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395.41
o[4.2.0]oct-2-ene-2-carboxylic acid, 7-[[(2-amino-4-thiazolyl)(hydroxyimino)acetyllamino]-3-ethenyl-8-oxo-, [6R-[6a,7B(2)]]-;

Amino-4-thiazolyl)glyoxylamido]-8-oxo-3-vinyl-5-thia-1-azabicyclo[4.2.0]oct-2-ene-2-carboxylic acid, 72-(Z)-oxime CAS RN®:
CIOFAO63WC.

LT 940 pg/mg and NMT 1030 pg/mg of cefdinir (C14H13N50582), calculated on the anhydrous basis.

pENTIFICATION Tests (197), Infrared Spectroscopy: 197M
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

g/L of anhydrous dibasic sodium phosphate
g/L of monobasic potassium phosphate
2 tetramethylammonium hydroxide (10%) with water to obtain a 0.1% solution. Adjust with 10% phosphoric acid to a pH of

mg/mL of edetate disodium

appropriate amounts of Solution A and Solution B (about 2:1) to obtain a solution with a pH of 7.0.
>etonitrile, methanol, Solution C, and Solution D (300:200:4500:2)

'y solution: 0.2 mg/mL of USP Cefdinir RS and 0.5 mg/mL of USP Cefdinir Related Compound A RS in Buffer
n: 0.2 mg/mL of USP Cefdinir RS in Buffer

: 0.2 mg/mL of Cefdinir in Buffer

> system

aphy (621), System Suitability.)

54 nm

m x 15-cm; 5-um packing L1

rature: 40°

_/min

5uL

y

>m suitability solution and Standard solution. USP Cefdinir Related Compound A RS should produce four peaks.
NMT 1.5 for cefdinir, System suitability solution

T 1.2 between the second peak of cefdinir related compound A and cefdinir, System suitability solution

ard deviation: NMT 1.0%, Standard solution
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2ak response from the Standard solution
>ncentration of the Standard solution (mg/mL)
»ncentration of the Sample solution (mg/mL)

Jrity of USP Cefdinir RS (ug/mg)
rria: 940-1030 pg/mg on the anhydrous basis

(281): NMT 0.20%

ion B, Solution C, Solution D, and Buffer: Prepare as directed in the Assay.
100 mL of Solution C add 0.4 mL of Solution D.
»nitrile, methanol, Solution C, and Solution D (300:200:500:0.4)

e Table 1.
Table 1

Time Solution E Solution F

(min) (%) (%)
0 95 5
2 95 5
22 75 25
32 50 50
37 50 50
38 95 5
58 95 5

iy solution 1: 15 pg/mL of cefdinir from the Sample solution, diluted with Solution C

iy solution 2: 1.5 ug/mL of cefdinir from System suitability solution 1, diluted with Solution C

'y solution 3: 1.5 mg/mL of USP Cefdinir RS and 0.1 mg/mL of USP Cefdinir Related Compound A RS, dissolved initially in
»nding to 15% of the final volume, and diluted with Solution C to volume

lution: 10 mg/mL of Cefdinir in Buffer

: 1.5 mg/mL of cefdinir from the Sample stock solution, in Solution C. [Note—Prepare fresh immediately before use.]
> system

aphy (621), System Suitability.)

54 nm

m x 15-cm; 5-um packing L1

rature: 40°

_/min

10 L

y

am suitability solution 1, System suitability solution 2, and System suitability solution 3. USP Cefdinir Related Compound A RS
ice four peaks.

lirements
io: The response of cefdinir from System suitability solution 2 is between 7% and 13% of that from System suitability solution
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