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NYF— g O MER & Bl
RYF— 3 VOFERERUER

ST DFEARE DOEH

BoTICET 3158 _
FEEBRCFREE, L OGN EET ICRRE RiodT 528
SR LR, FEERVSEMOER

ERESTOER .
EEMEIC T 5158 .
TIrr= ) vy AT A ER

FRBOZHEERFICHET 2FR

HEARICET 5158

Ak (MRD ICET2E#RE2S.)
Aﬁ@#%ﬁk%f%?ﬁ%ﬁaﬁﬁﬁﬁﬁo%oﬁ%
ERRATORRRUGES

ST OFER R OEDEH

BomcET B8

HEERUVFIEEN,D @ﬁﬂﬁ?ﬁjﬂ}k_ﬁﬁﬁ%kﬁ‘?‘é 2
ZRIOHAR, FIEERUSEROER

10

Lk



BT RS —%

1))
2)
3)

4)
5)
6)
()]
8)

'9)

E4AHBYERALDAEETHERREEMN . [EELBERICKT 2 £6AR P EBREST
FORYF— a ABEBTHHA FTA ) &_owc TRR256FETH 11 R BREEER
0711515

EA S BEEEE RREETEREEES | [ERSPIEICRY B A ARE 43%%?%1#6}
WHED/RY T 7-— v a VCETANA A VEERREE (Q&A)) IZOWT, K 25
THI11B .

B4 Y ERASREETEREGEN | [ERLROBRAS L VRS R TR EFI;F.I D7z
DOHERELMERBROEHFCONTOTA F U R 20T, FL22F2 A 19 A3
AEAS 02195 4% (ICHM3(R2))

BEALEEREEEERESM : [ bR aFRT 4 ? 2 (EHRBIIBT 2 CENRE
D) WETAHAF A oW T, ERSHETH 2 AEESE 443 5
EAEEEEZEREETHESEER  [FERREDSHERARYT A N 7»{ V] DN, IFﬁJE 10
#£6 A 26 BEFEEE 196 5

EAEEHEEREHAEEEEEREM  TEREEM DEMEAFAEERBRA A FF 4
EO—EREILOWT), FRL24F 2 A 29 AREFERE 02995 10 5

BEER  [RBEREOEYFENOFRSEERRT A P74 Y CETIHERNER (Q&A)
WoWT | EOHRESIZOWT, FrL24FE2H 290,
EEFHEERREFEEERRBEM : fl:%nud)ﬁ,%ﬁ'ﬁﬁc%@ﬁfﬁﬁkow‘f 1, FERE 13 £
6 A 1 HEHERE 796

TS FDA: Guidance for Industry, Bioanalytieal 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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FAERRRD: | _
T Y H—RA >+ Anchor point : REHDOI—T 74 v T 1 VA LEELENT, BE
FRAEEREL L FRRCRIE T 2 EE TRAMIIREROEE FREE X 5 BEOREL.

M Stability : BTEDRM, SEORET COBRBESRXIEw M) v o AFITBT 55405

SMHAOENUIEYEFNRESE. ST E OREEFMEE, RBEBRRLTHrLS
riHE ‘G‘O%-J@ﬁﬁﬁﬁﬁﬁﬁ%gd)ﬁgi’ﬁ’@%&ﬁ‘c‘< RN L BREET DI DI K S

LD,

REASH (LARYR) Response variable : 234 DR IS 5 %Bﬁ’bﬁ.liﬁ' ZEDI L.
UH v FEESETI, BE, StENFETEONEREL2SRESIEHRLTELNBE
HEXEREABEETERSID. - :

ML Assay variability : ) CBUBE AV CFT o 2o SRR OABEDRIE. T8 0TIt
FHEEDER Sy NERLEDD.
THERE() = {8 B BT 00 R Bl — @ﬁaﬁéﬁﬁ®EEDMﬁ%®¥WDxmo

T4 E Interfering substance: < b U v Z'ZF’L_T_ EL, FAﬁ%&%%‘f HRWEOREE
FLEERRETRREELHMHE. :

AREHE Dilutional linearity: BRBROER LREE 2 3WEORENT v 7 HRUTS
B DEREZTTICHICAN CED L, &U* RERNIZBOT b EEEICHER
L BRERRN T L e R EiE.

%% J =7 —,3— Carry over: S EI R L?’:ﬁ:‘ﬁi‘]‘%%'ﬁﬁ%ﬁﬁ#:ﬁﬁ%%’é—ié Z
&

A =P S }“'-'ﬂ Cross talk : 7" L-— ]*%fﬁb\f_ﬁ:}ﬁ?f[n— 3T, ﬁj’ﬂﬁ)é‘ﬂfi%)'ﬁ%il"%ﬁf
LY =T, ERECEEEEADZL. _

7 1 ZAY 733 > Cross validation : F— QR '@?"Eﬁ@ﬁﬁf@%'@%ﬁ'ﬂ‘é BA,
| XEBRR AR CEA SN AR R T 2B ERSNE A F—var, Jur
RYF=a it LT, ThEROTZANYF—2 g Iy LR Y F—3r g
VEERLE ETERTS.

#WEHRIE Binding reagent : J H s }‘FAETFHL‘ZDTﬁ%UJ 5%, ARSMECEERES
T HEE.

BB Calibration curve - %ﬁﬂ%%%wﬁgkvxf/zmﬁﬁ%#bt%o g
m&otm%ﬁn6ﬁgut@ﬁ%ﬁmﬁéﬁﬁ&ofy/aaﬂmeﬁména 7/w
—IRA L FPERELTHEL.

RESFEERE Calibration standard : REROEBICEI B AT REME £ 50 U7 BE
MREORS. RERARERSZAVTREREERL, QCRABSLERFOBREXEH
T 5. , :

RZERIAE Cross-reactivity : FARIES, SRS ELS DM ?r*Aﬂ“E:’J <‘:

F4#r Reanalysis : B804 ﬁ?ﬁﬁ BINTICERD — EOBELFERS =
12



S35 Study sample: FE L IR RT 4 7 ARBRLERRRE N DB LN ERBOS b,
e e A AT e B R

- EEIK Critical reagent : U F Y FRESHECHVWAIRED > 5, 5}7[“}1_’ F%LE‘%’%@TZ'D
RKREELEL, TICHARE UERUTOERES) BH%YT5.

B Accuracy : iF fﬁ&ﬁ_ HEE O—FORE. BREE 100%E Lz, /N—kv
FPRETREND.
EE (%) = {((E=E) / (FERHD} x100

¥ Precision : YR Lo LTELNIEEEDITL X DRE. TERE (CV) %
IHERMENEREE (RSD) O —k hRETEIND.
FEEE(%) = {(EHERZ) / CEHE; x100

B Selectivity : EAEREHH OMORDOFLET T, FITNRYE FRBILT iﬁﬁﬁ‘é Z
LW TEDREN.

o< b U ¥ & Surrogate matrix : FA 7~ FY v 7 X (R, Hlﬂfﬁ‘:'ﬁiﬁﬁﬁ HHH’%) D=
DEIBYBHBESE, Fkow ) v 7 A0RbYELTAHAVWBREY NI 7 R, &
7=, B LR UBEONREDEFFETIBEEEFDL, RO v720RDYLEL
THWHRDBZENRHS.

FE TR Lower limit of quantification (LLOQ) : FEIHICB W THTISRME ZEETE
_’ DEERVISETCERT AN TE I RLEVERE.
FEH IR Upper limit of quantification (ULOQ) : BEHPIZISWTHHT Jﬁ%@ﬂ’g %H_'%E'C &
SEERUHETCERTHIERTEORD EVREE.

FZEEE Quantification range : BREIFIZBWTHITHRMEZEHTE SREERTHET
EETHIILATEARECHHE. AFRBTEDBESTICAV D oITED EEIEHEI,
REROEEFGHEUFRESEC X > TRIESND.

¥ 5308} Incurred sample : ERBID 55, HEEERE LAERICELNL DR

FeRME Specificity : HPRGR ETLHHE L HRIL TRIHT 287, Y F > FESETI
RAREOFHEICRELEKFTS.

k—& 5 — Total error : ELEEM S 100%% 51\ e EOHeHE & FEE DTN,

23— % LY F—3i g 2 Partial validation : BEIC 7 AR Y F—3 3 &2 FE LSk
WM EE AT IEAICERET AN F =gy, R AR T -3 CCEMTS
EHEIX, SEOLEEORELFOMEIIIEC TERBTANENSH Y, TOFMITSITEA
NOEERUBEDOLOFMIHIEE A ET S V) F—ra VILEDETEIIChES

Y F—3 g v Validation : $84 OFL &8 UCCHaBaEROEHEEEZF T (‘.‘.‘%_L
FETBHIE.

EHEE K - Stock solution : HEVEWE 2 Y] IR E T AR LTS Lﬁ_ BIEED
bV s RABEE
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-

EEmE (BEHER) Reference standard : SHFaEME S EESHTT 5 J:‘C%i‘% LRBHD
ThY, FihEHEEERER QC AE ORIz H b 5.

Y Working solution : BRI % EEHABE CAR LCHM L k< PRS-

EE LT, BRERREERES QCRBEANTILED, = N v/ ATHNT 5.

7 v 7 %3 Hook effect : 53T SMEOREREFICEWERIC, VARV INH Xh
BLE. Ty IHRBHBERT, REBOEELBRZEI S REORSOERERRESR
DEEERELT LD 7OEETD. VH LV FERGEDS B, AT TRRAAE L S
MEMH 2 RIS ESITRET S,

77 7 3¥t Blank sample : SHHEHEEZHRNETICOWT B~ Y v 7 ZRE.

ZARY F— g 2 Full validation: F_RCTOAY F— 3 VIEH , BTG, 4R, BRI,
RER, BE, BE, FRERERVCEEELTHET 3. 8%, SMEEEHE kT35
WERETS.

Zua— Prozone : TS E OBENEFICEVEAIS, l/zﬂ-/zybséfﬂf*ﬁuéﬂ%)_

Ll Ty BRLALEETHS.

53T Analysis : FELORR» 0 ﬁﬁ%ﬁ%#: LOHEETEZED—HDOFFT O 1R,

SITRBOA Analyte : B O G OXMGR & 2 5 WH. EFER, 444 ‘%Rii%a);-ﬁ%ﬁi
1\, SREDE.

SYFTHAL Analytical run : &S, QCRERUOERBSH,» LRLREEE. WE, F—&a
ob e, RLAEZAVCTR CERBRERSICX DTS D Z LA KRRl S —EORE
BE 1 >OSHEME LTR—7 11— FCHHTT .

~ }FU v X Matrix: 5907 DICBR S NS, M, 0, BX ik okiE-ogms.
< b v 7 AROBRABICEWE FEEAER) ROEORBIERERBDE
7S50 k) w7 X (blank matrix) &Fﬂ:«?ra -

Y A RS Ligand binding assay : 204758 S8E ICRRMICESTARAERFIR LTS
TRBMEESITTDHE. VY FEAEOZIRERARGZHALESOTH S,
< DES, RHICERER, BUOHMERMITRER, S0 U eiEmsRs 2 LL%&%.

c O ERERTS. /G, 96 K7 L— b, HBE IEBNETITS.

ISR Incurred sample reanalysis (ISR) : £EEOEH I@iﬁ R0, BB BICRIOsE
L CREERBEFESN T &, :

MRD Minimum required dilution (MRD) : V 4> F%’%‘?ﬁ'@@ﬁjﬂf IR S h =2z
BT, BEHKICE Y EFERBRAFRENTWSEE. MRD it, 4T LLRBESSHTX
DR/IOFREETHILETRVE, RESFEEREL QCRELEY, T_ToRE
THE—TRITFNER LRV,

- QC # ¥t Quality control (QC) sample : SHHTEEDEIEM: % M+ 5 - DI AV 3 SHTHIERY)
HERMUBEARE OB EZERELSTICBVT QCHEHTL, RESCERBONTICE
Wh e GiiED RS2 TS o =Dt &n 5.
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