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KHEOI]) T 30 piEL T 5 T L,
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- 13,000 ~ 13,500 X g RCF C 30 43 ML S 5
EJ/zS
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(2) WHEME - PEEH
T IR LT —2I&, ARCHITECT 775 ¥'— i2000SR TSN DTH S,
BT BERE T HEN BB,

SR Y

Ay bODHREEMEE, BT N RSV T E OGRS BT 0.1 %LU T,
D PRy TREUT POEZY C EDERSHECE VT 1%L FTH %,

ARFy ORFEYEZ, O bR 2 TREM 10 pg/mL A RA S 45,000 pg/mL i<
%Y > T DWT, 1000 ng/mL OFFAEH; F K=/ 1, 1000 ng/mL DL b
R=> T, 1000 ng/mL O b aRE=Y C L DLGERISHEZRET 5 T Lic & b et
Lo &0 M aRZ Y TREIC B 2810 oA=L O haR=>Y T, to
R C DGR (%) & 0.1%LLFTH o7z,

B34

FREOIAIDAF v ~OREMIC G A 2 81F, REITRUBEEICHBNT 10%2
TTH%.

Clinical and Laboratory Standards Institute (CLSI) #-f K+ > EPT-A22 14> T,
AFy b OMEMIC B Z 5 X % REIED & 2 34 271 LTz, RITR U TR IR
B RO R OSSN 20 b EAR= 2 TEEN 15 pg/mL 5K T 500 pg/mL DY >
JVICTRINU TRIE Uleo HEMDZE (%) &, IRFHRETIE -3.1 ~ 4.3%., @iRET
13 -55~4.1%TdhH->lz,

TE5 PR R TE5 ARORE R
TITVFIRT 4pg/mL 20 pg/mL &5~ > 1.8U/mL  5U0/mL
TYE7I /72y 20pg/mL 250 pg/mL LA KR 1.8 ug/mL 20 pg/mL
7 F )V ) F)UIEE 260 pg/mL 1000 pg/mL A F )L KX 4ypg/mL 25 pg/mL
7 RLFVY Y 60ng/mL 0.37 pg/mL AF)IVTLRF=  8pg/mL 80 pg/mL
vy

Tasy /=) 12 pg/mL 400 pg/mL A b =%— 23 pg/mL 200 pg/mL
U2

7r7uFy—)l 0.1pg/mL 400 pg/mL =35 37ng/mL  2mg/dL

TVEYY Y 10 pg/mL 1000 pg/mL =7 ¥ 125ng/mL 60 pg/mL

7 AA)VE Vi 12pg/mL 300pg/mL =hB 75>k 20pg/mL 64 pg/mL
A

77/ a—l lpg/mL  10pg/mL F A AXF > 2pg/mL 7.5 pg/mL

|<PADNI A 11pg/mL  42pg/mL AF7 59 2pg/mL 5pg/mL
A7V

T xAY 12pg/mL 100 pg/mL 7 = /3L E 25 pg/mL 15 mg/dL
2=

AT TV 1.0 pg/mL 50 pg/mL 7= kA 12 pg/mL 100 pg/mL

VAT 4 1m—)b 5pg/mL 150 pg/mL 7 = =)V 7 %> 30pg/mL 400 pg/mL
v

tIxFF 120 pg/mL 2500 pg/mL 7075 /va—  1ug/mL  5pg/mL
%

yrFIYY 4pg/mL 400 pg/mL 7V I R 10 pg/mL 10 mg/dL

Ju¥rsLv 15pg/mL 75 pg/mL F=I ¥ 4pg/mL 20 pg/mL

a1 0.1pg/mL  10pg/mL V77 ¥>>  Tug/mL 60 pg/mL

U BARY v 0.8 pg/mL 5pg/mL ¥V F)Li 199 pg/mL 600 pg/mL
A=V 2.5pg/mL 50 pg/mL ¥ YNAZF Y 4pg/mL 20 pg/mL

vaFvy Ing/mL  7.5pg/mL ~/3Y »F kY 2U/mL  8U/mL
/NN

VAR 0.3 pg/mL 900 pg/mL A ML 3 4U/mL 31.3U/mL
F—+

FFo¥A421U»  10pg/mL  50pg/mL 747 41U ¥ 12 pg/mL 75 pg/mL
ITFT 4 NF R 2 pg/mL 7 pg/mL TPA 0.52 pg/mL 2.3 pg/mL
TVABYAYY 11pg/mL 200pg/mL YA FTYUL 12pg/mL 75 pg/mL
TH AN XA 1.2 pg/mL 4pg/mL NF83 )L 325ng/mL 160 pg/mL
JutkI R 20 pg/mL 400 pg/mL J)V7 71 ¥ 2pg/mL 30 pg/mL
4777y 40 pg/mL 500 pg/mL
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10%LLFTH %,

CLSI HA R5 1> EPT-A221Cfit> T A% v R OREMHIC SR 5.2 2THMEOH
2 MNP 2 3l U 7zo O b e R = THEEAY 15 pg/mL 5K T 500 pg/mL DY
VTIWIEEBOT, KIRTWENAT Y S OHIEMIC G 2 2813+ 10%LUNTH->
720

WH Jelis
JHasRIC Y LY = 20.0 mg/dL
mameyLey < 200 mg/dL
NEFHE Y =500.0 mg/dL
FUSTYET AR < 3000 mg/dL

b M7 VT 2 (HSA) 3 KU L7z IERBiAZ -V T, 2 7 Bz i
Ulze #8228 12 g/dL LA RIC2% & 5 HSA ZilinLi=8 > 7)Vic B 5 Fi
RIFE 10%LUNTH 5Tz, Fio. BIAZESEL TR 287 E2 BRI L, B8 L
ToRIRICHRE 15 pg/mL 35X U 500 pg/mL &£75% X 510 b R= > 1 2GR LTz,
L /N e

O AR TR

D b EAR= TR

15 pg/mL 500 pg/mL
[ A4} [ A4}
I TR i TR
9.9 g/dL -7.3% 9.6 g/dL -85%
12.6 g/dL -7.5% 12.2 g/dL -16.6%

Ay b ORI RREZ iy A Mtk (HAMA) BXTY U< FRET (RP)
VTR L 7z,

HAMA F5PER A 22 Bt & TV &~ F IR FRtER ik 22 fil2 0l Ue, #R2RTR
ED

WKL h aR= 1

TR pdiex i

K7 S (P (pg/mL)
HAMA -2.8% (-11.7 ~3.3%) 10.1 ~370.3
DRvASS SIS RS -3.4% (-21.2~9.5%) 11.9 ~ 386.0
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AFw M, A%y MUERGEERD ARCHITECT 7951 $'—5 X U TBA fesisill
ATV a Y ORMETCH D, A%y MUEHAER 2RO B TR IR T E R0,
FEAE, FLIC BRIV DR EEV,

(A% - BE BFFD]
(1) HEDORRAE
HilHEZTOREHV S,

(2) BEGZHRE - 11 - HHE
s AFw M7 v RAT 7 AN
+ ARCHITECT high sensitive hER=> 1+ Fv )T L—%
(ARCHITECT STAT High Sensitive Troponin-I Calibrators)
(B35 0 3P25-02) 1 4.0mL X 6
(Tt ) VR, 2 2R EELA] (Do), vares
© D b RAR= 2 IC #G k. f#(7H © ProClin 300)

=34
FrV)TL—X (pg/mL)

A 0 0.0)

B 20 (20.0)

C 100 (100.0)
D 500 (500.0)
E 10,000 (10,000.0)
F 50,000 (50,000.0)

W E O A fife A & 2 1 AR HE (L B A% (ISO : International Organization for
Standardization) OREICH T 2 RiEN ST DXKBD A A F (GUM : Guide to
the Expression of Uncertainty in Measurement) 35X U Eurachem Guide for
Quantifying Uncertainty in Analytical Measurement (Eurachem/CITAC Guide) I
HINTHIM LR 3 4,

KITRUTzF v U 7 L— ZOIRAED & OHEEMEIZIVINZMETH D @ROEE
EYEOARTEN S FIARERSE) LI TR 2 Lic kD, JERMRDOE
RIYE AN S 2FHT 2 T ENTES,

NIST SRM 2921

IS RN E (k=2)
pg/mL FrV)TL—% pg/mL
S A SIS
31,200,000.0 £ 1,400,000.00 B 20.0 £0.77

SEH AL C 100.0 =+ 3.56
JEASE D 500.0 + 17.60
JEHAL E 10,000.0 + 380.00
A F 50,000.0 £ 2060.00

+ ARCHITECT high sensitive hER=>1- 2> Fra—)L
(ARCHITECT STAT High Sensitive Troponin-I Controls)
(W& 0 3P25-11) 1 80mL X 3
(EHEAW ) YRR, 2 >3 BLGEH] (Y2, varer b
© hD hRAR= 2 IC #GE fR(7A 1 ProClin 300)



=34 g uit i

av ko= (pg/mL) (pg/mL)
L 20 120~ 28.0
M 200 1200~  280.0
H 15,000 9,000.0~21,000.0
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c REEZRGES, avYar— A, KISE85,
© REJEZERZS, 7L MU A= 100 pL ZINA . KIGEHE 5,
« MU =300 pL &z, KISESEPOFE (EER 400 ~ 500 nm) OFEEi
EEWIET %o
2) D e R= TR L ROERE D BIRAA RS HNEED AT —IRHE NS,
3) BIKICDWTE, Fv U T L—X EFBEOEIEEITO, FOCRENEE N, i
DALY —ISHEENTVARBRICK > T, BIATOLH s oK 1 EEER
b5,

(BE) WIS RIREE

1. BIEREERDBRIEE

cAFy M Ry MUEBREE R OEEIROMETH B,

c WIS THERITIMNC, ATy FHT vEAT 7 AR ARy MEEREZFOH
WA VA —NT BT L,

s RN=V 3V 8I0 MDY AT LY T NI 27 ARy MlEREER ORI A
VARV BT E,

TR ATTANDA YA N=IVITEBRCT v AT A—=RDHER, EHIE
DFHNCDONTIE, T 2RO EZ ST 5 &,

* T AIRT A= ZOHRNICOWTI, T 2 BERORISINHEZBIRT 5 &,

 BIROBRIEICHT BREIIC DOV TR, AT 2 HEROIURIEE BT 5 T &,

BuDZHR

TR ARG AR [REROHNL) Z2fEHd % HALICEET 2,
Zefie
IR (WIWIRGE DD X MR = I (RO AL
FIERRRE D BT THRER EHRE DN
pg/mL 0.001 ng/mL

0.001 pg/L

1.0 ng/L

2. BIEE

« O kA= )VOREMHE BEE 2 AN TV B 5E, WERHELTOE D,
ISR B B ATRENEN B 5, MHNTZHPERRIZI L L, BIlEZITS T L. £
BECTHF YV T L—vavizfi5C k., b TNy a—T4 Y FIDVTDH
R, (S 2 B8R OEERFIHEHZSIRT 5 T L,

cBEICI A T R—T 0 IV EPIHTE Y M AEAIE, fkrci L T»a T
MDD 2K 2D 5 CHFMET 20805 5, TOBOWECBOTE, &
SICIRANY 2 83 750,

S RATON—=T 4 7IVDR ;L% 30 EERELEMT 5,

A= T ¢ VDGR E N TV S C EERIRTHERT 5, N1 7 1/3—
T4 7R BIVICATE L T0 2551, sERICHBB S NS £ TR MU 2 EE
AT %,

CRA7ON—T 14 7 IVHBRETNEWNEE. FAETIC BENTER LT L,
AT ANR—T ¢ 7V FERE S NS, REER VKD 1) %, HEOIL
DI TFEIC DV TR, (ERLEXIGEIRVEDZEE] 2) ERLOIEZSIM
5T,

< T % A%y MIEREER R OIMCHEET Y b EE Y RS 5,

s WIS TR TR Y hENTVB T L ZERT 5,

C TARTOMER MU, PEPIRO I 5N TS T EZ2iERT %,
cRBESIECT, FyY VT L—vavELA—E—3%,

cFy VT L=y a YDA =R —IFECOVTIE, [T 2 ORULEIE 25

B\yac e,

CHEEA—H—T D,

Btk B R U Iy br— DA — X =T RS OB EEIC DV TR, il
M9 2 BEIROEUREIHH 2S5 T L.

c YTy TR UE T B iR m Y v TV RE. i K R E N
A—H—V X LR—MCHRENS, BHEMHOTEZRINRICT 2720, HIE
BREARTIC Y > TV I7 TISHYIR B OY Y TIVNIA > TS T L R ERT 5 T &,
[{—5 > Ay T TORKLEMEREL . 8 [0l

C Ui, BEBICHET 258 ¢
WIERAE IS Bt > TV © 210 pL
F LY > 7V 7 CEIIE T 25z v > )bk 0 160 pL
- AR Y Mg SIEEILINICHIE S 255 ¢
HIERE IS Bt > 7V L 210 pL
FTY > 7)Ay T CBIES 25 & 0By > 7))V 1 160 pL
- BERIC Y MR K2R THIES 2 LY L (k. 3> ha—
W Fr)TL—2) K| B L,
© JURRAT 1 — T E I FRIAT o — T RT3 55, YTV —YEHNT
BERD T2 TH BT L EHRT %,

cFy YT L—aBLU0ar bu—LEEFT B,

s Fy VI L—2BXUa Y =)D FEIC DOV TE [ERLEXIGEERWE
DEE] 2) ERLOEFEZBHT S L,
s RMVEBBEICLT, &YV hy TICENTNOREEET KT %,
- L
HBFEYUTL—2 1504
#arbha—)L 107

YU TIWERY R,

s PUTNDE Y MEOWTIE, (AT 2 EEORIRIIIAE 2S5 L,

< WEZHIET %,

< EFIIC OV T, I 2 ERORRFI L2255 &,
C ELWIIER R 2182 Fedic, [ 2 a0 EICH > THENZA VT
FURRITI T, MROBIENKL DIBIRA Y TF Y AZED TV B LG, M
MiFZDFINAED T &
3. RIFEDFHR

D b E R = 2 TORIE A 50,0000 pg/mL % # 2 % ik iE, * > 50,000.0
pg/mL” DT T I HEREND, TORKIC DN TIE R E 72 & FRRZ O TH
BlEdT 5 eNTE S,
BEHR

A 10 IS THUIE E N B, TRATORARED BEIMICE S, e L
L& SN,
FHEM

HESETARGR 10 45

1) #ifk 25 pL i<t UC ARCHITECT i SL@MR AT B 225 pL ZiRhd %.

2) BERRA =R =W £ /133> b a—)LA — =W FHREGRE AT 5T
Lo ROV > FVRENABIICEILE h, EMRE LTRESh S, &
BUERE T B R OMEMD 10.0 pg/mL K0 EL A5 K CHRT BT &,

TRA — X =T DV COFANE, T 2 BEBROTURSIAR 2SR 5T L,

4. Fv)TJTL—3>
cF Y VT LR A~F KA 2EET S, Fr )T L—2E0HE%. HHICHE
ERCReR=N
cREEOIY M=)V LEEL, Fy VT L—rarziid sl L, av
b E—)LOREED, AFICEIM T N TS EEIFIC A > T3 T L Z2 RS %,
« Fy VT L— 3 VM 0.0~ 50,000.0 pg/mL
s —fE, BUSEN I LYy V) T L— 3 VORI ES NS &, Z0%IE
WETLICFY YT L— 3 VETI REZEVHD, ROBEFITEHFY Y T L—
vaviEiid,
s HLvRYy FESOMEF Y MEMHT 554
+ 32 b E—)LORERS RAVE I 2NN TS5
cFy U T L=y a VD0 TOFMIE. HHT 2B OIEIHEE ST 5 C L,
5. mBEEESE
< AFy FOBHEH (4 KD T LI 2REO Y br—Lzeg 1 BllET ST L.
MR OKE I TIES, LK 0HEICay ba—)LEIIET 2 EREDTVEEE.
LHMEREDFNCHES T &
- HERROREEE RGN, REREARE Y b r—)VOHIIEEENT %,
- HHFEPIE SR TRETRNETH S, EHRMHENANTOZHE, F5N ik
OREREFRIIMISh e U, HERTS T, REISCTHFY Y T L—a vk

f1oCk,
< EREIPIE, REICSCTaY ba—bogay e, M LICHR TR
TRETH 5,

FoAMCRHEEN TV A Ay Fo— VOB M 0y MERKTIE R, B
2hE LTOEMHMZRLIEEDTH S, SHiRICHBNT, AFICHBEEN T
ZEMEMONIIT, Tl X TR 2 ERIHZRE S 5 T L 2R
5, WYSEMHAZRET 2 72DICERTNELHER & UTEULTINETS
ns,
cFr VT L— g U
s Fy VT L—2oy M
s avia—jbay MM
- ATy R
- PERRE
6. &R
E
A% R Tld. 4PLC i% (4 Parameter Logistic Curve fit, Y-weighted) %\ TF+
VI L—2 3 h—7MEENS,
739
WERIRIC K> TR T T IS T T IV MERRENB AN DH S, TOMICEREN
BHREMEDSH % 7 T T DV TiE, AT 2WEROHERIIT A 2SI 5 &,



CAIEERDHIEZE]

T ISR LT —&IE, ARCHITECT 77F 5 A ¥'— i2000SR Ti#5N b DTH %,
BT R B R RS SaD S %,

,E\ﬁ;ﬁg ORZ VTR, DI UAOLHREICE N TE LA 2 aREMk»
H% 26,

FRMERIPHIE CLSI A A R 5 o > C28-A3cT 12 fit > THET L7z, KEIC BT BNP,
HbAlc, GFREAEH L~IVOREERA 1,531 £ 5, 3F8 (LB EHIA D, ~
8 Y FY LHERIAD . EDTA-2K A D) ORRINEZ N THIAZEIRINL 72, &
IRz G EfR U RSy B2 WTH 1 IRRAGE Uz, 4,593 BIORIERFIC X % 99 78—
LU RAVHZRDE T TH S, RMEHICHT % 99 78—+ > Z A Uil CLSI A
RS 1> C28-A3c IZfit> THNA M EZHWTHRIE Lz,

R AR
i 99 /18—t XA )V 90 %S HEIX[H]
REEE] N (%) (pg/mL) (pg/mL)
Pk 764 * 21 ~175 15.6 [13.8, 17.5]
Sk 766 21 ~173 34.2 [28.9, 39.2]
N 1531 21 ~175 26.2 [23.3, 29.7]

% BEAONFICBNT, 1 HOLIEERE D 5 3 FEEORRMEIC I L 7 iAD
WIERRAY, Dixon HEIC & DAMEE LTRINE Nz, T OWEHHE ORIEFHRIE,
BAZHID 99 /8—+ > & A JVED B SRS LI, 2k 99 /18—t > &2 1 )L
EOBIC IEE DTz,

4t F =Rk D)

SR, 99 78—t Y B A AEH HIRORHEIICHE T X 2 EET ST L, £

Told, BN LTz 99 /S—v Y XA iR FET ST &,

HELDEE

- F O RE OMR T SRS OB A, RIS D 5 % O Tl
FEFUC D < BWHI MO R RBRRSERS 2 28 L CRARNCHINTG % T k.

D IS TR, DB O DRI BN T E LR B AR D
35 6, LIHHROBWIEITS ICH > Tk, AF Y OWEERORTHEL, D
T, EERATR, 2R Z L AbE CRAIICHITT 3 C L.

< LEOLE b EESY TGEES R 2 RSO 3R 9 Th 5, 2k
TERIEIRRE (ACS) HFEOFMC I, REHCIRMZTTS T L 2HEET 2 589,

C Y RE S T a—F iR AT RENC & BB & O Z U T R Ok
Fiicix, HAMA (Human Anti-Mouse Antibodies : 1™ At bHifk) BEFENT
WBTATRENEAY D 5. HAMA ZGEMIEEAF v FOX S ICI Y RAE/ 2 0—F Ui
HERWEF Y b CHE L75a, ELWIEEDE S NAVATREEDN B 5, 2
EITIE B> TE, MOEMARTEL 5% 2 &HH5 10,11,

- b b O BAF TR BT 05 7 0T VKIS U invitro DA I T
VA EE S5 ENB D, HHINCEE @ BmEts i X 53 h
BHEETIE. TOXSETHEZIZHANH D, ELVIEMHATE S sV THE
MDH %, BWEITIICHI> TR, MOBMPREL 5% EHH2 12,

VIR FRFE, BENORIET T Y VSIE L, in vitro DAL T v A1
WRGABLNHD 12,

« A N TlE HAMA, BUFIESTR,. RF QBB EIZ 3 - OMER T EN TN M,
WS AR RIS PSS 230, BWICIMbOSRPARE L 55 LHDH 5,

< MU OFE 2 28 BB EHIC B O B D B BRI L 7 RS &, T LDIERf
WELNEVATRENED B 2, BWIEITS ICHIz> Tl MOBRAREL BB L
o5,

- A& M&, ARCHITECT 7 5 1 H#'— i2000 Tl T XL,

- BRSBTS 2R EIEHIC OV TR, BRELEDEE] (1) MESRONE. KN
BT BT L,

(£ &€
T ISR LieT—2I&, ARCHITECT 77 J A #'— i2000SR TS5 NIt DTH S,
BTG B R THAND S,

(1) IEEEY - BIRNE

Ay hOfiEAN TOMIHMEZ, L K= T (cTnD EEA 10 ~ 50,000
pg/mL DY ba—)VEld/ A3V BNT, CVIO% L FTH %,

AF v k7% National Committee for Clinical Laboratory Standards (NCCLS/CLSD 7J
A RS2 EP5-A213 1cfit > TR LTz, 2> b R—ILB XU 6 flo/SxL%z, 31y
POREE, 20y FOF Y YT L—2, 2H0KEZHNT, 20 HIEICHED, 1H2
F2HAE LIz, Fv )T L—ra Vid3&SEoy ST eic 1 Hfro 7z, #iieRic
R

itiR% N AR B
EEd T S N B (RerF B

YUV s ook N (pg/ml) SD  CV(%) SD_ CV (%)
avk 1 A 80 190.7 421 22 554 29
HvM B 80 195.0 357 18 413 21
c 80 1912 427 22 449 23
2 A 80 197.8 526 2.7 576 2.9
B 80 196.8 465 24 536 2.7
c 80 194.3 443 23 595 3.1
avr 1 A 80 148918 26817 18 37640 25
RV B 80 151263 36009 24 38069 2.5
C 80 151599 336.55 22 364.08 2.4
2 A 80 153323 33776 22 41490 27
B 80 151843 286.64 19 34234 23
C 80 150338 30033 20 37072 2.5
SRFV1 1 A 80 108 045 42 057 53
(Z‘]T)E B 80 116 045 39 054 46
c 80 115 049 43 051 4.4
2 A 80 117 051 44 056 48
B 80 113 047 4.1 050 4.4
cC 80 117 058 49 061 52
Sxv2 1 A 80 433 127 29 146 34
| (Bio-Rad B 80 461 148 32 157 34
cC 80 454 127 28 151 33
2 A 80 452 136 30 182 40
B 80 46.4 180 39 184 40
cC 80 46.0 140 30 148 32
SRFL3 1 A 80 195.4 473 24 652 33
(Z'\]r)li B 80 1973 446 23 521 26
cC 80 196.8 512 26 576 29
2 A 80 203.4 601 30 767 38
B 80 199.1 493 25 777 39
cC 80 199.2 542 27 743 37
REL4a 1 A 80 11980 3113 2.6 3380 28
(LBeife'lR;? B 80 12813 3338 2.6 4095 32
C 80 1267.1 2757 22 3172 25
2 A 80 1260.1 3834 30 4233 34
B 80 1309.1 2825 22 4268 33
C 80 13096 3568 2.7 4381 33
RV 5 1 A 80 28123 6456 2.3 8050 29
(L%ifefgf B 80 30230 8352 2.8 9382 3.1
C 80 30153 9413 3.1 9514 32
2 A 80 29783 8034 2.7 10242 34
B 80 31039 8393 2.7 9625 3.1
C 80 31382 5549 1.8 8450 2.7
SEV6 1 A 80 438317 60531 1.4 93733 2.1
é‘;:ii B 80 444516 67799 15 82460 1.9
TnD C 80 440435 67469 15 699.10 1.6
2 A 80 457367 78500 1.7 126555 28
B 80 456995 104606 23 118184 26
C 80 44607.4 103992 23 131932 30

* BIRM% (Reproducibility)

M NSRS K O M OME 217> 7. 33y FORE 11y ML EDOF vV
TL—%, 30y boaryba—LzEH LT, i3 B THREZITo 7, 3OO
Y ha—)b, 3floMmiE IV, 5 HEICIED 1 H 2=, A bt 4 HElEL .
R&EMZEa Y b ORIRZLL NSRS,

Tt PN B
) Eed SERfiE I A GRRrFERME)

VYT s oy b N (pg/mL) SD  CV(%) SD  CV (%)

avh 1 A 80 193 061 3.2 072 37

u—)LL

80 20.3 061 30 0.78 39

cC 80 19.7 064 33 078 39

2 A 80 20.4 084 4.1 085 4.1

B 80 20.2 064 32 083 4.1

cC 80 20.0 066 3.3 087 43

it N PR
DEFTPRS GemBitp @ mEED
RGN cv cv cv
T n  (pg/mL) SD (%) SD (%) SD (%)
avho—)UL 120 20.3 069 3.4 072 36 084 4.2
avho—)ILM 120 199.6 698 3.5 765 38 933 4.7

avhro—)VH 120 151156 346.02 23 37802 25 471.78 3.1




fitiF N FRERLE
DHTAEE (FemEE) a FBIME D
S fE cv cvV cv
JrTI n (pg/ml)  SD (%) SD (%) SD (%)
ik br—L 120 46.7 159 34 185 40 199 43

R

milkay ha—)L 120 1352.2 36.93 2.7 40.42 30 4275 3.2
L)L 2

Milka> ra—)Lb 120 3065.6 8945 29 11551 38 132.17 4.3
L)L 3

AT SI78| 120 11.6 049 43 063 54 063 54
I 2 120 195.6 506 2.6 6.93 3.5 791 40
RV 3 120 442992 906.80 20 97362 22 123794 28

a MR BT, OF RS GUAEN BB . MER BB, HEEEEZ 3T,
b FREIPEE OF RS RS GRIZE AT E R AR BE, H 72 AR, B iR B 2 2 0,
(2 BETO774I

20 A OmBIET—2 LER T (LoQ) 5. ROfEZHI L.

LoQ LA F D8l

CV 10% = 4.7 pg/mL

CV 20% = 1.3 pg/mL *

99 78—+t > XA JUHOFFHTE

g 15.6 pg/mL = CV 5.3%
it 34.2 pg/mL = CV 3.5%
B 26.2 pg/mL = CV 4.0%

¥ MRHIRS (LoD) @ 1.1 ~ 1.9 pg/mL OHIPANTH %,

A%y M. International Federation of Clinical Chemistry (IFCC) for high sensitive
troponin assays DEZi7 LT %, IFCCICIWTRIREE b R = i@, (e
FARHERID 99 78—t > XA JUET CVIO% LA T DN, BRUBLENThOHER
BRAUCBVT F RV OMIRN 50% 2 A 5 L EEREIN TV,

(3) E#RtE

AF oy b OWIFHEIC AT % 2 FUE Y > 7)VIEE 10 pg/mL LR T+ 1.0 pg/mL LA,
10 ~ 50,000 pg/mL T+ 10%LINTH 5.,

Ak OEFEE NCCLS/CLSI H1 K5+ > EP6-Al4 Icft> THRE Lz, il b
COR= 2 A 10.0 pg/mL LR 5 50,000 pg/mL ziE Z % #iHIC g 5 s >
TIVEFHI U Tzo BRHEIC S 2 72580, > 7OV 10 pg/mL LLET 6.8%LAF.
10 pg/mL Afiii T 0.4 pg/mL TH - 7z,

(4) BEER

v MY Y Ve 3y ey s bR Y 1ERZ D 40,000 ~ 500,000
pe/mLIC 7% & ISR LTz 36 B > 7L %3l Uiz, SMikz HBFRE X0
FRRZHOTHRIE GERETR 1:10) L. SREOTFEMOAE (%) ZHEHL
72X IO PO 23 WEAY 50,000 pg/mL 2 A %9 TN BT 1.6%.
50,000 pg/mL LA FOH > T IC BT 1.1% TdH > Teo

(HEITHUC £ 2 M) - (FARIC & 2 TEME X ARGER)

#7E (%) =100 X -
(FARRUC & 2 THIE X TG R)

(5) RRE

R (LoQ) ORIV T, NCCLS/CLSI 44 K54 > EP17-AlS IcfiE> T,
75> LR (LoB) 3 X UMHIFRA (LoD) OB H & 175 72, Miihid. 2 Ao 2 oy
k DIFEE AV TIT> 72, LoQ. LoB, LoD Ol ik, s, at3koy ho4idb D&
MArGHhET LI T T,
EETRR

AFw boiER FR (LoQ) 1& 10 pg/mL LU FTH %, LoQ & /31 7 AN 10%LL R,
FAHBUED CVIO%LL N & LIchiaic, [EMEICERTE 2 NRZLE Lz,

AFw bDLoQ ik, #a., Moy FD 4 OfAGHEICENT 4.0~ 10.0
pg/mL TH o7z,
759 LR, BHRA

g, AEEoy R0 4380 OHAAEDRICE T, LoB i3 0.7 ~ 1.3 pg/mL. LoD (&
1.1 ~ 19 pg/mL TH-> 7z,

(6) ERFRHER

SHOPIEELBNOREEENT 270, BEHICHRN Lg% BIE LOE b
ORZY | REO—EME LR E TRERET R EEHETS 59,

KF v b OBW EOIEHIEENT 2728, THARY T 1 TikEdii Lz, 11
AR ORATMIC BN T, AMEEREE (ACS) DIERDB 3 B kEH 1,101 4
M ERIREERIR L. BT ORMERZ S e 161058 - TARDIMEMIE 3 Bh5 sz
12728 A, DsEORERIE 11.81% TH -7z,

- DITAEZEEE 130 20 DMk 748 Il KIS B L 72

- JEDTRESEERE OT1 % HARIK 7,488 Bl AR RN L 72

Bkl 3 ORI (~S) ) F L#FI A D, EDTA-2K A0 i
D) THERE LSS Uz, il U7k 2 e LA v b2 OCHE Lz,

i Rk (AUC) 17 2 RDEISRT,

FRINE IR ] N AUC 95 %A= M

EDTA-2K A D N—RATA Y 931 0.9326 [0.9048,
0.9604]

2 ~ 4 I 942 0.9431 [0.9081,

0.9782]

4 ~ 9 IR 862 0.9503 [0.9149,

0.9857]

NS VYFTL R—=RATAL Y 951 09197 [0.8914,
STEERIAD 0.9480]
2 ~ 4 I 958 0.9349 [0.8986,

0.9712]

4 ~ 9 K¢ 903 0.9498 [0.9190,

0.9805]

Mg eI D N—=RATA Y 884 0.9412 [0.9102,
0.9722]

2 ~ 4 IR 942 0.9419 [0.9041,

0.9796]

4 ~ 9 IR 863 0.9449 [0.9046,

0.9852]

E 51T, KREERACRERFIICERIN U 72 Mtk 2 O TR R 2 704 LTz
BLND 99 /8=t > ZA ) Hy B ATl (L1 15.6 pg/mL. B1E 34.2 pg/mL) %
DT LIk R RORITR,

Ea RERIED B C RRpghs d

(%) (%) (%) (%)
[95% 1548 [95%f5HH  [95%f5#  [95%(5#
PRIMGE IREf N [X ] [X ] [X ] [X ]
EDTA-2K  ~—Z 931 84.44 85.49 38.38 98.09
Ab SA [75.28, [82.93, [31.58, [96.82,
91.23] 87.81] 45.54] 98.95]
2~4 942 90.91 84.74 34.65 99.05
RS [82.16, [82.17, [28.11, [98.06,
96.27] 87.07] 41.65] 99.62]
4~9 862 93.90 83.33 37.20 99.24
IRFK] [86.34, [80.53, [30.60, [98.23,
97.99] 85.88] 44.17) 99.75]
AUy R—Z 951 81.05 83.18 34.84 97.53
VFIL SAY [71.72, [80.50, [28.58, [96.13,
SR 88.37] 85.62) 41.52] 98.53]
o 2~4 958 90.70 83.03 3451 98.91
RS [82.49, [80.37, [28.33, [97.86,
95.90] 85.46] 41.10] 99.53]
4~9 903 93.94 79.98 36.61 99.08
it [87.27, [77.04, [30.68, [98.00,
97.74] 82.69] 42.86] 99.66]
M5 HE  ~N—Z 884 87.32 85.85 35.03 98.73
AL A [77.30, [83.27, [28.02, [97.60,
94.04] 88.18] 42.54] 99.42]
2~4 942 90.67 84.54 33.66 99.05
IRERAT [81.71, [81.96, [27.18, [98.06,
96.16] 86.89] 40.63] 99.62]
4~9 863 93.15 82.03 32.38 99.23
IREF [84.74, [79.17, [26.10, [98.22,
97.74] 84.64] 39.16] 99.75]

FACRIKD 99 S— Y XA WAy kA T (262 pg/mL) &IV THHT LIt
T ROENTRT

A RREMED g © kg d

(%) (%) (%) (%)
_ [95% (5 [95% 154  [95% SHEH  [95%15H
PRI i N P[] PX ] P[] P[]
EDTA-2K  ~—2F 931 8444 8573 38.78 98.10
A0 g [75.28,  [83.18, [31.92, [96.82,
91.23]  88.03] 45.98] 98.95]
2~4 942 9221 8520 35.68 99.19
i (8381,  [82.66, [29.03, [98.25,
97.09]  87.50] 42.76] 99.70]
4~9 862 9390 8282 36.49 99.23
i [86.34,  [79.99, [29.99, [98.22,
97.99]  85.40] 43.38] 99.75]
NSy R—=ZF 951 8526 8376 36.82 98.08
DERZEN 1> (7651,  [81.12, [30.43, [96.81,
ST 91.70]  86.17] 43.56] 98.95]
b 2~4 958 9186 8372 35.75 99.05
i [83.95,  [81.09, [29.43, [98.05,
96.66]  86.11] 42.45] 99.62]
4~9 903 9495 8072 37.75 99.24
I (8861,  [77.82, [31.71, [98.22,
9834] 8339 44.09] 99.75]
Mmigsn  ~N—25 884 8732 8635 35.84 98.73
AILAD 1Y [77.30,  [83.79, (2870, [97.61,
94.04]  88.63] 43.47] 99.42]
2~4 942 9200 858l 35.94 99.20
i [83.40,  [833l1, [29.16, [98.27,
97.01]  88.07] 43.16] 99.71]
4~9 863 9315 8405 35.05 99.25
i [84.74,  [81.31, [28.36, (98.26,
97.74]  86.54] 42.21] 99.76]




AR ) F T LOTEEIAD BRI B ZER (%) Offiniie ., B ko

A
a B = 100 X A+C 99 )S—t > Z A )Ly b4 T (26.2 pg/mL) %W THHT LIk RERODFEIC R,
EDTA-2K A b R4 & i HHLA D RIS O R E M5 TH 5.
b REEM = 100 X BOEMH
+D (Z{e% \
(%) D BUEA  REEMED GkReR C patkrgriR d
¢ BFERTE = 100 X —2 M) i) N % (%) (%)
A+B 20% N—ZXFA4Vvs. 836 70.77 93.51 4792 97.43
2 ~ 4 FERY
d BEPEHER = 100 X N—RATAVvs. 1772 T9.17 90.71 46.72 97.69
4 ~ 9 FERY
2 2~4Wvs. 819 6324 9467 51.81 96.60
Ky b R B L1
O FOE=Y >4 F 4 T A B 50% /\;iz%ﬁ%vs 836 56.92 95.46 51.39 96.34
n RV IEZ A
Ll b R = > TS 79 B A 71 ¢ D N—ZF AV vs. 772 7361 9371 54.64 97.19
FIU A GRIFFRI DS & 2 D F TR Y TR D) 7 5 A EE (ACS) 4~ 9l
SRS B & D B BRI RIS NS AN D B. FIL RO I BEHE DS 2~4Wflvs. 819 5000 9720 6182 95.55
it 18,19 e TIT o 720 Z(LR (%) OHSHE (FIL A &, #EHO 4~ 9 If
AIDIL (N—RZT A 2~ 4 B[, 4 ~ QBEED A DEH U, R0 ELAE TR, 100% N—RAF1vs. 836 36.92 97.80 58.54 94.84
IR RIEL, R 7, 2T
C LR (%) OWRHENRGE LA (20, 50, 100, 250%) ZHIZ. HODs N A by e BLILesa s6dl 95.97
K L b= OHEREIA 99 /S —t > 2 A JUHZHEA TV 3 BHEEBEE L S
< ZEEE (%) OUSHHIARGE LI (20,50, 100, 250%) LA F. F7245 99 75— 2o ARl 819 4265 9840 1073 94.99
B R A U A B RS AN o T B R BRI & LTe "
B, RS, BRI, IR, R LT b, R SRS T 2 250%  ATATHLYS 836 2923 9883 6786 9431
Sl LTco S0 20 59 LAMRIAD RINEIE 51 B 2L (%) Oy, 5 K254 vs 772 5556 9686 6452 95,49
L0 99 )8—t > 2 A )V Ay B AT (Lt 15.6 pg/mL. B 34.2 pg/mL) zHl 4 ~ 9 IR
WM LTS R 2 RO EKITRT, EDTA-2K A D FRIMAE 35 K T iy 0 #ESA 0 £ 2~ 4 W[ vs. 819 19.12 98.80 59.09 93.10
DR A% TH B, 4~ 9 IR
R
(% a M = 100 X
(%) RER RRED BERhs C Rk d A+C
HLHID) B N (%) (%) (%)
20% N—AFAvs. 836 7077 9326 46.94 97.43 b EFEPE = 100 X
2 ~ 4 WERY B+D
/\*—7\5/(‘/ vs. 772  79.17 90.57 46.34 97.69 A
4~ 9 IfH] o BRI = 100 X
2~ 4 W vs. 819 63.24 94.81 52.44 96.61 A+B
4 ~ 9 I
50% N—RFA2vs 836 56.92 95.20 50.00 96.33 d B2 = 100 X
2 ~ 4 W +D
N—RXFAvs. 772 7361 93.29 53.00 97.17 B
4~ 95T Ky b ~vwg'ﬁ%#‘wmﬁ
¥4 SRR SR
2~ 4 K . 819 50.00 97.34 62.96 95.56
g O AR L AR O IR A B
100% ~—AJ12vs 836 3692 9780 5854 94.84 D b R > LIS AR OV S ¢ D
2~ 4 W
N—ZAFAVvs. 772 61.11 95.00 55.70 95.96
4~ 9 W
2~ 4 Wflvs. 819 4265 98.40 70.73 94.99
4~ 9 I
250% N—RAFA 2 vs. 836 29.23 98.83 67.86 94.31
2~ 4
N—AFAVvs. 772 5556 96.86 64.52 95.49
4~ 9 I
2~ 4K vs.4 819 19.12 98.80 59.09 93.10
~ 9 ¥l
2. F%

SMERERERE (ACS) DIEIRE /R LT=HBREIC DV T, RFERBEL (ACM) 35 X TODiiisE, Baumf i, Osta EOFELME A N>~ (MACE) ICBI9 % 30 H#%3B KT 90 Hi%
DFHEDOTMNC, AF v b2HH UG E0OREZ1T - 7.

AR U7 Mt ORERFIC DWW T, BB DR D 2 WIEHERE AR N PNHEE N DO EWMOIC KD . THROBIAEZTT-> 7z,

30 Hi%B KT 90 HEDF1% (Kaplan-Meier i) 38X U/ NY'— FIb (Cox [AlIfik) %2, BRI 99 /18—t > 2 A )71 b4 7l (21 15.6 pg/mL. B 34.2 pg/mL) 7=\ ToH#HT
L7z RDOEITRT

30 H#%FB KT 90 HiLD THAGHR

=hv bA T >y BT
JE MACE/ACM * JE MACE/ACM * =R Vet
PRI BB H MACE/ACM * (3 F I 5 %) g MACE/ACM * (s FI I 5 %) g P fii
EDTA-2K A D 30 A% 18 802 2.20% 18 226 7.38% <0.0001
90 M4 28 792 3.41% 33 211 13.52% < 00001
NUPVESIN 30 Hi% 17 802 2.08% 19 247 7.14% < 0.0001
STHERIAD 90 HIf% 29 790 3.54% 35 231 13.16% <0.0001
L 5B A D 30 Hi 16 791 1.98% 14 206 6.36% 0.0006
90 FI#% 27 780 3.35% 28 192 12.73% < 0.0001
% ACM = SERBEL
% AT HIRET = JBERRTE H O ST MACE Z 8858 U CWO RO iR



30 AL T 90 HED/N— R

AF—FEH
PR e N [95% (M LRI P gl
EDTA-2K A D 30 Hi% 1064 3.45 0.0003
[1.79, 6.68]
90 H#% 1064 4.17 <0.0001
[2.52, 6.94]
ANSY ) FT L 30 Hi% 1085 3.53 0.0002
SYHERIAD [1.83, 6.86]
90 H#% 1085 391 <0.0001
[2.39, 6.44]
I ERIAD 30 H% 1027 3.28 0.0018
[1.58,6.73]
90 H#% 1027 3.98 <0.0001
[2.34,6.79]

30 H#&FB & U 90 Hi%D T (Kaplan-Meier fi##) 35 & U/ ~¥'— R (Cox [AIHE) 72 B4 RD 99 78—t > & A )Ly R A T1# (26.2 pg/mL) 72 W THMr LIchi R 2 RDKIT/RT .
30 H#%FB LT 90 HED THAGHR

=7y AT >71v AT E

JE MACE/ACM * JE MACE/ACM * A i
PRI B MACE/ACM ¥ (Gl [l 50K g MACE/ACM * (il FII ) e P fif
EDTA-2K A0 30 A% 19 802 231% 17 226 7.00% 0.0004
90 % 30 791 3.65% 31 212 12.76% < 0.0001
AU VY F L 30 H% 17 803 2.07% 19 246 7.17% < 0.0001
SYHERIAD 90 % 30 790 3.66% 34 231 12.83% <0.0001
17 30 A% 17 796 2.09% 13 201 6.07% 0.0020
STHERIAD 90 A% 29 784 3.57% 26 188 12.15% < 0.0001

¥ ACM = FENET
RO P HINN = JBBREHE H ORI MACE Z #8580 L TO R0

30 H#B KU 90 HEDO/ Y — KL

B ) NY— R
B G H N [95% {5HEXRT]  JCEELE P fiE
EDTA-2K A D 30 H% 1064 3.09 0.0011
[1.59, 5.95]
90 H% 1064 3.65 < 0.0001
[2.21, 6.05]
ARy ) F 30 H% 1085 3.54 0.0002
/\%Z@\D [1.84,6.87]
TR 90 A% 1085 368 < 0.0001
[2.25, 6.05]
JRE) 30 H% 1027 295 0.0050
SIEERIAD [1.41,6.05]
90 H% 1027 3.55 < 0.0001
[2.08, 6.03]

(7) RIEEEE
ko« EHPE, SARY 2 TV EBINE LN A 7 A OFFR IR 2 W 5 7z 9
(pg/mL) O LT3 20, AT N TV BREHRSECIE. FIEFIPE 100
(LoQ) ~50,000.0 pg/mL TH %,
- HEIFROB A, WE LB 500,000.0 pg/mL TH 3,

(8) HHRMEEBRMERUBREADEENE

1. 7—FF77 b« bORZY | s7 & OB HERMIE
50 Bl Otk DB B, MR r=1.0. ERERIE y=1.0x-07 TH> 7z
[0 /514 & Passing-Bablok % 21 %L 7z,

2. RIEAOEENE
FrUTL—2FVaresdy b b0 e RV ICESAZMEN LT, FENE
WD &, ERIEICK VL TW3, HNEHERIEY a2 8T R b b
TRV ICHEAKRESH LTV, F+ 1) T L—% BDEE 20 pg/mL i& NIST SRM
2921 IEEDWVWT WS, F+ ) TL—2IEEFy FUNTIXERTEREL,
ko avbha—d, tHAEHERICE DOV TRIBEICRE TN TS (RERERE, Y
aVEF Ve b b eR= Y ICEGREMHL T, ERKICKOARL TS,

(A ERIFERL EDEFE]

(1) Bk E (fEpRBALLE) DEER
s AFy FORETIE, & MRIAZID IS . MikiE, HIV, HBV, HCV SHDHRD
BNHHZEDL LTHIOMWS Tl MEICH > T, BROMERA BT 5 728,
HHOBEK, lEE, SAVBIOMCETFSZEA L, £ROICKZ2EXRY T ¢
YTRIThENT ks
ko GEE APIETHERT ZEHICE. b MHRB XU/ FREEBENCEREOH
DYENTENTOS, S, (R - B8EF (Fv FOBR)] £z (B
BE BESE)] 2245 L, b MHDRYE 723N LMY 7 I g
EHELEVT 2T 2B SN TOARY, $XTOL bHREIRBTEN
WWHRED D % LB AT, TNHOMEE, b Mk, BERERE IR E
N7zikEAIE. OSHA Standard on Bloodborne Pathogens IZfiE> THUD 5 T &, &
P2 ST, T DR D BV R EICIERE NSOV T,
INAF A TT 4 L)L 2 KTl s, skl & 2 hoiEy)e N1 4121 77 ¢
HHER AR S5 C & 22°25,

s aVYa s —MCEENS E USRI HBs HUEREME, HIV-1/HIV-2 B2k, HCV

EMTH 2,

< AEENR S THRINC A - B3R T HI Vit e SO isafiEl 2170, 24
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