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EONRYF g ZBl8TATA FFA 20T PR TH 1L E BEREER
0711815 _

EAREBEEEALBEEETHRERER  TERLEREICRIT B R R B IR
WiEORYF—2 g BT AN, FTA4 CBEGEE (Q&A) | 1200 T, Frk2s4E
THILH

EARBEEERSLHEETEHBEER . [EELNOBESE N CEENRTEAREFEO -

D OHERELHEBROEBIZONTOTA LA 1Z00T, P 2242 7 19 AK

AFER 0219 4 5 (ICH M3(R2))
BAREEREEEEREAA [ AR RT (2R (BHRBIC LT 52 INRE
DFE) WETAHA F R I OWT, TREBETR 2 HEEHE 43 5
FHEAERZeRETEREE [ EEREDEREER T A FZ7 A 00T, E/RK 10
46 1 26 HIEFEF 496 = _
BAFEEEReRREETHRERY . BEREELOADEHREERB T A RI4
HED—FYIEOWT), Tk 24 2 A 29 HEAFAREE 0299 % 10 5

EHEE  [BREELHOLHFNFESEERBIA FI A4 ICETAEELESE (Q&A)
IZHNT ) BOHRESIZOWNT, HE24FE2H 298
EARBEEERESTHBESEN  TEELOEREYERERERIZ W T, T 13 4E
6 A1 AEEERETE 7965

US FDA' Guidance for Industry, Bioanalytical 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 bicanalytical method validation,

EMEA/CHMP/EWP/192217/2009, Committee for Medicinal Products for Human
Use(2011) ‘
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FwEAR . ‘
7 A=A Anchor point : fﬁ%ﬁ@ﬁ TI7a v S eRESESBNT, BE
BAEERUE L RS BET 5 E R TR IR ERO T B HBE B 2 2 BEDRE.

B Stability : 77 DR, %EG’);M@:?'C@J’“%%E?’}Z i"? ~U w7 Az B aiat
SRS UNTEMFARENE. WM E O BRI, a‘fiﬂ%%ﬁi L”Oﬁ:%
Vi 5 = COFBMBRSITHEMEOREICERL RIE é 73?1/ VI EERIET ST EM S

&
,

- b,

IEEH (VAR A) Response variable : SHTHESR %LH#E?’J!%%%%%?LFSKO) b
jjj/ }‘ful:‘{l:'( 3: L%, JJJt?E}J?{E‘—C Bﬂ’LTJLK’L \,ﬁ';;ﬁ\_mﬂ?ﬁbfﬁ%%ﬂ;’@é
HE IR BESTEREINS,

TEBEFE Assay variability : B UREHE AV TiT » I E B R OFE O FLAE. i Oy
TOEEDEL A= PRI LELO.
TEREAL(%) = ((HLle T 25 4307 0 7 Bofft) — (BRI & 72 B 504 0 5 B34 O SEEIAE) X 100

T8 Interfering substance : v ~ U w7 AMCFFIEL, #SARE L SIS SBE O
FBILEBERIFTOEERS DY,

FREMRME Dilutional linearity : MEROTE B R B L SBEORENR T v 7 ShE LT
2 e DEREZ T PICEBE AN TES I, B, BEHAIIBVTLEEHEAR
D EBBEI N b BRI,

X% U —r3— Carry over: SFTHESIZERE LS %ﬁﬁ%%%ﬁ’*ﬁ%fﬁﬁ?—%@%ﬁmé el
&,

1A b7 Cross talk : 7°L/b—i*’5:}ﬁb\7l SR BT, HadH DO RS E
DU =VICRERN, EEEICEESEZD L.

7y AAY F—3 g v Cross validation : [Fi— ®“K%WT%§@@/\@?§E X TCHET 5854,

C REERAR SRR A SN AR ST ARSI ER AR F— sy, R
PN Fentrg TR BERGE, FTRERO TR F s T A= AR Y Tt g

CEERLE ETERTS.

i3 Binding reagent : UV H 2 FESETHEWAHRED S b, HiTdEmE i HinEs

AR, .

B Calibration curve : ST SHEORE L L AR ROBEHRERLELD. B8

REVCLEB2E0 6 BEL EORERABEREE TS I REMNBEBREND. Tuh

—RA L RERELTHRL. :

REMRAEHERS Calibration standard : B EROIERIZ D 457t S99 5 % Foll U7-BF
HREORE. RERFEEEREEAOCTRERTIERL, QCEELERBOBELEH
T5h. _
REFUGHE Cross-reactivity : #EHES, DWrdSMELSOBERETEI L.
B4 Reanalysis : BBORBHLOWIH L —EOBRELEET O 2 &

. 12



E3P Study sample : FF L IFRT 4 7 ARBYIEERBES B LN EREO S B,
AR RGREH R B ST T B B

HYIRIK Critical reagent : UV FESEILAWVWARED H L, HERICESESES S
HEAEL, TICEARE (HERVZOERES) BN 5.

BJE Accuracy : ERESERELO—HOEE, BRELZ 100% & Lzt xn, R—tr
rEREOCTEINDS.
HE) = {(EEMH) / BRI <100

B Precision SV RLASWLTELNAIEEHEOEL - ORE. TEHEE (CV) £/~
IYFERHE MR (RSD) Dot—F o RREBTEINS,
(%) = (2% E) / (EH5E)} <100

BRIRME Selectivity : EERBI R OMDREL OFET T, SFHEME LK L THRET S Z
ERTEDES.

o< ~ U w7 A Surrogate matrix : Fi/b7nw b vy R GGHRE, WERE, BEH%) oF
DEIZBOBHLGESE, RO~ v/ 2A0RDYELTHVWGRD M) v o R,
7z, BHERUBEOREEDERFETSBEECL, RO M) v 2 20Rbh &L
THWRAZLERH S,

FEEB TR Lower limit of quantification (LLOQ) : B lZBWTAIT S H #{E88ETx
| LZEERUBECERETAZLATESELERVEE.

i LI Upper limit of quantification (ULOQ) : BEITIZBW T AT SRHE 2 EETE
Z)EEJ%&CF%EFTEE{ﬂ”éikﬁvC*% LELEVIRE. : '
FEEEH Quantification range : BEHFIZB W TONMASMEZEHTE 2 EERUEET
ERETAZ LA TCESHBAEOHE. ANREDPEDRESWICHACLAITEDERFHET,

BMEROERSHECHENESEIC L > ThiEsh 2.

PrE%E Incurred sample : FEREIO 5 5L, EEARES LERICHELRLARE.

KM Specificity : SRR E ZELHE BB L TRITTSREA. U V> FEESIETH
HEMEORTICRE KFTS. o :
k=& Nz Z - Total error : EE MG 100%% 51O T2 OMIHE L B E O

2= o3 ) 53 g o Partial validation @ BEIC 70230 F— g & EH L7 4vbiis
R E A TRSCERTANY F g . Ny N F 5 UTEMET A
HHE, SFTEOETORE LT OIS CCEETAALENRSY, OIS BAT
NOBEERBEDOLOEMENSIFE AL 7ARYF g VIZEAE TEIEIT RS,

AN F—i g Validation: i« OF A2 E L THARERBECEEEL T2 2 L &57
RETH & .

HERERGE Stock solution : BEME A WU FICERES IIAR L CEM L-EaRED
v b Y v s AERK
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T (BEHES) Reference standard - ﬁj\ﬁfﬁ%%g%ﬁ?%%jﬁﬂ“éi‘égﬁk AL
THY, FCREHAIZEREC QC MO VW5,

IR Working solution : EHERR 2 M2 E CAR L TR L~ + U v 7 A5G
FTELT, BERAEERES QCREBEHETA 2D, = N w7 20l mt 5.

7w 7 3% Hook effect : 0T SR E DRENIEFIE VB AT, VAR XS h
DL Ty OBMERHLERNE, BREROER FREEZABEOREOERES SRS
DEEERUTLRDOEETS. VY FHEAEO S B, B D GRS L 457
WEME LSS LEHRETS. '

75 27 Bkt Blank sample | SHTHEWE AR T ST 2 b U o 2 A5t8

IR Y 3 g Full validation - FTANTOAYF g VIEE, BG, RN, BN
FEMR, HE, BE AREREROETELEGMTS. BE, SRRy A8
WA,

7Y/ = Prozone : SHTREMBEOBENIHIE BRI, LARANMM ENS =
kL Ty sHREFALRSETHS. - -

53T Analysis : BB QRN S ITEEBIC L AMEE TEEDE—EOHTO S 1t X,

SIFTABINE Analyte: RENPOMTOMG L 2 5 WE. EFH, SEST T EOFEKE,
R, SRR, |

SPTHAL Analytical run : B8R, QC HBE OEREEN LN AR WE, Fl—5&tt
Obe, MUREZHCTHRURBERSICL Y bR ahs 2 L7 X n —sozts
FE2 1 DOSTEALE LTE—7 L— P T3 5.

< FU w7 X Matrix : i O 7= DB R S o-eh, o miF, RXIHRomEoms,
< bV v 7 ARDMENEECFERE GIEERER) RUFORBMBAES TSV LDE
7Ty MU w7 A (blank matrix) »BFES,

U7y FEiATE Ligand binding assay 1 STt 8B IC S RN RATARELAA LTS
P EE DT 2k VA FESEOEZ IRRAAEE 2B L LD THS,
Z < DR, FRNICEERE, BRI TR, SOUER IR S S LR
AT D, BT, 96 X7V — b, RBEOINBNETITY,

ISR Incurred sample reanalysis (ISR) : BEEOERMHED -, B D AHIOSHE
LTS HRABEZESTTHZ L. '

MRD Minimum required dilution MRD) : U # > FESETOSHTRICEM S -2
BT, SEEC L AEREBRAERINLTOAEE. MRD I, LTFLLRBESF
 BEAOFERERTHALBIRIZVS, RERAEERES QUREbLED, T ToRE
TR TRTER B 220, -

QC 3Bt Quality control (QC) sample : SHEDIEEIE L M 2 7= D17 IV B 40 128
Heom U B RIRE OB ERESIFICE VT QCHEHL, BREBLEXRBOSFICE
WO HFIECE S AWM T A DICO s B,
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