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6) BEAFEBEEHKREETERRRD EXMHORKREMTERERIZ OV T,

FrL134E 6 3 1 HIEFEEFESE 796 =

- 7) US FDA: Guidance for Industry, Bicanalytical 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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RTRES

FZEM Stability : FTEDRE, HEDOELET COREH L~ M) v ¥ AR
BT 5O R E DL FR NI EHENEZ T, Tt R8O Z2 EMERL M
I, AR EEELTrL %ﬁ?éif@%ﬁ&#%ﬁﬁ%%ﬁwﬁf_ﬂﬁ%
BFEEHWZ e RFET Dm0 E a5,

BB (LAFRL A) Response variable : ZHHEREOMEBL LB LIS
BoZLThy, B, RE2EREFICERL(EHFEINT- 7o~ M7 T A
B LNRAY - ERERE (bAWRY—rEaH) TFT. J

MY R Recovery : AU O RTALEIBRRIZ BT B4 et S48 O I .
BN E%) = (O SmE 2 A ERRECHEM L CRTLE L0 L AR

2T T v 7 OAERIRE BT L B It S8 2 N LI RFo L AR
 AIx100.

TeBEREE Assay variability : [F] Lnﬁiﬂ RO T R EREMOHEEORE. W
FOVE X AWEOEE - MRELELD.,

TEHEE (%) = (L83 54 PO TEBAE) — (G & 72 B 43T D E BADN(EE D1
fE)x100.

FROZYUM Dilution integrity : 32 FIR L THotr T 25612, HFIRL 5407
XTERYE O EREL E/%E%?EH{@D\’ L ERFERTATOICEMEILS.

¥ ¥ U —F—3— Carry over : Ai‘)ﬂ%@ R LI ot S E DN EREICE
BrBEx5Z L. |

71 AN 5F— g Cross validation : F—®OREN THEEB O ST T
T 286, IR 5ZBETER ShoMEZHRT 280 ICERmE N
BAYF =gy, ZuAAYF—a Ui EAREIE, FRERLDTIANRY
F—a NN AR T a VEER L LTEBTD.

BE# Calibration curve : St EOBE L VAR ZAOBERETR LD
». FRTRE2ET 6 BEEU LORERAEERE, 77 73 B ETE R
B (WEEBEZERM U7 5 0 7388 hoElshb. -

KESAEERR Calibration standard : MEBBROVERIZAW A SR HE
AN L7 BEAn iR A o @%ffﬁ)ﬂﬁ@%ﬂ%ﬁﬁ%f’rﬁ%ﬁ%fﬁﬁkb QC &
BHeEREORBELZREET 5.

HOH7 Reanalysis : RO RTAENLHAIEE CO—HOBELZHBEITI Z &

LRTF AEEH System suitability : BIERNC, OVTEHEME OEHEREIEIK
Sk VTR S MUICEME L Tnad 2 k’i’ﬁﬁ A5 L.

FERE Study sample R aAFRT 4 7 ARBXIIERRARENGELND
HED 95, AREBHEYRE ST 08
EMF Accuracy : EEE & HRMEE: O FHORBRE. HiRES 100% & Lk XD,
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= NRFETERINS.
(%) =((CE Eff) /(E%1E))>100

¥EEE Precision: #VELOH L TELNIEEEAO—HDIIL > E DFRE.
EEMRE (CV) E I3 ZHFE:E (RSD) O/ 3—k L hRETEIND.

WWEE(%) = (E¥ERZ) (FE)) %100
Bk Zero sample : PEEMEHE 2RI L7 7 o 7 R EL

IR Selectivity : BB DM DR OFEET T, St SHE L NIEEY
HeRHLTRET 2P TEDHN. LITUVIHERLFREDCLIICL
Ehonsn, FEMEBEREOTRBOR L LTINLEZXKHT oML 5.
COHRMEMEZL L, BREI RO —DORGOHRERIET D2 LT
ELMATHDL AT, BRI HLBMEELR > —HOME L HRHIT 588
HEEFRTEDS., Tbb, BRSO RYWE K O NIZ Y E LIS ORL
SERHTLHAEELH L, HEBHILLOMEL XA L TERTE S
EERT 5.

&~ b U v/ & Surrogate matrix : 7~ MU v 7 &2 (MR, MIBETE,
) OHEIZRYBHDEEE, Ko ) v 7 20fbY & LTH

WHNLHw R v IR,

BXBERIT 2 —F Tiered approach : AT DS MO X RERIZHA &
THLDTHY, BEOBEEIEIIZONT, WMiENAEE 7R F— g 0
WS T RE. (MRS R)

FEE TR Lower limit of quantification (LLOQ) : 3B I B W Totra & imE
ZEMTELEELAVBETERT DI LN TEZRBEVEE.

FERHEH Quantification range : BEHFICRBW T OV EHHELEH TEIE
ERUBETERTLZZENTEIREOA. AARFUEPEDEESICH
WHOGIEDOEE#HFIL, REROEEHEARUFIROZLLEIC L > THRIES
na.

B 5%REB Incurred sample : EFRE O 5 5, EEABRELEBIZELNAH
#t.

¥R Specificity : RN ©FAFEMK AL SR,

PZYEME Internal standard (IS) : 2347 408 O BIALEL H 0[BT 2045
WLED VAR AOMIEE BRNZIRMENZWE. SR EICHEEOR
B LI ECRERNIETT ~ b LTzE P AV LS.

IN—T % N5 —3 g L Partial validation : BEIC 7N F—rg B ER
L7zt B AR LR A T B EICEmT 523 F—ra . S— vy
V77— a U CRMT 25 ABIE, SMEOERORE L ZOMEILRCTEE
TOMNERDY, TOHEBMIANOEERVREEOLOFMNSIZEA LT
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NRYF— g NEHETERIChRS.

ANYF -3 g Validation : FEx Q%8 U THo 2 BERAEREEELZE
TAHZLESIETAZ L.

IEYEE K Stock solution : HEMEME 2 BEEAREHEICEMR L CRHE L ZREREE
DI v AR, | :
R (FEUESL)  Reference standard : St S E 4 EENDT T 5 TR
WLRBHOTHY, ECREBHEAEERSS QCHAOFCHV NS,
VS Working solution : iEYMERR A2 HEI 2 CHRN LU CRE L2~ b
Vw7 AR, LT, BERBEEERRS QC RE xRS 5729, < b
Vw27 AZim4 5.

75 7% Blank sample : SYHT RTINS PIE UL & BRI 3 ATAAIE S
A b w7 ZAEEL

AR F—3i g Full validation : +_XTHOARYF— 9 LITHEE, L, #®
R, EETR, RER, BE, BE, v~ b v 7 289R, v —F—~—,
FIROZLUERVOREEE TGS 5. W%, Stk EF s 5 BIZEH
T 5.

L34 Analysis : BB S ST L REE TEE0ic—ED o7 1
2.

SHTRBRME Analyte : REHT O OXR LR DWH. BER, EEHTX
HFOFEE, Y, SMEYE.

SIHTHAL Analytical run : R ER, QC ABRUERBEN HREDEEE. B
H, A—%tobl, RUREEAVWTRUAREREICLV Fahs L
R BB AN —EORMHE (RNoF) F1OOBME LTHITT 5.
HIAEE %R Processed sample : GiTEEIC L ABIECEESh 5238 C¢H v,
HAERBZRET A ICLoTELND.

< b U w2 A Matrix : SOOI TIN S o4, miE, Mg, RXEo
IR/ ~ bV w2 AROMBSRELLERE EEAIZRLS) RU#
ORFDES T NLDET T < ) w27 A (blank matrix) & FES.

< ;Y v 7 AR Matrix effect : FRBIF O~ b » 7 A KA SIZ £ B o8t
BWEH DV AR ANDR

< bV v 7 A7 5 7 H#— Matrix factor MF) : = U v 7 XIETFHET CTOHHT
HEYED L AR RZHTH< M) v J AFET TOSITHRPED VAR
v ADEE.

MF = (= b ) v 2 AFETTOSHMBBEDO L AR 2= b Y v 7 AFESF
EF TOSHREYE D L AR R),

ISR Incurred sample reanalysis (ISR) : EEMEOHFHMHR OO, B D I
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(RO ST RAL TR G BRE Z BT 5 Z L.

QC ##} Quality control (QC) sample : SSHTEDEHEM 2 FHE T 5 72 DIV
DTS E 0 L 7o BERR E OFREL ERE T ICRB VT QC RN,
BRERSCHEABDOSITICHVC O SIEOZR UM LT 2 -0 I2otr Sh
5.
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Ffék BREH T 7 a—F OFH

ER R MBI EER B T Od & LT 5 M TORBWIL, WERROEHE
BETIRMST UL LI LRV EREL, EHEME L LTAY F—va
T A BE BT 50 AREOHBNLER-D, EEL
%%wﬁﬁm%%ﬁb,Aﬁﬁﬂ)THyﬁ7%&@%7?3“?EWHﬂ5‘
FTHEEEALTEDDZZ DRSS,

PR T 7 —F L, SEOZRUMEORIEAZIREHRAEETHH0OT

D, BEROBEINERICONT, BREHERCEFORAFE 7LD F— s
ST TN FETH D, ERGOBMBOPE D O HRHICERIEN T 72—
FEFATEZEICL T, HRORHER COFMELREL L, EREMFHERE
DRBLEIMNTRTTAILICLY, DERARERL ORI OB D
LOLEIFEINS.

L, BT 7o —F2RANnAEAIIBNThH, SONWSBET—F0
HIHMEROMEEE L SO 5012, SPEORYPEDORIEIZIL, BRI

KESHWTH LN UHRYRPWEELIRET S EHREE L.
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