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for Oral Suspension

1spension contains NLT 90.0% and NMT 110.0% of the labeled amount of cefdinir (C, ,H,,N.0,S,). It may contain one or more

flavors, preservatives, stabilizing agents, sweeteners, and suspending agents.

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

of sodium phosphate, dibasic, anhydrous and 3.4 g/L of potassium phosphate, monobasic in water. Adjust with phosphoric

_hydroxide to a pH of 7.0.

. of citric acid monohydrate. Adjust with phosphoric acid to a pH of 2.0.

ethanol, tetrahydrofuran, and Solution A (111:28:1000)

'y solution: 50 pg/mL of USP Cefdinir RS and 175 pg/mL of m-hydroxybenzoic acid in Buffer
n: 50 ug/mL of USP Cefdinir RS in Buffer

 Nominally 50 pg/mL of cefdinir from constituted Cefdinir for Oral Suspension in Buffer

> system

aphy (621), System Suitability.)

54 nm. For Identification B, use a diode array detector in the range of 200—400 nm.
m x 15-cm; 4-ym packing L1

nL/min

1e: 15 L

3 times the retention time of cefdinir

y

>m suitability solution and Standard solution

lirements

LT 3.0 between cefdinir and m-hydroxybenzoic acid, System suitability solution
* NMT 2.0 for cefdinir, System suitability solution

dard deviation: NMT 1.0% for cefdinir, Standard solution

dard solution and Sample solution

s percentage of the labeled amount of cefdinir (C,,H,,N.0_S,) in the portion of Cefdinir for Oral Suspension taken:

Result = (r,/r)) x (C/C ) x 100
aak response of cefdinir from the Sample solution
2ak response of cefdinir from the Standard solution
»ncentration of USP Cefdinir RS in the Standard solution (ug/mL)
»minal concentration of cefdinir in the Sample solution (ug/mL)

wia: 90.0%-110.0%
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. Transfer 5 mL, by weight, of the reconstituted Cefdinir for Oral Suspension into the vessel. After the appropriate time,
tion of the solution under test, and pass it through a suitable filter of 0.45-um pore size. Dilute a portion of each filtered
edium as necessary to obtain a solution with a concentration of about 0.14 mg/mL of cefdinir.

iditions

elength: 290 nm

dard solution and Sample solution

ie percentage of the labeled amount of cefdinir (C N,0.S,) dissolved:

14H13
Result = (Au/As) x Cs x (d/W) x Vx D x (1/L) x 100

ysorbance from the Sample solution

ssorbance from the Standard solution

»ncentration of USP Cefdinir RS in the Standard solution (mg/mL)

ansity of Cefdinir for Oral Suspension (mg/mL)

eight of reconstituted Cefdinir for Oral Suspension taken (mg)
Jlume of Medium, 900 mL

lution factor for the Sample solution (mL/mL)

bel claim (mg/mL)

80% (Q) of the labeled amount of cefdinir (C, H._N_0.S)) is dissolved.

1413 57572
«6E Units (905)
ontainers: Meets the requirements
1(698)
: containers: Meets the requirements

g/L of sodium phosphate, dibasic, anhydrous

g/L of potassium phosphate, monobasic
appropriate amounts of Solution A and Solution B (about 2:1) to obtain a solution with a pH of 7.0.

2 tetramethylammonium hydroxide TS with water to obtain a 0.1% solution. Adjust with 10% phosphoric acid TS to a pH of

g/L of edetate disodium
100 mL of Solution C add 0.4 mL of Solution D.
)nitrile, methanol, Solution C, and Solution D (150: 100: 250: 0.2)

2e Table 1.
Table 1
Time Solution E Solution F
(min) (%) (%)
0 95 5
2 95 5
22 75 25
32 50 50
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