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02995510% ,
5) EIGEK  [REERELOAYMSZH RIS A R4 CET HEEN
B (Q&A) IZ2WT) EDOWEHIZOWT, FRk24FE2H 290
6) EAEFBHEERRFEECHRREN: [EELOEERDEERRICOWT],
FRL 134 6 A 1 HEEERE 796 5
7) 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)
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8 EMA: Guideline on bioanalytical method validation,
EMEA/CHMP/EWP/192217/2009, Committee for Medicinal Products for
Human Use(2011)
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ATERES

ZEM Stability : BTE O, HFEOLEB T COBRBETXIE< MY v 7 2Hiz
BT D ord B E OALFHXITEMFHREE. SR pE OREMEE
i, REREELTH BT 2 E TCOSBRBIFHENEOBRE CHEL
BIEERNZ L BRFET DI EREND.

INEES (LAKLR) Response variable : 32 DR HIZE D BB S
BOZLTHY, @, NWEEZBEREFIIER L TRESNEI/ e b T A
PE/LNBZE— 7 HEE (HAVRE—/HSE) TRT.

[EisE Recovery : A {ABRIDRTAIIBIRIZI T B AW S E O ENHE.
EIRE%) = (SHF R EWE & A RBHC RN L TR Lo L ARy
AT T 7 DEGREZBTLE L RIS S E 2 /N L0 L 2R
> Z)%100. :

TEREE Assay variability : R CEEZ AW TITo R CEBEMOMEDRE. W
FEOEHIZHT oMEOEL —EY FRELEDLD.

TEREEE (%) = {8 T 2 0T D ERE) — (B L 72 2 30T O E BAEDH (i D
{E)%100.

FIROZEME Dilution integrity : 3B 2 FHIR L THh 2854812, FIRASHT
WNEMEDEERBEILEEYS IRV LEHERTA-DICHEMENS.

¥ ¥ U —2—/%— Carry over : DHHsIIEE L oirdSmENEEMICE
Brb5x5 L.

Z v ANYF—3 3 Cross validation : [Rl— DR CEB OS5I HER T
W56, NEEL5RBREMCER SN ESTEL BT HEAICER SN
BRYF—vay., 7aARNYF—a LB HEIE, EhEho oAy o
T—a AN AN F =g UERER L L TERT 5.

BE# Calibration curve : ST HEHEDBRE L VAR AOBEZERLES
O, EETIRZET 6 IBEL EOBRERAZEERE, 77 78BROE R
Bt (FEEYEZTM U7 I 288D hbfElkahs.,

WEFIEESE Calibration standard : BEGOMERICAV B HH R EWE
ZEMU - BEIRE ORE. REFARERNEAVTREREIERL, QCHR
BROEREOBRELRET 5.

B57#F Reanalysis : B ORILENLRIEE CO—HEOBRIEFZBETI Z L.

VAT AEAEHE System suitability : IERIS, ORI S E OEEREARK
EX AV THOFTEGELSEINICEHEL TWD T L MBI H I L.

E#R P Study sample: FX T IFRT 4 7 ARBXIIBERRBRENLHOND
RED 56, AR IEMIRE ST T 538

HE Accuracy : EEME L HGE S O—FORE, HiHEZ 100% & Lzt &0,
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NR—f v PRETERIND.
- BE%) =((E2f@) /(ER1E)*100

¥ % Precision : #9 BELUSHLTELNS ERERO—EDIT 5o X DR,
EERE (CV) FEEMZ%ERFZ (RSD) o 3—k v l\i%nﬂ'(%éih‘é

BEMW = (GEiREz) (FEME)) x100
ikl Zero sample : PIEEWE L TN L7=7 T 7348

B Selectivity : FEHTOMDOESDEET T, S GRIDE R ONEEY
XL TRETAZENTE AN, LIEUERREELRABEOLIICE -
Fhhdd, BEEIRIREORBOEL LTI bE2XERTAERLSS.
COEMEREZS L, HEAEIT R DO OHERHETHIEHT
EDEHTHA—FT, #REL IS ER-T—BHOMEEZ BRI H8E
ALEETED. Tihbb, BRI LIS ERME R CNIEEME LSO
SEBETATMEELHSD, LBEMINLOMEZRB L TEETE 518
BT S.

&~ Y » 7 R Surrogate matrix : b7~ MU v 7 X (fRkk, NEHER,
JEHEE) OFHBIIBRI BB HHGEE, 2O M)y 7 ZADRDY ELTH
Whivd<w bl w7 R,

E¥pEM) 7 7 v —F Tiered approach : GHIEDORZLYEDRIEZ RERNRNE &
T5HOTHY, HBEOBEREMPEDRIZONT, BIERATL IV F—a
WS TS R (RS R)

EE TR Lower limit of quantification (LLOQ) : EBHHIC I\ TN &4 HE
FIEETCEIEERUBE TCEET A LN TEOIRDENVERE.

FEEFA Quantification range : FEEIFIZBW IO RMELZEHE TELE
ERURECTEETAIENTEIBEOHE. AFERETEDREESITICH
b‘E)/\fﬁ:r(iEC’DE%%EI iy, REBROEEHEHEUHFIROZYMHIZ L o> THREES
na.

B E4%38 Incurred sample CERBD Y b, EEERELEZIEOIDSHA
#t. ' |
¥ Bk Specificity : [EIRME] DRSS SR,

PIZHEYE Internal standard (IS) : 53475 R4H O HiALIR H DA 050471
BILEDB VAR AOTEE BN 29E. SR EICEEDE
L EREZERMETT AL L EP RV 6.

R=T % WY F—3i g Partial validation : BEiC 7 AU F— 3 a &
Ll GBI E R 2T Bl E M T H ) T —a . A=y bR
Y5 —a VTRMTAERE, SIMEOETORELFOMEILS U TER
TOLERDY, TOHMBANOEERCHBEDHOFMNGIELA LTIV
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NYF =23 VIZEDETERIZDED.

RY F—i g Validation : fix OFIZE U T+ BRERMEEES2E
TAZEENIETAHI L,

FEHEIRHE Stock solution : HE¥EWE 2 EEI R EEICAE L CRE L REEE
Ok~ bV v 7 AR '

=M (IBH#ES) Reference standard : DT &M E & EESITT 5 L TH
BERALOTHY, EIREFRAEERES QCREOFARMICIAVLNS.
EAREPEIE Working solution : ZHEFE 2 B REHETHIR L CHE LEIEY
Vo2 AWK, £& LT, REFAZERES QC RE2HRT 170, = |
Vw7 ZZENT 5.

7 F v 7 8% Blank sample : SRS H SR EYE & RIS R
5w b o7 ZAEEL

Z N F—3i g Full validation : T_XTCONRY F— 3 VIEE, Blb, &
R, EETR, BRER BE, B8E, v N v 7 2H8, v ) —2—,—,
FIROZYMREVREMEZTMTSH. BF, SNEEREICHLT A BICER
7B, .

34T Analysis : FILED G ORI L OAEE T2 EO—EHOHFT O 1
1= A,

DI RYE Analyte : REIHROSHOXGR L2 2HE. EXR, EBEHFX
127 OHER, KB, SEEDE.

SHTHAL Analytical run : BRER, QC HERUEREEN G D REEE. B8
W, B—%&tEob e, AULRELRAVWTRIURBRERE L s hs o L
R AT I —EOREE (RNoF) F1o00HEME L THRT 3.
AL A Processed sample : SATEBIC L 2RI Eh 32K B TH Y,
AREREZTAETAZ LIk TELNS.
= hU w7 A Matrix : SO DICRR S e2m, ff, mF, RXiEfho
RECHR:. < RV o7 AP OBEAREEFERE GUERFZ2ERL) RUE
ORFYEESERNLOETZ < ) v 7 A (blank matrix) & FES.
< Y vy 7 AR Matrix effect : BB D<= M) v 7 AHEMSIC L Do
BME DL AR A~NDE «

< bV v 7 A7 77 #— Matrix factor MF) : = FU v 7 Z3EFET TOLHT
HBPED VAR R T D M) v 7 RAFET COZHKRYED L AR
Y ADEE,

MF = (= M) v 7 ATFEETFT CTORTREHEDO L AR R)(~ b U v 7 AFEfF
ET TOGHMEHED VAR R).

ISR Incurred sample reanalysis (ISR) : EREDCHRMHERD LD, Bi5H
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IR DS HTEA CIREEZRE 2 EoT 55 Z &.

QC ¥} Quality control (QC) sample : SHHEDEREMEL TFMT 5 = DICHW
B ot S & RN U 7 BEAIR B O3B, BT ICIS VT QC REhT,
 BRERLERBOSITICAWON N EORYEEEZFET 5 Dilatrsh
5. _ . _
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W BT 7 e —F ORI

e R EN e ER T4 ﬁ@ﬁ%k#étbf@ﬁﬁ%i ik R e 0D LA B
BTSN T UBBALRIRERWI L, BHYE L LTAYF —ay
W T 57D +AREZBET IS 2 BEOHIMBLERD, EHES
FRBEOPRILEZBEL, SHTEASAYT—a VERENT o —F LIBT3
FHEFZERALTGEDDZ EBH 5.

BT o —F 23, fTEOZSAEORIEEZRENRZANEETHHLOT
Hv, ﬁ%@&%mﬁﬁgohf HREERCTEORAFEE VAR )F—3
ANGEDTTWS FETH S, EERGHOBZEOMED S PENCEENT 7 o —
FFATHZLICE-T, AEOCRHER TOFMEZREE L, EELBERE
ORBLEMLTRILTHZEICLY, EADRERROHMERBICORMND
bOEHFENRS.

7miZL, BT 7o —FE2AVAGERIIBWTS, /JFOoNAEET—F0D
FREREEEEZ SO D7D, HTEOZYMEORIEIZIL, 2Rl
ESWTHLP LR REWEMELRETH I ENEE L.
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