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in Tablets for Oral Suspension

s for Oral Suspension contain NLT 90.0% and NMT 110.0% of the labeled amount of amoxicillin (C, H, N,0.S).

oMATOGRAPHIC IDENTIFIcATION TEST (201)

n: 4 mg/mL of USP Amoxicillin RS in 0.1 N hydrochloric acid. Use within 10 min of preparation.

: An aqueous dispersion of Tablets for Oral Suspension in 0.1 N hydrochloric acid containing 4 mg/mL of amoxicillin. Use
>f preparation.

> system

.5-mm layer of chromatographic silica gel mixture

lume: 5 pL

vent system: Methanol, chloroform, pyridine, and water (90:80:1:30)

3 mg/mL of ninhydrin in alcohol

dard solution and Sample solution

lirected in the chapter. Dry the plate with the aid of a current of warm air for 10 min. Spray lightly with Spray reagent, and dry
“15 min.

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

»f monobasic potassium phosphate in water. Adjust with a 45% (w/w) solution of potassium hydroxide to a pH of 5.0 + 0.1.
>etonitrile and Diluent (1:24). Decrease the acetonitrile concentration to increase the retention time of amoxicillin.

n: 1.2 mg/mL of USP Amoxicillin RS in Diluent. Use this solution within 6 h.

. Prepare a dispersion of 20 Tablets for Oral Suspension using a suitable aliquot of water. Dilute a portion of the dispersion
obtain a solution containing 1.2 mg/mL of amoxicillin. Pass a portion of the solution through a filter of 1-um or finer pore
iolution within 6 h.

> system

30 nm

x 25-cm; packing L1
nL/min

1e: 10 L

y

ard solution

lirements

or: 1.1-2.8

iency: NLT 1700 theoretical plates
= NMT 2.5

dard deviation: NMT 2.0%

dard solution and Sample solution
» percentage of the labeled amount of amoxicillin (C,,H,_N,0.S) in the portion of Tablets for Oral Suspension taken:
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sncentration of USP Amoxicillin RS in the Standard solution (mg/mL)
>minal concentration of the Sample solution (mg/mL)

dtency of amoxicillin in USP Amoxicillin RS (ug/mg)

»nversion factor, 0.001 mg/pg

ria: 90.0%-110.0%

ESTS

1
1120+ 5°

ria: Meet the requirements

200 mL
rpm

monobasic potassium phosphate in 3 L of water. Adjust with a 45% (w/w) solution of potassium hydroxide to a pH of 5.0 +
with water to obtain 4 L of solution.

>etonitrile and Buffer (10:390). Pass through a filter of 0.5-um or finer pore size.

n: 0.05 mg/mL of USP Amoxicillin RS in Buffer. Use this solution within 6 h.

. Pass a portion of the sample through a filter of 0.5-um or finer pore size. Dilute a suitable aliquot of the filtrate with water to
ntration of 0.045 mg/mL of amoxicillin. Use this solution within 6 h.

> system

aphy (621), System Suitability.)

30 nm

x 2-cm; packing L2

9-mm x 30-cm; packing L1
rature: 40 £ 1°

nL/min

1e: 10 L

y

ard solution

lirements

or: 1.1-2.8

iency: NLT 1700 theoretical plates
= NMT 2.5

dard deviation: NMT 1.5%

dard solution and Sample solution

s percentage of the labeled amount of amoxicillin (C, H, N,O.S) dissolved:

Result = (r /r) x C;x VxDx PxFx(1/L) x 100
2ak response from the Sample solution
sak response from the Standard solution
»ncentration of USP Amoxicillin RS in the Standard solution (mg/mL)

>lume of medium, 900 mL
lution factor

stency of amoxicillin in USP_ Amoxicillin RS (ug/mg)
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