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723, NERMOZEMEIZET DIERAROEROEMECRET 5285 (FRIFE3A 26
HELARNE 21 5) OWRERLRVIEEFFRB CHEH INA0WEE, Uk A FFA
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S A B I R A TR R - [ERERPATIC 10T B A (ko s By

HREOSRYF 2 2 AT A A A RS A VERGESE (Q&A) | CDWNWT, FRE 25 4

7H11H :

BEAREEEEA N AETEEERE M rE%nn@ﬁ;%:ﬁﬁ&U%Lﬁﬁjb@(uﬂuEﬁuﬁ D
¥ DIEFRIR T EAERRDERIZ DWW TDOH A F R | Lowc MR 22 £ 2 B 19 HIE
BEEFR 0219 5 45 (ICH M3R2)

FAEEERESTIERERN [ Mo axrT o7 A (BHERBRICRT 5%%&’9%‘@
OE) ICEATAEHAF LR TOWT, ERBETH 2 BEESE 143 8
EAEERTZSREETHRE  [FEEEYEERARY A F FAVIZONT, T—& 10
6 A 26 BIEEEE 496 5

BEEpBEERERLRAEEEHEREED fﬁ%lﬁ%pﬁ,@i%%ﬁ’ﬂﬁ%@ﬁﬁﬁ A4 RFZ7A
CEO—EHIEICONTY, TH24F 2 8 29 HEAFEHKFE 0299 105 .
HEER  (RBEELOEYFNFESHERB T FF A VBT ERI0EE (Q&A)

EONWT ] EOHIEZINT, FERE 2428 29 H.

AT IS EFRRETEHERRIIA | [EXGORKEWEERERIZOVWT), ¥R 134

6 A 1 AEHERE 796 5

US FDA: Guidance for Industry, Bioanalytical Method Validation, US. 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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ﬁﬁ?ﬁ
T #—7RA b Anchor point: ﬁﬁﬁ@i‘? T T 4 /VE'F‘U:JC(*IZ) BT, &
R EREL L FRHCET 2 ER T IRARB IR EROTEE FIRZB 2 2R IE OB
| S2REHE Stability : BT OB, HEORE T TOBRETI7 MY v o ARIBIT 53875

SMEOERNIERFHEEE. TG EOZESFMIT, JH2ERL T Ly
*Jfﬂ‘éi'cc’)%ﬂ&m%ﬁﬁ%%‘ﬁﬁﬁf? BRI SRV E B RAET D DIC K =

- ha.

PSS (WAL R) Response variable j:}‘ﬁﬂ%%%%@?ﬁtﬁ%iﬁ%{%%ﬂtﬁfx@ &
U FEEETIE, &%, /\DJE?‘EJJ$Y£—C’[%BH7LTL?%%%:MQF IEBRLTHRLALLE
FEE IR AEEFETRIND.

FeBtE Assay variability : [F UE$E e AV TIT - 7= E2ER OFEREORE. ﬁﬁ%‘ D $f30 xf
FTAMEDEE A~ hEL LD,
TeBEEE(%) = (OB T 2 i O E &) — L% Jﬂiﬁ‘ P ﬁ’%‘[ﬁ)}/ (& D F18) X 100

TH'" Interfermg substance : = » J w7 AHIIFIEL, ﬁ’é‘ﬁﬁ & i S E DRSS
T B - T | F BT RE M2 & S HE. : ‘

i ﬁlﬁﬁﬁ Dilutional linearity: RO FEE LR 5B 2 51 DB T v RIS
7= OEBR ST TICEEc gt cE Ak, &U‘ BEHRPICBWTHL EEEICHR
il & 5%%1‘»&%" &R,

#?beﬁ“*CMwﬂmhﬁﬁ% uﬁ%btﬁﬁﬂ%%gﬁﬁgﬁ HEEEZDT
L.

=0 el Cross talk : 71L— b %)ﬁb\fcﬁ:}ﬂﬁ’ﬁilﬁb‘f, ’iﬁ'ﬁ%éb‘iﬁ%i’ﬁ%ﬁ%’fﬁ?‘
DU VTR, ERECEEEELXSLHZ L. ‘ |

rmANY F—3 3 Cross validation : F— DR CEEOSHR THTT 5548,
C REBERAHBRECHEA ST STEE BT3B/ ER SN )T —var, Fak
SN F =g I LARENL, FREROTIANRNF— g RISy N F—rg
vEEM LU ETERTS. . .

AR Binding reagent : U H FEQETHVARIED 5 5, HURBEICHEEES
T AHRI, :

# &% Calibration curve : SRR E DR L LR B ZAOEEERLELD. ERETF
[BROLR%E16 ?ﬁﬁuk@@gﬁ‘ﬁmﬁﬁ%ﬂ&077 IRENLIBREND., Th
—IRA L PERELTHRW.

BEH AR Calibration standard : BEBROIERIC B\ D TR E % 70 L 7= BE
mEEORE. REREEEREZAVTRERZERL, QCHRELCERSOEREZEN
5. .
RFFER M Cross reactivity : FEATREDR, SHRMELSI OWEI SHATHIL.
B4 Reanalysis : _‘ﬁ.h*»{'@ﬁﬁﬁl 6%’65’ _/[;"f H—HOBETEETHIZ &, -
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E#R¥El Study sample: - ¥ IAFRT 47 ARBUIERRRENHELRIRED S b,
A (ASFRE P EIREE AT i B R0

- EEBERAIE Critical reagent : U H Y FESEICAVWAERED 5 6, M RICEERET S

HEAHE L, TIESRE ARG OERES) B4 ¥5.

Eﬁ Accuracy : TEEEHREE O—HOEE. BRMEE 100% L Ltk &, N—F

FRETEEINS. '

EEE (%) = {(E&fE) / (BERR{ED} x100 | _
FEBE Preciston : YV ELASITL THLILAEEEDIE L >EORE. TEMEE (CV) i
PIHERHERERZE RSD) 03—k FERBTRINDS.

s EE (%) = {(FEHE(R ) / CFH{fD} X100
BRI Selectivity : B (BT DD RSy OFFTET ¢, ST RmE 4 EE‘JLT@EH@‘ZJ Z
L RTEBRES. ‘
8%~ b U v 7 & Surrogate matrix : /b le~ bV w7 A ($HER, —Hﬁfﬁfﬁ%&‘, Hﬂ?“l‘%) Dz
BEICBORELIESSE, Ak v ALV ELTRAVWBNES I v A F
7o, By LA UREOHARERERTFETHDBAFCL, ARKO~ M) v rA0Rbh e L
THWLNAZERHD. :

EE& TR Lower limit of quantlficatlon (LLOQ) : ABH B THH >d' R A FRTE

AEERVFEECERT A LB TEORLIMOEE.

528 R Upper limit of quantification (ULOQ) : BBV THOHK %% % ’f_‘*ﬁ'(.‘ &
AEERUVEECERT DS (E BTEDIRbBBEVRE.

EEMMA Quantification range : BB FICB W THINSEHE %‘F?ﬁ’@‘% AEERURET
EETHIENTEHREOTHME. LA PERYREST ﬁwéﬁﬁ%®ﬁgﬁ@ﬂ
BREROERGHARCHFREREICL > TRIESR S,

e 53 Incurred sample : ERBD H 6, EHEERS LEBICH LR SEEL

Fe24% Specificity : ST RWE & FLE L350 L CRIBT BHEH. U H v NS T
HEREORHIINE CKRFETS.

F—# .5 — Total error : EEN B 100%% 5[\ I BEOHIHME & HEOR.

73— % LY 55— g o Partial validation : BEIC 7 AN F—3ir3 & EiE LSk
IR T E AR TSI ERT AT gy, N=y AR )TF— g CHET S

CIHBE, OEOEFEOBREL FOMEIE U TERTARERH Y, £z o sar

NOBEERUBEOROFFENHITE A ETAAYF—va VEESETEIGIChR S

%Y 5 —3< 5 Validation : 4 OFFMZEC CHo b HFREEMEHEEE2F T 52 L &7

FETHZ L.

FERE Stock solution : {E#EWE 2 R e S EEARE HITAR L CHRE L - Bt o
v bV v T AWK
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EREYE (EMS)  Reference standard : ST SWE & BB ﬂ‘%if%ﬁ%k BB
ThHY, FIIREFAEERBS QCREOFAMIZA LS.

EHEISE Working solution : FEAEEIR % ) 2B THR L UM L=k~ | Vw7 ATER.

F& LT, REBAEERES QCEM2HAMTILD, v hY o7 RZIFMT5.

7 v 7353 Hook effect : 3T S EOREFEEITEWEEIS, LRI AR S
L. Ty RRBBDEET, BREROEELREBIIBEOCAMOEEMARELR
OFEREERUTERDEDERTSH. VI FEGIED S B, RO CRERIEL o7
MEMEE G SESIERIHAET S,

77 7 3% Blank sample : GRS E ZFIETIC2F 5 < M) v 7 ARHL

FARYF—2 32 Full validation : 3TOAY F—2 a VIEH, B, 4R, IR,
BER, EE, BE SNERERCZEETTITS. BE, ofEEHiiickird 55
R 5.

7w/ — Prozone : SHTREMEDBRENFHHICENBE, VAR ABMH S5 -
L Ty PRLALEETHS. ‘ |

Eagiin Analysis : REOFHRP OSBRI L AAEE TEED—EOSTO 7T R,

' ﬁﬁﬁ%%EJEMWe%ﬂ¢®ﬁﬁ®ﬁ%a&5%EEﬁ&méﬁﬁ%xm%@ﬁgﬁ
3, DRREDE.

S3HTEAL Analytical run : RER, QC B R OERBIE) bR A RBEE. W, F&it
@b e, FCAEEZANCRLAREREEF ICI Vs s kfoﬁ(ﬁ%éélh ——E DO
Bx 1l >0 s LTH— 7v—brﬁﬁ?5

< FU w7 A Matrix : GO OB R S -2, migE, Jﬁl‘%, PRI o kiR,
< MV v 7 APORABSRERESE LEERZRL) RUEOREMESERVEOE
TS5 7= k) 'w 7 A (blank matrix) & [@,53 )

U H FfEETE Ligand binding assay : 23 at &I RNICHET2RER2FH LT
Mrat S E xS 5 5. VT FREGECZIIENERSEFIALELOTHD.
ZL DS, BREWCEEER, BRI ORISR, SRR IR RS A bf’_"“nﬁ%.
' &"ﬁﬁﬁ'ﬂ'% B, 96 X7 L— b, B IIMBEANETTD

ISR Incurred sample reanalysis (ISR) : Egjﬁ@ﬁﬁ. ﬁﬁﬁ‘? D, #DHICHD ;ﬂﬁ'%
Tk GEREZHOITTo I L. _

MRD Minimum required dilution (MRD) : V # > FiEEEHETO S RIS Shi-3 ke
- BWT, BRERIC L O AERERRHERIN TV AEE, MRD X, 4T LLRABELSIT &

HEPNOFPUSETH D BEIRVA, RERFIEEREC QCHELED, TTORE
TR TR RN “ ‘

~ QC %L Quality control (QC) sample : ATEEDEIRIEE M5 72 DI AV B3T3 58
BEHMLUEEmBEEORE. FZRBAITICBWT QCREEBHY, REBSERBIOSTICH
WO N TR DS U FHE T S 7wl o s.
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