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RYF—a VBUETHD. '

6.6. TiHWE :

FEWE L, BYOREEY Vv FHDWVIIREYEE, ERBSITCBWCERHE
WCEEPRIETAREDCH L HDEND. '
?ﬁ%ﬁm%ﬁﬂ¢kfﬁiéT EMERHDBAICIE, EEE~DOHEEDREELZRHFLT
BT ENREELYV.

7. WEZDOIER L EEZEDOREF

FHRERERCEREEE TS T L R RET B0, Aﬁﬁﬂjr—/a/&oﬁﬁﬂ;
SHICE - TELNERERE, UTIFATAY 7T—¥ g VHEERUOEA SRS
THERL L, BEEOTERET — & L THEIRET S.

T, BEORGET—F (FEDE, 77/yvb)/&xﬁuﬁgﬁ£ %Té%
=, EARMREORSE, RAEHCET 8%, RRECREORE, 21O EEiiE,
OBRETHEKOREME, REOLE, BED mﬁ io_ﬂﬁéﬁ%wéf—ﬁ)ﬁ,ﬁﬂ
ENESHEMIIBNTHELNET —F b EDTETRETS.




CNYF— g s

NYF— 5 L OER

EREYEICET A ER

T = b ) v RCETAER
HEAKICETE®R

ST (MRD (BT 3885 STe.)
NYF— 3 COFHBEER &k
NYF—2 g VORERNEE

I DOEAFR NZF OHEH

BotricBad+ 5158 ;
FHEER OFIEED b ORBEFE Y IR R+ 5 22
ZRT25IRE, FEERUSEEROESR

LR TS

%ﬁﬂ%ﬁ@%ﬁ .

M E T 5 EH .
To7vr= Y v RACETAEHR
ERPOZEROMRECET 5 1EH

BEEAIEKICET SR '
Aﬁf&(MRDL@#éﬁﬁ%ab)

IR DM %#5&%@5&%%&@&0%@#%
ERHE T O R R ELE

ST OEH R O DOEH

BotTicBEd 5 EH
+Wi&0$%i#6®@M$ﬁﬁUk%%F%uﬂf 2
2RI DHIRE, FIEERVSEIMROER

Ut
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@ﬁﬁ{k?%y~%

D

2) B

3) &

4)

5)

6) E4&

7)
8

A9)

A EEASREETERREN  [ERSERICIIT 2 EEFE T RO RESHT
HEDONRYF = a VBT EHA R0 _Ob\'C ErE 2547 8 11 H HEFER
07 11 % 1.5
HEE @%ﬁnnﬁ%ﬁ”ﬁ%gﬁﬁ% [EEMBRIZIT AR EYBRE S

FB?P&O)/\ JF—a VICET AN A FIA VERSEE (Q&A) ] IZ2OWT, Tk 254
7H11H : A :
EASEHEEESRBEEEERERL | [ERLOBERRBR K CHERTEABHFDO
D OIEEFEELEHERBROERIZOVWTOLTA F R IZOWT, HERK 2242 A 19 HZE
AHEEF 0219 % 4 5 (ICHM3(R2))
EELEEREETHERERM M axXT 47 R (MBI WBIT A2 HR

DFE) 1T AT A F VAL IZDOWT, FR8FETH 2 AREF 443 5
EAEEREZEFEEEERR  [FEEREDSRERRT A F 74’ V2OV, T—Eﬁ 10
f£6 A 26 HEFKEFE 496 &
HEEEREMAFETHERRED . [BREER DEMEHRASHERBRA A F5A
VEO—IRRIEIZOWT], 2442 A 29 BREFEFRF 02995 10 5
EHER  [BRERROEMFHIREERRY A P74 VICETOERCERE (Q&A)
IZHOWT ] BOWEZEIZOWT, Frk2442H29H.
EASBEERRFECERREN  [EERORBREWEIRERERIZ DWW T, ¥l 134
6 H 1 BERERSE 796 &
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)




PR | .
T v H—HRA 2  Anchor point: RERDO I —T 7 v T 4 7 RAESEHEMT, BE
B AERERE L FRRICHIET S ﬁ:’%‘FBE*‘??EX@@%ﬁ@%%J:BE%E%Zﬁ%f;ﬁ DREL.

M Stability : FTE DR, BEDRMET COBE R I~ N v 7 ARITBIT 550t
SMBE DACFER T EMFNIRZENE. DTRSEWE DR EMETEMIZ, B8] Lfmf‘oﬁv\
ris i’CUD%@&#“ﬁﬁ%ﬁF@E@ﬁF WWEEBLRRIZFIRNI L 2RIET A DI ER S

b,

ISEEE (LR R) Response variable : S4TSR DRHESENSELNEIRED T L.
VA RREGIETIE, W, SEFNFECRONISE L EREFICERL TROLER
HERERIRESTRSINE.
%%EA&wvmwmmnﬁuaﬂ%mwrﬁotﬁéﬁﬁ@méwﬁﬁ.ﬁ%@ﬁwnﬁ
TEREDEENA—E Y PRELEDHD. | '
TEBEEE (%) = {(LLIRT B T O BB — (KM L R 5T DRE BB (W15 O FHIE) X 100

FYWE Interfering substance: = kU v 7 ACHEEL, EARE L S EMEDORES
S B RIET RS S M. -

FREHE Dilutional linearity : REBROEE LR B2 ZBEORBNR T v 7 R XITS
a Y- DB EZ T TICENIC AT TE B L, &U\ REBNIZBOWTHEREICER
R DEENRRNT & ERTIRE.

Fv Y —F—,3— Carry over: “Hﬂ%a’% WZERE LL \ﬁﬁ%%gﬁlﬁ:’aﬁ WEBEE525Z
k.

712X h—2% Cross talk : 7’!/-—}~%Fﬁb\ﬁ_ SHEIZBWT, ﬁ%&éb‘ii%ﬁ‘ﬁ%ﬁfﬁﬁﬁ‘f
D7 )VIZEN, EBEICEESEZDZ L.

7 a ANY F—3 3 > Cross validation : [F—DRERN TEEOOWHER COWT B ES,

L R ARBRECHEA Sh O BT 2B ERIN B A F—v gy, ZaR
NYF = a VZEBHBIE, ZTNTRDOIANRY F— g I t— e AR F— g
VEER LU ETERTS. ( 7 _ ‘

#A¥K Binding reagent : U T FESETHWARED 55, HUSWEICEERS
35K, ' : ,
BB Calibration curve : WS EMEDEE L L AHE L 2 DEIES ERLELOD. EETF
[BROEREZET6 ﬁﬁ%i@?ﬁﬁﬁ)ﬁﬁﬁﬁﬂ&@7 FSUUBRBNOERIND. T
—RAVFERELTHLR.

RESAERERE Calibration standard : WREMROIERICH B SHTRHEE 2 70 U7 BE
 HREORE. REBAEEREETAVWTREREZERL, QCREFOERBIOMEEEZ B H
T 5. _
*%ﬁmﬁCmmmmmww-FAﬁ%ﬁ,Aﬁﬁ%%gu%@%g*#A?ézb
F45H7 Reanalysis : iiﬁ*‘«l’@fﬁﬁ?ﬁ) DAICERD —EDOBIEEF/EIT D Z -
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S23t8 Stady sample: F ¥ 2% X 4 7 ARBULERRBRE S 58 bR BRED 5 b,
o BB R IR EE ST B3 5 SR,

- WEERIK Critical reagent : U 7Y FRESBICAVSRED D b, SHRERICEERET
SERIEL, TICHARE IKROTOEMES) RS54 T5.

BB Accuracy : ERIfE L EREL O—HOBRE. EiRfit 100% & Lz & D, N—tv
MRETRIND. ’

BHEW%) = {(EEHE) / GERE} X100
¥EPE Precision : VR LAOWM LTELNAEREDILLDE 0)*%)# TEREK (CV) 7=
ISk RERERE (RSD) OA—k v MRETRIND.

FERE (%) = {(EXERZ) | CEH{E)} X100

BIRME Selectivity : L ERBHROMOLS YOTHET T, SHREMEERBI L TRETSZ
LR TEBEES. :
K&+ F U v~ X Surrogate matrix : FA72~< b)) v 7 A (KR, MEMEHE, BHE) OF
DEICEY RS IEESE, ARDO< Y vy 7 A0RbY ELTAVGRS< Py 7 R &
7=, B LR UEEONREMESFET 2BEEFICL, FROV ) v 7 RAORPY EL
THWHNDEZ XD D.

EE T Lower limit of quantification (LLOQ) AEHFICRBY \'C/ ST B E R EETE
AEERURECERTHZ LR TE ZELEVRE.

{ s & LfR Upper limit of quantification (ULOQ) : BABHFIZI W TR %%E 7&’1.:%1?—?
HHEERUVRETERT DI LNTE DEHEVVIRE.

% E#E Quantification range : VBT kvrﬁﬁﬁ%@g%rﬁrgaﬁr&uﬁrf'
BT AT LR TR BREORE. AR EmIEEENHTIC IV B AT IR O E B
B BEEOEEREROAREBIEC X - TREESND. .

¥ 546308 Incurred sample : EFEELD 5%, ERAPEELERIZELNSREL

KeBibE Specificity : SR E R FELWE LA L TRT 2887, VA FFAH::’CM
EERBEOBHIIKRE {EKETS.

k—# x5 — Total error : EEMN D 100%% 51\ = fEDHEXHE & HE DR,

29— % LY F—3 g o Partial validation : BEIZ 7 V3 ) F—3 g v 2 FE LTc ik
IR E AT EAIERT AN F—vay., ATy AN T = a VTS
HE L, SfHEOEEOREL ZOWBITSE U TERTILENRD Y, ZOHEITITEA
NOEEROREEDHOFENDIZLE A ETIVNY F—rg VIZEBETERKICDS

2RV F—3 g v Validation : 4 OFFf & & urﬂa\fxﬁﬁ'&&tﬁ%‘ﬁﬁ%ﬁ?é CLEY
HETBHZE. ‘

A Stock solution : HEHEWE % Y AR BECARRE 72 IR L AR Lﬁ_%ﬁb&%ﬁ‘@
< bY v 7 AR
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EEYYE (EX¥S) Reference standard : A’Fﬁﬂ%%g%ﬁ ﬁﬁﬂ“éif%f@k BRAHD
ThY, FREGAELERES QC ABOFRBIZA NS,

TEYEYSH Working solution : IEHEEHR % B H 22 M CAR LCTM Li=FE< b Vo7 R,

Fe LT, REFAEEREC QCREZFAMT S0, v Y v 7 RCEMT5.

7 v 7 5% Hook effect : AT BMEDOBENIEFICEH VGRS, VARV ZABRME SH
BTl Ty IPRBHLGEE, REROEELREEX 2BEOCROEREIBRER
DEELBUT L R2DOERTS. VH Y FEGED D b, FHOIRIATR CRAREL O
HEME LSS BAITRETS.

75 v 7%k Blank sample : TR SME & RIETICHWTT 5= U v 7 250

IAY F—3 3 > Full validation : 3_TOAY F—2 5 LIEE, Blh, KR, BRI,
RER, EE, BE, %ﬁﬁﬁ@&(}??ﬁﬁ%&ﬁﬁﬁ“é BE, SPEEHICHESL T AR
WZERTA.

71— Prozone : TR E DBENEEICE VEEIT, VXT/XiJ‘ﬁﬂfﬁUéi’Léh
& Ty IBREFRLEETHS.
337 Analysis : BBOFRD OB L2 BEE CEEDL—HOHH DS kX,

- OFTHBIME Analyte : BB ROSITORIG & 2 2 WE. ERR, AESTF XU i’cd)'ﬁ?’?%ﬁi
R, SHEEWE.

SIPTHAL Analytical run : ER, QC ﬁﬁl—&U%ﬁﬂ#ﬁ)Bﬁ‘Zéﬁﬂﬁ BE, F—4%&Ht
Db L, AUAREHOCTHRURREREICL Y FBE N 3 Z &2 AR S Nz —E DR
HE 1 O>ONWEME LTH—71L—h R TR S.

¥ b v 7R Matrix : SO DICBR S hiceif, @i, W, RXITMhomiomk.
~ MY v 7 AROEBARMEEWE (HikE HEAIZRS) ROEOREDEESERVBOZE

~ FS5v < bY vZ X (blank matrix) c‘:@:/Sa

Y H v F#%A¥HE Ligand binding assay : 23475 SR e R AT A2RELFIA [,'(‘/ S
WBEMEE ST 255 VY FREAGEOEZIIHERERIGEFALE DO THS.
%< DFE, WHICEERIER, BOHERA TTRER, S0 ER IR T2 5 Lt'ﬁ?;’?é,
EERTA. KRE, 96 X7 L— b, RERENITAENETITS

ISR Incurred sample reanalysis (ISR) : ﬁ:’gﬁ@ﬁﬁfﬂiﬁ DI, Blrd BICHIOSHE
L CREZRBZESITTA L. :

MRD Minimum required dilution (MRD) : UV 4V FfEAETOSAICTEM SR8
BOWT, BEBICE ) EGRERFRENTOSEE. MRD X, 47 LRSI T
LE/INDHRMERTH D HEITRVD, REFAEEREL QCRELED, TRTORE
TR—TRThiEe s,

- QC ¥t Quality control (QC) sample : SHTIEDEIEME % FEAE 3 7= DIV 3 D58

HAUN U7 BEAIRE OB ERBIAITIZE VT QC Bk, @aﬁ’?%?ﬁﬂ@/\ﬁ W2 H
WS SHHED S & S E 45 1 J\ﬂ?éﬁ’bé
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