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BEYA T4 —B&

1) EARBEERANLEFREEHER . [EELOBERFR K ORERTEAR
HEED 72 DIEFRZ 2RO EIZOVWTOTA X2 A 120 T, F
A224E2 A 19 A AR EFRK0219%645 (ICH M3(R2))

9) EALEBREESHRE : My axxr 72 (FEHERRICRBT 2
B RE D) (BT BHA XA 1IZDoWT, FAR8EET A 2 H HFH443

=X

3) BEALERRZLREFEFTHERE . FEBRKEDBRET A KT A 11O,
VR 10456 A 26 A EZKEF 496 5

4) BEERBEERELREESHRERN . [RBERERLOEYFIIRFHER
%w4b74/£@—%&m_owfj,$ﬁmﬁmﬁ%5£ﬁ%§%% |
029975105

5) BEHEM  [BRRBERDOLEYFZHREERBRTA N7 A4 VBT ERER
B (Q&A) 1ITOWVWT ] BOREHIZOWVT, 24424291

6) EAFBEERRBEEHRREEM: [EIFELOBKREDBRERBIZOWVT],
¥R 13426 A 1 HEFRFRE 796 =

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)




8) EMA: Guideline on bioanalytical method validation,
EMEA/CHMP/EWP/192217/2009, Committee for Medicinal Products for
Human Use(2011) '
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RTE S

RREM Stability : FTEDKRMH, FEDORMET TOBREF I~ Y /72'43
B B TR EE OFER NI EYFHRESE. DT RUE DR nﬂﬁ

,nitﬂ’i’a"mﬂib“(ﬁ)%/\ﬂﬁ‘éiTOD%\l@%EZ)VW?xT%%E@&V ?’
Z’(ié?ﬁilf\ EERIET DIDITEHBSND.

BT (L AR R) Response variable : AT OB HEN O/ O NG
BEoZLThy, BY, HEZERKEFICERL CEHKINZ7u~x T T A
NHEBLNAIEY—7EREE (AAWIY—7FEIE TRT.

Bl Recovery : ZAAERE O RTLELRRIZE T 0T MEHEOEIGR,
BN R%) = (O RYE %2 ARREHIBEMUTAMLE LEZBDO L AR Y
2T 5 v OEEBREZETOE L RIS SmE Y IR Lo L AR
> A)%x100.

E:035° Assay variability : [F] CREZ W TITo R ERER OMEDCEE. M
BEOFHRT DA DEZ/NN—E L PRELIZH D,

TEBERE (%) = (LT 20 O EEME) — (BHE L 72 2 08T O E &N ([EH O
E)x100.

FIROZ UM Dilution integrity : BEFEZ FHIR L T+ 25812, FIRBOH
ﬁ%%’g@/ﬁ%{ﬁ B E 2 W ERHERTATED WEMEENS.

¥ % U —A—/3— Carry over : /rHTHERICRE L ot S E P EEEICE
BrEZBHT L.

7t AN ) 5 —3 3 v Cross validation : [Fl— DB CHEELD Ttk

W b8EE, XIE22RBHECHEHINZoWEL KT 25610 E éﬂ”b
AENRYF =gy, JaAR)TF— g X BREIE, EREnO T ANY
F—a IRy AN T a VEER L ETERTS.

KE# Calibration curve : ST EMWEDEE L VAR ADEFRERLED
. EETREZET 6 BEU EORERAZEERE, 77 7 BROErR

B (PIZEME RN L7275 738D oS5,

BEH FEERE Calibration standard : MEBROVERIZE WD oS 9E

N UTZBEEBE OREL, RERAEERBZ AV TREREZIERL, QCR

BHeEREORELZEHT 5.

BOM Reanalysis : BREIOFILENSHEEE CO—HEOBEEZBEITY Z

VAT LA System suitability : BIERINZ, OHTHRRYE OIEERENAR
EEBAVTOIEBSENSEIICEEL TWH Z L 2RI L.

EFB Study sample: FF L aFxxT ¢ 7 ARBRXIIEKARENOHBLND
HELD S b, AEBEEHEYRE ST 2508
EE Accuracy : TEELHERMEE O—BOBE. HHEZ 100% & Lzt &0,
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N—E v NERRTRINS.
BEE %) =((EEMH) /(EiH1E)x100

FEE Precision : SV IE LS L THE LN EERBERO—FKDIE S X ORE.
EEMRE (CV) EIdMHERRZE (RSD) O/ N—tE v NERTEINS.

HE®%) = (GEXERZ) (FBHE)) x100
ikl Zero sample : WIEMEME LR L7 5 v 78k

BIRME Selectivity : BB OMOD RS DIFET T, HHTXISEYE R CPIEREY)
BEEBILTRETOZERTE SN, LIELIZREE L ABECL 51T
HEoh o0, HEERTBFIMORBOE L LTINLE2RFTEEMLH 5.
COEMEREAD L, BRET RO —2ORIOLERETHZERT
EOMANTHD—HT, BRMELIZID DL T —BOYELBRHT 58
NERFTED. T2bb, BHME L IOV RWE & CPIEEYE LIS O
RDERETOHRELH LD, KBNS OPELZRII L TERTE 318
EEKTD.

RE< FY v 7 X Surrogate matrix : 72~ MU w7 2 (GEKE, MEBERE,

JE%E) OO EBIZBRY B DHEE, ARO< M) v 7 20RbY & LTH

Wonvdw bl w7 R,

BFER)7 71 —F Tiered approach : S3#1iED UM DIRIEL REM2NE &
THHDOTHY, BMRBROBRENEDLIZONT, RIENEEZ IANY F— gy

QRS TTW R (SR

EE TR Lower limit of quantification (LLOQ) : BUBHFIZ I T S /E

EEEHCEIEERVBE CERT A I LN TE AR BNV EE.

JEE#H Quantification range : BEHHICB W TOWKNSEYELEH L 2E

ERUHEECTERT DI LN TX HBREOHME. ARy ESH I

WAOHTIEDEREHIL, MEBROEEHRE R OFROZYMEIZ X - THRIFX

na. (

# 5% % ¥ Incurred sample : ERBDH L, EXEPBELERIZELNL S

¥R Specificity : IR OFEMREH L SR,

NIZHEME Internal standard (IS) : 53475t G4’ O BT LI th oD [F1IN 2280 53 47 4k

C WICLD VAR AOMELZ HAICIRMEN2WE. SEWE ITEEDOE

L T=ESXRERNETT AL L= EREV LS.

W= % WY 5 —3 7 Partial validation : BEIZ 7 A NY F—3 g v % Eif
LT B IO R R 2 T BB E T AN F— gy, NR—T A
U7 —a rCHET2EEIE, SMECEEOREL ZOWEIE L TERE
TEHORENDHY, FOHHEILH NOEERUBEDHDFMABIEEA LTV

14




NYF ey VBB E TG DTS,

N 5 —3 g Validation : 4 OFEZE U CH+o 2 BEREEAOMEEELH
TAIEENFETHZ L.

BEHERHR Stock solution : {Z¥EWE 2 )2 EEICIEM L CRE L - &ERE
DI~ M v I AERK.

EHEYE (L) Reference standard : D BWE = EEDITT D ETHE
LB LDOTHY, FIRERAZEERESC QCHEOFHBIIANLNS.
BEEHEPRIE Working solution : HZ¥EFIR & BEEI R CHR L TR LI~ |
Vo7 AWK, £L LT, mERAEERESC QC B 2H/lT57=29, <
U w7 RIZEMT 5. |

75 v 73k Blank sample : /947 xR E SCPIE Y S 2 RIS T ISR
A< b U w7 Ak

I NN 5F—3 g v Full validation : TXTHONY F— 9 VIER, Rib, &8
Rk, EETR, BRER, HE, BE, v~ N v 7 A8, ¥ U —F—1—,
FROZUMEROLZEMEZFTMTH. B, OMELH I T 5 BRICER
T 5. _

S3HT Analysis : BIALEN S SHTERIC L AHEE TEED-—EDO SO a
=X, »

SR SME Analyte : REFFOSTORNGK L 2 2WE. EEE, EESFX
IXFOFBER, REMY, SMEEDE.

SSHTEEAL Analytical run : BERR, QC HEI R OEREIEN LA FEIEE. &
OR—&HEObL L, RURELZAVWCRURBRERE CL VRTINS &
R ATE S N—EOREEE (NyF) 21 O0HEAE LTHHT 5.
ATALER% 3Bl Processed sample : OATEBIZ L ARIEIZHEIN IR AR THY,
AEREBZITAET A LIk THELNS.

< b v 7 A Matrix : ST O OIRIRS W aail, mig, myF, RXIIMho
RICHEME. <~ MY v 7 AP OMBBARMELEYE EEF 2R RO*%
DOREMEEEH VWL DET T < M) v 7 A (blank matrix) & 5.

< ;Y v 7 A%E Matrix effect : EEHF O~ MU v 7 ABHFSIZ LD 5H%
BYE DV AR A~DRE,

< Y v 7 A7 77 #— Matrix factor MF) : =~V v 7 RIEFFET TOHOM
KBHED L AR R T B~ M v 7 AFET TOOHREDED L AR
VADEE.

MF = (= N v 7 ABEETFT CTORTREHEDO VAR R)(= MY v 7 ZIEFF
ET CTOZHRBYED L AR R).

ISR Incurred sample reanalysis (ISR) : EEEOCBEHRMMEROD, Eix5H
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RN DT AL TR EZRB 2 BEOoT5 2 L.
QC Bt Quality control (QC) sample : 43 HE DS HEME % TG 2 7= HIZ
DT R E & BN U 7= BEAIR B ekl ZRBMMTICRWT QC 3EHI,

RERSCEAB OO DN SHHEDO R G E FMT 5 =02 S h
5.
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&k BPER T 7 o —F ORI H

ERIR M BRERBR TOMOXSR L T5 N TOREMWIT, BRHRRBRO R
BTiM#L%%%# WZRBRNZ ENEL, EEYEL L TN T —Tay
T B 720+ SR BEREHE T I A BREOHMBINSLE R D, EIRE
BHEODHRILEZR L, DWENYF—2 g VEBRBEHT 7 u—F LIREh5
FEZHRALTEDLZLR’HS.

BT T —F L1, SiEORYEORIEZIRENRARETHLDT
%U BREOEENEINCONT, BREERNEONRE IANY T — g

ANZEST TNV FETH D, BERELOBEFEOHN S PN T 7 e —
FEMATHZ EIZE-T, BEORYEE COFMEZREL L, EXEDLPRHE
DRBLEMNTRTLLTAHILICLY, ZIEMBRERDOWFRHBICOBRNS .
Lo LHRINS.

7L, BT T —FE2HAVWSEAICBWTY, BOoNIBET—HD
HHEMEEMEEMEEZ SO D201, STEOZYMEORIEIZIX, FBFa7e
WESWTHOLN UORY W EELRETHIENEE L.
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