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BRI A FT A v—HE

1) BEEHREHEEERLFEEETERE . [EEMHORKRRE CEUEIRTEA
HEE D7) DIEMREEERBOEBIOWVWTOTA XA 120 T, ¥
22452 A 19 B A HFE 0219845 (ICH M3(R2))

2) BAEFKEREEETHRE : MY axxT 72 (EHRBRICBIT L
SHREOTE) (BT 544 422 o0, FREETA2EEFH43
= :

3) EXLEEZELREETERE  FHEREDEET A K71 11220 T,
TRk 10426 A 26 B EFEEF 1965 :

4) EEFBHEERRMHEETERE BN . [ERERLOEYZENFRSER
BRATA FTA L EO—ERECDNT) , FR24E2H 20 KR THERE
02995105

5) BHEEM . [RRBEELOLEMFENREERRT A R7 A BT 588N
BE (Q&A) IZ2oWT EOHEZEIZOWT, Fak24E2H29H

6) EAPBEAEERFETHHEEN: [BEEROEREYEIRERERICOVWTY,

¥R 1346 B 1 HESRERE 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)
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8) EMA: Guideline on bioanalytical method validation,
EMEA/CHMP/EWP/192217/2009, Commlttee for Medicinal Products for
Human Use(2011)
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FIRERRR

ZREME Stability : FTE ORI, BEOEHT TOBREF I~ MY v 7 A
BT 25089 OILZRSUI A ROEEME. S8 E 0% B EEE
X, REEZERLTCHhOSN T2 E TCOEBRBRESTSBHEDOBEICRESL
BIEERWI L RIET B DICERENS.

ISEEE (L AR RA) Response variable : GiTHizs DB HBMNOE LN
BEOZLThHY, BE, DEXEXEFICERL (EEahizrua<w NI A
noFEohs—/miEE (b3WIY—7 8 3E) TRT.

ENXEE Recovery : ABEEIORIEIBREIZ BT 5 o it&4nE o[BIz =R,
BN ZE%) = (SN ROE 2 RN L THAB LD L AR
AT T v OERREE BT L RIS ME R RN L RO L AR
v A)x100.,

FEBERE Assay variability : B U % B W <TiTo T_JE%{EF“WD?FE@@&F )
BEOEBHTIHEOLEE N —E Y FRELELD.

TEHEEE (%) = (LB 2 i O B E18) — (B & 72 2 454 O B RAED)/ (R & O Ty
fE)x100.

FHROZ Y Dilution integrity : BB A FHIR L T4 VBT‘TE)*'HA , TR AT
HBEMEOEEBITHEEBY EX RV LEERTI D ﬂﬁﬁéﬂ’bé

¥ % U —A4—,%— Carry over : f\*ﬁﬁé‘%ﬁ IR bt"ﬁﬁﬁ%’gﬁmﬁﬁ -7
Brbzbr k.

7 v ANY 5 —3i 3 Cross validation : [F— DA TEHOOITHER To
T 258, XIZERRIRBECER SN ESTTEE BT 2BAICEREN
BRYF—gy, JRANYTF—a il LB0EE, EREho TR
T a VRIS N F = g VEE L L TERT S,

E#R Calibration curve : DITHEHEDRE L VAR ZADOBFZERLED
O. FETEREZEL 6 BEL LORERAZEERE, 77 0788 K0EeR
B (REEMELZERMUET S 788 HolElashs.

BEHEENERE Calibration standard : BREROIERICB W A SHd&2WE
ZHNUZBEEBE Ok, RERAEERBZANVTHRERE/ERL, QCHR
PHOEREIOBRELZEHT 5.

4517 Reanalysis : BREIORLENGRIEE TCO—HOBRELBETY > Z &

VAT LS System suitability : BIERTIZ, 8 RTRGE OIEEREHATR
S5 AWV THITESRPEOICEELTWAE Z &%Tﬁ RTHZ L.

EFE Study sample: M aF 31T 4 7 ARBEIIBREBRENGELND
B 5 b, EFERB P ERYRESITICET 250

EE Accuracy : TEIELEREL O—KOREE. HREZS 100% <‘: Lzt &D,

13



Ry PRETRIND.
RE%) =((E£(F) /(FEH1E)x100

& Precision : iV E LSO L TELNIERER O—FHDITL-& DIRE.
FEREx (CV) TmxtZiEE= (RSD) O—k v hREBTHRINS.

. RBEW = (GERFE=) (FHE) x100 .
Bl Zero sample : WEEEBHE RN L7127 T 0 7508

BIUE Selectivity : REFIOMORD DFET T, SITHRME K ONIZELEY
BRI LTRHTAZENTE 38N, LELIIBEMELRAREOLSITH
Ebhan, FEEILEREOFEBOBLE LTINbEZRMT5EHBLH 5.
TOEMERELD L, HBEEETBRNIC—2oORSDOHRERHET A Z ENT
PN THD—FHT, BREL IO L2Fo—HoWE 2 HHET 58
AEEETED. Tiabbh, BRMEL IS HSEME R ORIZERERYE LIS DR
SEBHTAARESELHAN, NN OOWELARI L TEETE BREH
EERTS.

&~ bV v 27 R Surrogate matrix : FHF 7~ M) v 7 R (B, NEHIR,
JET4E) DI-DEICRY BHHHEE, AkO< ) v 7 20fRbY L LTH
Whhdw bl vr R,

BePgR) T 710 —F Tiered approach : HATIEDFUMEOMIEE BENLRNE L
TELDTHY, HBEOBRBNEIZO>NT, BIERNEEZ AN F—L gy .
IZIE-SF T FiE (HEER)

ERTMR Lower limit of quantification (LLOQ) : BB IZI W THHTHRME
EEHETELEERVRETERT D Z LN TE DRLEVIRE.

ERHFH Quantification range : BREIFIZBW TSR YELEHETEHE
ERUCRETERTHI LN TEI2REOHE. LFRHEHEDEESITICH
WASEEDERSFIL, REROEEGERUHROZYUMEIZ L o> THRIEXS
na. ‘

Fe 5% 3B Incurred sample : EFRED 5 b, EHEREL-RIIELNLRA
k.

PIZYEYE Internal standard (IS} : 37T E O RTALEE R O [EIY SR04 474
LD VARV ZAOHERZ HNIZIRINEN 298, HHTtgmE B EDH
B LU7= R ERNMETT U Lz ER AV ONS. ‘

N— % VR Y 5 —3 3 v Partial validation : BEIC 7 VR0 F— g & FEHE
LISl R ER 2 T B EET A2 T —a ., RN—=p b
V57— a rCiMiT5EHEERR, SWEOERORELZOHBIZN L TER
TAHARERHD, ZOHRIIBANDEERUVREEDHOFMNGIFEAE TNV
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NRYF =g NIBDETEIKIZHED
NYF— g 2 Validation : 4 OF M ECTCHoBRERVEENEEZH
TAHIEEIMNIEETAHI &

EYEEW Stock solution : ZIEWE 2 B EEICER L TR LickmEE
DIE= b v 7 AWK,

EYE (BBYN) Reference standard : i@ E 2 EEST 2 L THE
HLERALOTHY, ZITRERBEERLS QCREOHBIZHAVGNS.
EAEYETE Working solution : #Z2¥EFEH 2 B /RMEE CHIN L TR LEJE= |
Vw7 AWK, £& LT, RERAZEERERC QC R+ 5779, < b
Vw7 AIZEMT 5.

77 7R Blank sample : AT RIS E P EYE Z HINE 3 IS ALY
L=< b vy ZEEL ,

TR 5 =g v Full validation ;: 3 TOARNYF—3 9 IEB, Hib, 28
T, EETIR, BRER BE, BE, ~ M) v 7 2A8ER, ¥+ ) —F—s3—,
FROZLEROREMELZFET 5. BE, oUrELHcIiCmL 5BRICER
T 5.

547 Analysis : BIAED B SHHERIC L BMEE TEEDE—EOSHO T 1
= A, :

ST REDE Analyte : REHOSITONRE R 5WE. E%W,EWA?R
IFOFEERER, 5w, SBEYDS.

SMTHEAL Analytical run : BER, QC REIRUVERBENOFRAFREEE. B
ﬁ,ﬁ“%#w%& FAUREZHANTRAILRBEEERICL Y FHrahsZ &
RS RAEE NI —EOREEE (NvTF) & 1 OOHEML LTHINTS.

ATALEE B Processed sample : SHTREIC L 2AIEICH IR B TH Y,
AR ERAETL I THELNRD.

= b Y w7 A Matrix : SO ZDITER s z2Mm, g, miF, RXIIFthmo
oM. < MY v 7 AR oBAEECEDE EEAERS) RUE
ORFMEEERVLDET 7<) v A (blank matrix) & FES.
< MU v 7 AEHE Matrix effect : BEF DO~ M o 7 AHEEHSIT X 558t
BWE DL AR A~DFE.
2 FY Py AT 7 7 Z— Matrix factor MF) : = U v 7 ZAEFET TOHH
HEPED VAR AT D M) v 7 AFET TOSTRAEHED VAR
v ADEIE.

= (v M) v I AFETCOBITHBEHED L AR R)(= b v 7 RIEFF
ET TORTHRHED L AR R).
ISR Incurred sample reanalysis (ISR) : Ei“fﬁ@ﬁﬁ ERERR D=, BB R

15



WZADSHTR CREZEREEF/INTHZ &

QC 38} Quality control (QC) sample : SHTEDEEM 2G4 2 72 DIZHW
BTt RE AU Ui BRER E 0B ERESTICR VT QC B,
RERSERBOSITICHVW DN SED R LML FTMT 2 dlcmtr &
5.

16



Wk BRET 7 o—F0OFA

BREME R T ORE L T5 £ M COREMI, BeEREABR D A B
%Ti%?b%%%# AR BBV EREL, FBEMEL LTA)F—a
T A DI+ REAR BT AL IRECHE N SLERED, EER
BEODRILEZRB L, DWESAYF—va v EBEHT o —F LIREh5
FEERALTEDAZLRHA.

ERERT 7o —F LiX, SWEORYMEORILARENLRNELTEIHOT
&J D Fﬁ%@&ﬁ%ﬁ“ﬁ@ L-Oj’b'(— %n'hﬁ E&U%@Wﬁ% TR U :7-::"_":/ =]

WIS T FETH L. BEELOBRECTIA o HRHICEERT 7 a—
%%ﬂﬁ#é:em;or,%%@E%&%ﬁ@ﬂﬁ%ﬂ%ab,E%&%%
DRBLEMNTRTLTEZLIZLY, $EAOLREREROMERBIZORNS
bOEHFESNS.

L, BREMT I e—FERA0Na5aIiB0Th, BONBET—40
HIAMLRMEEEEZRD DI, OWEOZYMEORIEIZI, BSR4l
IZESWTH BzM,?sb LY R BT ERTE R R ET A ENEE LY.
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