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21881 51 (PK)

PK: 25K & 515 R B X 2=
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H P E i TR

» MM (plasma)
« 1M (blood)
& (serum)
« ZH 7 (tissue)
° 7I</T§(ur|ne)
° HE/'l'(blle)

o &% (saliva)
o Z={E (feces)
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977 (Reagent)

EEAYET (Blank Matrix)
PrAEREZE (Calibration standard)
JREEREZ (QC)

CIRIRFEA (study sample)
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S 3L (BLANK MATRIX)

EREMEQMK, £M%F

« BROMWMAZSMEKAE— SEEMHUEA

MNAE S HTFIRR T (< 20%LL0Q, < 5%IS)
FATFEC &l 5 224 2 (QC) FlAn R 2 55

— A% M VR 12 I =K

o (s ERNELEANMmMET LS, Certificate of Analysis ?)
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FREFEAR (QC)
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High QC (B E, >75% ULOQ)
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LC/MS/MS - 1 REUE/ Rk

Q1 (parention) Q2 (collision) Q3 (daughter ion)
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FEARTALEE (EXTRACTION)

Protein Precipitation & E3JLiE (PPT)

Liquid-Liquid Extraction /& ;& Z& B (LLE)

Solid-Phase Extraction[& 8 £ HX (SPE)

FHEARIACE A LLEFREYE I PRIER, BigPhospholipids, AgFhEL/
th/fr, RBEEEE, AOEHHERTF, BEE TN 20
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IS VARIATIONS WITHIN A TEST BATCH (PROTEIN PRECIPITATION)

IS Peak Area vs Index (NPI-0052)- "Mean" Regression (“No" weighting): mean = 1.14e+005 x (std. dev. = 9.64e+004)
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SPE FEARLLES : NIFE S E—

IS RESPONSE MORE CONSISTENT WITHIN A BATCH (SPE)

IS Peak Area vs Index (NPI-0052)- "Mean" Regression ("No" weighting): mean = 1.33e+005 x (std. dev. = 3.97e+004)
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> AW HriE . (REGULATION)

GLP (Good Laboratory Practice) : JEli KA i =B E
— FDA GLP, 38F 1976
— OECD GLP, #5F1978 (EFFDAGLP), EH 51997
— CFDA GLP, 1581993, F2003FF 88X} JEIIf R A 30 F #h 3 4 TGLPIAIIE

i@ AT IEIR R Z £ TFHRA L (non-clinical Safety Testing, TK)
Mg, AN, e, W&
SEIS A ZE, MRAEIRVEINSE(SOPS).
k& W& MR
JRIgILx, I, FHEEHE
FREFRUETRT(QA)

GLPEMS#T, 2—MRERE. TRF I RTKES, EHEERN H
T PKFHI R 56
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GLPX FEMD T R— TR El ., BEZANFZ5GLPIETIRE,
GLPIEF i & 45 FE G R EH (ZPEFly, 35 &) .
GCPilE o A 25 1m PR B ith

=AY T TSI =

CFDAARZ5 1 3T FI A P 73 AT 52 06 2= K GLPIE 1

CFDAE 2T I AW D AT LI EEIE, TSR F A ER (GLPHD
GCPHRAE)

FDAR R GLPE,GCPIE i, EEF B ZE

CFDAE RIS &M FFDAMGE, A EKHIET, METEUE &%
E=AMEEEAZR UL 1S09001, 1SO17025%F
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>V EEANSE (GUIDANCE)

FDA:

& Guidance for Industry - Bioanalytical Method Validation (2001)
& Updated BMV draft, Sep 2013 (received many comments. still pending)

EMEA :

& Guideline on Bioanalytical Method Validation (2012)

€ GCP - Reflection paper on guidance for laboratories that perform the
analysis or evaluation of clinical trial samples (2012)
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ES T ERME

CFDA:

L2 Zi eI R 253 hE B R IE S RN (2005)

2GR 2R 2 W2 E AR SR (2005)

1B 25 77 MRS AR 6 R E AN A M E s BRI S | (2005)

2iYE BRI E MR D T LK E BRI (20113847 hR)

EYEREES A ERIERE RN (2015, Zy8)

HE28 i E— BTN AR ED SRR TR ARIE S RN (2015. 11)

uzz%%&%zmwm*a%aqﬂ:f—,ézrfrw%uzwm:r@%%z'riiﬁ%mtia@Jﬁmu
2016. 3

FBLTE(XTHARADERARBIEEETENLE), (2015)

“GREKAEBENGREER (2015)

15 %11 24 )5 E 3097 50— BUEE I BRI $h iR % A 38 S R ) (2016. 12 fERE WFE)

%1245 i 2T M —BEIFM AR DI % s SR (2016. 12 fERE 7))
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EYFEREES A ERIERE RN (2015 2552)
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P A

& TN bR

& MBI SRIFSRIG R AE S o AREE M N A Mk TS (Certificate of
Analysis) WA, 7M. K H AL 55
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P AE 22

5000.0
Analyte Conc. /IS Conc.
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FEmBIEFT 4T (REASSAY)
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ISR

(Incurred Sample
Reanalysis)

- N
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Chromatogram Peak Integration
(raw output)
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IEIFEARS : WHAT’S WRONG?
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WHAT’S WRONG?
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