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BRAFDIRTFSRMF

4GS Tt REREHIE  Zoft

Mg / m4E  2~8C <14 0™ 8 REILANIC I E 217
RO, miEE
MUAE & 5B FRifER,
mfERLETsc e, o
BRI, SRIMER, MAFZ R
LEUTMlkiZ, 2~8C
T14 HME TR %
TENTED,

-10CAF =30 HFiE

IR 2~8C =14 HH

-10CLAT =30 HM

HRGRIRORME DK LI 5 2 &

IR DEE M
HEIRRR AT & CREAMEIENICRIS LTcallk, £onzf1o T &,

(2) THEME - hEZEH

TTIWSR LI T —=2IIMRENZHITH O Kilisk TlE R E 2555 7% 1Y

Lo 5.

F5hE

NAPEEL

Ehd CLSI A4 RS A~ EPO7-A2 ICHit > CTiTo fee TIVF YV — )L

£ 5.1 ~ 34.2 pg/dL DIEMAB KT, 2)VF Y —)VIRE 4.6 ~ 37.9

pg/dL OFRMIAIC. OB ZTML TRE LT & T A, JEEc G 2
WIS T8 ~ 132% Th -7z, L

etAfd e IR
ik gy 20 mg/dL
~NE/REy 500 mg/dL
WESTE (IKIRE) 3g/dL
WERTE () 10 g/dL
FIFVETAR 2000 mg/dL
IR JLTFZY 5 mmol/L
JRF# 350 mmol/L
Ja—A 5 mmol/L
i F b L 1000 mmol/L
WERTE () 1000 mg/dL
Z DD NIAEE

HAMA B5X TV U FR 72 3Tk zZ AV, BRI RS2 2 L
7zo HAMA BRI AT KTV < FIRFRERIAIC, VT —)L 2R
JERY 9.0 ~ 44.1 pg/dL 722 K 3 ICHMMLTRE L., JEMEIc 52 2%
otz B Uiz, #iSeRoRd,

WH n HEMANORE (%)
HAMA 10 1.0
U FRF 10 59

RN

TEAREE D FAMER O 5DV 87 5.2 2 ATHEtE D & B L&)
DAGFERISTEZRE Uy R et U, & MIERIkIc )L 7y —
JVI SN 11.4 ~ 12,0 pg/dLIc/x 2 X SIS L. & HICHRRIE
ZIRILCHlE Uiz,

L/i=1 B (ug/dL)  zSRERGME (%)
TIVRATOY 1000 0.0
NTaRXEI Y 1000 0.0
TR 1000 0.0
AN 1000 0.1
DVFaARTEY 1000 09
IVFV =)V 21- v ra= R 1000 0.2
aLFVY 1000 2.7
B-)V k=) 1000 0.0
B-v v 1000 0.0
11-FF4Fya)Fazxray 100 0.0
1-FAFYaVF =)V 100 19
TERIARY Y 1000 0.0
FERoI¥7 Y RuAroy 1000 0.0
T ROI¥y Y RuA7 o VigE 1000 0.0
B-TART VA=)V 1000 0.0
IARN)A—)V 1000 0.0
IAbBY 1000 0.0
7V RaanFyy 100 36.6
TR VBINFHY Y 1000 0.0
68-t RuFyalFy— 1000 0.2
17a-e R+ 7%/ 00 1000 0.1
11g-ekaFyrarzroy 1000 0.2
17- RaFyrus2ray 1000 0.6
FifE A Fafy Sar Aray 1000 0.0
6- AF)NTLR=Vm Y 1000 0.1
EARYY 1000 0.0
A2 =A==V 100 12.3
A =Y 1000 0.6
VA kel 1000 0.0
A A NE 1000 0.0
VA/E VA=V 1000 0.0
VA=l Sa= 1000 0.0
B-¥ hATO—) 1000 0.0
A¥n/57 by 1000 0.0
FARATEY 1000 0.0
ThIYAL 7)Y 1000 0.0
P AN ==Y 1000 0.5
N7 LY/ ay 1000 05
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Fv U T L—RORERL NIRRT,

1% [conc]

A (pg/dL) (nmol/L)
30mL X 1 00 0.0
30mL X 1 3.0 82.8
30mL X 1 5.4 149.0
30mL X 1 10.7 2952
30mL X 1 25.2 695.3
30mL X 1 59.8 1649.9

sl ay ra—)b

© WM RURENR (Alinity 1 2 A7 LH. 7T RV LEET)
AROBEICR BRI ROV T, i3 2R OHURFIHEZS
Wezc &,

AT F VAT EEEEIITOWTIE, i1 2ROk E %
BT ET &,

(3) BIEMEBRDHRIEE

WD TREZITIRNS, RKFy VAT v AT 7 ANV EHEERICA VA
F—bd sk,

TvALT7ANDA VA=)V HEBXUOT vEANRTA—=2DE
T BHEIFEOFHNCOWTIE, HiH T 2 KR OBEFIHEZSIRT %
Té,

T WA IRT A—ZDOARMIC DOV TIE, (T 28 OB FiH =25
Mz k.

AR OBEIC BT BB DWW T, S 2 a0 Bl 2% 20
ER-XeR

o

BunZi

Ty RAINT A= TREROBAL] 2 2 HAICEET 2,
2k

I (WIBIRGE DAL X ZEH R = e (EHRDHAL)

FHRLE DAL LA 2 ZE % D HAIL
pg/dL 27.59 nmol/L

pg/dL 0.02759 pmol/L

(4) AIE () &

L. FYVUTL—% GGFM. XA 7a8—7 ¢ 7)b, avT a7 —h
Z1:5:5DHETHHAL, LFDOEEDRKIGEE S,
cF YU TL—RIIA T S—T ¢ TV ENAZ, KeEE %,
cRCaAvYaF—hEmA KSEE 5,

C REEIEBRE %, LY A= 100 pL BINZ, KISEE 5,
« FUA—300 pL ZinA . KISHEBROFEE (FEER 400 ~ 500
nm) OFCREZNET 2,

2. VFV—)VIBRE LR OBRIARD NEED AT —IC
AEEIN S,

3. BRI DWW TE, Fr U T L—REFRIC 1 DRIEZITO. FHLR
JERIEE N, BEO AT —ICREIN TS MRERIC X > T,
WAAROI)VFV — )VigE R %,

HBIEE

TEFNEOF M 9 2 e DHUEHIHE 2S5 2 &,

TR T 2 — T E TR T 2 — T BT 55, BRikED 5
ThH5T Lzl 20EMND 5, [FHT 2 BEEROHHFEINEH 22
T5T &,

- FRFEISE OB I I NS B T2 b, MERIRGRTIC 5> VA1 T
WY ERDOY VT IV A> T VBT L RERTHT L,

[ Ty T TORKZEIEREL 10
c %, BEBICHIET 25
- WIETHIE D FEY > 7))V & 70 pL
< [WUCH Ty TTBIIES 29 B O0EY > 7)Uk 1 20 pL
SR Y TV =Y vicky Mg 3 IRFRHILINICHIIES 255 ¢
* WIERAE OREY > 7)VEE 150 pl
< [WUH > Ty TTIBIIES 295 00EY > 7)Uk 1 20 pL
IR Y TV =T v icy MME, 3REIZBEA THIET A5G
CHULSAIELTEY > NS T B,

CAEOF YT L—EEBXCaY Fa—)VOR DN FEIIOWNTE
SRTEHT L,

« MR ER OB EIEIC DV T, AT S B O BRI & 2 2
BT L,

CIEUWIIERS R 21 5 72dic, (RS 2 BEROBUREIEICHE > TH
HWIRA Y TF U A%ITH T e Mk DBEN K OB AT
AEDTVBIGEE, YR OTFIHCHES T L,

REDFER

OVFYV —)VOREEA 59.8 pg/dL (1649.9 nmol/L) =82 % Mifkld.

'>59.8 pg/dL" (">1649.9 nmol/L") DT T I NEKREND, TOMIKIC

DWTHHIFRE G FEREHOTHERWEST 5 LW TE 5,

BEIHER

YTV 2 FEISARIE T . WERS RIS AT R 2 I T2 EED H

BRI NS,

HEIFIRIC X 20E T WE MK S ERR RPN O 7 5 T IEREn

LA, BHRGEE N 50, BN THIEZRITS RELNDH S,

ERRBXOCHERME L &,

HEZER CIIE L7zt > 7IVIREAS 119.6 pg/dL (3299.8 nmol/L) #

AT TG, FRINT 4 ISR UTIIES %,

FHER

HESEZSRRASH - 445

YT IV 50 pLISH L TF YV T L—% A% 150 pL Hhd 5.

F— X O BERA R T E 7213 QC 2T T THGRE A1

BT &, FHUGREGEH LT > FVIBEN AT X N, JERS

BELUTHEENS, HIREREDT ZE1OMEMA 3.0 pg/dL LD &
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TREERZE AT Uls o 7285508, MR Z WS 3 2 Ry R mm s %
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fEZ VT, RSN (Z2—7y M) &iZ5D% Hip) %

WET DR EDTIEND D, WMYVREHHIPZRET 5 2DICHE TN

FEHER L LT IAETF 5N 5,

cFyUTL—vav

sy b

cFyUTL—xuy bk
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- MERAE

— R S E B TS DWW TIE, CLSI /iA RS54 2 C24-A3 %

ZOMO—FFNHENTVBHA RS A v esids L, 3

R DHEN X DB R VT F V AZED TV B S, Yo
FIFICHES T &0

< Y b a—)VORERSREIER TEDIERAL AN TV 5E
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sHLvay FOBRERFY VT L— 2O ZME L %E. a3V b
O—)VOMERS R & EERI 2 iR 5 2 Lo

Bfisg TEDTZAY ha—id, BEITDOAA R T A R R IHIC

Vo THHY 2 T ko &R CEDTZ T Y b —)VOEERFIHIE IR

TNTVLEHEHE, HETBEMELTUIHNT ST L,

920 Fa—)VOEENAZ OIS U TEY) T H % » 2R

T3 &,

BEEEAAFS1Y

FEIEERDNA FF4 2L LT, James O Westgard, Ph.D. @ “Basic QC

Practices” Z {95 LA TE 5, 4

TEBEDIREE

AFICEIME N TV B EREDMGIEZ S T a7 v k a)uicD

WTIE, HEEREUREIED 7 v LA PHREOMGE 2B 5 C &,

(5) ®BR

B

ARFw ME, 4PLC{E (4 Parameter Logistic Curve fit, Y-weighted) 7%
ANTHFy )T L= a v h—T %K %,

HLOZHIC OV T, (3) REMBRORMEE HLUDEREZZIT S
T,

759

HERRIC K> TR T ZTMNCT Z TNERRENZHENH B, O/
ICERENDARENEDH 27 T 71DV TIE. il % K0 HdkdiiA
HeBMIB L,

CRIERERDHIEZX]
CTICRLET—R23RENEHITH D, SHRTIIHEBHERERT
BEND S,

M REE R ORI D & | S I L 7o AR 2 3 % T L.
EAEHE © SE

I 10D TV T — VIR O KR 2 Mt d % 728, R 10 BELLRT
B LU 5 BRI ERE U 7 AR Z IE L, 2FATs & O
0 95 % IEHERIFA 2 Uz, SRZ LU RISRT S, M4tk 7—&Ick3)

95 % SLHETFH
FefAkd R ER IR n pg/dL nmol/L
M FET 10 WRELAEG 150 3.7-194 102.1-535.2
ik 1% 5 LU 150 29-173 80.0-477.3

¥ TTITRUeT—2I3RENEHITH 5, Bhlii TIEFE SRR 2R
THENH %,

MR RER ORFEIC D & SRR U 7o BRI 2308 % T Lo
BEAEHHE | R

PRI D )V T — VIR FE D EEAEREPH 2 Mt % 728D, IR D 24 F
BIEIRZME L. 95 % HMERM 2RI Uiz, MRELITIORTH, (Y
thr—2c k%)

95 % FEHEHIH
ki n ng/24 BERT 2 nmol/24 MR b
IR 128 43-176.0 118-4856

4 pg/24 Wil =)VF Y —)VIREE (pg/dL) X 10 X 24 REICHRE 1
TeROERE (L)

b nmol/24 B§l= L F V' — Vil (nmol/L) X 24 HERNICHER & iz
JROZERE (L)

¥ CTIORLIe T —2IERENLHITH B, Fiiag Tld a5 55 928
THAND 5,

MR RMERI ORISR D & S U 7RI 2 e 5 2 &,

HELEDIE

AR A D IV F YV —)VIBEZICIE ANEZEIED 5 NG Tz, [,
Mm%z V72§ N CTORERRITRMAEL 2 EEd 5 2 &,

« AFy b OWPEREIDERFT FICTIET 256, BIOREZTI Tl
EFERAEGRT 5 T &R HERT 5,

cBWIZRITIICH o T, AF Yy FOPIERROB T L, GEIR,
DORERGR. BRI AR E L BbETREMNICHNT 2 2 &,

c RURE/ 7 a—F)VHiRE A OTZEFNC K B K CiaRE 2T
jeZORAICIE, HAMA (Human Anti-Mouse Antibodies : $ii~
VAL MK DEFNTVEARENEDH %, O HAMA ZETHik%,
<URAE/ 7a—F )ik EHOTOS Sy R THEE LRSS, EL
WIIIEEAME S NI WATHENEDN B %, O 6 JIEfs AN Rl RIS P G
T2GH. ZENCIMMOERSNEL XS LD 5,

- b MG O R ETUAR, P ORET O T Y YIRS L, in
vitro DA I/ T b A B 525 LD 5, T ki S
FADMEAET 554, IELOIEEAES R WATEEEN S %, T 2
Wiz1751CH 2> Tld. MMOTEMOARE LR WD %,

Ak OZ W v P TEL N VTV —)VIIERIE. HERE. T )
TL— gy, EORREDBEVMCE O AT LERUEZRT &1
B 57500,

+ B RERERE ORIA TSRS OSE . FEREEN G T D
9 DT, PEFERICIED < B OMRERHFREREEEE LT
BEMCHmTaT L,

[ #E)

TSR LI T —=RIIMRENZHTH O Biisk Tl x 25572 RY
BENH 5.

RIEEE

IR, Rk, HEMEB K ONA 7 ADC AT Y N OMHEE
HIFMIC & 2 E MM (ug/dL. nmol/L) &9 %,

Ay~ OPERIFAIZ 1.0~ 59.8 pg/dL(27.6 ~ 1649.9 nmol/L) TH 5.
IERENY - IR

WiEHd CLSI A RS A > EPO5-A2 IZHE> ThiToTee % 1 0w HOikHE,
Fr )T L—x dikOay ba—)LaeEH LT, B 1 8 THREZIT-
7zo 3flOar ra—)b, 3O M KV, 4 FIOFR S IV7% 20
HRENCHED 1 H 2108, D k& 2 EE LK, 8

e A B
gl DHTEED)

WA BT
(TS

T T n  (ug/dl)  SD %CV SD %CV
LA 1 120 38 0.14 36 0.14 37
LA 2 120 151 0.39 26 0.40 27
LAV 3 120 339 0.85 25 0.93 27
M sx)l 1 120 30 0.12 4.1 0.13 45
i sxb2 120 351 1.18 3.4 1.49 42
Mg $%)V3 120 553 2.40 43 2.83 5.1
JRIS3IV 1 118 22 0.13 6.2 0.17 79
JRIS3IL 2 118 151 0.48 32 051 34
JRIS3IV 3 119 358 0.97 2.7 1.14 32
AE ! 119 564 1.94 34 1.94 34
a ENTBIE, HAERSEE ST,

M NP TR R

S (DI THEED (Bl @

YT n  (nmol/L)  SD %CV SD %CV
VI 120 1047 379 36 3.87 37
LR 2 120 4169 1083 26 11.06 27
LAIL 3 120 9359 2333 25 25.59 27
Mm% 1 120 825 3.34 40 3.67 4.4

M/ Sxb2 120 968.1 3268 3.4 41.08 42
MmE %3 120 15247  66.20 43 78.05 5.1
AE I 118 597 3.72 6.2 476 8.0
RS IL 2 118 4165 13.35 32 14.18 34
AT 119 9872 2674 2.7 31.60 32
PRISFIV 4 119 15555 5356 3.4 53.56 3.4

a MENERME. HAEBREZ ST,

BIE TR

CLSIZTA RS A4 YV EPIT-A2IcHit>C, 30y FOREBXUT 2H5D
Rz L. 3 HRELL RICE D Bt 217572, LoB (7527 ERD.
LoD GRS, LoQ (i FBR) OEAMEALFIRT, 9

ik} pg/dL nmol/L
LoB? 05 138
LoDP 0.7 193
LoQ® 1.0 276

2 LoB gL a oy > /)L 60 [ EHE L D, 95 /3—k >
ZA YT HEETH S,

b LoD (3MEHEREH > 7L 7% 60 B EHIE Liz & 2lc, 95%DIESHET
HWETZ 25/ NEETH S,

] Abbott



¢ LoQ IZKIREEY > 7 )V % 60 [, EfllE LClH L, Rt TR
KATA CV 20% & it v NBEE & Lz,

CLSI/iA RS54 Y EPI7-A2 IZfit> T, 31w FOAMB XU 2 5Ok
wzfi L, 3 HLLECHE O #2175 720 LoB. LoD, LoQ D AfE
ZLUTICRT,

173 pg/dL nmol/L
LoB? 0 0
LoDP 0.3 83
LoQ° 1.0 276

A LoBlXEEXODY > 7 )VE 60 ELL EHE Lz ZD, 95 /3—k

2A NSNS T BIETH 5,

b LoD &5 > 7))L 7% 60 [HLL ERIE LIz & =2, 95%DEHET

WETEZRNEETH S,

¢ LoQ (XY > 7 )V 7% 60 |, EflE UCHEI L, mEtcB TR

KA CV 20% & itz 9 i/ NI & Uz,

(=L

Mt CLSI 44 R4 > EPO6-A Ifit> CTiiofe, 10

AKFy FIMFEBLTKE BT, 1.0 ~59.8 pg/dL (27.6 ~ 1649.9

nmol/L) D#iFH THEARIEZ /RS,

TERE M EBR AR

« METE CLSI /7 4 R 5 A >~ EPO9-A3 ICHit > T - Tzo IR /5 ¥ 1E
Passing-Bablok 7% i 7z, 11

c MUA=ETIVAVIEERTH B MEINCHL TR, AR E R
EELIED, HIEALBROWE SRS ST &,

< AHETHM T B, RERIE LT LT B Y LDEE
NTVBLDONH5, afllld, [FK - BEF (v bOER)] 7
3 (& - BE BEAR)] 2295 L. ML O &b IER
ICHPEDIRN A ADFEE T B0 WD S BRUSHH OB L, E, <X
7% B L, AR RKZIRALBNT &, NAEYE K UATREE
YIETTETCHERET AT L,

ROMFHAUCI T B EBe FHERH, TR FEZ /K | [MICROPARTICLES |

HAL o MHBIGREC B E R

Alinity i i pg/dl 131 10 -008 100 1.1-536
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