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EREOZEE MRFEICET 5 158%
EEAEICHETA1ER '

SHiFE (MRD ICEd 58 ate.)
Aﬁ@%éﬁh%?é?ﬁﬁﬁaﬂ%&ﬁ&u%mF%
ERBOITOHERUBEE

ATOFER R VE OEE

HoTc BT 52 1E8®
+fikoiﬁim6@ﬁ%$ﬁﬁ0h%ﬁﬁ%hﬁ?é%@
ZRTIRER, FREERVSEIROGH

BLE
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BRI A KT A —H

1)

2

3)

4)

5)

6)
7

8

)

E4£SBEEFERREETEREEN  (EEMRARBRICRT AR P EMRE ST
EDRYT T Ve ETATA RS ) G;’Db\’C Rk 25 EI‘: THI11 R ERgERRE
0711 &€ 1 &

B A E A R RS TEREES | [EESERICHT B AR SRSy
WD) F— g VIZETHHA R4 VEERESE (Q&A) ] I2oWT, T 2546
THI11H ‘ :
E4£SBEERARREEETHEEEEN  [EEROBERRRE CEERERZBREOK
D DIEHRRZLHRBOERZONWTDOHA X R) 20T, FRR22F2A 19 B3
AHEAR 0219 % 45 (ICH M3(R2))

BAXEERFEEERREM (b vaxr7 47 A (FERBRICB T &SRS
OFAE) WZBETBEHAFRA] EONT, ERS8ETH 2 BREFE M3 7
EEREERLSRFEECERE  [FHEREVERERBRT A F TALIIONT, JZEJZ 10
£6 8 26 FERFHE 496 =

EESHEEXSMREETHEEREEMN : [BREXEL fDéﬂ%%E’J RIEHERBRY A K5 A
VEO—EREL DT, TR 2442 A 29 BRATFERS 0209 5 10 %

HHEE - [REEELROEMFHRSERBT A F74 VICBETEEREE (Q&A)
2N T] EOHEZEICOWT, EMR245F2 H 29 H.
EAFBEEERFEFERRER | [EEROBREYEBEABRICOVWT), FRI13E
6 8 1 HEEERS 796 5

US FDA: Guidance for Industry, Bicanalytical Method Validation, U.S. Department
of Health -and Human Services, FDA, Center for Drug Evaluation and Research,
Center for Veterinary Medicine(2001)

10) EMA: Guideline on bioanalytical method validation,

EMEA/CHMP/EWP/192217/2009, Committee for Medicinal Products for Human
Use(2011)
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T2 A —=F A Anchor point:#ﬁ%ﬁ@i?‘—“f7'»{ 9T 4T RALSES BT, BRE
TR L R E T 2 E B THARH S UIREROER LR 2B L 5 B EDRE

SR Stability : FrE DR, SEDOSEME T COBRBR XL~ b ) v 7 AHITBY 54595
SYBEDENIEDFHEEE. AN E ORI, RMEEERLTHLS
ﬁféirw%ﬁﬁ#%ﬁﬁ%@ﬁm%ﬁk%@%&ﬁétw E BRI HEDICKN S

- ha.

REES (WAFR) Response variable : SHTHSEOR NI 578 B;h,t}f,;%ioj =
Ay FREGIETIL, BE, SAFNFETHONSELERERLERLCELNBK
FEEXIIRARESE TR END. :

THEIE Assay variability : [ LBUR & BV CF7 o R EEHEMIORE ORI I DTS
FETEDES Sty FEE UL O,
TEBLEE(%) = (OB 2 T D E B — (GR%E L% ;}ﬁ@ ﬁ-%{u}/(‘mﬁ%@%ﬁw X100

THMWE Interfering substance: = + Y & 7 AFICEFEL, FATFE{?%&%’BT?T SOEDES
Ll %&&f‘?'_fﬁ‘é HERH DWHE.

TR R Dilutional linearity : REMOT & LRE X BRECRERT v 7 BhRIET
B =Y DB EZTTICEIIC A CE B, &U\ BREFRNICEWTH EEEICHFR
IC L BEBRRN L BRI

* % U —A—s3— Carry over: %’Wﬁ%’#hﬁ%’ LL%’H?S@%%E#?EE{F WEEEEZD T
L.

ZaRb—2 Crosstalk: 7L — ]* E’ﬁﬁb\ﬁ.%jﬂ'fﬂikﬁab\‘f m:’ﬁ%éb\ﬂ%ﬁ'ﬁ%ﬁl’%ﬁ'ﬂ‘
Ly xViCiEh, ERECEEEEZXHZL.

27 BARNY F—/a 2 Cross validation : ﬁ—@%ﬁﬁﬁﬁfﬁi&@%ﬁﬁ?&ﬁ%ﬁﬂ"é B,

. XBRER2IRBREACHEH SN BT 2B IERINEAY T —Var., FJuR |
RYF ot A L B R, %ﬂ%ﬂ@7ﬁﬂ)7_/s/Xﬁﬂ“V¥Wﬂ)f~93
vEER L ETERETS.

#HHAIK Binding reagent : U H F#A?‘%Tﬁﬁb\éﬁﬁﬂ) 5%, SFREWEICERERES
T AR, ‘

ﬁiﬁcmmmmmmmm‘%ﬁﬂﬁ%gmﬁﬁkfoxxwﬁﬁéfbt%w EE
@&Utﬁéﬁ&6ﬁﬁutwﬁsﬁmﬁﬁﬁﬂ&077/7ﬁﬂ#6%&én6 Fh
—RA Y FERELTHEN,

&%ﬁﬂﬁ?mﬂ' Cahbratlon standard : BREMOIERIC AV B9 S8 % T L7'LEE
 MBEORE. REFAZERBEHAVWTREREERL, QC %”H‘%’%ﬁﬂoﬁﬁﬁ’&%ﬂj
T5.
RIS Cross-reactivity : #Aﬁﬁiﬁ ﬁﬁ%@%ﬁﬂ%@%grﬁﬂ*ﬁé k.
H4 ¥ Reanalysis : a&ﬂmﬁws LANICED —BORELFETIC L.
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308 Study sample: b E L T ERT 4 7 ARBUIBRRBRES LELN IR0 S b,
A BB IR U AT B B BB

- BRI Critical reagent : U v FEESHBICHAWIRARED I b, SRR E R D
KEEIEL, EEARE (ERUTOERES) MY TD.
BPE Accuracy : EERE L ERE L 0—KOEE. HRER 1000E LIt &0, N—&v

FEETEENS.
B E(%) = {(B&fH) / (FER{E)} x100

ESEE Precision : U ELAW L TELNAEEMOIEH>E OEE. TR (CV) £
ITERHEREEE (RSD) O—F v FERETRIND.
FE (%) = {EHEREZ) / CEH{E)} x100

B Selectivity : £HRBPOMORES OFET T, HFHRBHEEXE L TH Hﬁ‘%’) Z
LR TE DR

R+ b Y v A Surrogate matrix : ?Ta"}‘?it‘? FY 2 X (GERE, TR, HEH‘%) D=
DEICRYBHIESE, £ED< ) vy 7 20DV ELTHAVWLNS< My 7 A &
=, 5 &R UBEONBESENIFETIHEAFCS, ROV I ysRORbY &L
THWbhBZERHS. 7

EE TR Lower limit of quantification (LLOQ) : BEIFIZRWTHITHERME 2 {EETE
' AHEERVEECERTAH I LA TELIRHENVERE.

7EH FFR Upper limit of quantification (ULOQ) : BE#HHIZISY ‘Tﬁﬁﬁ%%g w13 %E'C =3
AEERVREETCEETDZ &ﬁ)'(“% DERbEWIRE.

EREEE Quantification range : BBV THMASMEZERTE 5RERTEET
EETADENTEXAIRECHHA. AERBhIEYBESITIC AW ST EZHEIL,
BREROEEGBEUHEREREIC L > TRESHD.

B 5 %308 Incurred sample : EREID 3 5, FEERE L-RITELHDSHE.

KR Specificity : HHSRWE 2R L BB L CTRIHT 5887, Y T FESHETE
FEAREOEEICKE LIKFT 5.

b —& = 5 — Total error : EEEH D 100%% 5 W B OHERHE & FEOR.

28— % L) F—3s 5 ¥ Partial validation : BEIC 7 AN Y T —3r a3 &2 Lo 3iE
R TR TBARERT AN TV a v, Ny AN T a VTRHET D
HEL, HITHEOEEORELZORREICS L TERT HBHRM HY, EORMETTITHEA
W@EE&G%E@%@%&#BE&&E7WAU?~VaVmﬁéiﬁﬁﬁwbté.
Y F—a Validation : 4 OFFf %8 U THO2HRMERERIEEZRT S L&
ETHZE.

HEFEEHE Stock solution : HEHEW'E % HHl fi?"‘ﬁikfﬁﬁﬁi FIRARLUTHRREL T‘_%FJ%E rp}
FEw bY o7 REHR
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BHHEYE (E#R)  Reference standard : SRS WE L EESWT 3 J:“Ggié}; RBELD
THY, FIREFRAZEERRQC REOFERIC AV LIS, :

PEYEPSIE Working solution : EE¥EFR & 1A ARH CAR LTHRM L~ | U w7 REFIK.
FELT, RERAEERLC QCRELHETIED, v N v 7 N7 5.

7 v 73R Hook effect : TR EMEORENFEFICEVBAI, VARV 280G &h
DL Ty IHRBHDBERIT, REROEELR2BIIBREORNOEEESRER
DEEERUT 227D EFETSH. VIV FEEGHED S b, ﬁ&u%ﬁ?f#’“ﬁ%&ﬁ*ﬁ
HEME LRSS EDHECRETS.

77 7 5%t Blank sample : TR EME L FMETICHHTT5< b U v 7 Xfﬁtﬂ-

7Y F—a s Full validation : _TOAY F—i 3 VIEA, B, K84, SR,
BRER BE, BE, %ﬁﬁﬁ%&Uﬁﬁﬁ%§ﬁ¢é HE “ﬁ&%ﬁttﬁﬁ?é%
WZEBT 5.

7y —> Prozone : ﬁﬁﬁ%%ﬁ@%ﬁ##%kﬁw%Ak,sz/Z#@ﬁéﬂég
L& Ty sBREAEUEHRTHS.

S3HT Analysis : Tﬁtﬂo)ﬁﬁ%“oﬁ}ﬁiﬁaﬁki SHEETEED—EHDOB/IT DO uE R,

- OFTREME Analyte : REIFOSF OB L 25 WE. EER, £ \%Rli%ﬂ)a%‘%ﬁi
i, SEREDSE.

SIBTHAL Analytical run : HES, QC aﬂﬁo%ﬁﬂ%mr‘oﬁﬁéﬁﬂﬁ WE, F—%&Ht
Bb e, ALAEZHAWCRIURRERFICL VP IhE - 242 ?‘iiéﬂ’bt—@@ﬁﬂ
e 1 DONTEM & LTR— 7v—bf%ﬁ#5

MU w7 R Matrix : S ODIGRIREho2m, g, @, E’clfiflﬂﬂ)ﬁﬂﬁ@ﬁﬁﬂa
< b U v 7 AP OBBRNRE L ESE (FRERZRS) RULOREDETERVbOF

~ TS5y U< Y v s A (blank matrix) c‘:lﬂ’-éa

Y H > ¥i5A ¥ Ligand binding assay: ﬁ}ﬁi’]‘%%g WWEEMICESTARESFIHB LTS
FHBRMEE AT 2. )V FRESEOZ ITHERERE 2F H LEbDThHS.

£ DFE, RHEICEERIEZR, KAMERIITRER, SRR R e 2 btﬁ%‘
EERTS. RS, 96 K7L — b, HRBREINENETHS

ISR Incurred sample reanalysis (ISR) : & {E@ﬁﬁﬁﬁﬁ D=, BB HIZHIOTE
UTHREEABERITT Do &,

MRD Minimum required dilution (MRD) : U XY RERECOLSHTEICTER & - 5bhe
BT, RERCK Y EEREAFREINTOBER. MRDIX, 4FLAREESHC

LERNDFRERTHDLEZROD, REFAEERES QC Tﬁﬂ‘é &, TRTORE
TRE—CRIFIERL 2.

- QC 3% Quality control (QC) sample : AHEOERE R T 2 72 DI AV 5 53054
B2 U PR E ORE. ERBHITICENT QO HEHL, RERSCERBONFICH
WENIeHHEDO R Y EEZTMET 5 T:bkﬁ*fl:éﬂé.
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