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WishH %, |
RIRDEHESE
AR A K ORI RIS RS U 7o s, £oRETTo Tk,
WIKDIRIFZRAIFICHED T &6

(2) 1hEME - HhEXA

CTITRLIeT =2 I3RENEHITH D . SR TR B8R 2R

BEN® %,

FHE

NI EL 5 K OS5

il CLSI A4 K51~ EPT-A2 Ifit > Tl 7o 2

ARFy ~ORMEMIC SR 5.2 2 ATRENED & 2 NIV E 2 574l L 7.

D B ERZ Y DY 15 pg/mL 8K T 500 pg/mL DY > 7IUC B
T LUNICRIEAART Y S ORIEMICS X 55813 £ 10% AN T
Hoiz,

Yt I3

Ry ey < 20.0 mg/dL
fagme) ey < 20.0 mg/dL
~NEJney < 500.0 mg/dL
FTUET AR < 3000 mg/dL

b Mg V7 2> (HSA) BRUEM LI @ERAMSEZ VT, &
BN EADFEETM U T, 2SI EM 12 g/dLLIFICE % K
5 HSA IR U7z > T IS B0 % Ts%id+ 10% N TH o 7z, F
Too BUAZ UM U TR Z 2R 7 B e @R IEic Uy 8 L 7 M e
15 pg/mL KT 500 pg/mL £752 K S IT0H b R= > 12Uz,
FERZLLTICRT

O PR =1

D FaR= 1

15 pg/mL 500 pg/mL
K2 IR EIE TR K2 IR EIE TR
9.9 g/dL -7.3% 9.6 g/dL -8.5%
12.6 g/dL -7.5% 12.2 g/dL -16.6%

D B ERZ Y TIEAY 15 pg/mL 8K T 500 pg/mL DY > )L fdH
LT, AF v FORIEMICH 25 2 % AlREME D & 2 35 271l U 7z,
F PR HREOY Y 7IVIC, RFHRE S X U @R O3EH 2 30
Ulco MIEMDFE (%) &, HHRETIEE -3.1 ~43%, @RETE
55~41%TH>7z

B IGRRE ARE K IGHIRE AR

TTVFYI Apg/ml 20 pg/mL K F8) 18U/mL 5U/mL

7 M

TEE73/ 20pg/mL 250 pg/mL LR RIS 1.8 pg/mL 20 pg/mlL

JxV

72 F )TV 260 pg/mL 1000 pg/mL AF )V E/X 4pg/mL 25 pg/mL

F IV

T7FLFVUY 60ng/mL 037 pg/mL AFVTLE 8ug/mL 80 pg/mL
—yny

7a7Y /— 12pg/mL 400 pg/mL A bBEZ=Z  23pg/mL 200 pg/mL

WV V=)

7v78uF  0.1pg/mL 400 pg/mL =aFY 37ng/mL 2 mg/dL

V=

7YEY) Y 10pg/mL 1000 pg/mL =7 YV 125ng/mL 60 pg/mL
TADVEY 12pg/mL 300 pg/mL =hBE75Y 20pg/mL 64 pg/mL
[ 4

77 /8= lug/mL  10pg/mL FAAXFY 2pg/mL  7.5pg/mL

ENULY Y 1lpg/mLl  42pg/ml AFS7 T 2pg/mL 5 pg/mL
YAy

HTxAY  12pg/mL 100 pg/mL 7= /7YLE 25 pg/mL 15 mg/dL
2=l

AT ETVN 10pg/ml 50 pg/mL Tz=hAY 12pg/mL 100 pg/mL

HIVAT ¢ 5pg/mL 150 pg/mL 7z =)V 7% 30 pg/mL 400 pg/mL
a—) v

7 4F¥F 120 pg/mL 2500 pg/mL F0 75/ 1pg/ml 5pug/mL
M o—)b

YYFUYY  dpg/ml 400 pg/mL TUIRY
Ju¥RJL 15pug/ml  75pg/mL F=YV

10 pg/mL 10 mg/dL
4ypg/mL 20 pg/mL

)V

ahAY 0.1pg/mL 10pg/mL Y77 >Y¥Y Tpg/mL 60 pg/mL
b

Y7uARY 08pg/mL  Spg/mL YUFIVEE 199 pg/mL 600 pg/mL

M

* Y707z F 25pg/ml 50pg/mL ¥ 8AZF 4pg/mL 20 pg/mL

7 M

Vadkvy Ing/mL  75pg/mL ~SY>F bk 20/mL  8U/mL
DAZFN

AR 0.3 pg/mL 900 pg/mL A L7 +&  4U/mL 31.3U/mL
F—t

FF+F2¥ A2 10pg/mL 50 pg/mL 7474V 12pg/mL 75 pg/mL
NS

ITFT48 2pg/mL Tug/mL  TPA 0.52 pg/mL 2.3 pg/mL
FF

TYAEYA 1lpg/mL 200pg/mL FYRATY 12pg/mL 75 pg/mL
vy L

TAVAIRY 12pg/mL 4pg/mL NF83)L 325 ng/mL 160 pg/mL
YA

JatIF 20pg/mL 400 pg/mL 7)VT7 7V 2pg/mL 30 pg/mL

47707z 40pg/mL 500 pg/mL
b
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TE ATy MEEATF ALHURZEH L TORW D, BIENY AT &
WO T, Bk AF > (X3 By MHIERRISGEEZEZ %
AP w0,

Z DO NHATEWE
HAMA B PEfithk 22 il KO o < F IRtk 22 B2 0E Uiz,
RiRZLLNCR

TR (%) AR =1

T T i) YSFERERE (pg/mL)
HAMA 2.8% (-11.7 ~3.3%) 10.1 ~370.3
VO FIRT -3.4% (-21.2~9.5%) 11.9~386.0

SR

AFw b OSHRERIEG, BT SRV T EORERIGMEIC IV T
0.1%LLF. i FER=ZY THIT FaKRZY C LD AEKIGHICE
WT 1%L TTH 5,

D b R THEAY 10 pg/mL LU FA S 45 000 pg/mL IS5 %5
Y TIEDWNT, 1000 ng/mL D#4fH FEAR= 1, 1000 ng/mL D.y
B R R => T, 1000 ng/mL @ kIR =Y C & ORISR HIES
BT LITED, AFy b ORRMZME Uiz, SO0 b R= > TR
BT 2EEH RV L D PRV T, PRARZY C EDR
FEROEMEE, 0.1 %LU R TH -T2,

(3) Zofth
AFy B3 Alinity | A7 LOMETH D, FEE, BticBRVEaD
LI,

(A% - BE (BFAD)]

(1) HROARSE
BRI ZOEEMO B,

(2) wEZRE - 84 - HHF

cAFY NHT VAT 7 AN

- Alinity high sensitive hR=> 1+ F+ 17 L—% (Alinity i STAT
High Sensitive Troponin-I Calibrators. #4/%*5 8P13-CAL-01. REF
08P1301)
(EREEW ) VRERER. 2 8V ELEH (T HsR), v a
YEF Ve RO FRRZVICHEER  fREEA : ProClin 300)
Fv U T L—RDRERL NIRRT,

* T =33
(pg/mL. ng/L) (ng/mL. pg/L)
30mL X 1 0 ©0.0) 0.000
30mL X 1 20 (20.0) 0.020
30mL X 1 100 (100.0) 0.100
30mL X 1 500 (500.0) 0.500
30mL X 1 10 000 (10 000.0) 10.000
30mL X 1 50 000 (50 000.0) 50.000

* JEDO RN E 2 EFHEHELRHE (SO : International Organization
for Standardization) OMEICH T 2 REN T DORKHD T A K
(GUM : Guide to the Expression of Uncertainty in Measurement)
¥ XU Eurachem Guide for Quantifying Uncertainty in Analytical
Measurement (Eurachem/CITAC Guide) 133V THIH LTz, 34
KITGRUTeF v ) 7 L— X OHEERAED & OHEE I A2 T H
D, EROIEYHEDOA NS FIHWREESLET) LM TR %
Tlic& b, WERROBARNEARMEN S ZFINTH ENTE S,

NIST SRM 2921 i RN & (k=2) %

pg/mL ng/mL Fyy7  pg/mL ng/mL

(ng/L) (pg/L) L—% (ng/1) (pg/L)

A A v LR

31200 000.0 31 200.000 20.0 0.020
+ 1400 000.0000 =+ 1400.0000 +0.7680 =+ 0.0008

AL ik 100.0 0.100
+35600 4 0.0036

bR A 500.0 0.500
+17.6000 + 00176

bz bz 10 000.0 10.000
+380.0000 =+ 0.3800

A A 50 000.0 50.000

+2060.0000 =+ 2.0600

K BEDORHEDN S X, K 95% DEHIE TIENRZ HN—F 57D
DMETINCB T IR ENTIAENE TH S,

+ Alinity high sensitive h@R=>1+ 2> ra—)L (Alinity i STAT
High Sensitive Troponin-I Controls, ##%%= 8P13-CNT-01, REF
08P1310)

(EaEay -V VEERER. 2287 EEEeH] (T vdk), va
YEF Ve MO FaR=VICHEER  f#1F#]  ProClin 300)
O b a—)VORE R K OE RPN Z DL FISRT,
TR P IR PRI
[conc] [RANGE] [conc] [RANGE]

(pg/mL.  (pg/mL.  (ng/mL. (ng/mL.
A& ng/l) ng/L) pg/L) pg/L)

[contROL[L]8OmML X 1 20 120-280 0020 0012-0.028
[CoNtROLIM|SOmL X 1 200  1200-2800 0200 0.120-0.280

80mL X 1 15000 9000.0-21000.0 15000 9.000-21.000
FiAHCHEEN TV S Oy ho—) VOEHEIZ Ty MR T
3ix <, MRk L TOEHFEEZ RLIEEDTH D, ShiakicHs
WT, ARFICHBES N TV E PO NMIT, FaiI K Uik
IS B EHEHARE TS C L2 HIET 5, @Y B 2 3%
T 2DICEETRELH LR E LT FRRT 5N 5,
cFyUTL—Tay caviu—ibay b - EEEny b
cFyVUTL—%av b R
Hhisk CESTaY ba—)V T35 L TE %,

+ Alinity i HEMARIE EE#ES 9P15-40-01)

© WA RURENR (Alinity 1 2 A7 LH. 7T MU LEETS)

BRSO BAEIC R IR B LIS DV TIE, [T 2 BEas O Bk 272 2

[ R

AVTF Y RCRE R IEFEIC OV TIE, (T 2 A OB E %

BRI BT &,

(3) HIEMERRDIREL

HIDTHEZITIANS, AFy NHT v A T 7 AV EBEIRICA VX
F—=bd B2k,

T AT7ANDA YA S—=NVITEBXCT vEAINTA—2DHE
TR ZHJTEOFRNCOWTIE, AT 2 EROBEEIIAEHZ 2T %
Tk,

T ARG A—=ZDHIFNCDOWTIE, #HT 28Ok GIHE 22
Wez &,

FEARDOBEICEIT 2REIC DV TR, A9 2 B3R O BRI S 2 S
T35 &,

BunZi
TR ANRT A= TERORAL | ZEH T 2 HNHICEET %,
24
I (WIIRGE DAL X ZEH R = I (EHR DAL
HIIRGE DAL ZEHREL 2% 0D B
pg/mL 0.001 ng/mL

0.001 pg/L

1.0 ng/L

(4) AE (BE &

I FxUTL—% (FI5eh). A7 —=F4 7)), avyar—r
Z3:1: 1 DHETHEHL, LTOLEOKILEE S,

CEFP YT L—RICA T IS—T 4 TV ENA. KIEEE 5,
CRREYIZRES, OV ar— N RNA. KISEE S,

c REISWZBRES. 7L R ) A= 100 L ZhiZ . KIGEE 5,

« FUH—300 pL EBIA. KIGERPI ORI (HER 400 ~ 500
nm) OFCHREZRES %,

2. D bR T R & FOERE OB RS SNEEED AT
U —IcitiEET NG,

3. BRIKICOWVWTE, T4 U T L—& LABOBIERTTV, SN
WESN, HEEOATY —ICHEEIN TV RMERICK > T, Mk
FOLM FaRZY [ EEERD S,

BIEZE

WE FMEOFEMIZ 3 2 AR O BULFIHE 2 S8 T 5 C &.

c TRRIAT 2 =T F B FRET 2 —T BMAHT 2855, BIEEN 5
T 5T L2tiRT 208N H 5, T 2HEROTERSIEZ 5]
5T,

) Abbott



- IO W B R/ NRICT % 728, BRI Y > TV T
Y ROY Y TV A-> TR T L ZiET 5T &,
s [l T IV T TORKLEREELL : 8
COTER. EBICHET B0
« WIERAE DY > T7)VEE £ 210 pl
< [WUH Y Ty TTBMHES 285G 0LEY > 7))V E 1 160 pL
AT U TIV R =T vy ME, 3IFRILINICHIES B 51
« WIERE DY > T7)VE £ 210 pl
s ALY Ty TTBIMHES 2G04 EY > 7))V E 160 pL
AT VTV R =T iy ME 3IEZBEA TIEST 255
CHILLS LY Y Uc g 5,
AEFOF YV T L—2BX0T Y bE— VOO BN HIECDONTE
ZT 5T L,
- RN OBIERIC DV TR, 9 2RO EURIIHE 22
5L,
IELWITERIRZ 155 Tedic, [T 2 RO BHkEIFICHE > TH
WINIEA Y TF Y A%IT5 T Lo MROBIENK OEEEA Y TF >
AZED TR, UMD FMUHES T L.
HEDRIR
O SR = 2 T OJBEEAY 50 000.0 pg/mL (50 ng/mL) 7z X %8
A&, "> 50 000.0 pg/mL (> 50 ng/mL) D7 T THEREND, TD
BRI OWTIEAEIRIRE 7 E FRRZ O CRIIE T 5 2 A TE
%
BEIHR
BTG 10 FHICTRHUIE & . RERSRICTRIREE R 2 2 U T2
HEIICENE N5,
FHER
HESEATIRAS R & 10 15
BTV 25 pLIcH LT Alinity § HSEMIATIE 225 pL ZiRhnd %,
— R — R O BEMIA 2 7 F 721& QC X 7T, wRtEHRE AT
BTl TWHBEREMALTY Y TIVIBENABICE I E . JlEhs
ReLTlEEN 5,
TRERZ DT W OREMED 10.0 pg/mL (0.01 ng/mL) Ko<k
BEICHMT B L,
TGz AT Ulah o T Bld, fF72 M5 9 % iy a mRess
ZMNFBT L, MUY > 7 IVOREMAPERPO FR 10 pg/mL
(0.01 ng/mL) K CTH 2. TOMPUIHE LT &, WY
PSR THINL., HllES 2 0EN D 5.
TROA —Z—FIEOFMMC OV TIE, T 5 B OTULFIAE 22
Hyzc e,
Fv)IL—av
Fr VT L=y a3 YOFECONTIE, [T 2 BEOIULEIAE 22
Byzc e,
#Harho—VZIEL, Fy VT L— g yRFHMET S L,
—JE, B EGTE UTeR v VT L— 3 VORBBEMEIRICMEI NG &
ZORIFMET LICF YV T L— 3 YEITIBRBERRVD, ROBGH
KRHEFY ) T L— 3 VT,
cHLwaYy FESORES Y FeEHT %G
« IV FE—)VORGEMA, AFITHENS MR THAT TR DN T
R LIRS R BT O B 2 NN TV A 5 S
+ OV P VOB 2 RFHNTFEICE DO TRE L TWing
aiE, A et 30 HMIc—ERF YV T L—varz{rd L,
TE IS B2 RUE S FTREME D B %5y D A T F 2 AREH = F il L
FEMmEE. BEY VT L—ya v EREE TSNS S,
mEEEAE
AEw hOBREH (48D Tric, REEOIY Fa—)LEE |
FlEd B Lo
MR DORSELE G SHIE, BB EEa Y b o— L ORIEZENd
%,
MEHNTFRICE DO Ca Y b a— VOB ZZ0E T 2 56, HEEIC
IBTcaryra—lbogay hTkic, 2=y Ml X OB Z
HRRINICEZ DS % 1> M A— VO T LICE iR TRETRETH
%o BH (B3~5H) MiciEb. 20 B EOHIEETT> TEHLNlE
lZHNT, BRSNS THE (=7 Y Mi) &id5D (Hp) %
RETBEEDTEND B, BY)SEHTIZRET 2 TeDICE /TN
TEFTEHN & L TR U FAETF 5N,
cFyVIL—vav
sy B

cFPUTL—ROy k

s Taby VT EY -V GRYTBHEE)

« MEAE

— R S BRI TS DWW CIE, CLSI /iA RS54 > C24-A3 %
ZDMO—FNHENTVBHA RS A vesldsc e, o

- MR ORSEEITIED, K o4EZIcay ha— IV EMET 2 L &2E
DTVBEE, YR OTFIICHES T &,

< O b a—)VORIERREER TEDIEBRPFHD SN TV B HE
. FELWHBER RN DN TOERWATREIEN D % T2, & ik DOks
EEH A > TINS5 2 & HFY VT L—a UhnERY;
EhDB, 8T Ty a—T 4 VT OWTE., AT 2 HEEROHR
AHEEBETZC &,

cHLVEY FORFERF YU T L— RO ZMBLE®E. 3V b
O— VORISR L SR 2ERT 5 L.

B TED Iy ba—)bid, #ETCDO A KT A 2 0HESEHRIAHIC

B> THIHT BT &, BiRTEDZA Y b a—)ILORHLFIHH I AL
INTVEBEHHEPIX, HETBEMELTHENT ST &,

T %3 Fa—)bDOX—ZAFEMAZE OIS U CEYI Th 50
ZhEERT BT L,

REEBHIFS1Y

FEEEDANA RS 42 LT, James O Westgard, Ph.D. @ “Basic QC

Practices” Z{fifid 5 LN TE 5%, 6

HREDIREE

AREITFH S N TV B MEREORGEE 2 S filisk TITH a0 71 kUi
WTCIE, HEBRTEREIED 7 v LA MEREOMGEI 2B 5 T &,

(5) #&R

8

AFw &, 4PLC {4 (4 Parameter Logistic Curve fit, Y-weighted) %
HOTF Y VT L= 3 v h—TRER L., ERE2EET S,
HADEHICOVTIE, 3) MERBORIEE BEUOEBREZSIT S
&,

759

WERRICE > TR T F TS T S TBNERENDLHEDNDH D, O
IKERENBAEERDH 2 7 5 FICDN T, i 2 EasOBEkDiH
HEBMT D L,

CAIEEROYIEE]

TTIWR LT —2IINRENZHITH O Sk TlE a2 0% R
LENH %,

D SRV TR, OHERLADLHEFICBNTE FRT S
D H B, T8

FEHERIPAIE CLSI HA RS 1 > C28-A3c ICHt> THEF L7z, @ KEIcEH
W BNP, HbAlc, GFREMIEHR LXVOEEERA 1531 45, 3
$EUMAEDEERIAD . ~ Y V) F 7 LEERIA D . EDTA-2K AD) D
PRINE 2 O TR Z IR U 7, Sifkz sttt L. AFy b2
TH 1 ERIGE Uz, 4593 FIDRBERSTIC K 2 99 73—t 2 XA VEIE K
DEBOTHD, FHEMICHT S 99 /83—t > &2 A1 JUEIE CLSI AL RS
A2 C28-A3cITfit > THaNA MEEHWTHIE Lz, YT —&Ic &
%)

EREEP 99 78—k &AL 90% CI
e n () (pg/mL) (pg/mL)
7 7642 21-75 15.6 (13.8,17.5)
Bk 766 21-73 342 (28.9,39.2)
ERN 1531 21-175 26.2 (23.3,29.7)

CI : {ZHX M

3 PLHDDHICIBNT, 1 BOLHERERE 5 3 FEREO BRI 17X
U7 MADRIEFEEAY, DixoniElc X Dok LTI ENTZ, D
HERE OPERE I, B0 99 /8\—t > Z A JUEOF I SRS L
Teh, KD 99 8—t v XA IUEDF I Z STz,

*IFCC HA XV AL BV TERE F RV lEid, R ARHEM D
99 /8=t > Z A JUET CV10% LA ROOHTREENRE L ENTW0D, K
Fw bD 99 IN—L 2 XA JNETORAREEI 4.6% TH S,

*F 7z, IFCCHA R A NCB % EE bR UE T, R
D 50% DL ETHRHBERZBA 200805 % L TN TV 5, AF v b Tl
WeBRE D 50% HCHEMEARIES (LoD) Z# A THD bRk
HLTW5,

FhiR. 99 73—t ¥ Z A JUED RO RHERIC# ] T & 2 e iR
5Tk, Fild, BRI Lz 99 R—t v B A JUERRTET ST &,

) Abbott



HELDEE

<D ARV TEER, OFiEUNDOOFRFICBNTE AT
BAREMA D B, T 8 DIMIEDBM AT ICH > Tld. KF v b
DPEFEROIZTHL . DEK, BRTTA, ERERE L GDEThE
ICHIlg % T &,

< 1RO SR TRIERSRZ0D Tk, DI ZEORHZ1T 5 1
EARTRA DS B, AMERIRERERE (ACS) BHEDOFHNZTTS
HEE, REEICRINATTS C L A HEET %, 71011

* RUAE/ 7 a—F)UFikE W EENC X B2 K OiRlkEE 2L
7o FEOMAEFIZIEZ. HAMA (Human Anti-Mouse Antibodies : $i~7
At MK BEENRTORAHENEDH %, 12 13 HAMA Z 3T Hilk
BRI AE /) ya—F)VikER WSy b TTELESRA. LWL
HIEMEAE S NI OVATRENEN D 5. 12 BWiEITS Ichic> T, ftho
RN E L5 Ehdb 5,

« b MIyEF ORI ETIAB XY U F AT RE) &, SR RE
a7 NS U invitro DAL T w e A BER G52 5T W
5%, 14 IR BUFERUA R 7213 RE DEIET 2856, IELWLHIE
AR S NEVARENED B 5. BHiEITI ICHTz> TE. thOTEHA
LB DH S,

* AF v FTIX HAMA, RBUFPESiR. RF OEEZZ % 12D RHEH
BENTVBH, FERE AR ISP ET 256, 2knicitho
TEHRDANE LD D5,

c MR O Z VR BB FE IS B W ERE D BRI L T2k DA,
ELWIIEMEDE S NEWATHEEDN S %, ZWiZiT51cdh Tz > Tk,
MDTFRNNE L /55 Ehd %,

RIS BEBFHEICOVL TR, BRMELDEE] (1) AR
B, FEEEZSIT S &,

- H OSBRI G ORIA TIRERIGDG A, JERFRINEIEM R T b
5 %0T, MEFSRICHED < BWHIMOME LIRS 2 2% LT
A 52 &,

[t #E)
CTTITRLIET—=2IERENEFITH O, SR TR 2R RT
BB B
BIE SR
TEEINE, . TS XU 7 ADHITAF v b OMEETA
HPANIC 3 2 IE MDA (pg/mL. ng/mL) &9 %,

* ARy b OYIEHIPAE 10.0 ~ 50 000.0 pg/mL (0.01 ~ 50.0 ng/mL)
TdHs,
IEREY - IR

RN

FEtd CLSI /7 A R 5+ > EPO5-A2 It > TiTo Tz 45 1 1y hODAKEE,
Fr VT L—%, arvbho—)LzMHAL T, ¥ 1 8 THRAZITo T,
3floay ta—LBXC 6 #0720 HECHED 1 H 2 [, D
B E 2E A ELR, 19

WE BN i B
e GHPHED  GRmBiD

YT n (pg/mL) SD %CV SD  %CV
avha—lL 119 205 050 25 080 39
avra—M 119 1915 328 17 467 24
avha—)VH 120 159652 24437 15 30669 19
733V 1 (AR ¢TnD 120 105 041 39 076 72
)33V 2 (Bio-Rad Level Low) 120  42.4 105 25 140 33
7330V 3 (WIRE ¢TnD 119 1737 330 19 490 28

%%V 4 (Bio-Rad Level2) 119 20143 2757 14 3610 18
)3%)V5 (Bio-RadLevel 3) 120 63913 9444 15 11519 18

N3 V6 (Varesd b 119 432562 61416 1.4 71620 1.7
cTnl)

BN AN Bk
ey (DHMTREED  GRmBith) 2

Y n (ng/mL) SD %CV SD  %CV
arrue—)lL 119 0.021 00006 28 0.0008 4.1
avha—)bM 119 0192 00033 1.7 00047 25
avrue—)VH 120 15965 02444 15 03067 1.9
I8V 1 (REPE ¢Tnl) 120 0011 0.0005 50 00008 7.7
733V 2 (Bio-Rad Level Low) 120 0043 00011 26 00015 34
7339V 3 (WIEPE ¢Tnl) 119 0174 00033 19 00049 28

3%V 4 (Bio-Rad Level 2) 119 2014 00276 14 00361 18
X3)V5 (Bio-Rad Level 3) 120 6391 00944 15 01152 1.8
N6 (Varvesd b 119 43256 06141 1.4 07162 1.7
cTnl)
SREANEEIE, WERAEBTE, B2 3T,

* A (Reproducibility)
2 1y b OREE B 6 BTREZTToTe, 3Dy Fu—/L (LM,
H). 2flok MM/ 3oLz 1 GlcDE 3[E, Dl Lt 4 HElE
U 12 B EORTER IR 21572, RENZT Yy hORIRZLI TR,

MG BEITRSEE  RERRPITEERME 2 pEE D

Y n (pg/mL) SD %CV SD %CV ~ SD  %CV
aviue—)VL 126 193 085 44 097 50 139 72
avhu—)IlM 126 1845 343 19 385 21 422 23
avbhu—)VH 126 15040.7 20846 1.4 24826 1.7 34794 23

ALV 126 383 103 27 111 29 133 35
ISRIL 2 126 18647 4272 23 4733 25 6955 37

TN DHTRIE  RERNEBUE S EBIED
BTN n (ng/mL) SD %CV SD  %CV SD %CV

arbhwu—)L 126 0019 00008 42 00009 48 00014 7.0

ayhe—)M 126 0185 00034 1.8 00038 2.1 00042 2.3

arbhu—)VH 126 15041 02085 14 02483 1.7 03480 23

ATV 126 0038 00011 28 00011 29 00013 35

AT Y 126 1.865 0.0427 23 00474 25 00696 3.7

@ HEA N FBITEIE, DHTRSEE GRENFEIMD . BUERmEE, HEmE
Mz2Es,

DB, HTRSEE GUUENTEBUE). IERMEEIE, HEmE,
A2 56,

BETOT7 711V

20 HEOWmIIET— 2 LEE TR (LoQ) M5, LUTOfEZHH Lz,

LoQ LU R O8I

CV 10% = 3.7 pg/mL

CV 20% = 2.1 pg/mL

99 S—t Z A )V EDFEH

g 15.6 pg/mL = CV 5.0%
Bk 34.2 pg/mL =CV 4.5%
ERCN 26.2 pg/mL = CV 4.6%
HE TR

CLSIAA K54 Y EPIT-A2ICHE> T, 31y FOMEB LT 2H0D
a2 L. 3 N EICED Bt 217> 72, LoB (7527 ERD.,
LoD (KHFRSD). LoQ Gt FHY) o#ipZLLFIcRg, 16

pg/mL ng/mL
LoB? 0.1-10 0.000 - 0.001
LoDP 07-16 0.001 - 0.002
LoQ® 37-5.1 0.004 - 0.005

a LoBWBEYaDy > 7% 60 [ ElE Lz &ED, 95 /58—t
ZA YT ZHEETH S,

b LoD MBS > 7V 7% 60 L EHIE Uiz & Zlc, 95%DISHHEET
WETE2RNEETH S,

¢ LoQ KRS > 7 L% 60 [ELL e L CEH L, mEMcBWLT
BRHFACV 10%BXUERHTEANAT A 10% Zi1-3 5/NEE L L
2o

) Abbott



=Bk
MEtE CLSI A1 RS 1 > EPO6-A ICHit> Tiiotz, 17

* 75w & 10.0 ~ 50 000.0 pg/mL (0.01 ~ 50.0 ng/mL) OHIIHTHE
AR,
Fy—F—/\—
W4pE 500 000 pg/mL LA 54 10 pg/mL LA FOMANDF +
U —A—3—, 1.9 pg/mL LI TFTH%,

ERPREYERE

BIEOHERE L BILORBEERT 510, EHIOICRE LI ARGER
L. O FOKZ Y REO—BHG LR E TRERET ST E2H#
%73, 711

Ay L OBM LOERIENT 5728, TORNY T ¢ T ilE%
LT, 11 7 FOFEBIMNIC BT, SRR (ACS) DfEkosH
BEERSHIE 1101 £ SRIERINL . BUTORERTS S
e > TR 3 A2 (T o7 & T3, 19 DRk
13 11.81% ThH o7z,

DRI 130 4 5 ik 748 BRI HRil L e

IR OT1 20 BIRIK 7488 /RGN R L 7=

Fefld 3 FRIOMRINE (~/S) >0 F Loy A D | EDTA-2K A D,
M5 HERIAD) THRIL LSS Uiz, B L IoRiA 2 B LA 7%

FOTHIE Uz, #he R (AUC) ZLLFORITRT, 20
PRIMmGE REH n AUC 95% CI
EDTA2K AD  ~"—ZA57> 931 09326  0.9048,0.9604
2 ~ 4 5 942 09431  09081,09782
4~ 9 I 862 09503 0914909857
ARVVYFYIL A—RAT4Y 951 09197  0.8914,0.9480
JTHERIAD 2~ 4 5t 958 09349  0.8986,09712
4~ 9 I 903 09498  0.9190,0.9805
FRIMGE ER n AUC 95% CI
MERTEERIAD  RX=ZF1V 884 09412 09102,09722
2~ 4 1 942 09419  09041,09796
4~ 9 863 09449  0.9046,0.9852

CI © 2K T

E 51T, REIHHCHIHIIC IR U 7 RelA e I TRE S 207 L 72,
S0 99 /S—t ¥ & A U Hw kA Tl (L 15.6 pg/mL. Bk
342 pg/ml) ZVTHH LIk ieLL FO&ICRT,

BLAARD 99 /8=t 2 A )VAw ATl (262 pg/mL) ZHNTH

Hr LI RZ LU R ORISR,

JKRE @ FRFLMED  RRERgrheR © papkryg d

95% 95% 95% 95%

P RS no ) CI % Cl (%) C %) CI
EDTA- ~—X 931 8444 7528, 8549 8293, 3838 31.58, 9809 96.82,
KAD S4Y 9123 87.81 4554 98.95
2~4 942 9091 82.16, 84.74 82.17, 3465 28.11, 99.05 98.06,

BT 96.27 87.07 4165 99.62
4~9 862 9390 8634, 83.33 80.53, 37.20 30.60, 99.24 98.23,

B 97.99 85.88 44.17 99.75
~S1 R—Z 951 8105 71.72, 83.18 8050, 34.84 2858, 97.53 96.13,
YVF SAY 88.37 85.62 4152 9853
L9 2 ~4 958 90.70 82.49, 83.03 80.37, 3451 2833, 9891 97.86,
LN i 95.90 85.46 41.10 9953
b 4~9 903 9394 8727, 79.98 77.04, 3661 3068, 99.08 98.00,
BT 97.74 82.69 42.86 99.66
%) ~—X 884 87.32 77.30, 85.85 8327, 3503 28.02, 98.73 97.60,
HEIA T4 94.04 88.18 4254 99.42
U] 2~4 942 9067 81.71, 84.54 81.96, 33.66 27.18, 99.05 98.06,
I 96.16 86.89 4063 99.62
4~9 863 93.15 84.74, 82.03 79.17, 32.38 26.10, 99.23 9822,

BT 97.74 84.64 39.16 99.75

CI : ST

g2 FREAED  RRPERER © iR d
95% 95% 95% 95%
PR B no %) CI %) CI % C (%) CI
EDTA- ~—2Z 931 84.44 7528, 85.73 83.18, 38.78 3192, 98.10 96.82,
2KAD A4 91.23 88.03 4598 9895
2~4 942 92.21 8381, 85.20 82.66, 3568 29.03, 99.19 98.25,
B ) 97.09 87.50 4276 99.70
4~9 862 9390 86.34, 82.82 79.99, 36.49 29.99, 99.23 98.22,
e 97.99 85.40 4338 99.75
~8) R—2 951 8526 76.51, 83.76 81.12, 36.82 30.43, 98.08 96.81,
YUF SAY 91.70 86.17 4356 98.95
LT 2~4 958 91.86 83.95, 83.72 81.09, 35.75 29.43, 99.05 98.05,
BRI nm 96.66 86.11 4245 99.62
g 4~9 903 94.95 88.61, 80.72 77.82, 37.75 31.71, 99.24 98.22,
B 98.34 83.39 44.09 99.75
i 7 R—A 884 87.32 77.30, 86.35 83.79, 35.84 28.70, 98.73 9761,
HEAIA T4V 94.04 88.63 4347 99.42
9 2~4 942 92,00 83.40, 8581 8331, 3594 29.16, 99.20 98.27,
(S 9701 88.07 43.16 99.71
4~9 863 93.15 84.74, 84.05 81.31, 3505 28.36, 99.25 98.26,
(5] 97.74 86.54 4221 99.76
CI : {SHEX R
aJKE=100 X A + (A+C)
bREEE= 100 X D =+ (B+D)
CREHEmhER = 100 X A =+ (A +B)
d gt = 100 X D = (C + D)
Els
AEw INiEE S JELATRESE
D ra Rz v IE> A B
A1y N T fH
D rRESVIES c D
71y N4 T fE

FIVEAE GRMEMOENIC K 200 bRV TEED) Hhb, &
PEREEERE (ACS) 1S9 % & D WKV MEAS 50 % il REMED
B, FIVAMONHHIRHEDSTERD SHTEICHE > TiT > 7o, 2L 22 25
L% (%) OHoxHE (FIVAE) 1, FHHED 3 [ORFIM (R—ZF A >,
2~ AW, 4 ~ QWD) MOEH Uz, LUNORUETIGE, Bz H]
EL. gzt iz,

< ZER (%) OHIHENRE LAz, ozl & —/50il
ERERM 99 /8=t VA WEEIBZ TV B EERIGEE Lz
cZEF (%) OMHENERE LIAELL R, 7213 99 /83—t > & A )L
7zt 2 2 MERE RN G- FBE ZR ke Uiz

BRIE, RRRE, BRTER TR BRI BUE LTS & IR
M5 T EICE I Uz, ~8Y U F 7 L EERIA D BRI I 1) 3251k
B (%) Ofexttie . BZHID 99 /98—t XA )Vhw M T (lk
15.6 pg/mL. % 34.2 pg/mL) % WV Tobi LTk 2 LU R ORISRT
EDTA-2K A D R1M45 3 & Cilyg B 0 B OFS R E HETH %,

= 1
(%) @ e EEEMED e ek d
HEHIE) IREfH n (%) (%) (%) (%)
20% N—=RAI714 836 70.77 93.26 46.94 97.43
vs 2 ~ 4 ]
N—=AFA4>Y 772 7917 90.57 46.34 97.69
vs 4 ~ 9 IKff]
2~4W5flvs 819 6324 94.81 52.44 96.61
4 ~ 9 I
50% N—AF714 836 5692 95.20 50.00 96.33
vs 2 ~ 4 I
N—=RAIA4Y 772 7361 93.29 53.00 97.17
vs 4 ~ 9 i
2~4Wvs 819 5000 97.34 62.96 95.56
4 ~ 9

) Abbott



N E fE N E fH
(Z{E % [ [ (Z L % [ fet
(%) ® RIS RRRIED g g d (%) O AREE A RRRMED e g d
okt TREFE] n (%) (%) (%) (%) HEHIED TREFE n (%) (%) (%) (%)
100% ~—Z5A> 836 3692 9780 5854 94.84 50% ~N—254> 836 5692 9546 5139 96.34
vs 2 ~ 4 IfH vs 2 ~ 4 IFH
~N—RA5AY 772 6L11 9500 5570 95.96 N—AF4Y 772 7361 9371 5464 97.19
vs 4 ~ 9 K vs 4 ~ 9 I
2~4Wvs 819 4265 9840 7073 94.99 2~4Wvs 819 5000 9720  61.82 95.55
4 ~ 9 4 ~ O [Kef
250%  ~N—AI1> 836 2923 9883  67.86 94.31 100% ~N—Z51> 836 3692 9780 5854 94.84
vs 2 ~ 4 IR vs 2 ~ 4 [
N—254> T72 5556 9686  64.52 95.49 AN—=254Y 772 6L11 9514 5641 95.97
vs 4 ~ 9 I vs 4 ~ 9 IFH
2~ 4k vs 819 1912 9880  59.09 93.10 2~ AW vs 819 4265 9840 7073 94.99
4 ~ 9 K 4 ~ 9 K
ASY VU F T LOEERIA D RINE ST 2% (%) OfirEs, 250% N—AFA> 836 2923 9883 67.86 94.31
BLAERD 99 /83—t > 2 A )1y P A TfE (26.2 pg/mL) ZHWTH Vs 2 ~ 4 R
W U7 2 LU R DRI/, EDTA-2K A D FRIME 35 & O i 70 B A R—2AFA4Y 772 5556  96.86 64.52 95.49
D ERIME DOREREFEFTH %, vs 4 ~ 9 I
B 2~4Wvs 819 1912 9880  59.09 93.10
(Z A% [71E8 &M 4~ 9 I
( %) D E’E‘Ea q%ﬁ‘lﬂ:b E"J'T‘$° E@F}‘I$d aF‘S:QE= 100 X A — (A+C)
) 5 n %) (%) (%) (%) b L= 100 X D = (B + D)
20% ~N—Z54> 836 7077 9351 4792 97.43 C BRI = 100 X A = (A+B)
vs 2 ~ 4 IRl dpapkpgh#= 100 X D + (C + D)
N—AF4Y 772 7917 9071 4672 97.69 —-
vs 4~ 9 B N E—
2~4Wiilvs 819 6324 9467 5181 9660 A b LSS A
4 ~ 9 Y/ N T A B
1y N Tl
Dt R=ZVIES C D
1y N Tl
T4

SWERIEERE (ACS) DR /R LTeHRFICDWT, RERSEL (ACM) B R UTOAIMEZE, B T,
IZB9 % 30 HigB KU 90 HED FRO TS, A+ v b2 LG

DIESE: D FELLME A X2 (MACE)

DFHi 2175 720

ANA U Te MRt ORERF IS DWT . ERGEIROMERRD 2 WIFHRE A NPNHEE NS OB EWMDIC XD, TROBHHEZTT> 7,
30 H#%IB KU 90 HEDOF#% (Kaplan-Meier fi#ht) 38K T/ Y—REE (Cox [Al#k) 2. BLUD 99 /18—t > XA )V 71w b AT (Lot 15.6 pg/mL.

M 34.2 pg/mL) ZZFHWTHHT LIkl z L FORITIRT,
=Av A T7HE >Hhw M AT E
JE MACE/ACM JE MACE/ACM
BRI TREH MACE/ACM  (FAEH K ) ke MACE/ACM  (FH&HKE ) i a7'Z > IRGE P Al
EDTA-2K A D 30 Hi% 18 802 2.20% 18 226 7.38% < 00001
90 H% 28 792 341% 33 211 13.52% < 00001
~RUYYFYL 30 Hi% 17 802 2.08% 19 247 7.14% < 00001
JTHERIAD 90 H% 29 790 3.54% 35 231 13.16% <0.0001
M 5 R D 30 Hf% 16 791 1.98% 14 206 6.36% 0.0006
90 H% 27 780 3.35% 28 192 12.73% < 00001
ACM : 23EIRBET=
a SR R =R H DR £ C MACE 2885k L TR O iR
PRI A H n NYP—RIE 95%Cl  LJELLP A
EDTA-2K A O 30 Hi% 1064 345 179,668 00003
90 H% 1064 417 252,694 <0000l
~RUVYFTL 30 Hig 1085 353 183,686  0.0002
TTHERIAD 90 Hi% 1085 391 239,644 < 00001
ML R D 30 Hi% 1027 3.28 1.58,6.73 00018
90 H% 1027 398 234,679 < 00001

CI : (=X H]

) Abbott



30 H#%FB & U 90 Hi%DT4#% (Kaplan-Meier fi##) 35X UNF— REE (Cox [mII#E) %2, BRI RED 99 /83—t XA )VAw M4 TfE (26.2 pg/mL) 7%

NTo AT LIEAiRZ2 LU R ORISR,

=Av bET7HE >y bATE
3F MACE/ACM FE MACE/ACM

Bl e H MACE/ACM  (F# I ) i MACE/ACM  (FHZEHIF5 @) e 07'S > 7 Pl
EDTA-2K A D 30 H#% 19 802 2.31% 17 226 7.00% 0.0004

90 A% 30 791 3.65% 31 212 12.76% <0.0001
~SYVUFYL 30 Hig 17 803 2.07% 19 246 7.17% <0.0001
TTHERIAD 90 Hf% 30 790 3.66% 34 231 12.83% < 00001
METEEAIAD 30 H% 17 796 2.09% 13 201 6.07% 0.0020

90 A% 29 784 357% 26 188 12.15% <0.0001
ACM : 2FERFEL
a SR F RS R =R H DR C MACE 285k L TR O iR
FRINE A H n INP—TREE 95%CI RELL P E
EDTA-2K A D 30 H% 1064 3.09 159,595 0.0011

90 A% 1064 3.65 221,605  <00001
AU YFYL 30 HE 1085 3.54 1.84,6.87 0.0002
TTHERIAD 9 H#% 1085 3.68 225,605 < 00001
Mg HEHIA D 30 H% 1027 2.95 1.41,6.05 0.0050
90 A% 1027 355 208,603 < 00001
Cl : {ZHEXH
HERE A BR A
- #fld CLSI A1 RS A > EPO9-A3 IThiE > CHT o7z, [l /iK1 Passing-Bablok i 7z, 18
AL n  FHEIRE Yl EE T AT

Alinity i A7 L (fifE  pg/mL 115 100 2670 1.04 105-47 0659
vs ARCHITECT (ng/mL) (-0.03) (0.011 - 47.066)
7F 54—

c7—FT7 7 bRV E OO 2175 72, 50 BlOMHAD

J51#:0% Passing-Bablok {47 Fiu 7z,

RIFEAOEAEE
FyUTL—&IZVarEF b b0 R ICEAAEMER L
Ty HEAEEESICHE DX BEREICK DML TV, (gL
JVEFYV e MO PR RV ICHEAKREMEH LTV, FvU T
L —#% B OEEE 20 pg/mL & NIST SRM 2921 [cEDWT W3, F+ T
L—2IgAE+y FUSCIEERTEGL,

* Y ba—)Uld, HEAEERICEE D W THIRBEICHHEN TS, N
BHERE, Var e he bOffi bRz Y ICEAREZMHL T, &
HEICKOFHL VB,

(e EXIZEER L EDER]

(1) Bk E (fErERSLE) DFE

s« SEE L OARIE T 2RI, b MHsRBX T/ £BEEN
ICHERMED S BMENTENT VS, FElE, R - 188 (v b
D)) £k (B - BE BEAD] 22dsC L, bl
KM 7= 3 A D S RV ERE LN T & 2 REE T B
BRIZHIEN TRV, TXTOE bR IZIBEMICEG D B %
EEZT, TNHOMEH, b MK, IBTEERAEY ISR EN
7zitikEfhE. OSHA Standard on Bloodborne Pathogens IZfit> THLD
5 T b, BRMMEEGTYE. TOONHZYE., REEEICHE
RENTEICONTIE, NI AL TT 0 L)L 2 iz, sk, 7
BRI X BTG5 A A 75 ¢ HERGIT5 T b, 2526

¥ AYVaS—MIHEENS IR E I HBs PUE R, HIV-1/
HIV-2 &, HCV et TH %,

cAFy FOWETIE, & MRIKZIO S, Mifkid. HIV, HBV,
HCV SFHEOBRORBND D ZHEDE LTI T &, MEICHTz>T
&, BROERERT BT, BHOSLA, B <27 BXOHL
BTTFREEHL, £OIK2EXRy T 0 VT3 7biRnc &,

< AR S THRINS A - T AITIIK TS TV T F O 2
BRI, REDRHNEERIO Y TEHEEZIFE T L,

c RUH—ETIVH)UBRTH 5. FHICERL T, SR E Y RS
WK LIZD, HICALRWESHERET ST L.

FRBRAG IR, HHBIGREC r = 1.0, [BIREHIEy = 1.0x - 0.7 TH o7z, [l

c ARPE TS BEEEICE, REFRIE LT IMEF PU D LAEE
NTV2EDO0H 5, FHiliE. (AR - BEFE (Fv bOBR)] e
3 (% - BE AR 2292 L. kL Dfifllic X DI
ICHPEDIRN A AT B0 WO 5 BUIEH DL, IREE, <A
JERER U, 285 RRZWALENT & WA K ORI
UIEITETCHERET ST L,

* | ROMFRNC BT 2 A S, DRI Rd

(223 AFIAVFTIaY, RUAFTIFLUITY
VIWVIZ—T WG

H317 7 UIVEF—ME B IGEREC TBER

H402 * IKEACHE

H412 EHke s X 0 kA A a

BEWE

P261 AN/ AT L—DWMAFRF BT L,

P272 GRENTAERIEEGh O HE T &,

P273 BREAORUZ T 5 2 L,

P280 TRAETLS / DR / IREIRE 2 5 I 5 T &y

[SREE

P302+P352 BRI E LTty 1 ZROKTHS Tk,

P333+P313 FEREE 23 HEBE N EC RS EMOR
W/TYTERITZT L,

P362+P364 HERENTABRIE, FHER T 25813
ZTHT L,

BE

P501 [a / el s i TR 5T Lo

% EC 1272/2008 (CLP) Z@EAd 5G4 Lal,

) Abbott



*

*

ROFFIFUC BT B b TR, 2R g

*

ROFAFEFUCBE T B b FRAH, EREHZ R

[conTROL[M|[CONTROL[H]|

O

=25 AFIAVFTVaY, KYVLFL V7Y a—)b
FIFINT VT —T VEEE =L AFIAVFTVA L EEE
H317 7 UIVEFMEERIGERRC T BER H317 7 LIVF—RMRIG R § BTN
H319 SR R H402 * IKAEEYNC A
H316 * TR JEE 0D 2 I H412 EIRGE 2 X 0 KEEYICE S
H401 ** IR RETH
H411 ARG X 0 kA Y #E Mk P261 SR/ L) AT L—DOW AT BT L
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