EAEEER00401E1E
YRt 2 64448 18H

BHMEFREETZER (B) & B

BEEFBEEEELREEEERE
( & H & K )

[ERELERICBT AR R EDBEESTTE (VT RERK). ©
NRYF— g ANZETBITA T4 2] 1220 T

EEMBERICK T 5 E KRBT EYRESTIEL, BREDBIEREUIIE
FEPREMBENRERER (M XV a xR T 4 7 ARBEET,) ITBWT, ENEE (%
W, 57, RBEEROHER), SA AT ATV T 4, EZENRSE, EHHE
FMEERZOFTMICFHAIRTVAE LD TTR, —EOSWBEEZEL THY
MEREONCFER S, +oREE%EF T L HAMNETT,

SR, VT RESEBIC L 2EGFREFEYRESTEN 2R EEELSF
TR L EEIETAEDONY F— g U ROFDSHIEE VT EZ3B 5T
WL THESN IR RESE, BIROEBOTA FIA4A L LTHRY E
EHFELEOT, BETHERERICH L TAMFBEWLET,

i

1804 R4V DER

(1) FHAFTA 03, EEROELERFEARBRICAV S HABREE DT
BDT=DIT, U Ay REEIRIC X A EEEE R EGREESTTEN 570
EHEEEEEFTAZLEERETATZOONRI T — a VERZEOSHIESR
AW ER BN T 2B 2R LIEbDTHDZ &,

(2) My adxxTs 4 7 ARBRERBRRBRICK T 5 KR R 0EY X
IXFOREYDOBRELEETABICBNONAIDINETH- T, BERA
EHRIEYE (enzyme immunoassay: EIA) DU F Y NEAEEZH WS



FECEAT LD THD I &,

(2)  BERARUEESFEMEIa~ NI T 7 4 —CHET S 2 L &5
5L L [EERBRICHIT 5 EERE Py ESITED Y 55—
a N TATA RS A ) (B 25 E 7 A 11 BT EESHEEE RS
EEFEROTILE 15) 2ERIC, BEE, BRE BRER. FRESR
M, 7ux b2 BEERE TFUHEDWES. VIV FESEOKEERE
ExEEHE LD, |

2. 5H%OEHE ,

VR 27T 4 A 1 BUBICBB SRS AN A KT 4 OB L 725 £
AR RBIRERBOIEIL, ATA R4 VOEEIZESSbDTHSZ
o B, UENWELZER L-RBEEIL. EERORSRSADEEC
S U T R_REERET B LR TE S,



EB BRI 5GP EYRESTE (VT REEE) ©
RYF =g ZETITARTA

Bk

IZeoic

b

EpE (E¥ER)

SHEN) T —a v

1. ARy F—gv
4.1.1. FEHE
4.1.2. ERE
4.1.3. HBER
4.14. EERURE
4.15. FIREMBRME
4.1.6. EEME

49 NR—y XY F— g

43, 7oA YF—rg

5. ERESHT

5.1. HEH

5.2. QC =kt

5.3. ISR

6. HEFHE

6.1. EEHH

6.2. BT

6.3. F¥¥ U—A—,—

64. 7uaAb—7

6.5. EEFRE

6.6. THWE

7. MEEOER L EEFEORF

BETA RS —8

i e

el

Bl B



1. HBU®iZ

EFEMBAFICRIT 2 A FRE P EMBESITE, IEEDLT ORI OEIER LS
HEZFHET 2 LT, BREDHERROHEEREYERERR (Mo axxT 47 28BS
Be) WIEA SN, BN ARRE R EYIREL, NEIRE (BRI, 57, REROHEL),
NATT ATV T 4, EYFHRSEROCEYEHAELERSEOFTMICHBEILTHS.

—, EFERBREDRBESIICE, —EOSIERELYE L TSR EYIC KRS,
FTOREEEEE T HFEERVD I ERLETHS. n

A RTA U, BEELOBEBREARRFICAVIRBREEOME DO DIz, Y

F#&E&iE (ligand binding assay: LBA) 12 & B A {A50E S0 BEASHTIE A3 +45 7o (S 1M %
HIDZERRIAETDIHDNY T — 3 Y ROZF O EE BV T2 ERE T L CHe
REND—RAREHERLEBOTHB.

DD, BWlOmEZ RV IBEELNRERBROFERBANC L - T, BiEm
REBTICESE, DO UORERAEMEELRET IS, ZHRMSEERE TS L84
EThHD.

2. BH

BAARTAUE, FHRTaxRT 4 7 ARBRROBERRRICRIT 5 AR hiEplE
SITEE LTY H Y FREESEERVBBEOSITIENY F— g I ONT Y OES AV
ERBSMCERATA DL TH. JAEEYITF FROZ VRV EEFLEL, VAV
FEAEEZRAVW IO T ED THONITES F LA btB L35, U H REEHEOREK
o BBl LTCHE, BERGBEHIELE (enzyme immunoassay: EIA) & OHUEFERSICES
SBEERRIEERZET N S. ‘

2B, EEHOZTLMEICETAHEERABROEROLLEICET A4S (ERKI4E3 A 26
AEEESE 21 5) OXNREL2LRVIERHRRR CHER SS90k, Mh(4 Foa
Y DBRAKE TRV, BETA R4 L OREEZBEITHERNY F— 3 VERER
LTk,

3. FEWHE (RER)

EHEWE (BER) 1L, ST AEEREMNT5 L CREL R LOTHD, HICkH
WEXT R E % BN U7 BEATYREE O BB T & 5 R B A IERUE & O Quality Control (QC)
HEOFHIC AN BN S, EBEREOREIINET — X C BB RITT 0, MEREES
NIEEMEAER L2 hER b2, ERTAEENEICSVTIE, oy MES, 58
(B R, SESIIAM), BERIESRH LM LESTERE TN b 5 TERN
BEThD. APHBEEZRALIILTEL 2 ERZE LV, EEWEIL, 7OAFESHL
MEEh, BOTDRENIEIICEBRSN TV SLERDD.



4. HEESAYT—av |
B IEF OREYOEERETIEEZEET I OOSMELTESL T ABICIE, BRI
LIIHIFERY T —a v e EHmT 5. :

4.1. FNNRYF—vay

SHEEREF IR T AL, AN TF—2a U EERTS. XBRETAREINES
TS EATAESPTRENTWA Sy FE2FERATHIERICL, 7AW F—vavDE
HEAMNETHD.

TARY F—a T, BRI, OBRE, RER BEE, BE, FRESME TEEE
PEMTA. BE, TARNIT—valiE, SRR ERLIEI M) v R (FiomEE
XixMiE) T EICERETS.

SHTEAY F—va VAV D= MY v 7 2, FUBEERRCTRNAIZ &), Sg0E
KRB TE A THEVWSDOEERTS. Fdlke~ bl v 7 X GHEE, BERESUIETS)
PRl LIESELRESTHEAIE, +oRBoBEENO+LIRED< N v 7 ARG
SILRVRIRAEE L R EARHD. TOLOIRBEICE, RES N v 7 XZFEHRTS
TENTED. o N v s RiE, BREREERTAERERD QC REORBMEIIAN
b3, FEL, RE~ N o7 ZAREATIHEIE, SWETHEITERBIZBNTE
DU EFRERIR Y RBRFET 5.

UKy FEAETIE, SWEZEITHIBRBICIBVDTREINSE MRD (minimum
required dilution) IZHEVEEHR CHIN LI-RABIEFARL, 74N T = a V2 ERTD.
FL— N ERT AT FEAETH, &%, 1R S22 s 2 XTHIEL,
EZEREVEBLNTSELTR (LARVR) OFHENGREOEEELZELTS, HDH 0T
B RDOGEEENCEHESNZEEEZ YL TREBOERELTD.

4.1.1. FEMXE

EEM L L, OFHEYERZENUDE (STRamE L EECEE LICmE) L0
LCHRETARAIDZLTHS. VAV NEREDES, BEaREROITEME L RN
WWEEA L, RBIcHET IR E L REREEERSBRVW I LPEETHD. £FRIC
B ENEET D L BESNIERIITEUDEN TR SBEORIEIL S 2 D E0R
ErRET 5. BEEL, SWEEZHBNTIBRETIMETE AT ENH D, £z, HEAN
VF— g VR TRICENOFEEOFMEBLEICRDI I ERDHD.

RN, 75788 (ST EsmEERM L2~ MY v 7 ARED, EREHCE TN
ALBEISNABRECEUWELZHRMLET 7 788, O EETRMIRUBRERD
B FBRAED QCREHIBE SN BEDCEMDE 2R LI B2 AVCEET 5.

TS5 R R OELE RN L-T7 S v 7 RENEE TRREE R L, Mgk
L7 QCREDEBEOEENERED TN ENL20%LUN (EETREVEE LROEE
IZE25% L) TRTIER B2,

(U]



4.1.2. BRI

BRI LT, BRTFOMORSOFET T, D HEMEZEI L TRETS Z LM TE
DREADZELETHS. , A :
BRI, 2 Eb 10 BEPLEONEROT Z o 7R BRUEN DT Z o 7 35t
ZRAVTHERLZEETRMEID QCHE EBZAWTIHMET 5. Fd2~ M) v 2B ERAT
LEEIE, 10EFRIY bDRWEGLLELNZ M v RERERTH I LR SN

5. :
77 7 EED 80%U LN EETIRAF 2R L, EETRMAIED QC B0 80%LL ik
WTEEREOCEENEREDL20%LA (EETROBEIT£25%LIA) TRITFIER B2,

4.1.3. FREMR

REHRIT, DITHEPEORECERME LISEEROBEFRERLEZLOTHS.

BEROERIIE, FREZBYERBEAL~ M) v 7 A2FEAL, BENEREDOSHTE
WEZHRMLUTERT 5. BERIL, EETREOCEELBZET 6 BEU LORERFE
EREL, ROT 707 BB OEBREND. I—T 74y T4 EALSEBEMT, &
ETFTRRMOBERURERDOEELREZBIIBEOCT U I—RL V PERELTHEL.
BEROERRIT, —RIIE 4 I 5T A—F—aVRT 4 v 7ETFTARANLNS.
WMEFIE, AWEERRRCEATTREZEHRT 5.

EUREA bR b RERAZERBOFRECEE R, EETRECEERLBIZBW
THEHREDOL25%LNE L, EETREOERZ EBLUMEBO TIIEREOL20% LN E T 5.
T B —RA v MRS BERAEERE O 5% Lo, EETREVERLBE ST
2< & 6 REDORERAEEREDN LRROELELH-T D LT 5.

4.1.4. BERUWE

BEELIX SWETEONA O SDEOERELEREL O—BOREDZ L THS.
BELIL, BVBELASTMCL > THEONIEREDOIELSEDEEDI L THS.

HERUHREIX, QC &b, 3 2bbatredSmERENSEMORB 255 LiIcX
STl EN5. N)F—va VERFICE, REROEEHGHENT, RESBE (EET
fR, RIREE, PRE, SBRERVCEEER) © QC RHEZ2AKTS. QC ABOBEEIZ OV
TH, BBEXEETRO 3FELUA, TREIREROPHEMNE, SEREIREROEE
[RO3GD1ILUETHDIODETE. EERUKRER, OWEMZLREL6HEBVIRL
TR LR TEHENS. , :

FIREZRIT O BN R OOHT BAL M O FH OB, BEREDL20%LLA TR T HIE
b, =EL, EETREVCEELERTIIEB%BLUANTH LD E T4, FEEIZRBITA
DTEAMANROOTEMEOEEBEORE L, 0% AT TRITFNIZRLARW. =77 L, B
TREVERLRTIE 258%UT LTS, 35610, FREICRBNT, EENS 100%%51v
EOWIHME L BEDOF (=TT —) 1%, 30%LLTTRITIERGRW. 72, &
TREVCEEEBTIX40%LLT LT 5. :



4.1.5. FIREHRME

ERELBEOIEIL, BRESEOEELBREBIIBEOREN T v /7 HRT T oy —
OEEZZ T TIETICHTESRZ L, B, BRERAEBVWTHEEEICHRICLSE
RPN L RFERTA-DICERT D, FRERERR, REEOTELRZEZ 2 QCH
BREOZ OREZBEAR L-EEEEORBZ 0T L CEET 5. LEFH BV T, v
AR AMET (Zy 7RI Ta Y —V) OFEELERL, VAR ZETEARD LN
BAICEERBOWCEEZ RIS RV RFRZZERTOILENRDD. £, #BOE
BEY»FREETHE LEBOEEITEREOR20%LN, FEIX 20%LI T TRoidnides
QAR

4.1.6. LEHE

SHHEBWEDREMTMIT, REEZERL ThLO T2 TOEBENROITHEDE
DREI-ZEFRITIRNI ERRFETAH-DICERT . BEEOTMIE, EBORES
XIS IEHEICTE ARV IEVEETITY . REEOFMIZBWTIE, BEXIZ~ M v
7 ADTEE, BROME, REEHECEETS. :

NY F—g VREBRTIE, BERERRLE, EHRERENE (ER, KeXIHES), E
HREREEL T 5. WThOREEICOVWT S, EROEREHM 2 LE 5 5k i
T 5.

EREEE R RS IER I P DR EMOTMIZIE, ERICEETIRED > B, miBEME
RUOSERBEMEOEREAWS. < ) v o 2AFOREEOFEICIE, KEBERUERE
® QC ®HEEZAWS. QC RHEIOFARICIE, FEEACHRIAEZEYD, EROFMHFIZTED
P N v 7 22 FERTSH. FEEHVDREL SEIOERVELSITEZ, QC R
BLARETARMEICITY 2 L CREEEZMET 5. FRIE LTHERECRB T2 EHEELE
L LT, BRHREOL0%UATRITNIER LRV, 28, S EORESEE2ZEL,
MOBENEZMIC L VEIICTHM TE 2B, YRBEZAVWTLEN.

4.2, N— xR YF—g

BEIZ I NANY F— g VR ER L OFNECBERRERE LT HEEIE, S—Y 3y ANy
Fet g VEERTS. ATy ANYF— g CTEMETAEBIL, SOWEOEEORE
LFOHHEIISUTERETS.

R—= e WY F—3 3 VEERT DB RE L LT, SmEOMER~DOBE, o
WS DLEE, BEEREOn v FOER, FEMEOZER, MRD OXE, FUEERIOEE,
SHEGEOER, REORESEOER, FRAEOSITICEZ HHEOERIHm 7~ b
Uy 7 ADFERERZETOND.

PR—= e WRNY F— g R BRI, RRIE LTIARYF—va LA
DHBEEZRETD.



43. JaxRYy5F—g

T uANY T3 0, ECR—ORBRN TEROOITIER TON T 2546, iRk
LRBRM CHERAESNOINEF BT 2BARERSND. JuANYF—va itk bk
BIE, TNENDTANY T = a U RITN— v VN T3 Y EER LU ETERT
5. REPEZEMLICE—0 QC REUIR—DERE 201 L, QC REOFRE
DFEHEETERE OREOREEE 2 7HET 5. _ ,

Fl—DORBRN TEEDOSITHR Z AV BEDI m ANY F— 3 LZBN TR, ERERN
ZRBETEBEZZRL, BRE, TRERUEREOCKFRETHR LD 3EDHEVELS
iz ks QC RBIOFEHEE R, FAlE UTERED 30% AN TRIThIZZ bRV, ER
BEERT 286 TIE, 22K L b 3400 2 ORBORBEEN 30%LATRiThidi bl
V. -

FREERRELRDIHITEEZANIEDI a2 NY F—v a VZBWTE, SIEoEEL2E
B L7z kT, B3, EICE0ERFIERORFA T 5 PHEE I TREE
B X EEEREL CHET 5.

5. FERELHT

REBHLIE, PRV aFRT 4 7 ARBUIBRRREN OB ONIRE DY B, £4R
B RYRESTICET 2RO Z L Th 5. ERABOWICIE, SFEAYF—va sk
o TR ESNTHITEZ VS, ERESHT T, OFEANY F—3 3 V TCREMNFER
NTeEHETTERBZROE, BEESHERINZHHNCRER (70 27RBRU 6
RED EORERARERE) RO QC 3B GIRELL) LHZIZERBEZMITTS. 1B,
 TU— MRERTHY T NERETH, @8%, LRS00 L 2 RTHIEL,
FEREVBONTRELHOEDMEN LREIOEREREH T3, 5V IEERORELEE
POEHENEERELZFY L CREOERELTS.

KRBT COSTEDOZE ML, OB T LICHER, QC RBICHET 3. 71—
FeAWDSIETIE, L — b2 0WEMM LT3, FICEpEEs TERFEMER L T5
BT, BR5< M) v AT EIRARENARREZRBIR L C ISR (incurred sample
reanalysis ; EEEOHHRMER OO, B2 BICHOSITEM TREERBL2EOTT
HTL) EML, SIMEOHRMEELHERT 5.

5.1. REH

BRERY, ERETFOSTISZMEOREZERTAEOICAVONS. EXBSTICH
WHRERIL, SEANYF—a VORI LIEFEICL 2T, SEMT EICERSRS
VERDD. REFOEIFREOCERANTEEICE, STERYVTF—ra s LRED
EF/VERNWS. :

EUFRDORD O RERAEERSOZBRECEE X, FETRERUREROEEL
FRIZBWTITERREDOE25% LI, FNLA DB EIZB O CIEREDL20% LN TRITHIT
ROV, TUA—RA v M ERBERBZEEREO T8% L Eho, L &b 6 BED
RERAEERRS EREELHE X 2T hide b,

6



ERESITICB T, BREGAEERBOEE TRITREROER LRPEEZHL S
feno B AT, TR LOROBEOCHRERABER 2z EETRIBREROERZ LR
FLTH L. 20HE, FESNZHREROREGET, P2 3RE (BRE, F
BRERVERE) © QCHREzEE2TNERLARV.

5.2. QC &%t ;
QC BEHI, BREBXLEAXBOSIICAVONOIEDRAEZTE TS 2DIToT s
na.
BEBOBREGENT, P ib 3BE (KEE, PRERVERE) © QC&E 245
B S L Ieod 5. 8%, EEBEIXEETRD 3 FUWN, FRESHRERDFHAMAE,
ERERRESOEELFEO3ISO 1 ELRESNSD. QC A BN, ERXBEEHEROFIE
THELELOREATS. 575 QCREOEE LTL, SREHLY 2 BB ISHT
BEATNOERBHELD 5% EDOWTRNENFET 5.

QC B OB EIZEREDOL20% LN THEH0E L, £ QCHED 35D 2 M kA5
En240 1L ko QCRES EREEZ - I 2T b2

5.3. ISR (Incurred sample reanalysis)

A RSB R EE AT B W TIE, SWTENY T — v g URERBSITICHC O DB
EHEEERBIE D QC REHZ LA 0WEOZ SRR EER L T, ERE AWz oir
EEICEBEER R WEGANDRL 2. ERBORE—, avFIx—a 08D REBRE
Y InHES L H O S ERHCHEE OEFHERSCRARNMDOLBIIELET, TOR
I IE A 72 b OBRBESNS. ISR &I, EEEOCHBRMEREROILD, E25 BIZhDs
WA CIRESREZESNT S22 THY, ISREZEML T, BHREZHEL B
RSFHEDEFEME B3 L0 L5, -, ISR THRENHER TERWVWAINERS 55
iz, FOERREZHAEL, wERLHCLIBEL RS,

e, ISR IIEYEEA2 TEFMMER ETARBRTRELRD - M) v 7 AT IR
Ba A BIRLCEMENS. Az, EEERRTIE IR aXRT 4 7 ARROERDEY
BoLio, BERBBRICBWTIE, REERE, BHEEIITFREETOH 2 HRELZ ISR L
TEHENENOEYEERRO ) bRENLRRER, T CICEFRRIEERRTEREIND.
723, EFEEERERD ISR #EM+ 5 EREHCIL, BREEHENSRETH 2 IEEKRROTHR
BRENLEOLNAIERBZEFATIZ LD 5. *

ISR =M+ A 3BHE, T A7 %< OEEN BT RELTPRE R OERFEMED
P FETe L 5BIRL, EEEMETFSNZHENIC ISR 2FE7 5. ISR 2EET 5ER
BIENT, 1000 8 2 2 WERBHICH L TE DR 10%, 1000 #Bx -ER s TIx, =h
I 1000 DABBENC R L TR 5%ICHENS T 2B k2 MA =2 BE LT 5.

ISR MEEfRICE, TEEEEZAVS. TEEEL, ISRICXVEBLNEEEELOEOEEHE
DEFFEOEHETHRL-EIZI0 ZR LI ETEHENS. ISREEHRLZFEED S
b, $72 b 350 2 EORBHIB T, RBEESE30%LANTRITILIER B2V ISR
DFEEN FREER T SR oo OWIETIE, TORRZHREL, ERET~0FEE

7



BELUTHEILS UGS E B 2T hida 6720,

2%, ISR, FEEEDIELSEZ2FMTIE-DICERL TS HDOTHY, ERDOER
BHZBWT ISR OFERBL30% % B TYH, TOUEOEEER, BOWHE~EXH LY
FEHLEZD LTERBR. :

6. EEBEEE

6.1. EEHH

YAy FREGECRIT 2REROEEHAITEAREOFEICREEKEL, EEGHEE
EEICRETHIILENRERZEBHB. £, VIV FEREICBIT IBRERDEERHE
FELERRIIR O T, KRBT OSITTHEMEOREDR, HFRECKREROERGHEANL 25
£, HFREREOFHZBEENIRE L2 Thide b, '

EBHEHZERETHHEIE, Sy XY F—va v 2EHETS. 2EL, EEHE
EEETDHANCH LIeERBE, Zh b 0EFRICESITI4ETR20.

6.2. BT

PTG EERTDENS, HONUOELMINEERTIHEEOHEB, BOWTOFIE
RUOBLSTEToleBEOEEBEOBRVICHET2EFEZ HEEXIFIEZICRET 5.
BofEERT B0 E LT, REHRUT QC RABNRSOIEDOZYMOEER - X 7
Poloigs, EEESREROEE LBE2EBABE, NHERFRICL Y EETRRE L
RoTZEE, BREMRE UIEREIEREHORE RIS S WE R DNEES, O
BAEXIINTHSBEORESNRAE LEHAIE S5, BEEEOEKERENET N
5 ; .
EMFHREFNRBRICEIDIEOIIC OV T, TRRBYERLAN ENEE L. &
(CAEMFHRSERBRICIO T, EMEEBOCTRARE VW IBEOS TESEER LT
EEEZEELTERLRW. 2L, BERABRICBWT, #HREOCLESMEIZEELRITT
FIREED H D2 FH L RWERXIIRERERESHER INZEAK, BEORBRI LV ILEE
ST D Z LiEHIBE . |

WEHIZE K, BOWEERLESEIE, BVWEREoER, oy ERL-EH,
PVIEIOEEEP B LTV ABEITIIMEIEEE, BOMICL - TE LN EEEL ICE
FAERCZEORRNER L BRAFEZREECEH T A ENLETHS.

6.3. ¥¥ U —F——

¥ YA —nN— L, SNEBEY LSS E SRl S sy 5250 LT
5. ' | |
Fl— hRF 2 —T F AN TN T 2BEIEF ¥ ) —F— S — B ZET 5 LB LR,
Rl—D7a—tlL, G, A~ b7 —280ToT38E8I3EETAILERDS.

¥ ) —F—N—OERESEHEREAICIE, TORERZREL, EROERESNICEE
" 8



PRIFERNVE D RFEBRPERETS. T ) —F——RNEXBHOSNHEDEOEEY
WIZEEB s RITT EBASNAESICIE, EREOFIcE Y ) —4— %25l L, &
E~DEEBIZODNTEETS.

6.4 JOTAR—7

suAh—rLix, FL—FERAWESITICBNT, EEHINVERAEREET LIV
MIEN, EEBICEELZEZDZ &T%é

s u R h—7 OERESRERESICIE, FOBREZREL, EROERBSITCEEEL R
FERVWE I BRFEEZEETD. ﬁDZ% 7 INERBPOSTKIEHEDEESHTICEE
FRIET EBSINSEAICE, ERBOTFIC/n R b2 2L, EEE~DEEIC
DNTEETD.

6.5. EEHE

BEERE LT, VA FEAEIC L AR PEYRESITICBW IO RICEREE
BT ARELEL, TICREARE ERUOEOERES) L T5.

BERE, HSWTHSPEICHTIHESSICEE L GERL, REFERTELERHET
BETS. BEEREOREIL, HWEAYT— 3 CHECIERBSITICER S S HIFE
BUCHUICHEESNLALERDH S, BEEREOn vy MERDEIZIZFAIE LT A=y b
NRYF— g VRKLETHA.

6.6. TiWE

THWE &1L, BEYOTREMEY F Y R WITHEDIITE, EREMITICBWTEEE
ICEEL RIFTHREOH A HDEND.

T ENERBIRICEET AREERH BRI, TEE~DEEDORERELZRIILT
BIENEELL.

7. WMEEOER L EEEORF

+ARBRAERMEREERE T2 Z L 2EHET 5720, HIEAY T —va VRUE ﬁﬂ
S L > THELDNWIZRRZ, uTuFTA)T~75/% ERUEAB T #E
TR L, BEBEORGESET — 7 LFETEIICRETT S.
it,%@®%ﬁ%§?*5(@@%g,75Vﬁ7b9yﬁxﬁﬁ§§ﬁﬁmﬁﬁé%
Z, ERARMREORE, REHCETRE, ARRORFOLE, 2WOXELE, HRE
@&E@ﬁ&U XIEME, EBLOFE, ﬁ&@?& W TREREDET —4) 1%, FEAH
ENEHMBENICB N TRLNET - bEDTETRETD.



CAUF s VSR

0 NUF— 3 DER

o IZEYEICETAES

@ 7S5 VI< Y v RIZETAER

o EEREICETAFER

® iriE (MRD ICEA+AS#ixatr.)

® NUF—3 g OFIEIER &ML

0 NUF— g VORRERENERE

0 NHTOEHKZEDHEH

® BoMTICET 51EH

o FIEHEROFIEEN L OB EE I QNIRRT RIC+ 5 288
o I HHRR, FIEERVSEROFEDR
ERBIOTHREE

o ERELSTDER

o EEMEICRT HIER ,

¢ 7S5 /v Y v AZETAER

o ERBIOZER CRIFICET 5 1H#

o EEHAFICTAFR

o i (MRD B+ aiiaste.) :
o SATDOREMICE T 2FHMEE R & HTEER N F DR
o ERBOTOREREE

o SHTDIEH KR UZE DHEH

® FOMTICETAEH

® FEEROFIEED b OBRBIEIE QN AR FE Ik 5 5
o 2RI LRIRE, FIEERUVSZLEOFER

BlE

10



BEETA FIA 00—

D

2)

3)

4
5)
6)
7
8)

9)

EASEEEESLREEEEREEN  [EESRRICBT 2 AEKRB T EDRE ST
EORY)F—2 g VIZETAETA RTIA 1 IDOWT, FRK26F 7T H 11 B BEFER
0711 E 1+

E4ASEEEERELREEETERERER  [EELRARICBITAEERBIPEDEBE S
WFEDONY T —va VICETBHA N4 VEEIGEE (Q&A) ) 1IT2WT, FRL 254
THI11H

EAFBEEEELBEFETEEREN  [EELHOBRABREK VHERTABEF O
DOFBHREZEMERBOERIZOWVTONA F A IZOWT, FERK224F2 A 19 HEE
BEEFR 0219% 45 (ICHM3R2) ,
EAEEEREATERBERAN (M1 axxT 47 X (BEERRIIBIT2E&HFWNEE
O WKHETAHTA TR IZOWT, FRLS4ETH 2 AEREE 443 5
EARERELFEEETERE  FERREYHERRT A FT7 41 1820 T, FEL 10
46 H 26 AEFEFE 496 & ‘
EASBEEERELREFEETERERN  [BEREELOEMFNREERRT A F54
VEO—EYEICOWT], FRL244 2 A 29 BEAFERE 0299% 10 5

EEER  [SREEROAEMFENRSEERRTA oA VICETIEREEE (Q&A)
IZOWT ] EOWESITHOWT, FErK244E2H 290
EAREHEEEREETEEERN  [ERSOBRKEDEERBRIC OV T, Frk 13 £
6 A 1 BIEEFERE 796 5

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)

10) EMA: Guideline on bioanalytical method validation,

EMEA/CHMP/EWP/192217/2009, Committee for Medicinal Products for Human
Use(2011D
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FEAE

7B —R_A > b Anchor point : RERON—T 74 v T 4 /M ESERENT, BE
BAEERE L ARICHET A EE TRAB IR ERDOEE LR LB 2 5 E DORE.

ZEM Stability : FTE DR, BEDEET COBB T it~ MY v AFITBT B 04%t
SR DCFERITEDFORESE. OIrS8WE OREETMIZ, REZ2ERL Thbey
45 ;T@%n@&#/%ﬁﬁ%wg@%f? BB RIESRWIEEZRIETA-DIZERE

- D,

IREEE (VAR R) Response variable : SHTHEE DR H2E ﬁ’%?@%ﬁ’btﬁfﬁa) L.
UV FESETIE, BF, otFNFERTEONESE2EREBIERLELND K
FEIRREE TRIND.

TEREEE Assay variability : [f CRUBtZ O TIT o I ERER OMEDORE. ME ORIt
THBMEDEEN—F L MR LEZLD.
TEBEEE (%) = (LB T D T O BB — (EHE L 72 D 5T O E R} [EH D98 X 100

FEWE Interfering substance : = + U v 7 A PICHEEL, BARE L O HBWEDORL

BB RITTRREMLRH D WHE. :

FHNEHRE Dilutional linearity : MEROER LR Z B2 2BEOCRENR 7 v 7 HEXITT

= /"‘-*/@%J%{Séﬁﬁf CEENCAITTELZ L, R, REFENICBVTH EEEICHR
TRDEEN RN LB TIEE.

X ¥ U —F—/3— Carry over: SHTEESRIC R L= OIS MEN EEEICEE L5 25 =
L.

/A h—2 Crosstalk: 7L— M RAWESHEICBWT, 8565 2 VIR EEN RS
Bz ViZiEh, EEREICEEEZE5EXDHZ L.

7 1 ZNY 5~ 3 > Cross validation : Fl—DOREAN THEOHIHER TOFT T2 HE,
XZE2DRBM CHEA SR EOMEZ BT 2B ICER SNV T —var., JaR
NYF =g ML EBAEERIL, TREFROTIANRYF—2 g U UIR—T e LR F— g
VEERLLETERTS.

#EPE Binding reagent : Y UV FRESETHWDOIRED S b, KB ICEERE
THRE.

BB Calibration curve : SHHEMEDRE L VARV ADOBEELRLELD. EETF

@&Uﬁ@%aﬂ6%WUL@&E&%WE%M&077/ﬁﬁﬂ#%%&éﬂé T H
—RAVPEERELTHEW.

BERAZERERE Calibration standard : REHRDIERIZH WD DTS WE % 7l U7-BE
MEEORE. BREFAZEERBZAVTREREZ/ERL, QCREPLERBOBELEH
T 5.

ZERJGHE Cross-reactivity : #ERIEDR, STRHEMELSNOWEIREET D L.

454 Reanalysis : %H@%ﬁfﬂ LOMTICR D —EDBELHETO>Z L.
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=28 Study sample: FE T IFRT 4 7 ARBRIERBRENOLBONIHBD S B,
A RRE R ERE SIS 23
EERIE Critical reagent : U H > FEAEICAVDIRED S b, HMERICEEEZET S
HEREL, TIEAGRE BRUEOEBRES) PEETD.
ELEE Accuracy : EERE L ERME L O—HORBE. BERELZ 100%E Lzt gD, N—tr
FRETERIND.

BHE%) = {(TEE / G} <100
F5EE Precision : OB L TELNAITEEEDIEL-E DRE. EEMRE (CV) £/
IRfASHERRZ (RSD) O A—& Y PRI TERENDS.

FEEE (%) = {(EER2) / CEHIE)} X100
FRIME Selectivity : B DMORSDHFET T, HIHEWEZERI L THRIET S Z
EMTEDRES.
¥~ MU v 7 X Surrogate matrix : e~ bV v 7 X GEEL, WMEMHR, BHE) o
DEICBOEHAESE, KED< ) v 720DV ELTHWORS M) v 7 A £
7=, B LR UHEEONREMENEETIBEECD, KRkO~ M vy 7200V EL
THWLENEZENRHD.
FEE TR Lower limit of quantification (LLOQ) : BEHHFIZRB W THITHEME Z{ERTE
F ADEERUVRETEETA I ENTEIRLEVEE.
& FFR Upper limit of quantification (ULOQ) : BEHHFICB W THOITIRMEZERTE
5?&&0%&?%%&5:@ﬁf%é%%%M%E. : '
FEEAFE Quantification range : BREIPIZBWTHMHEMEZEETE 2EERPBET
EETAZ LN TEARECHA. ARFREPFEDRESTCRAVD STED EEFHKHIT,
BEROFEEGHEROHRERIEC L > TRIESND.
#5538 Incurred sample : ERBID 5 6, EFEZRES LELBRELNSHEL

B R4 Specificity : DT EWEZFLMEEFR L THRIBET SN, VY FEEETIER
EEREORMEICRKRELLEKFTA.

r—& x5 — Total error : EEMND 100%% 5\ W = EDOHEHE & FEE DT,

78— % LN F—3 3 Partial validation : BEIZ 7 WY F—3 3 VB ER L OWE
IR FE AT A ERT AN F—vay, A=y N F— 3 U CIHMET D
HEE, SHEOEEDORE L ZOMEHIIE U TEEBTALENH Y, FOFMEIESHTEAL
NOBEEROEEDLOTMMNOIZE A ETANRIF—2 g VILELETERICHESD.
NY 539 Validation : B4 OFHEZE U CHo e BRERMEEEZE T &2
SETAHI L. A

EEHEEE Stock solution : EEWME Z EYRBEICEMELIIAFR LR LESRBED
JE= RV v T REK
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BEEME (B¥5) Reference standard : ST SME 2 EESHT TS J:T*%E VBELR N
THY, FICHREFAEEREC QCHREOATIZHNBNS. v

BYEK Working solution : I HFR WO RBEE CAR L CREL L3~ MY v 7 RER.
EL LT, RERABERES QCREETAMT 2D, v b v 7 ATHEMT 5.

7 v 73R Hook effect : DT EMEDRERHEFZIZEVEEIL, VAR ZABIEI SN
D& Ty I7RBHDEEIT, BEROEELBEZEZDBEOREOEEMEIBRER
DEEERUTERDIDERTD. VIV FEEGED I b, BCEET CRARE L O
HEME IS S D HEIRETS. '

77 73kt Blank sample : ST SRHE F FMEFICHTT 5~ MY v 7 2308

TARY F— 5 2 Full validation : _THAY F—3 3 VIEE, BIh, FREME, BRI,
BER, EE, BE AREREROLEELZIHMETS. 8%, SWERHFICEITIE
WCERT 5.

7'u Y — Prozone : SSHTRIGHE DBRENEFITEHNEAID, VARV ARSI ENE 2
& Ty R ERICEATHS. :
ST Analysis : BRBIORRO L OB LS BEL CEEDE—EOHHOTuE X,
SHTREYE Analyte : BREVFOST ORI S L R 3WE. BEESR, £ESF T F0OHEK,
R, HREDME. -

SHTEAL Analytical run : R, QCRBRUOERBENORARBIE. BE, F—&4t
Db L, ALREZANTRCRREREICLVPHEINE Z LR AREN-—EORE
BZ 1 DOSHENMNE LTRI—F 1 — N THOFT 5.

< My 7 A Matrix : SHTOIEDISRIRE N 7o2il, mE, 0iF, RIUSMOEROHEEE.
~ Uy 7 AP OMBARECFEDE GUERAZRLS) ROZORIDEEERVEDE
757 <) y2 R (blank matrix) & P55, '

YA FiE&tk Ligand binding assay : ST M EICHFRNICRE G T 5 REZFA LTS
WREME AT 2HE. VY REGBEOEIIHERERGERA LD THS.
< OEE, BRIICESRER, BRI TRER, O UIR SRS 2 LR
ZEMATD. KISE, 96 X7 L— K, BRBREXIIABNETITY.

ISR Incurred sample reanalysis (ISR) : EEEOEBMFER D=0, B2 5 BICHOLHE
fLTHREBREZESHTHZ L. ‘ ‘

MRD Minimum required dilution (MRD) : Y & v FRESETOSTAICHER S h-3Bo
BT, BERICEZ Y EAFRBAFRIN TV DEE. MRD 1L, ST LLRE O T
LERANDFFIEETH 2 LEITRVD, RERAEEREL QCRELED, TRTORE
TR—TRITHIER LR

QC &} Quality control (QC) sample : HATIEDEEME L T T B 7= DIZ AV D5 PEL7)
BEHMUBEEREOFRE. ERBSITIZBWVT QC REHE, REFESESRBOSHIZH
WHENTeSTED RS E T 2 - dicatran .
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