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REM Stability : FTEORR, HEOCRETTCOBEHET I~ FY » 7 Az
BT D MG E DAL FR L E R ENE. PR 0% B
iE, BB EEIRL TH 0T 5 CORBERIVNSYE O |z BB s
BESHRNWZ ERRILT A 0OICHEBEND,

B (VAR R) Response variable : TS D8 HI320 BB B -5
EOZLThy, AN, HEETERERFICEBLTERSNEZa N T A
PHEFLNAE—7EEE (AW —2rE &l ok,

EX R Recovery : ERFE O RIMBIERTRIZIS 1T 554 st 848 0 EIN =,
B (%) = (G RYE 5 EEFRENCEM LTI LB o LRy
AT 5 v 7 DEBERELERIRER U B o BB 2 Hm Lo L AR

> A)x100.

FEMERE Assay variability : [ U 2 O TIT - EREMOEEORE.
FOVERCAT HMEDOEE R~ MR LEL O, '
TR FE (%) = {(LbBd 2 0 F O ERAE) — (BFLHE L 70 5 200 0 F BB (HE 0 T8y
E)*100.

RO ZEM: Dilution integrity : BURME FIN UL THFT HEAIT, FIRBLH
SNEMEDEERBICEBEEZ W RHRT A DICEMEINS.

Fy U —A—,3— Carry over : DTSRI Lin ot E RN EEMICE
BEH52357 L. |

7 1 AN F—i a3 Cross validation : [F— OB A CHEEK O S HFHEER G4y
Mrd 256, Xi38n 23 8H CHEH Sh-ohEd ikt 28810 Em S h

HRY T gy, FHANRYFT — g UIC X AREN, FREROTANRY
T—a Iy R ) F g VR RN L R CERT A,

FRERE Calibration curve : BATH SR EDBRE L L ARV AOBEZR LIZ Y
D, FETREEFT 6 REL EOBERAEHERE, 750 78RR
Kl (TR BRI LT 75 o 7 508D 2B HiR S5,

P 2R AR H#EEME Calibration standard ; M SRR O ERRIC A WA STt B E
IR U= BEANRE OB, MBS AENEREE W CRERAER L, QO
R EBEOREL R HT 5.

B8 Reanalysis : RO B LHEE CO—EOBELBEITS = L.

VAT ABAHE System suitability : HIERIIC, 54T AHRME OREEREA
8% TV CAMFERIINC BE L O\ 5 = b AR 5 o b -

B} Study sample: FF¥ L F T 4 7 AR IIEERBRE N LB LN D
AELD 5 5, AP IR E ST B3

B Accuracy : ERfE & BRHE & O HORE, BHEL 100% & Liz s &0,
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s—E L PRIETEIND.
B %) =((ZEAE) /GER))X 100

¥ Precision : MO K LS LTELND ERBERO—FKDIZL DX DORE.
EEhiRdE (CV) $7i3xdigiEfFEzE (RSD) O~k hPRIETRIND.
BE% = (REFE2) (FHE)) x100 |
ikl Zero sample : NEEYE ZEIN LT 7 7 508
BN Selectivity : B DD OIFET T, SHiat&E Rk CNEEED
BHHEEM LU THRHETAZ ENTE AN, LIFLIEERELRAEFNLIICS
b ai, FHRMEDBREOREOEE LTI LERT2E/LH 5.
TOEHERBE AL, BT R ORGOHRERET S AT
XAATHH—FT, BRELEHIEMEEZF-F—HoWELHBHT 568
FLERTEA, Tihbb, BIRMEL IIOITRME R OWNEERE LD 5k
NEBETAFREEGH AN, MBI soWER R L TEETE S8
BRI S, _ -

K< VY w2 R Surrogate matrix : Fb 7~ MU w7 A Gk, MEHEE,
FANHEE) ORDEICRY B3HLEE%, FkO< Y vy s AORDY L LTH
Whhdw b v A,

BYEg 7 7 0 —F Tiered approach : TR DEYMORFLE BERRNE L
FTELDTHY, AEROBMEMERIZ SN T, MENEEZAANYTF =g
WIS O FEE (8RB

EE TR Lower limit of quantification (LLOQ) : BB I W TAHT &M E
FEETEXAEERUVHE TERTIZ ENTE LR LEWVRE.

EREMF Quantification range : BEHTICRBW T O HRMELEE TS SE
ERVHEETERTS LN TE HREOHA. AFRETPEDRESITICH
WA ST O ERH L, MREROEEREEOHROZEMIC L o> THRIES
ns. . _
#5438 Incurred sample : EREIO 5 b, EEELELEBRICH/LNLLHK
k.

SR Specificity : RIE) D AR 2B,

PIZ#EM'E Internal standard (IS) : 20475 2248 o FiiALER H O BRS04 4T
BIr LBV AR ADMIELX BRI EN2WE. S EITEE0HR
Bl U R BRI E T T~ LTe i E P VW HILS.

2= LN ) T3 g o Partial validation : BEiZ 7 AR F— 39 & E
LR IR R E A T AN EET 5N T —a b R—=Tp oS
)=y g CFHMET 2B, STEOERORE & £ OMEILS U TER
THMRERDY, FOHBIXANOEERCEEOHOFEMNLIZEA LTV
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N F =g Vil EARETEIRIChES

ANYF— g Validation : B4 OF L E U C+oOBRERCEEL LA
THIEEMAET A L.

YR Stock solution : AEMEWE 2 HE) R BICIEMR L CRA - BBk
DI P v I AR,

BEYE (BEHES) Reference standard : SHrd &8 2+ EB O T3 LR
WERDHbOTHY, EITHRERAEERES QCHEOTBMIZAVLRS.

IEREERIE Working solution : AEYESIHE 2 WU R B CHER L TR Lizdk< -
Uw 7 AR, £ LT, mERAEERE QC ﬁﬂﬁ:ﬂ%ﬁ‘% T, = b
U w7 AT 5.

75 7 38k Blank sample : 34T 56 S B AR MV & W T BT 40
B w7 AFEE

N8 Y F—3 a2 Full validation : $ X CHARYF—La VIEE, H, &
i, EETR, BRER BE, BE, <~ b)) o7 A58, v ) —F—3—,
AROZUMEROZESRTTMT 5. 8, SWEEHICHEL+ 28R
95,

ST Analysis : BIALERD D AHHERRZ LAPIEE TEEDE—EDOS5H D o
A, '

RBHTRWE Analyte : BEP O OFGRE R BWE,. EKS, Eﬂi

I3 OFEE, R, SfEDE.

SHTHAL Analytical run : BREWR, QC RE R OERBIE G AR, B
W, M—&Fob e, F E%&”%%Jﬁb\fl—ﬁ] URBREEEZIZ LY P shs - »
7p ATAVER S L7z —EOFEHE (o F) 1 O0BME LTHWHT 5.

%%@%ﬁﬂme%wSmwb:%ﬁ%ﬁﬂié%iﬁ&éhéﬁﬂﬁ%b,
AERE LT A LItk TELNA,
v ) w7 A Matrix DT DT VRN s af, mEE, g, R3Uitho

B, < b D v 7 AR OMBSNRMEEEDE GUEEAIEBRL) RUOF
OREYESERNWEDETS v P w7 & (blankmatrix) LSS,

= M) v 7 AR Matrix effect : PO~ R Y » 7 AR K B oyHint
GE OV AR A~DEEE,

< MY 7 ATy 74— Matrix factor (MF) : = » Y v 7 Z3EEE FTO5H
HBREWEO VAR R T 2 b v 7 AEE T TOSEEHED L AR
v ADEE
MF—0?%)/&XfETT®A%ﬁ%%E@vz$/RMVFJ/&X#T
HET TONHHRIPE D L AR R).

ISR Incurred sample reanalysis (ISR) : EEMOFHRUEMRO -, R H
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QC #&¥} Quality control (QC) sample : 53HrEEDOERUE 4 FHD 5 5 72 DIV
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B B DO IV SN e WO YA R S o it ot &4
4.
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