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EAGBEEESMRELETERREM  [BERBERICBT 2 EER N PEYBRESIT
EORYT—va NIBETAHEHA FI A IZ2WT, ER25FETH 11 B BREFER
07118 1%

B4 S L ERAR RS EEREES  [ERAERICHT B EERE Ry RS
WEONRYF—oa v iCElTEHA P4 VEEGESE (QRA)] I22oWT, FRHh 25 &
THI11H ‘ '
EAHHEEEALF/EETEREGRD  (EXROEKREBRE CHRLERFTEEEBRFOR
DOBREEMRBROEBIZONWTOTA X R IZDWT, FH 22428 19 BE
REER 02195 4 5 (ICH M3(R2)) ,
BEAAEEREETERREER . (M axx7 07 2 (FERRIEBITHILH5MEE
DFM) ICETBAHA T AR] WOWT, ERSETH 2 BEFER 435
BALAEELZSRFETERE : JERKREDTERRT A F TA LDV, ?Fﬁji 10
6 5 26 AEZEEE 496 5

EASBHEERARREETHERRRN  [RREELOEMFHREHRB I A RS54
VEO—IHRIEIZOWT), FRE244F 2 A 29 REEAFARESE 0299 F 10 &

HEEL  (BREEKOEWEMRISERBT A Fo 4 /icBETHENEE (Q&A)
oWy o ESEITHOWT, EK2452H 29 8.
EASHEEEREETERE RN . [EEROEKREWMEERERIC >WTI, T 13 £
6 A 1 HEFEFREE 796 5

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)

10) EMA: Guideline on bioanalytical method validation,

EMEA/CHMP/EWP/192217/2009, Committee for Medicinal Products for Human
Use(2011)
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SRR

7w H—#+4 >} Anchor point: ﬁ%ﬁ@?ﬁ—77z{ 9 F 4TRSS EHT, RE .
BAERERE L FRCRIET A EETRREIIRBROER FIRFB X 5 EEDORE.

g2t Stability : FTE OB, SEDEET CORED L~ MY v 7 ZPITHITF B04%
SR OCER T EI SRR, SRR OLEHImT, REFERLTH b
ﬁ?éif@%@ﬁm%ﬁﬂﬁ%ﬁmﬁﬁk%ﬁékﬁé&w b RREET B T IR S

C .

O EETE (LAY R) Response variable : S THEE DRSS 515 6%7‘:55%5@ Ze.
VA FREETIE, BE, aAFNTFETRONIEEEERGERFRER L TELNDE
CRENIZRNEBEETRIND. : |

FREEE Assay variability : [ USUBHE VT o - EEIERE OAEZOREE. mE 0)3121"3 W%

TAMEDER A~ FEELELD.
TeRERE (%) = (LT B ST O EEE — (EHEL 2D %ﬁ@ﬁﬁu}/(fﬁ%@ SEHHME) X 100

TF#W'E Interfering substance: <= bV v 7 AHTHEEL, FA?:‘J*‘% Lo RYMEOHKE
B REPRETRESEHSYE.

FHRESHE Dilutional linearity: ﬁ%ﬁUJI’E'%J:FE%ExéﬁE@%”H%? v 7RIS

Y = OB T TICBINC AT TEL I L, &U\ BREHFAICBWTH BEEICHIR

L BEERRNT L ERTRE.

¥ Y —A4—,%— Carry over: ﬁﬁﬁ:ﬁﬁ%‘é‘iiﬁ%’ LT:%’FJ?%T%%E?&S‘E%{EK%@E%'-%% hal

e, i _

7B R b—2 Crosstalk : 7L — M ERAWEHHEIZBOT, #XH B VIERIEENBEET

BY = VRN, ERECEBRESRXDIL. .

2 u 2P F -3 > Cross validation : Fl—DREN CHEEDAHNMR CHWT B4,

. XEEL 2R CHEA SN g T ARSI ERINE Y F—ay. JuA
NRYF =g A LBREIE, FRFNOANYF— g v Xid A— 3y ) F—g

VEERULEETERTS.

#46AE Binding reagent : U s F#A?ffﬁﬁb‘éﬁtﬁ‘D 5%, SSMEICHEES

T HEE.

BB Calibration curve : ST SMEORE & I/ZT"/Z@EQQF’E‘T LiebdD. EET
RO EBRLEE6 ﬁﬁﬂt@@%ﬁﬁﬁﬁﬂ&077 Y IBENOEREINDS. TUh
—RA FEBRELTHE.

HREFAZEERE Calibration standard : BEBOMERI O A5 SR % RN LIzBE
OSSN RESIEESRE AV TREBEERL, QCRACERBOBE R
T5. .
ZZERIEHE Cross-reactivity : FEABRIENR, SHH BRSO EICEETE L.
47 Reanalysis : ﬁﬂ@ﬁ‘ﬁm Bﬁ}ﬁiu{?‘ﬁ —EOBRIEEBEET &, '
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ERE Study sample: FF T AXFRT 4 7 ABRBRXIIERBRBRENLEONIHB O S B,
A (RBRE R SRR B AT It B 3R

- BERE Critical reagent : U ‘/F‘ﬁ%ﬁ?ﬁi:ﬁwé?ﬁ%@ b, SFERICEERETS
RELEL, TEGRE (RO OFERESE) PEET5.

HEEE Accuracy : EEE & Eumﬁé L DO—FOEE. BEBRREY 100% s Lzt &xn, HX—F
FRETEINS.
HEE(%) = {(ER{E) / (iR {E} X100

K Precision : 2V E LT L TELNIERECIZL>E DREE. TERE (CV) £
ITHEEEZE (RSD) o —k» hRETERINS.
B %) = (B / (EH{E} X100

BIRE Selectivity : £ HEEI P OMORSOFET T, SFTHEHEEZ X5 L‘Cﬁﬂjﬂ‘% Nt
ERTEBEES.

< P Y v Z A Surrogate matrix : FD < b Y v 7 X ({AHR, ﬂiﬁ#ﬁiﬁi’&, BHE) o
DHEIBOBHIBERE, FEO I v 720DV ELTAVWONRAT M vy 7 X, &
fe, B LR CEEONEEMENSFETSIHEECD, ARko< ) vy 7 2RDRPYEL
THRVWONBZEXRDHD.

EBR TR Lower limit of quantification (LLOQ) : EEHFIZ BN THIT S E A EHTE
_ AEERVEECERTDHIENTE IR LEVERE,

A& LI Upper limit of quantification (ULOQ) : 3 B\ Todist %%’E %{_ﬁﬁ'{' &
LRERUHETERTSZ LA TE SR OEVRE.

EB#EFE Quantification range : RRFIZB W THTHEMELEE CEIEERURBET
EETAZ ENTEIREOHE. AR DEDEESITCHAVIOITEOEEGIZ,
BREROERGHERUCHREREIC L > TRIESNS.

B EHEE Incurred sample : EERED S 5, EEZEELE LEZICELNIESE.

¥R Specificity : TR SME ZREMHE LRI L TRIETD8H. UV FESETIE
RERFEOBIEICREEKFTD.

r—Z Nz 5— Total error : EEMND 100%% 5\ o fEDHERHE & HEOT.

s—3 % WY F—3 3 2 Partial validation : BEIZ 743 U 55— 3 > 25280 L - 0driE
IR E AR TIESICEE TN F—a . A=y AR ) F— g U CRHET S
EEMh%ﬁ%@%ﬁ@%ﬁ&%@ﬁEKEBT%Eféﬂﬁﬁ%D,%@ﬁ@ﬂﬁﬁ%&
NORERUHEDCHRDOTFMMIBIEEA L TANY T —a VIZESETEMICHES

2R F =g Validation : 4 OFMEZE L THoREREEROEEEZETH L %L
FETHI L.

EEERKE Stock solution : HEHEMH & WU R EEIC R L I riER LGRS L?'L%:F‘Jﬁg D
v Y v RBEEK
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TR (ENER) Reference standard : 553473898 %‘ﬁ:’ﬁﬁ}ﬁﬂ‘éi‘(‘%ﬁ% AL
THY, Ehiﬁﬁﬁﬁ%ﬁﬁﬁﬂ? QCHABIOREUZ A bind.

YL Working solution : JEHERUR & AL CAR U CHRB LzdE~ 1 U v 7 AESK.

EL LT, RERAEEREC QCRBERNT S0, v ) v 7 ARHFEMT 5.

7 v 7 Zh% Hook effect : STRAZRDEOBENFERIE VG A, VARVARHAR SH
DLE. Ty IBRBHDIBEE, REROERLBEELEZ D REOREOERMEIRER
DEELRETLROIEDERTS. IV FREEED D L, FICEET TRERIEL ST
HEMHEERESELBERNRETS.

75 v 7B Blank sample : SATRIEHE ERNE TS5 <k U v 7 AFEE

F WY 5 m v Full validation : TRTHOAY ‘7“;—:‘/ a »IEH, Eﬂfb, RrRAE, BIRE,
BWER, EE, KBE, FNERERVEEM2MT 5. B, ST T FTCICRESLT D I
WERTS.

Zv ) —> Prozone : ST x4 OBRENEFITHEVBEEIT, I/X‘Jj//'(ﬁ"?ﬁl%ﬂéﬂ’béh
&L Ty R ERILEHSETHS.

Z3HT Analysis : BBHOFIRD> Bﬁ}*ﬂﬁ%’é%c LOREETEEDE—HEOH/FOT R EX,

ST EE Analyte : REIP O ST ORI HR L RHWE. EIER, Eﬁié}%}l i DFFELE,
e, TREDE.

SYHTEAL Apalytical run : BRESR, QCRMEUERFENLRAABE. B, FA—45M4
DbE, RLREZAVWTECRREEEICLY P Eh 5 Z ¢RI h—FE0RR
B 1 DOGHELL LCR—7 b— b ToiTs.

< ;Y o7 A Matrix : S O7DICBIRE -2, Mg, fiE, RBXidho ok
< bV v 7 AROHEBARMECESE (ﬁ@’%lﬁﬂ’i’@() &U%@ﬁﬁi%%aifﬁb‘%@%
TG y= b))y A (blank matrix) J:IEF.&

Y H v FiEEE: Ligand binding assay : ST S M IC S RAIC ST 2 RE 4 FIH L"Cfr}
W SSE 2T 5 HE. VY FEGEOEZIIHRENHERSZFIA LD THB.
%< OFE, BHICEERIER, RATERAEREIER,  E S IR R s 2 LT‘_'—B@Q.
EERTA. KR, 98 R L— 1, BRBRENITHEALETITS

ISR Incurred sample reanalysis (ISR) : ﬁ:’ﬁ‘fﬁ@ﬁﬁﬁﬁﬁ DI, Bl B MOSHTE
THREERBEESHTB L. .

MRD Minimum required dilution (MRD) : U > FEEECOSFBACRER S EREHT
BOTC, BEIRIC LY AERBBERSATOAEE. MRD i3, STLHRBESTTE
BENOFRIERTHDLETRVD, REBAEERES QCHEBLED, T_TORE
TR—CRITHIE R B v

- QC 3 Quality control (QC) sample : HHEOEEME M T 5 L OICHAV DT HRY
HERMULBEMBE 0L ERESIFICRE VT QC &L, RERCERBOSHICH
WBNATEOFLEEEZTE T2 DIEsTEh 5.
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