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EAEEEREEEERREN [ My axx7 47 X (EHRRICKBT 22 5MRE
DFE) ICETBHAF LR TONT, ERSETH 2 AERER 443 &
EAEEEZERABFETERE | [FERIKEDEIRRRT A N7 120 T, Fak 10
F 6 A 26 BERER 496 5 ‘
EAFBEEREMRHEETEREREM  [(BRREELOAYENRIEERRT A FT7 A
VEO—EREILOWT], L2444 2 A 29 BIERFEFE 0299 10 5

FEEL  [RREELKOEWFHIRIFEURRT A FIA VICETIERINEE (Q&A)
IZDWT ] EOHEZIZOWVWT, FER24F2 A 29 A,
BEAFEHEEERBREETEREEN  [EERORKREVERBRERICOWVWTY, Fk 13 4E
6 A 1 BEEFESE 796 5

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 bioanalytical method validation,

EMEA/CHMP/EWP/192217/2009, Committee for Medicinal Products for Human
Use(2011)
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P SEAER

T A=A+ Anchor point : REMD VI —T Ty v T 4 7 HALSEDENT, RE
M EYERVEL & RFFCRIE T 2 ER T IRARMSUIREBROEE LIREZB 2 2BE O

fEﬁSmmmwﬁﬁmﬁﬁ,%E@%#Tﬁ@%ﬁ¢xﬁvhuy&x¢wﬁﬁéﬁﬁﬁ
SMBE ORI NIEMENREE. SR E OREEHMIE, AE2ERLTH6454
Wt 5% CORBEBONTHEMEDRE I CHELRIFEIRNWI EERIETI-OICER S
5.

BT (VAR RX) Response variable : SHTHESR OB BN SELNIIGED T &.
VA FEGETIE, 8%, 9XFNTFETEONENE2EREFCERLTELN IR
HEIIRARESETRIND.

TR Assay variability : [F LRI 2 AV TIT - T EBEM OMECRE. ME OFHioxt
THOMBEDEE —E PETELELOD.

TERERE (%) = (LB B 1T D R — (B L 72 5 5317 0 E RN (HE OFEHfE) X 100

F¥WE Interfering substance: = kU v 7 AHICHFE L, HARE L O EMEORES
FICEETRIITTRREENRD I YE. -

FRELGHE Dilutional linearity : MEBEROER LR B X 3BEORBN 7 v 7 BT
Ry = OEBEZZITTICHIIIAHTEDSZ L, R, REFEFIZBVTH EEMEICHR
I K BRENRNT L ERTHRE.

Fx U —F—,— Carry over: SHTHEICEE LSS MEN ERECEEY 52D 2
&8

R h—2 Crosstalk: 7L — b ZANWESIIECIBVT, EHH D VITFLENRET
50 )V, EEECEEEZEZZZ L.

7 v ANY F—3 7 Cross validation : Fl—DORBRAN THEEDO TR TOTT 5546,
XITERZ2PPBECHERA SN OEZ BT 28R CERININYF—v 3y, Zr R
N F =g VL BHEIE, TREROIARYF—2 g o IRA— vy RN F =g
vEERLE L TEmRTS.

#4323 Binding reagent : Y ¥ FRESGHETAVARED 5 b, SIEWEICEERE
ERALE S

HE# Calibration curve : SHTHEPEDOBE L VAR ADERERLELD. EET
BEOCER2ET 6 BEU EORERAZEERBEOCTZ V7 RENOBREND. TUd
— KAV FEBRELTHEL.

HREHRAEERE Calibration standard : SREMBROIERIC V2 SHTSME 2 30 L 7=BE
MBPEORE. REFHEERBZAVTRERZERL, QCRELERBORBRELZEH
T 5.

RERIGHE Cross-reactivity : & REN, S RMELUNOHEIRETDIZ L.

B8 Reanalysis : BUBIOFHIRD O o#TICR D —HOBERZBETS 2 &.
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SE3kE Study sample: X aXRT 4 7 ABRRXIIERAREPLEOLNDIRABD S b,
A PRERE P SR E I S R
EHEMIK Critical reagent : U Y FREREICAVIRED > b, S RICEEREET S
REXHEL, FCHEEGRE GUERUEOEEESE) KRS T5.
BB Accuracy : FEMLERME L O—HOBE. BiRfEZ 100% & Lt xn, N—kr
MRETRIh5. ‘

BEE%) = {(E&f®) / B} <100
¥5EE Precision : 2 VIBELSIT L TELNAEEBEDILL X DRE. TEMEE (CV) £
IIAEHERERZE (RSD) o 3—& 2 PRETRINS.

FEEE(%) = (IR ) / CEH{E)} X100

B Selectivity : EWFAEIF OMDO KL DFET T, S EMELEXH L TRET S Z
LR TEBEEN.

¥~ + U v 7 X Surrogate matrix : e~ b U v 7 X (FBE, -BMEFREK, BHSE) o
DHEIZBODBHLBEEE, FEO< ) v 7 20RLY ELTHVWOND < MY v 7 R, £
e, ELFRUEEONEREMENFETSEEFICL, AkO< ) v 7 2A0Rbh L L
THWHNDZ EBHS.

EE TR Lower limit of quantification (LLOQ) : BREHFIZRB W T SRME 2 EFH TX
 BHEERUVRETCERTHILATE HELEVEE.

E& LR Upper limit of quantification (ULOQ) : FEEIFIZBW T oIt HE 25 T
AEERNEECERTHIENTELIRLAEVEE. '
EEHB Quantification range : REIFIZB W THNTHEYELEETE I EERURET
EETHIENTEIRECHHE. AFRAPEDRESTCAV 2 SITEOERSFIL,
BREROEEGARUHFRNEREICL > TRIESNS.

B 5436 Incurred sample : EXEID 5, EELFE LLRICELN DAL

B Specificity : ST RYE ZELHE L FR L TRIET 58, UV FESETIX
EEREORHMEIIREIKETS.

r—# = F— Total error : HEMN D 100%% 51\ T EDOHEHE & FFE DF0.

7= VR F—3 3 2 Partial validation : BRI 7 AR 5 —3 g o B FEHE L7507
RS AERE AR TEAICERT I NN TF—ay., RN—=T YN F— 3 U THHET S
HEE, SFEOEROREL TORRIISLTERTOLERSH Y, TOFE LT HAL
NOBERVBEOHOFENSIELAETANY TF—ra VIZEDETEMITDRS.
sy F—3 g v Validation : FE4 OFMEZE L T+ LEREREEEZE TS %X
AETHZ L.

EEHERHK Stock solution : FZYEME 2 @8 RIS EICIABELIIAR L AR LE-ESERED
FE= bV v T RIEHK
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BEWNT (EXES) Reference standard : 53T R E 4+ EBSW T2 L TCHEL 2B LD
ThHY, FIREGFAEERNSQC ABOHIC AV SNS.

AR Working solution : IR #ERR 2 I 2B E CHN L CAR LIz~ Y v 7 REIR.
F L LT, BREFRAEERESC QCRBIZFAMT 1D, < ) v 7 RZHENT 5.

7 v 7% Hook effect : ST SMEDORESEFITHVEEIZ, VARV AREH S
BZL. Ty IREBHLEEL, REBROEELBRZEZIBEOREOEEMEISHRER
DEEERUTERDT-DEETS. VHY MEGED S L, BHIRHAT CHRARAEL S
XNBWE & L S AEEICRETS.

77 > 73 Blank sample : SATHEMELRME TN T 5+ U v 7 2RE

IR F—3 g3 Full validation: $XTOARY F—3 3 VIEEB, B, 8EME, BRI,
BRER, BE, BE, FREFERCZEELZFHET 2. B%, oMEELHICHIT 55
WCEETA.

7w/ —Y Prozone : SHTHSMEORENIEEIIEVBEIL, VARV ARIOHIESNS
L. TR ERUBERTHS.

38T Analysis : BRELO RN S OB LA AEE TEEHO—EOSITD T2 X,
O RYE Analyte : BREN PO ST ORISR L2 MG, EER, EEOFITFOFEK,
R, SREWE.

SIWTEAL Analytical run : BRERR, QC BB R OEREIE A SRR D RBHEE. &%, R—%&M
Db E, FMURAEEZRAWCRCRABREREICL ) Pl EN D Z L 2 RSN —EH R
BHE 1 >OSHEMNE LTR—7L— b TorT 5.

< bY v 7 R Matrix : 5T O7-DICER SN2, mig, miE, R ERoa:E:.
< MY v 7 AR OMBNRECEDE GUEEAEZRL) ROToREMEESERVLOE
757~ MY v 27 R (blank matrix) & FES.

Y H v PG Ligand binding assay : ST S IR ST AREZFIHA LTS
Wt R E & 05 51E. VY FEEEOEIIRERGBRIGEZFA L O THS.
Z< DG, HMINICEERER, BONERMTRENR, SOCES IR ERE 2/ L 7- R
PERTD. il 96 X7 L — b, HABREXIIEBNETITS.

ISR Incurred sample reanalysis (ISR) : EEEOHEHR MR DD, BrbH (Q"a']@ﬁ}ﬂ?ﬁ
MNTREEHABZHESITT56Z L.

MRD Minimum required dilution (MRD) : U 5> RESETOSRICHEE S A-REHT
BWT, BERICE D EFRABSFRENTO MR, MBRD i3, 4T LbRBELHTE
BE/NDOFTRERTH DMLEITRVD, REGAZEERERL QC AL LED, T3THORE
TR—TRIFER LR,

QC 3 Quality control (QC) sample : ZHTEDEHEMEL TGS 2 72 DIV 2 59 R4
BEEMUBERRBEORE. EHRBOITIIBWT QC REHE, REBRSEREOSHTICH
WO TR Z L E TS 2 7= DIt &L s.
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