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) Tablets

:ontain NLT 90.0% and NMT 110.0% of the labeled amount of gefitinib (CZZH24CIFN403).

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

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

/L of ammonium acetate in water

» trifluoroacetic acid in water

«cetonitrile and Solution A (38:62)

trile and Solution B (40:60)

ity solution: 0.35 mg/mL of USP Gefitinib RS and 0.25 mg/mL of USP Dichloroaniline RS in Diluent. Sonicate to dissolve.

in: 0.35 mg/mL of USP Gefitinib RS in Diluent. Sonicate to dissolve.

12 Nominally 0.35 mg/mL of gefitinib prepared as follows. Transfer a suitable amount of the fine powder, equivalent to about

inib, from NLT 10 Tablets to a 100-mL volumetric flask. Add about 70 mL of Diluent and sonicate to dissolve. Dilute with
me. Pass a portion of the solution through a suitable filter of 0.45-um pore size. Discard the first few milliliters of filtrate.
ic system

agraphy (621), System Suitability.)

247 nm. For Identification B, use a diode array detector in the range of 200-400 nm.
im x 10-cm; 3-um packing L1

arature: 60°

mL/min

me: SpL

"5 times the retention time of gefitinib

ity

‘em suitability solution and Standard solution

uirements

NLT 5.0 between dichloroaniline and gefitinib, System suitability solution
r: NMT 1.5, Standard solution

1dard deviation: NMT 1.0%, Standard solution

1dard solution and Sample solution

e percentage of the labeled amount of gefitinib (C CIFN403) in the portion of Tablets taken:

22H24

DAacuild = (r Ir N (P I~ Y v 10N
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iominal concentration of gefitinib in the Sample solution (mg/mL)

eria: 90.0%-110.0%

"ESTS

ysorbate 80 in water; 1000 mL
rpm

n: 0.25 mg/mL of USP Gefitinib RS in Medium
1: Pass a portion of the solution under test through a suitable filter of 0.45-um pore size, discarding the first few milliliters.

nditions

relength: 334 nm

1dard solution and Sample solution

e percentage of the labeled amount of gefitinib (C CIFN403) dissolved:

22H24
Result = (A /Aj) x C x Vx (1/L) x 100

bsorbance of the Sample solution

ibsorbance of the Standard solution

:oncentration of USP Gefitinib RS in the Standard solution (mg/mL)

olume of Medium, 1000 mL

abel claim (mg/Tablet)

"80% (Q) of the labeled amount of gefitinib (C CIFN,0,) is dissolved.

22H24

ace Units (905): Meet the requirements

tion B, Mobile phase, Diluent, System suitability solution, Sample solution, and Chromatographic system: Proceed as
1 Assay.

solution: Use the Standard solution as prepared in the Assay.

n: 0.7 pg/mL of USP Gefitinib RS from the Standard stock solution in Diluent

:ion: 0.18 ug/mL of USP Gefitinib RS from the Standard solution in Diluent

ity

‘em suitability solution, Standard solution, and Sensitivity solution

ative retention times for dichloroaniline and gefitinib are 0.7 and 1.0, respectively. These relative retention times are provided
1that could aid in peak assignment.]

uirements

NLT 5.0 between dichloroaniline and gefitinib, System suitability solution

1dard deviation: NMT 5.0%, Standard solution

sise ratio: NLT 10, Sensitivity solution
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