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Range
compesnt | (ng/mu) -mmm
Afatinib 5-2000 98.5 103.2 106.3 95.7 124 13.9

Erlotinib 5-2000 95.1 103.2 102.7 923 4.7 54 0.8 2.0
0SI-420 5-2000 95.1 104.3 103.4 91.9 9.0 27 2.7 3.2
Gefitinib 5-2000 93.0 110.2 103.9 93.5 121 6.4 34 13
Osimertinib 5-2000 94.5 107.0 103.5 93.1 4.6 37 24 1.9
AZ5104 5-2000 94.7 106.5 102.7 92.5 9.8 6.0 2.7 3.1
Alectinib 5-2000 96.9 101.4 104.0 93.1 134 6.3 1.8 1.9
Crizotinib 5-2000 95.4 106.1 106.6 95.3 10.9 1.1 4.1 25
Ceritinib 10-2000 94.4 105.2 103.6 91.6 8.0 6.7 1.7 2.8

*1:5ng/mL (10 ng/mL for Ceritinib), *2: 10 ng/mL (25 ng/mL for Ceritinib), *3: 100 ng/mL, *4: 1000 ng/mL
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(x100,000) (x10,000)
9:051-420 380.15>278.10(+) CE: -33.0(20.00) 5.0 10:Alectinib 483.30>396.25(+) CE: -26.0
1.0 12:Erlotinib 394.20>278.10(+) CE:-33.0 1

051-420: 60.5 ng/mL Alectinib: 84.1 ng/mL

Erlotinib: 521 ng/mL ]
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Column : Shimadzu GLC Mastro C18 (100 mm L. x 2.1 mm |.D., 3 pm)

Mobile Phase : A 10 mmol/L Ammonium formate buffer - water, B Acetonitrile

Flow Rate : 0.3 mbL/min

Time program : BConc. 10 % (0 min) - 100 % (5 = 7 min) = 10 % (7.01 - 10 min)

Column Temp. 50C Injection Volume :3puL
Probe Voltage : 1.0 kV (ESI-positive mode)

Interface Temp. 1 300TC DL Temp. 1 2507C
Block Heater Temp. 1 400C Nebulizing Gas Flow  : 3 L/min
Heating Gas Flow : 10 L/min Drying Gas Flow : 10 L/min
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BEX@L - Guidance for Industry : Bioanalytical Method Validation (2001, US FDA)
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