| on 15-Feb-2025

of 01-Aug-2024

onographs
FD68-4052-BB41-A6E2F7CF57C1_2_en-US
31003/USPNF_M764_02_01

HiCO N
N
M
\O
HN. : :CI
F

446.91
e, N-(3-chloro-4-fluorophenyl)-7-methoxy-6-[3-(4-morpholinyl)propoxyl-;
rophenyl)-7-methoxy-6-[3-(4-morpholinyl)propoxy]-4-quinazolinamine;
phenyl)[7-methoxy-6-[3-(morpholin-4-yl)propoxylquinazolin-4-yllamine CAS RN®: 184475-35-2; UNII: S65743JHBS.

NLT 98.0% and NMT 102.0% of gefitinib (C CIFN,0,), calculated on the anhydrous basis.

22H24

IoeniFicaTion Tests (197), Infrared Spectroscopy: 197A or 197D

1 time 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 0.35 mg/mL of Gefitinib in Diluent. Sonicate to dissolve.

ic system
agraphy (621), System Suitability.)

247 nm

am x 10-cm; 3-um packing L1

srature: 60°

mL/min

me: 5 puL

"5 times the retention time of gefitinib
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e percentage of gefitinib (CH,,
Result = (r /r)) x (C/C) x 100

ieak response of gefitinib from the Sample solution

ieak response of gefitinib from the Standard solution

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

:oncentration of Gefitinib in the Sample solution (mg/mL)

eria: 98.0%—-102.0% on the anhydrous basis

1(281): NMT 0.2%

3

CIFN403) in the portion of Gefitinib taken:

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

' Assay.
i A: 0.7 pg/mL of USP Gefitinib RS in Diluent

n B: 0.7 ng/mL each of USP Gefitinib Related Compound A RS and USP Gefitinib Related Compound B RS in Diluent

iion: 0.18 pg/mL of USP Gefitinib RS from Standard solution A in Diluent
ity

‘em suitability solution, Standard solution A, Standard solution B, and Sensitivity solution

itive retention times in Table 1 are provided as information that could aid in peak assignment.]

Table 1
Relative
Retention
Name Time
:lated compound A 0.13
liline 0.7
1.0
slated compound B 1.26

uirements
NLT 5.0 between dichloroaniline and gefitinib, System suitability solution

1dard deviation: NMT 5.0% for gefitinib, Standard solution A; NMT 5.0% for gefitinib related compound A and gefitinib related

1 B, Standard solution B
sise ratio: NLT 10, Sensitivity solution

1dard solution A, Standard solution B, and Sample solution

e percentage of gefitinib related compound A and gefitinib related compound B in the portion of Gefitinib taken:

Result = (r/r)) x (C/C) x 100

ieak response of gefitinib related compound A or gefitinib related compound B from the Sample solution
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