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REAH 0219 B 4 5 (ICH M3((R2)

EAEEEREETEAERED [P aXxx7 72 (EMEBI BT EENEE
DEFE) BT AN A F A 0T, FRSETH 2 AEES 143 5
SARERETCRFETERE  [FRAEYERERBRET M FT 0 o200 T, FEK 10
%6 H 26 AEEFER 496 5

DA NBEEEELEEFEEERERN . (R REEROEYFHIRSEERET 1 74
VEO—HMEICSWT), FH244F 2 B 20 HESFEERB 02095 10 5

B | [HREEEROEDFOREERET A M54 VICET A EHESEE (Q&AY
I2OWT | BEORIESICOWT, PR24FE2H 290
EASEBEERERETEERESN . | EELOBREDIEERICSWT, Fik 13§
6H1BEEHFERES 1965

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 bivanalytical method validation,

EMBEA/CHMP/EWP/192217/2009, Committee for Medicinal Products for Human
Use(2011) .
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PRAVEIERUR & W ME T A 7 B T IR LI B O & FIRZ 8 2 5 R otk

ZEPE Stability : ATE OB, BEOEB T COEB D Ev MU v 7 29081 54 Hish
SUEOLERN S ERFOREN. SIS E0EERIEMmT, SE2ERL TH s
T 5E CORBENSITHEHEORBRECYETRIFE VD A RETAFDICER X
na.

REER (L RFRA)  Response variable : ST OB IEN LB LN FNED D &,
DA NEESEETH, R, SRFENEETELAERESERERCERL TE LN ST
FCEE AR EREE TR IND.

'%%ﬁA%wvmmmmnﬁuﬁﬂ%mwfﬁoﬁﬁﬁﬁ%@mﬁwﬁ&,m%w%mm%
FTAHMEDEL AT P ETULELO.
TEBEAL (%) = ((ELBE 3 2 457 O T8 BefeD) — (GEYE & 72 54547 00 7 BV (38 00 XD % 100

FU'E Interfering substance : ¥ MY o7 APITEE L, EERE L O HBMHOREL
BB LT EENER S SHH. .

FAREHME Dilutional linearity . B OER FBA B2 SBEOREN 7 » 7 B 137
2 DT PIIBUC O CES T L, RO, BEBRNIBLTLERFICAER
W R DRED O b R R _
¥ U= Carry over: SHTESICEY L=OWHEWEREREICEEL E 2 B -
&
7 A h—2 Crosstalk : 7 L— P ZHWESITEIZINT, #5652 0033005 kst
LU VISR, EREECEREEZ L.
72 A7 =13 i Cross validation : [Bl—O#EEA ’G?E%(@%ﬂ?ﬁﬁgi'ﬁéﬂﬁ?‘%i}%‘%,
TR DWERE TR S N ea s T 2B &0 FE SN A F—~va v, rea
PN T a VIO L BEENY, FRERO AN F— L o e AN Y Ty
AR Ll ETCERTA. _
FE W Binding reagent : U A v FEAETRHWARED 9 b, SHd8pE I cEEES
15 E,
BB Calibration curve : HHFHEMEORE L L AR ADBEER LD, BT
PROULIBAEZ 6 BEL FOBBESEFEERBEVRTF o s RN LEEENA, Trh
—HRA S FEBRELTEEN.
B AR REREE Calibration standard : MBS OERICB VA S EBE 2 57N UI-E
BEORE. BERAEEREZHOOREREIER L, QCREHCERE DR 2 8 1
T5, .
RARIGHE Crossreactivity : Bi&REER, @M EDAOMEICESTA L L.
o347 Reanalysis : ?lﬁi%"}@?ﬁ%ﬂb)6%?:}?@&{,—?:5“@@%%{’?%??5? H k. -
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FEE Study sample: bR aAF T 4 7 ARBILEBEREAEABRENLELNLEED S B,
A PR IR o gt AR

- B Critical reagent YA RESIRICHGWAEED S L, D RICEERE
HEEIEL, TICHEASHE (REROEOERES) B8EET5.

BB Accuracy: FEMLIHEBHELO—EORE BREL 100%ELEEE2O, N—ky
Fﬁﬁfﬁ*n7
HEO) = {(EEME) / (IR} <100

FEPE Precision : 0V RUAF L TELSRAFREEOEL &2 OBRE. TERE (CV) 7=
AR THEEHER S (RSD) O T NEETEINS.
B (9) = {(EHE(R25) 1 CEHS{E} <100

B Selectivity | EEREIF OO OFEET T, OREYE XA L THRHNT 3 Z
L RTE BRI

{Eg“? kU w7 A Surrogate matrix : ??&’3\73?? Y A GREE, THEEEE, RIS ol

DEIZRD B HLESE, Akow b vy 2offby & bfﬁﬁu\bz}bé? U w2z,
7=, M L E USSR ESRTFETABEECE, Akl v 7 20b0 L L
THWLNRD D EBD S,

EE T Lower limit of quantification (LLOQ) : sVEH TR WTOM MG E £ EfHETE
' ABERUKETERT D ENRTE AR LIEWVEE
7E# BB Upper limit of quantification {(ULOQ) : BENPIZ BN THrad S8 & {F @T%
HHEERUEECERTA LN TELR LEVEE.

&M Quantification range : BREHHIZRBNT }fffﬂ%%’%?’@ﬁéf—x T B R VSRR T
ERTDHIENTEHBEOEHE. AEFEBRERRESTICHV D TEOEERE T
BEROEREREUHFEREREICI > TRIESN A,

#5338 Incurred sample : O 5 &, EREAPES LRICHLILDREL

42'?;@:%’12 Specificity : AT E F R E S L TRIBT DEES. U U REESHETHR
FEEREORE I RE {EFETD.

b 37— Total error : BEN 5 100%% 51\ I EOHEE & RO FIL

73Sk N -2 g W Partial validation : BRI 7 A3 ) F— 05 B3 U Ak
M EE AR T B EE T AR F g v s AN )T =t g TR D

Iﬁ B, SHEOEEORE &+ oMEICN Lfﬁjiﬁs\’?"i}ﬂ@‘éﬁ% O, ORI A d B

PIOBERE G UEEOLOEE»SIEEA Y VA F g VB AT TEREIIPDA

NN F =33 Validation: 4 OFl2 @ U THA0BRMRUEEE2zE T 2 L2
RMET L Z L.

EEAERUK Stock solution : BEEMHE 2 WUV RBRICERFEIIHFRL AR LEESEED
Hw b Yy AR ‘

?r“f‘

E15
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MY (BEYESL)  Reference standard : S AT S E 5 TR T 5 F T2
THY, FlrHmEEARERE-S QC R B LhD.

YRR Working solution : ¥R 2 U1 2 B TR U OB L3k~ M U o 7 ABHE
FELT, BERAEEREC QCEBLZFNT 29, b v X TIEMT S,

7 2 7 5h# Hook effect : 3Tt S B OB IEEILEVIBAIT, VAR 2B Sh
DIk Ve IBRABLEAE, BEROTELRAE AEEOREOTEEN S SH
DEEELRUTEROOBERET D, YAV FEGED D &, BHIRM T TRASE S S
ANEWE 2RSS A BEII8ES 5.

757 ¥ Blank sample : S HSME L ENE PO T o U v 2 2EEL
Ty F—rg o Full validation : 3~ C@OAY F— 33 WIHH, L, $84E R,
BER, HE, BE, fRERERUREEZIETS. 8%, OWESH- kAR
CERTS.

12— Prozone S RHEOBESERIECEAL, VARCARGH SRS D
L. 7w IR IRUEBTHS. :
SiHT Analysis | BB OO FBBIC L 2EE TEED R~ HO SO F o4 2,

LA O

AP GWE Analyte : BEP OO S L 2D WE. BEES, 807 UL T OFEEK,
TG, SrREEEY . -
SHTHAL Analytical run : SRR, QC BB USEREES HRD RERE. 0%, B4

Db E, RUREZEOTE URBRERSICL 0PI SRS - b < JI8 S/ — o 5k
B4 1 DOMB A L LCR—7 L— h CHHfT 5,

© Vw7 R Matrix : SSH ORI S Wil i, g, BRI ok om s,
by 7 ATOEAEETE EBRSARO) RUFORBSEE T2 GO x
57w MY w2 A (blank matrix) & EEL,

Ui FiEeik Ligand binding assay : 9 /P E T B BEICEE G T A RE 2 AR LTS
Vet A AN 25k U0 FREAEOS  EHEFEES 2B LA L0 ThH S,
Z < OEa, BICEEEER, FURER TR, R R R A L T B
AR DS, RUSEL, 96 T L— b, BB WS MAEINE T Y. :

ISR Incurred sample reanalysis (ISR) : FEEOHEMERO -0, B/ A B IR OSRE
I THREERBEHINT 52 &

MRD Minimum required dilution (MRD) : ¥ & FEE&ETO S BICHR X n-sebhr
BT, EREEC L0 AAGBEESER SO AEE, MRDIE, 4P L LB Tx
LSRADOHERERTHDLET2VD, HEGRAEERES QURELED, T ToRE
TR TR 220,

QC B Quality control (QC) sample : SHTEOEBIEE FEHT 2 72501 v 2 43475 8
B2 TR L BB EE ORCEL. EROBMATRIC 51T QC BUEHE, B B 28B4 12
VBRI AHED T R E T B 12 DI S 1B,
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