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Tablets

ontain NLT 90.0% and NMT 120.0% of the labeled amount of cefprozil (C, H,,N,0.S).

OMATOGRAPHY

and 0.1 N hydrochloric acid (4:1)

n: 5 mg/mL of USP Cefprozil (Z)-Isomer RS in Diluent

: Nominally 2.5 mg/mL of cefprozil from 1 Tablet in Diluent. Shake for 5 min, and allow the mixture to settle. Use the

> system
aphy (621), Thin-Layer Chromatography.)
.5-mm layer of chromatographic silica gel mixture

lume: 10 pL
vent system: Butyl alcohol, glacial acetic acid, and water (60:20:20)

dard solution and Sample solution

ots to dry, and develop the chromatogram in an equilibrated chamber with the Developing solvent system until the solvent
noved three-fourths of the length of the plate. Remove the plate, and allow it to air-dry in a hood. Place the dry plate in a
:ontaining iodine vapors. Examine the plate, and locate the spots.

wia: The R_ value of the principal spot of the Sample solution corresponds to that of the Standard solution.

times of the cefprozil (2)-isomer and cefprozil (E)-isomer peaks of the Sample solution correspond to those of Standard
1dard solution 2, respectively, as obtained in the Assay.

of monobasic ammonium phosphate in water. Adjust, if necessary, with phosphoric acid to a pH of 4.4.

setonitrile and Buffer (100:900). [Note—Decreasing the proportion of acetonitrile increases retention times and improves the
veen the cefprozil isomer peaks.]

n 1: 0.25 mg/mL of USP Cefprozil (2)-lsomer RS. Use this solution within 6 h.

olution: 0.25 mg/mL of USP Cefprozil (E)-lsomer RS

n 2: 0.025 mg/mL of USP Cefprozil (E)-lsomer RS in water from the Standard stock solution. Use this solution within 6 h.

y solution: A mixture of equal volumes of Standard solution 1 and the Standard stock solution. Use this solution within 6 h.
lution: Nominally 6 mg/mL of cefprozil in water from Tablets, prepared as follows. Transfer a suitable number of Tablets to a
k containing water. Allow the Tablets to disintegrate with the aid of swirling and sonication. Dilute with water to volume.

: Nominally 0.3 mg/mL of cefprozil in water from the Sample stock solution. Pass a portion of this solution through a filter of
pore size. Use this solution within 6 h.

> system

80 nm

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

1e: 10 L

y
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Result = (t,/W, ) x 5.545

/2
= retention time of cefprozil (2)-isomer

= peak width at half-height

2 0.9-1.1, cefprozil (Z)-isomer, Standard solution 1
s follows:

Result = W, _/2f
= width of the peak at 10% height
= distance from the peak maximum to the leading edge of the peak measured at 10% of the peak height

dard deviation: NMT 2.0%, Standard solution 1

dJard solution 1, Standard solution 2, and Sample solution
» concentration, in mg/mL, of the cefprozil (Z)-isomer in the Sample solution:

Result = (r,/r) x C;x Px F
2ak response of the cefprozil (Z)-isomer from the Sample solution
2ak response of the cefprozil (Z)-isomer from Standard solution 1

»ncentration of USP Cefprozil (Z)-Isomer RS in Standard solution 1 (mg/mL)

stency of the cefprozil (2)-isomer in USP Cefprozil (Z)-lsomer RS (ug/mg)

srrection factor, 0.001 mg/ug

» concentration, in mg/mL, of the cefprozil (E)-isomer in the Sample solution:
Result = (r,/r) x Cox P x F

2ak response of the cefprozil (E)-isomer from the Sample solution

2ak response of the cefprozil (E)-isomer from Standard solution 2

ncentration of USP Cefprozil (E)-lsomer RS in Standard solution 2 (mg/mL)

stency of the cefprozil (E)-isomer in USP Cefprozil (E)-Isomer RS (ug/mg)

srrection factor, 0.001 mg/ug

s percentage of the labeled amount of cefprozil (C,;H,,N,0,S) in the portion of Tablets taken:

Result = [(CZ + CE)/CU] x 100
»ncentration of the cefprozil (2)-isomer in the Sample solution (mg/mL)
»ncentration of the cefprozil (E)-isomer in the Sample solution (mg/mL)
>minal concentration of cefprozil in the Sample solution (mg/mL)
rria: 90.0%-120.0%
ESTS

900 mL
) rpm
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