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IRV, ERBPOSTHEMEDOERED, FRBICREROEEGENL S
£ 5, FREREOFHEZEENCERE LRITHIER LR, '

EEFHEEZEETIHEIE, X=X F—va v EBERTS. LEL, EEHHE
EPERETARNCON LI2EREZ, b 0EFERICHESIT LB R.

6.2. BT

P INORIEERT BRI, HO»COESTEERTHEESOERH, BOWTOFIE
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+HERER MEEEEE T 5 2 L 2 RIET 510, AW&AJT—VE/&U%ﬁH
SFIC Lo THBONIRERE, UTIRIAY 7= 2 V& &U%ﬁﬂ“ﬁﬁ
TR L, BEOFERRET — & L CHEICRET 3.

*7z, BEORGOET—F (FEWE, 77/77%)/&X&UEE%£ BT DE
%, ERARCREORE REHCET 5%, ARRCREORE, SMOEMKTE, ®E
DOREREKR UREME, @O, \|EO ﬁ% WA REDET—F) X, EH
ENTESWEMCBNTHELNET - bEOTETRETD.



RNy F—va VREE

NYF— 5 OERH
EEYEICETAEH

TS5 = M) w7 AT HER
EEAKICETHES

S FE (MRD ICBET 28#% 5T, )
NYF—a VOFHMEEE L HErEE
NYF— g VORREROELE

ST OER R E DEH

B4 51E®

HEZER OFIEEN O OBRBFEI CICREBRERICKT 2 RE
2RI AR, FEERUSEMOFEHR

KRBT REE

ER P ﬁ@%ﬁ ,

EEYEICET 51FH

T b vy RICETAER

ERBOZEE MRTEICET 2158

EERKICET 2 HEH '

S FE (MRD CBT A8 % a5, )

T DI %#5JWEEEM%E£&U%®#%
EHRBOITORBERELR

SHTDEH R E DEH

BotTicETAER
HEEZEROFIEED O OBRBEFRECICRBRERICH T8
2RI 5RR, FIEERVSEROER
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D E
2)
3)

4
5)
6
7
8)

'9)

BEETA FI7A—8&

HEEEEREMNAFETHEREEN  [ERXLBARICEIT 2 EARAB P EYRE ST
{£0)/\ VF—y g VZETARTA KT A V) kob"( TR 2547 A 11 B BEEER
0711 E 1 5
EAFEEE E%ﬁuuﬁgﬁﬁﬁ&%’%@% [EEMBARICRIT 5 E KRR PR BE S
FEONRY S a VICETAHA RS54 VERISEE (Q&A) | IZ2oWT, k25 4
7H 11 H o ) :
EASEBEEERSLRAEEEEREEN . [ERLOBREERE ISR FADBEF O
D DIEFEREZEMRBRDERIZONTDOT A F R 1220, FK 2242 H 19 =S
BEEHK 0219 % 4 5 (ICHM3R2)

EALEERELSEEREEN : (MU axxF 47 2 (BHERRICBITI2HWEE

DFAE) BT BHA F2 R e, FRSHETH 2 BEESE 443 5 -
JRAERE EERZLREETERE  ERKEDEERRYT 1 TA Y] IEDONT, IFEJZ 10
£6 1 26 FEEEE 496 5 :
E4AFEEEERGRAFETERREM W&%Eﬁﬁwi%iﬁ’ﬂlﬁl%ﬁﬁﬁﬁﬁ% K7 A
VEO—HHIEICOWT, FH24F 2 A 29 BRRFERS 02998 105
EHER . [RRERLOEMFHIREERRT A F7 4 CBETIERGESE (Q&A)
IZONWT ) ZEOHRTEZIZONT, FR244F2H 29 1.
EEFBEEEREETERREN  |[EXRORKRENBIRE “ﬁ%ﬁ (ZONT), FERK 13 $
6 A1 PEERERE 796 5 '

US FDA: Guidance for Industry, Bioanalytical Method Validation, U.S. Department
of Health -and Human Services, FDA, Center for Drug Evaluatlon 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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AR

T v I—R_A Vb Anchorpomt Tﬁgﬁ@ﬁ*—77/f T4 /ﬁ%’f[’]l:é"d‘é BRIT, BRE
TR & RIRHZHIE S 5 E & T IRRMUIREROEE LREZB X DREDOHHL.

27tk Stability : H?E@H#ﬁaﬁ BEDEET COBBHT T M) v AFTHIT 250
SMEDLFRIIEYFORESE. STTHEEME DR EMEFEIL, a‘aﬁﬂ%ﬁﬁ‘x LT b5y
Fiox T@%l@&ﬁ‘/\ﬁﬁ%%g@ﬁ}# WCRBERIES RN L 2RIETIDICERE S

s

REEH (LAFVR) Response variable : TR DOBHEENSELNTISED = L.

UH v MEGIETIX, BE, HAFHFETEORISELE tﬂn?a‘ IEBLTHBONDE
REXIRABEETRIND. '

TEREEE Assay variability : {l CRABHZ AV TIT o e EREROHEEDCRE. WH OFHITK
THETMBEDEE N N—E FERELELD., '
TEBEEE (%) = (LB BT O ERIE) — (BEHEL 7255 %ﬁ@ BB} (EE O F-H#)E) X 100

FH9E Interfermg substance: = hU v 7 RPITHEFEL, /f*"\"itﬁk’ TR RIE DREA
ZICEBERIETHRENH DYE.

FREAHE Dilutional linearity : BREMRDE B LR HE L HIRE DOREDT v 7 BT S
BV OEBERTTICENCOTTES 2L, &U\ RERPNICBNDTH EREICAR
CXDEBPRN L BT EE.

ﬂ?*\’ Y —A—/s3— Carry over: ﬁﬂﬁ%ﬁ THERE bﬁ_ *ﬁﬁ%%’g#ﬁ%ﬁ IHERBEZB T
L.

712 &x h—2% Cross talk : 7°I/-—I~’§:ﬂ§b\7i \ﬂ?{i BN, ﬁ%ﬁ)éb%ﬂ:%%%ﬁl@ﬁ?ﬁhf
37z /VICEN, EEREICEESEXDT L.

7 1 ANY F—3 3 Cross validation : [Fl—DREBRN CEBOSHHER COMT 554,
 REBERAIRBECHER SN R BT 3BT ERShE NI F—vay. JaR
N F— g 2 KB, %ﬂ%ﬂ@7ﬁ%}7“/a/XﬁA—VYWAJT—VE

VEERLUE ETERTS.

#EAE Binding reagent : U H¥ FESETHY Z)““ﬁ%@ 5, SITAEWEICEERSS
ERALLE S .
BE®R Calibration curve : SR EMBEDRE L L ARy ROBGER LY “B D, EE

BEROEREE ﬁ6&FML@&5@%@@%H&U77/&%ﬂ#%%ﬁéné T
— R AV PEBRELTHRL.

RERAEERS Calibration standard : BEBROVERIZ V54 \ﬁﬁ%%g P LU7-BF
- HREORE *ﬁgﬁ)ﬂﬁfﬁzﬁﬂ%}ﬂb\fiﬁ%ﬁ%f’ﬁﬁkb QC ABICERABORBRELEH
T5.
RERISHE Cross-reactivity : 7-?5':/—\':-5»“%75§, 4 \ﬁﬁ%%’jﬁu%a)%g ’%*/—\?‘5 k.
44T Reanalysis : %‘tﬂ@%%ﬁ% TR & —EORELFREAT '
12



S Study sample: b 2% X7 4 7 ARBOULBRRREN b3 DN ERED 5 b,
e fRBUR I FE ST I 5 5 BB

| EEERIK Critical reagent : U VY FRESHEICAVARED Y D, HIRERICEERETS
REEIL, TICRARE BUARUE OBEMIES) SELT 5.

EEE Accuracy : ﬁ:’gﬁ‘k@*‘ﬁk D—EORE. BBj ﬁ%‘f 100% L Lz &, /_—k
FRETEIND.
EE %) = {(EEH) / (EiR{E} x100

JERE Precision : BV IELOH L TELNAEREDIELSX Oﬁaafh EEnREk (CV) £/
IXHRHEERZE (RSD) O3 —& v MR TRIND.
B (%) = (YR / (FH{#H)} x100

BRME Selectivity : EAERBIPOMDESDFET T, SITHASEMELZ XA L THRET S Z
LB TEBREN. -
&< MY v 7 R Surrogate matrix : 7~ bV v 7R (MR, MHERK, BHE) Ok
DEIZBYNRHDHEE, O M) v 7 ZAORDYELTHAVWLONST NIy 7 R, &
7o, B LR UEBEOHEREMENFET HBEECL, kO~ v7 20ROV EL
THWbBNBZ E3HD. \7 - '
EE T Lower limit of quantification (LLOQ) : BUBHFIZ I ToH#rst %%’E %%ﬁﬁf“%
HEERVCREECEETS I LA TEDRBEVRE. ~
B IR Upper limit of quantification (ULOQ) : BUBHHIZIV THHT J"T%%g %‘f{“iéf &
PEERUVKETCEETDZ @mfgéﬁ%ﬁWﬁﬁ

| EEHH Qﬁantlﬁcatlon range : SREHHFIC BV TN EME L EHE CE 3 EERVBET
FETHIENTEXIREOGREA. AXRPEDRESITICAVDOITEO EEHEIT
BREROEZBREROFREREIC L > TRIESND.

#5438 Incurred sample : EREID 5 5, 9%%%&"5— L7=izE o 52808

KRtk Specificity : HHTHRME ZHRLE L BB L TRET 280, YA~ I\FA&'C
EEREDEEICRE SEFTD.

r—# Vx5 — Total error : E)*’?))B 100%% B\ = fEDHaHE & 7 E DOF.

Al & 2y, 5 —3/ 3 Partial validation : BRI 7 W) 5—3 3 > & FEE L=
RS RER R BT RAICERT 5NN T —vay, A=Y AN F—Ta UCHET S
EHBIL, STECEEORELZOMEIIS L TERTAILERD Y, FOSEEEIISHTEA

NOEEREEDHOFMENPDIZE A ETNVNY T = a VICESETERKICDIS ‘

RYF— 3 Validation : 4 OFHEZE L CHoRBRMERUMERIEZFT5Z k%‘_L |
ETHZE.

EHEEIK Stock solution : IEYEW'E 2 E1 /2 TALEL CYRIEE T AR L CRRR L?ﬁ_%%‘?}%f?@
< b AR
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BT (%) Reference standard : SHdSMES EEOH T2 LT Ei‘% LB Lm
ThY, THREGREERER QC AP ORBI AW BNS.

HEHEYSHE Working solution : IEXEEK 2 B2 B CAR LT L-3k< - Vo7 AR,
FL LT, RERAZEERESC QCHREZHAE T2, v N v Rt 5.

7 v 7 %15 Hook effect : \ﬁﬁ%%gwﬁﬁﬁ#% BWBAIZ, VARVIBME S
BT TyIBHRBHBEEE, BREBOETELRYBIIBREOCRBOEEESRES
DEELERUT & 72657”:&')& 5. DAY FREED D b, BICBEHET TRAREL AT
XEME E UL S D HEICHETS.

fﬁyﬁaﬂBhﬂmmmb:ﬁmﬁ%%g%%mﬁfmAﬁfév%yyaxﬁﬂ.
FNARY F—3 g Full validation : 3_TOANY F—3 5 LIE H, Bh, BEME, BRI,
BRER, BE, BE ARERERUVRZEEZHETS. 8%, ofMEEFICk T35
WERTS. '

71— Prozone : FHTRIBME ORENEEIZEVEAIL, VARSR Z’J"ﬁﬂ?ﬁﬂ éi’bé z
k. Ty IoMRLACERTHS.

- 53T Analysis : RBIOFR» L5 ﬂﬂ%ﬁ J:E;?H’Jﬁ:’i’(%abf:—*‘ DEFTDTat X,

- AR RYE Analyte: REIF O OXH L 2 5 WHE. ERMS, £EKSTXI i’c@%?‘f'?;{zli
B, SREWE.

SIHTHANL Analytlcal run : BER, QCRBIRUERBENORARBEE. BE, F—5ad
Py e, AUREZHAVCH L%ﬁﬁ%ﬁ@%‘ LY FlrEnD Z e RS- —EDRE
Bz 1 DOGHEM L LTR=7L— M THi7T 5.

<= FY v 7 X Matrix : SO/ OISRIR SN2, Mg, Mg, FXIdhodkikoms:.

< MU v 7 AROMEBNRIECEDE GrEERZERL) &U\%@ﬁﬁ?%%ai&b"b@’ﬁ:
75 7< b 2 X (blank matrix) &Hzx& )

Y H v Fi54EH: Ligand binding assay : 27t %%E R RAICRS T SRR A LTéJ\
WtSMBE 2ot 5 5. VU FREGEOZIIRERERISZRALE D THS.
Z< ORE, RIOICERER, BOAHMERMTRER, SER IR ESRE % Lﬁ_%@i;
BERTS. RRIE, 96 X L— b, RBREXIIMBNETTS.

ISR Incurred sample reanalysis (ISR) : ﬁ:’aﬁ@ﬁﬁ éﬁﬁ DT, BB HICH @éﬂ‘ﬁi
{ifﬁ’ﬁ—-f’ﬁﬁﬂ%ﬁ’\ﬁ‘?‘é L. o

MRD Minimum required dilution (MRD) : ¥ H> I\FA{i‘:'CGD SR - BB & - ke
BT, BERICKYEFREPERIN TN AEE. MRD X, HTLBRBE2LOTTE
BE/NDFPIEETHHLEITRVD, RERAEERASL QCRELED, T _ToORE
TRE—T2ITER bR,

© QC % Quality control (QC) sample : SATHEDISHEM & M+ 5 72 DI AV B SHR S
BRI LI BERUREE DREL  SERUBLTICIC QO BURHE, BB EREI DI A
VB LT AT R D T M % Sl S B 7 3D _Aﬁéna
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