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Tovrw M) vy RAICETAES
ERBOZHERRFICE T3 EH

EERAEICHET 3 ER |

S HE (MRD 32 ET.)

IO é&k%f%#ﬁﬁﬁk%%ﬁ@&U%wﬁ%
ERB T O ERVER

T DIERRUE DOEBE

BT o g
%ﬁ3&0$m$m6@@M%ﬁﬁ@kﬁﬁﬁ%hﬂ?éi@
o ZRTLHFER, FIEERUVSZIMOEH
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BN RTA v~ - .

1)
2) E
3)

4
| 5)
6)
7
8)

‘9)

BEANEHEERERREETEREREMN  (EERBARIIRBT 244 BPRDBE ST
&®h)7—95/k%T5ﬁ4%74/1u0PT ?&2&$7H1ua%ﬁ$§%
0711 & 15
BEEFHEEERSR %%EME&$%@#‘% [EHLERICEIT DA AR PRy
ﬁ&@n)Tu/a/h%?5ﬁ4F74/Eﬁmﬁ$(Q&AJhowf ¥&2&$
7H 11 H
EEHEE E%ﬁun%%ﬁmﬂﬁﬁﬁﬁfﬂ [ 32, (D ES FRERER B DS AR R SRS O
DOHEBEZLEERBOERICOVWTOIAF R IZ2WT, FR22E2 A8 19 B3
ARER 0219 2 45 (ICH M3R2))

EALEEREETERERN : (b vaxiF s A (EEHARCBII2INEE

O T AHA X R WCoWT, EESETA2HEES M43 5
BARERZEREECERR  FFRARMUERARYT A N7 1 2] LoV, 42532 10
65 26 HEXREE 496 5

EAESBHEERRRRESEIHEREMN  [RREEROLEMFHMEMRBY A K54
VEO—ERIEICOWT), FRE244E2 A 29 ARAFEERE 029 F 105

ERER | [RREREROEMFHRIEERRT A P74 CETIHBREESR (Q&A)
WZoONT] BOWESIZHOWT, FErk244E2H 290,
EASEEEERFETETEREEN  [EXROBRREDEERBRICOWVT], FR 13E
6 H 1 HEEFRESE 7965

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 bioanalytical method validation,

EMEA/CHMP/EWP/192217/20092, Committee for Medicinal Products for Human
Use(2011)
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W:E ) | .
Ty A—RA > b Anchor point : REROI—T Ty o T 4 T RALESELENT, BRE
BREEHESS L BRI IE T 3 R R TR IR ERO & LR 2 5 R EOE.

#27Et: Stability : FTE DR, HEOLET CORBF I~ MY vr Rz Bt 54545

SMEDCFRUIEMFHREE. SITHERNEOREETFMIT, RBREERL ThrLs
e B if@%nﬁ@ﬁh%ﬁﬁﬁ%’g@?ﬁﬁ KRBT RES RV LEZRIET D -dCE S

- D,

A (VAR R) Response variable : ﬁﬁ%ﬁ%@*ﬁtﬂ%ﬁ#% %fbi’bﬁ.ﬁﬁiﬂ@ &
Vv FRGETIR, B, SAFNFETE Bﬂtfufﬂfﬁ%"ﬁ'ﬁ{m%h L TR DILER
REXIZELBREETREND. '

TEBERE Assay variability : [/ Lakbt & VT o in B £ @*EEUDEE W%" a)slzi"ﬂ bxt
TAEMEDEL —F L FRELEHO. .
TREEE (06 = (LB B AT O R — (B & 72 55&*&@%&1@)}/%%@ FHHE) X 100

THHE Interfermg substance: < FY v 7 APICFEEL, #t’a‘ﬁﬁ&ﬁﬁ X BYEDORES
SRR RIET RS S SWE. :

FRE#RME Dilutional linearity : MEHEOER LR %‘:Ezé?ﬁg DRBNRT v 7 HEITT
2= ORERZTTICEc TR B I L, &U‘ BREBRRICBOTHEREIZER
Iz X BEENR RN & BT, -

¥ % J —F—,3— Carry over: J}W%%%KE%’ LT:%’FE%J‘%%’H??J%‘%{E“ R EBEEZ2DZ
&,

Z B A b—2 Cross talk: 7°I/'—I*~75:)ﬂlr‘7’1. FHTRIC BT, ﬁ)’f}%éb‘i‘cﬁ%jﬁ%ﬁﬂ?ﬁ%ﬁ‘
50 = VICiRh, ERECEETEXBIL. _ '

7 m AU F—3 a2 Cross validation : [F—DRERA THEEODTHER THT 58S,

- RIZER SRR CHERA SR EE BT 2B ERIWA Y F—Yar, 7 aR
NYF=va VIZEBHBIE, ThEROTARYF =g i A— e an) F—ig

yEERLEETERTS.

#E I Binding reagent : U s PFA%’C)ﬁb\&‘):ﬂCﬁﬁD 5%, ATREMECEERES
5.

BB Calibration curve : S4TSR SME DIE & LR Wz D% BRLE LD, H}E’ﬁ;—F
[BEOLEREST 6 ﬁﬁ%t@@%ﬁﬁﬁﬁﬁﬂ&(ﬁ? ZroBEBNOHEREND., Th
—RA LV PERELTHEW,

Fe B A RERR Cahbratlon standard : REBOIERICH VB ST EWE 2 Fom L7=BE
ABEOCRE. REBAEESREZAVWTRERZERL, QC REPERBIOMEE B H
75,

RZERISME Cross-reactivity : FAEK;'EZ’P AWt %%EU\%@%E LF’A"J‘ZD &

P44 Reanalysis : %H@ﬁ%ﬁm LAWIRL—HEOBMELFETI 2 &
12



S Study sample: 33 2% 37 4 2 RRBREEFRRED 5B LN EREN > b,
A (REVE PSR IR B ST I T 2 K

- EEEREK Critical reagent : VWV FHESBICAWLIRED 5 6, FFiERICESEEETD
REAIEL, FEARE ERVEOERESE) BRET5.

HE Accuracy : Ei{ﬁk@ all & D—ERORE. BREZ 100%E Lzt &gn, A—kyv

PRETRIND.
HE%) = {(EEfH) / CERIED} X100

$ B Precision : BVIELAWM L TRONLIERBEDEL D& 0)%}:& EERE (CV) £
IR REREZE (RSD) o —kr FRETREND.
(%) = {(EXERE) / CFH{E} x100

IR Selectivity : EHFAB P DMDELD DEFET T, S REME FKF] L“Cfﬁs'ﬂ:'x'?‘é_
EDBTE DEES.

fokk< ;U v 7 X Surrogate matrix : Fbirw b U v 7 X (FE&E, -Hiﬁ%“ﬁﬁ?&, JBH4E) D=
HEICBYNRHAHEESE, KO- MN) vy Z720oRbDELTRAVWONS I Y7 R E
7=, Bk R UHECHEEDENEET 3HEEIE, FRO< M) v A0RbY L L
THWENDZERHD.

FE TR Lower limit of quantification (LLOQ) : RN TS 212 p%ﬁ'(‘ &
AHEHERVBECEETD Z LB TE SR BEVRE.

t B EIR Upper limit of quantification (ULOQ) : BB WTHHT ﬁ“%%’g {3 %ﬁ'( &
FEERVRECERTSC & BTELIRLBVEE.

FEFE Quantification range : REIHICB VN THONHEWELERCE SRERTCEET
FEETAHZERTEAMECLE. AEREPEDBESITICAV S FITEDEEFERIL,
BREROEBABRUCHREFEC L > THRIEEND. |

B E#RE Incurred sample : ERBID 55, EEEZRE LERIZELNLIFAEL

# B Specificity : TR BYEEELDHE L WAL TRt 287, YT FFA?:E“C‘H:
RAREOREICRE {EKFT 5.

b L5 — Total error : EEM 6 100%% 3\ o EOMERHE L FEBEOR.

22— WY F—-3 3 3 Partial validation : BRC 7 A3 Y T3 3 v & Lo aiis
RS T E R TREARERT AN T = sy, A= N F - a TEMET S
HE N, STBEOEEORELZOEEICS CTERTOILERDY, %@ﬁﬁiﬂ#iﬁﬁ%ﬁ
NOEERCEEDADTFMBIZLAETANY F—ra VIZEDHETEIRICHLD

Y F3 2 Validation : B4 OFHE 28 U THHRBRER EREE AT 52 L 23 |
AT L.

EREE IR Stock solution : #EYEWE % &) RS T AR L iR L?’L%Fﬁ%)ﬁ@
< bV v 7 RAEE
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AR (E1R) Reference standard : ﬁﬁ%%ﬁwgﬁﬁfrﬁ@ﬁa 2B B D
THY, FIRERAEERES QC REORIUT B bR D,

HEAEYERE Working solution : EXEEVE L MR BE CHER LTRR LgE~ MU v 7 2K,

EL LT, RERAEEREC QCHRBEANTEZD, < ) v 7 RZHEMT 5.

7 v 7% Hook effect : AT BMEDBEENFERICEVERIIC, VARV B EH
BLE. Ty IRV BDEEIL, REBOEEBLRLZBLIBECREOEEBSRESR
DEBELRUTLR2EOEETS. VI FREEGEDS b, TR P CREERIE & 17
MBYE RSB BEITRHETS.

77 v 7 3% Blank sample : DT EME RGO T B b U w7 A

) F—3 a3 Full validation : FTRTOAY F—3 3 VIEE, BIb, R, IR,
RER, HE, BE, FRERERVE EMEFHIY 5. BE, SEEHIRELT55
WHERET 5.

7r /2 Prozone : %ﬁﬂ&%g@%&ﬂ#%kﬁw%AL,fo/xﬁﬂﬂéﬂég
L Ty B LRAICEAKTHD.

347 Analysis : BB OFRD Bﬁ’ﬂ'ﬂ%%%%icck BREETEEDE—EO/MMFOS R,

SPIANBME Analyte: RO OR R L 2 2WE. BES, £ \%Rﬁi%w%‘?%flli
i, oiREDE.

pagiin:LiTA Analytmal run : BEH, QC fﬁ&“ﬁ&f)‘%ﬁﬂ%m LRLAREIEE BE, R—4&H
b e, MUREZAVWTRURREREEFICL Y FlishsZ &2 aﬁﬁcéﬂft‘l@@%ﬁtﬂ
BE 1 DONEALE LCR—7 L— ]*'C;?’FJ‘T‘TE)

% bU v 7 R Matrix : SO DICRIR S /-2, mE, o, R0k,
< MY v 7 AP O EE{LEDE (ﬁ?ﬁ%ﬂ’&ﬁ*() &U%@ﬁﬁ?%%‘aiiﬁh%@’i‘
7Fy= ) v A (blank matrix) &FE]:.S: :

UH Y PRSI Ligand binding assay : STt S EIC RINCIEST 5 REEZPHLTS
A SMEE ST 25k VI FRERECEBIHFRRGRGERA L O TH S,
%< DS, RAECERER, AFERA TSR,  EIES IR i Lﬁ.ﬁt%\
'%ﬁﬁfé KiiE, 96 R7L— b, ﬁﬁﬁxmﬂﬁwgf”‘

ISR Incurred sample reanalysis (ISR) : EREOES I’EEFE'E?EUJ Tedd, BB BICRIOSHE
fr e E'ﬁ"—fﬁiﬁ\fﬂ%ﬁﬁﬁﬂ‘é L. :

MRD Minimum required dilution (MRD) : U %> F%ﬁ’é‘%’i'@@ﬁﬁ RiCRE sz s
BN, BEHICL Y EFRBEBFRINTHBER, MRD X, ST LLREZSF T
DEANDFHFIGETH DUNEIT VN, RERFUSEREL QCRELED, TRTORE
TCR—-TRFhER RV

- QC APt Quality control (QC) sample : HHTHEDIEEME M 5 2 DICAV B 54t Sy
Ba0m U BB EORE. RRESMICBOT QCRENL, BREFSLERABOSITICH
RN EF SR s v AR A 1oy i R R ) uﬁﬁﬁ‘éa"bé
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