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(A)Cross-talk ; (B) Impurity ; (C)lon suppression ; (D)Price -
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(A)The simplest relationship should be used to fit the calibration curve

(B)Selection of weighting and use of a complex regression equation should be justified

(C)rorr2

To evaluate carry-over effect of a bioanalytical method, the blank sample should be

injected immediately after the:

(A)LLOQ calibration standard ; (B) ULOQ calibration standard ; (C) High concentration

QC sample.

According to the EMA guideline for bioequivalence studies, the concentration of

LLOQ should be established not higher than how many percent of the Cmax:

(A)5% ; (B)15% ; (C)20%

According to the USDA guideline, recovery should be evaluated by comparing:

(A)Sample pre-spiked with analyte before extraction vs sample post-spiked with

analyte after extraction.

(B)Sample pre-spiked with analyte before extraction vs pure standard solution.

(C)Sample post-spiked with analyte after extraction vs pure standard solution.
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LA fie > e B A B8
27 % zE(mg) | zE€F |zE(MO) | zEF |®¥L{7F
i (%) A (%) | A (%)
API API 100 26.31 100 26.31 0
¥ o | Lactose 198 52.11 194 51.1 1.01
# & | Cornstarch | 50 13.16 50 13.16 0
&8 A Polyvinyl 10 2.63 11.5 3.03 0.4
Pyrrolidone
B oA SLS 3.8 1.01 3.8 1.01 0
B 53] Sodium 15.2 4.00 17.7 4.76 0.76
Starch
Glycolate
A | Mg stearate | 3 0.79 3 0.79 0
Bt 380 380 2.17
(A)L Bexg ; (B)=x & (CQuut #2b
(B) 25 RiEFAFEFEHRDBERRTRE > DIHEFF S AR TS F 07

(A)90% ; (B)94.12% ; (C) 97.5%




