric acid

. Equivalent to 5 mg/mL of cefepime hydrochloride in 0.002 N nitric acid.
is solution immediately.]

> system

luctivity

m x 25-cm; 5-pm packing L76
_/min

1e: 10 pL

out 6 times the retention time of the N-methylpyrrolidine peak from the Sample solution 4 (ysp 1-May-2021)

y

ard solution

lirements

dard deviation: NMT 4.0%

dard solution and Samble solution& s 111 1 2091
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