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Good Lavoraitory Praciice

Guidance for Industry
Bioanalytical Method Validation

0 10 20 30
& o
. -~
[ =
iE FEq
5 &
@ = o N2
- TEE
TEE
i
I
0w
@ 3 ®




Introduction to GLP Regulations and
Bioanalytical Method Validation

by LC-MS/MS
oure i . el Clinical
ure” mip Disease rug reclinical gy, Tries
Research Discovery-)Discovery Toxicology-) L1, |||-)C|vIC

GLP Gcp GMP

<

>

Study based

Process based

Good Regulatory Practices (GXP)



Introduction to GLP Regulations and
Bioanalytical Method Validation
by LC-MS/MS

Ultra High Definition

Optimizing all Analytical Dimensions

» Sensitivity

* Dynamic Range
« Linearity

i ‘.",\‘

T

-~

g—

Mass Spectrum

= Mass Accuracy
» Resolving Power
= Acquisition Rate



Introduction to GLP Regulations and
Bioanalytical Method Validation
by LC-MS/MS

Calibration Standards

Quality Control Samples

Other Validation Samples
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