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BLEREE LW, :

7. MEFBOER & TLHEFORF

F S REEER S E 45 2 L R REET 570, STEAY F— /a/&U%ﬁH_
Sk o TBOhERRE, UTICRTAYF—a VREERUEARSITHRE
TR L, EEOTHLET—F & RECENICHRET .

%7, BEEOTESCET—F (BEEDE, 77/§7F)/?X&UE¥%£L%T5&
= [FRARUREOTE, RNEHCET8%, RARCREFEORLE, SroERLE, XEE
@Emﬁﬁ&wﬂﬁﬁ,ﬁmwﬁﬁ,ﬁﬁ®ﬁﬁ,ﬁ@tﬁﬁﬁ%%@é?mﬁ)ﬂ,%ﬂ
SHESBEAIE BN TELNET -2 b0 TETRETS.



C RYF—g R

N F g VOERH

BT A ER _

TIr s MY v s ACET B R
EERECETIER

S riE (MRD WCBST 2@ aate.)
NYF =g OFEEER & PR
NIF—a v DEEREVEE -

I DFEH R E OEA

Bomicil+ a8

FHEFR CFIEED b O BB HIET QN R Rl T 5 R
2R HHEE, FIEERUVSELROER

ERESTHES

SERUBLA AT O K

EEmE Il 5158 .
Ty b v RCETER
ERBOZEECREET 5IEH
EEREKETIFH '

St (MRD BT SR EETe.)

Aﬁ@ﬁéﬁh%#é?ﬁ@ﬁ&%%ﬁﬁ&@%@#ﬁ
KRB OHRRUBE

ST DA KR OE DEH

BodmicBlT 5iEs
%WiﬁUiﬁibB@@%$Eﬁvkﬁ%ﬁﬁkﬁ¢é%ﬁ
SRR, FIEERUSEMOER
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BETA FFA1r—E

D E
2
3) &

4)
5)
6)
7
8)

9)

HEEEERALFESTHEEREN  [BEMLMRICEIT 5 EERE R EDEE ST
vﬁoof\ VF = a el 304 FTA ) Lowc ERL 2547 A 11 B BWATER
07115 1 5
E é%’@é[iﬁmﬁﬁﬁﬁﬁﬁ%%ﬁﬁﬁ (EHRBATICRB T D A h S s
Wko ) 57— / a CETIHA KT A VEEBGEE (Q&A) ] EDWNWT, Rk 25

7A11H |

EAESEEEEE AR EERREEN flﬁ%&@ﬁ%ﬂfﬁ%ﬁ&tﬁ@%ﬁ&%ﬁ%ﬂﬂ%@f:
D DIEEEFR T SMFHBROTHIZOWTODH A F A L2 T, FRR2242 [ 19 B
RFEF 0219 55 4 5 (ICH M3(R2)) o ‘
BEAENEEREETHRREN [ M axXT 47 2 (BIERRICRIT 2290 B%
OFE) BT AFA XL R] IKOWT, EHSETH 2 EEE 443 5
BEAREERZSREETERE | (FEHREDBERBRT A F TA IOV, :PEJZ 10
£6 B 26 BEEFEE 496 5
EANEHEEESNAFEETERE RN fi&%liimﬂ)@%%ﬂﬁl—l%%ﬁﬁﬁﬁ/r FZA
VEO—FHRIEIDWT), F24 42 A 20 HEAFERE 02995 105 :
B  [RREEROEYFNREMERBRT A FT7 1 el 2EREGEE (Q&A)

TONT | EOMIEZICOWT, FH24E2H 298

JE A A IR EEE R EEMN rE%nnwﬁnﬁﬁi%%ﬁE'ﬁEﬁkob\TJ TRk 13
6 A 1 HEEERST 796 5

US FDA: Guidance for Industry, Bloanalytlcal 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,

EI\AZEAJ’CI-]]/IP/EWPI1922 17/2009, Committee for Medlcmal Products for Human
Use(2011) -
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i)

7’\/73‘-“‘1'?4'/ k Anchorpomt #ﬁ%ﬁ@ﬁ TT7U T4 /7%ﬁ£$ﬁ5§ﬂ@T WE
FRAREYERUSL - MRS BIE T 5 E R T IRRH R ITRBROER IR 2B 2 5 BEOREL

2272tk ‘Stability : FIEORE, BEORET COBBE T~ b v 7 RPCBT 554t
- HGE OAEERDOTEY ENRZEE. SRS EOTEEFME, FEEERLTh6S
45 i“f‘@%ﬂ?j%#%jfﬁﬁ%%’ﬁwﬁ%ﬁ CEEE K ?fé ez %ﬁm‘)‘ét&’)k;ﬂéﬁ@é

S D,

Fgéﬁgﬁc (LARR) Response variable : ﬁ*ﬁ%%%@*ﬁﬂjm# %Bﬂf_laf\ﬂ@ L.
Yy FREAETH, BF, OXFNEETHE Bﬂfhﬁﬁﬁ%%ﬁhﬁk THRLUTHELNDHE
J'ﬁF"R#i%J‘ﬁ?ﬁf*%’Cié‘h% '

TEBEEE Assay variability : [/ U2 AW TITo E EEER OFEEOREE. W%‘G’):lzfﬂdﬁ’
TAEMEDEER N —E FRELEDD.
TEBEEL (%) = (LT 2 2 OEEM—(FEEL 2D ﬁm,@g@}m%@mu X100

FYW'E Interfering substance: = F U v 77 & FIZTEEL, ﬁ*Ai‘iﬁ%&J}’Fﬁﬁ LB ORES
FIRBERITTRREER H SWE. : ‘

FHIRESHE Dilutional linearity : REHMOTEE EIREE % 5?&)# DEREINR T v 7 PHRRITS

0= OEBERTTICHEIC AT CES T L, &U\ ﬁaﬁ?ﬂhi’ob\f%ﬁﬁﬁkﬁ%ﬁ
X BEER RV L BRTIRE. '

F x J —F—3— Carry over: SHTIERIC A LT:%%?%TQ%%’E RERECHEEH 25 z

s uX h—2 Crosstalk : 71— b & AVEATEICENT, %5 IERIES R

CAv=zaliRh, EEREICEEEEXILTL.

71 ARY F—33 > Cross validation : [B— @%ﬁﬁﬁf@ﬁ@"ﬁf@ BT B A,

L XER AR CHER SRS BT ARSI EE S LAY F—var, suR
RY F—rg i LA R, %ﬂ?n®7WAJ7—/5/KHA“V#Wﬂ)T~v3
v EEM LU ETERTS.

EE5RIK Binding reagent : Uy FiEEETH b\éﬁ%UD 36, 4 \ﬁﬁ%%g CEERE
. ﬂ"éﬁ% :

ﬁﬁﬁ Cahbratlon curve : %ﬁﬂ%%’g@?%)#k VX‘J‘/X@%‘E?%/T L7=bod. ﬁ:’@.—F
MR EfRE & 6 %EML@@%%?@%?&RUT‘?/ﬁ%ﬂ#%%ﬂiéhé Th
—RA PEERELTHERW.

- BB AEERE Callbratlon standard : MEHROMERIZB W ZD AT ﬁ%%g PEIMUZEE
 MBEORE. BRERREEREZAVWTREREERL, QCASLERASORE2E
T 5. _ .

BRI Cross-reactivity : REARIER, S SHERMBUN OB AT R L.

B45#H Reanalysis : ﬁﬂ@?‘ﬁﬁ?ﬁ‘%ﬁﬁkﬁ‘ 5-EOMEETETIZ L.
12



S8 Study sample: b3 = FRT 4 7 ARBHRRRED S % BNBRED S B,
AE AR RS BE ST I B B R

. EEERIL Critical reagent : V F v FRESEICAVIRED 5 b, SWHRICEEZETS
HEHIEL, ECHARE IRUTOERES) BSR4 T 5.

EE Accuracy : E’gﬁc‘:ﬁ RiE & D—BDEE. HF mﬁ'%‘: 100% & Lk & o, /‘\‘—"f?.'/
hEFETRIND.
HEO) = {(GERE / (EiH{E} <100

HEJE Procision : 80 B LAY L BB BERIEDIEH>% ORE. ZBEK (CV) %7
IHIRHEAERE (RSD) DA—%y MEETEIND.
R = (RS | (FHIE)} X100

B Selectivity : £EFRB P OMO L DTFET T, SITXIRBEZ KR L TH tt'ﬁrza hal
EMWTE 5ﬁbj] .
&%vh)v?xSmm@mmmmﬂﬁﬁﬁ759y5x(ﬁ%y%ﬁﬁﬁ,ﬁﬁg)mt
HEIZBYEHIEESE, Ao v 7 A0V ELTHVWGNB~ Py 7 X, F
7o, EipklE L%LUDWIEI&%’E#T“E‘?%%%%L% D) v ZAORPHEL
CTHGLRBEIERDB.

B TR Lower limit of quantification (LLOQ) FREHCBY ‘“C/ SRR E R EETE
AEERVEETCERTHILENTEIRHEWVRE.

r ZE & EI Upper limit of quantification (ULOQ) : BB BN THHT J‘T%%E"&F%ﬁ'@
DRERVEETERT S EFTE A2RLEBVEE.

FEREEHE Quantification range : B ICE W TONHEMHELZEETEIEERUBET "
EBETAIEATEIREORHA. AXRFREPEBREMITCRAWVS oTEOE&ERHEII,
FrBRO TR R OFRERE L > TRIESND.

P53 Incurred sample : ERB 0 5 b, FEERE LRGN DE.

KR Specificity : OHTHRME ZELME LR L TRNT B8N, VT MF"AHE’C@
HAREDOEEIERE KFTS.

h—# 5 — Total error : BEM b 100%% 51\ EDHXHE L FE DT,

29— % L) Fimis g o Partial validation : BRI 7 AR Y F—3 3 &l U=k
TR AT AT IE S ER T AN F—vay, A=y AR T =3 UTEET S
HRIL, HSIEOEEORE & OREIDIS CCERTHIHLIERD Y, FTORBITONEA
NOBEERTRBEDCLOFMPDIEL A ETANY F—a VCEDETEIRICDIZD

Y F—r g Validation : fE4 OFEMZE U T2 Viﬁﬁfi&@ﬁ?ﬁ@%’ﬁ'?‘é & %_L
ETBT L.

HEHREHE Stock solution : {Z¥EHE 2 RV VAR T AR L O Lﬂ_%:ﬂ:?ﬁ}# P
v bV v AER
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ERYE (EHER) Reference standard : ST B E 5 EESFT 5 J;'C%ﬁ% B LD
THY, Ek*ﬁiﬁﬁﬁ@:ﬁﬂ%’ QC AR OFERIZHA NV HILS.

AAEPSIE Working solution : EEHEEE % M EI /R VA TR LCHM Lk~ b Voo AU,

EE LT, RERAREDES QCREERIT 2D, v M vy RTHENTS.

7 v 7 505 Hook effect : 33t SMEORENEFICHVEAID, VAR ARME Sh
BT TyrHRBHHEEL, REROEELBLZEB L 3EEOREOEEENBER
DEEFBUT LR EOEETS. YW FFA&%UJ 56, SRR TRAMIEE L o
SRR %:EFE é@é%’é‘k%ﬁ?‘é :

7% 7%} Blank sample ﬁﬁﬁ%%g%%ﬂﬂﬁ'ﬂ'kﬁﬁ'ﬂ"%’)? L J /7.7(5?215[—
T ARY F— a3 Full validation : 3~ THAY F—i g VIER, B, R @RTE

- RER, BE, BE, SRERMERCRERLZTET 5. @Y%, SWREFckd 38

IR,

Zu ) — Prozone : %ﬁﬁﬁ%ﬁmﬁﬁm%ﬁhﬁw%AL,vzf/zﬂm%éhé_
k. Ty rHRLRURETHD.

5% Analysis : S DB HAFREBIC L AL E CE &b —EOMFD 1 X,

| SHTHERWE Analyte : MR OSW OM SR L 2 WE. EES, E%ﬁ%ﬂﬁi%@%ﬁﬁi
B, SfEEWE.

ST Analytical run : BB, QUABHRUEBEIEN D IR S RETE. BY, F—af
b L, [UREL AV TR URBRERSIC L0 FI S5 2 L7 Bl S R — 05k
BER 1 OOBHEAL L LTR—7 L— FCOHT 5.

< b w7 A Matrix : 5T D7 DISRIR I/, Mg, fiE, RIIIMhodikoms:.
< MY o 7 A ORI R LS (ﬁ%ﬁ[ﬁ%ﬂ%@’(:) EOEORBMMESERNLO%E
‘7‘7./&"»? hY w»# R (blank matrix) J:‘H‘?«Ss

YWy RS Ligand binding assay : 4T G E 1T G BN RET 5 S A L“I.'fr}
WM E 2T T2 5B VU FEGEOEIIHENAERGZAMBALELDOTHS.
%< OIE, WRIGICEERER, HOHERN THRIER, ’ﬁ)‘ﬂ#ﬁ“ﬁalﬁ%ﬁsi@%% % hi LT_:‘ﬂ?;’?e.
%{fﬂﬁ‘é FhGiE, 96 XA L— bk, ﬁﬁﬁml#ipﬁ‘%ﬁ%f’— 5

" ISR Incurred sample reanalysis (ISR) : ﬁ%ﬁﬁ@ﬁﬁ [‘EEE BDT=¥, Bipd BIZHIDS VFJ?%
U THREERBEZFIT 5 L. o

MRD Minimum required dilution (MRD) : V) 4> KEAETOSHRICTER S hislshc
BT, BERICEL D EFRESHFRENTWAREE, MRD T, #TFLbRBESTTE
BRDOFIREETH B BEITIRVE, ﬁgﬁmﬁfﬁﬁﬂ’{’ QcC Tﬁﬂ% &%, TATORE
TR—TRFIER G R

- QC 3%} Quality control (QC) sample : %ﬁ&@ﬁ*ﬁﬁ%uﬂﬂﬁ‘ B 72 DI RV B 43T 15.»%4@
BEFN U EmBEORE. ERESFICRBNT QC REHE, REBCERBDSITICE
WEN TR Y2 EHmT 5 e dicatran .
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