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c AFICHEH S NIAER B > THET 3 2 &, AEBICRHIEENT
53 KO E LY TOMRIC DWW TIE, ITERS RO SN
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SSTI (ifnii§ 7 #EAIA D)

3% European Group on Tumor Markers (EGTM) DA A FTA4 KB &,

NSE 72l 3 2 MG FiR 1% 60 77 LANIC Mg 7z 7> i (B 35070 8

TERENH B, | IRMEZFRT ZE0E. FHERZEZET 3 L,

* o b MIEMSAOERIRIC B B4+ b OMREIZHEZ S NTWERL,
BEERE . MR OTEREZ KRS 2 BEREZ 7727 0 D T JIE DBICIE. M
AT EN TV B FHHOMIATH 5 T L 2R T 5T Lo
RIKDRM
LT LR &,
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- IEfERHER R 2152 7o, MIEMRIKICT « 70 > ARk, 2 Ofl
DB EENTOENWC L2 iERT 5 T & HURtE A AR TE R
AT & ZiaH 7220 TV 2 BEOMERMEKIE, WHiN7E2IcEEL T
WIRWISDT 4 7)) YIEEN TV BAREIED D 5.

- BAOTERZ G S Tedd, HMETOERY FEBEXY FFv S
ZEMTBT L,
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< BRIME OMEAICER LTI, $RIE OBLE T OBERGEIIIF IS T Lo
EREIC K D BRI S 2 0 8E L 727200 Tk, Mitke UTER T %121
A0 THB,

- BRIKIE, ERRZERIG 60 LINICINTE 20 (B w08 $ac e, !
TAILVES & 72 O BIAD L BED Y] Cladr o 7i5E () s nvir i
HIORWHHOME 1iE, FRMERPIVMEICE TN TV NSE I &
D REMD EFI B,

- MEN S M ARER, EERIZERRE TS T &,

cRIRICTANIRNC L EERT S C Lo 1D 2L AR IERICHET
12O BRL T Lo MIARBIDIGRZEG < Tedic, Mk &ITH LW
WefifdaT L,

IEMEZZRIER R 2152 1D, ROBIAIZHERTIC LIS 2 2 Lo

< T4 7V, FRILER. T OMORNEY)Z ST

7470y, RilLER. ZOMOREMNRD SN B5EF.

DAHES ZHHC, ARRORIVT Y 7 AIF Y =250, 10 [HHEfHT

BT LICKDEMT BT L,

HHSRIARIELL RISt > THEf 9 5,

- BERSMUAE . IRATS BRIICTERICRIRS B T &,
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s BAD T TRAIE N TORWGE ELWRRMNG S N0 TEeE
ANl TSN

- WA R O S %,

TR D iz 07

s R ZEELF 2 — 7B L, 27a< &% 10 000 g-minutes Ciabiini) i
ERAH

+ T OHUEZR G T2 9 iE 0o BERE RS & MR T (RCE) OflA G HE D
fil72 LU NISRd,
D EERERIE RCF 2 tic U RDRIRATRINT 5 2 e TE %,

RNBLARIS (57 = —— B es
RCF
T HERER (99) RCF ( X g) g-Minutes
1 10000 10 000
2 5000 10 000
4 2500 10 000

BIARR R, YTy T EIIGBRESICE LIV,
NREJE DR BN A DR BECIE. IREZ & F 0B ieik
DREET %,

RIEDRFSRM
LUROWRECHET RS, Mg, 5 Mmif, JRimeR, 2EHIERET %
Tk,

R AN e REMRIAAR Zofth
IR 15~30°C 24 W5 My H» S M, FRifEk,
EERIZRET AT L,
2~8C 48 IR s 5 mt, JRifmEk,
EERIZRET AT L,
-70°CLLF 90 HFH s 5 i, JR ek,
NEERERET BT L,
1 [E72 2 % WSRO 0 R UIdki T 2 2 &,

IRIRDEHE SR
AR AR & GRS LTcalds, RRz2fT5 T &
BARDIRZSEAFIHES T &

(2) THEME - ThEFH
TR T =2 I3RENEHITH D . S TR B8R 2R
Bahd b,

*Alinity 1 > A7 LOaASE & ARCHITECT 75  #'— i2000SR Dak3kid
F—T. SV > TNORIGHERILER—TH 5,
DURi&. ARCHITECT 7775 #'— i2000SR THELNIHERTH %,
FHE
NIRPEY
&N CLSI HA BS54 > EPO7 3rd ed. IZfit> Tiio Tz, ¢ #MH%E 2
4% NSE () 20 ng/mL. 300 ng/mL) Z&ELTY > TV CHlE L&
T A, LUFOREE TR, IEHANOH S EIERS b hiah o Tz (£
10% LA o

e 35

fagtie) ey 72 mg/dL
ARy Ve 40 mg/dL
DAV 15 g/dL
M TVETAR 3000 mg/dL
Z DD WA PEEL

FiEhd CLSI HA K54 > EPO7 3rd ed. Icfit> Tiio7z, 2 HAMA &
GV URFHTEZLT > TIVERIE Uz,

7 (%)
NSE NSE
(SER 20 ng/mL 300 ng/mL
HAMA 2.6 0.2
V< FRF 0.3 1.0
Bl

Mt CLSI A RS> EPO7 3rd ed. I2hE> CTHio 7z, 2 &3f1% 2
WarEod NSE (£ 20 ng/mL. 300 ng/mL) Z&HEH > FILTHlE Liz &
A, LUFOMEE TR, IIEBEADH SR RS b hah -7 (&
10% L) 6

WH R e =i
EAFy (EXIVB7)  4250ng/mL A HRAT7IF 800 pg/mL
TANVT 7 1200ng/mL AV /THY 20 pg/mL
VKT ST 500 pg/mL AR FLFH—1 1 pM
YRATSF 165 pg/mL /371 ZF4)L 67 pg/mL
VIURAT 7 IR 375pg/mL RARLFER 1370 pg/mL
FeaFe)b lpg/ml  7=KRYF 40 meg/mL
FEVVEY Y 40pg/mL  FERTAHYV 0.2 mg/L
T¥ETY 10meg/mL VT IRAFV 500 pg/mL
zynF=7 17pg/mL VIV RFV 11 ng/mL
IhERVF 12pg/mL B/ LVEY 1230 ng/mL
TLY ALY 380 pg/mL

JEE < — 71—

Meitd CLSI A1 RS 1 > EPO7 3rd ed. Icfit> THio 7z, 2 &G~ —
H—IZDNTC, 2 4D NSE Z &8t > FIVERIE Uz,

7= (%)

NSE NSE
s~ — A — idiy 20 ng/mL 300 ng/mL
CA125 966 U/mL 14 24
CEA 72.45 pg/L 26 70
CYFRA 21-1 96.6 ng/mL -1.6 10.6
ProGRP 1932 ng/L 2.4 3.8
sce 483 pg/L 05 238
Z DB

Meitid CLSI 71 K51 > EPO7 3rd ed. IcHE> CTiT o720 2 TREHERR .
NSE I B O IR WREBEZE ORAE AW TAT v FOREMICES X 55
B SG U7z, NSEWRIIEG. RGOS > 7V %ME L. NSE g
DEIRZEH LTz,

H7 Ay —

n [EUEE (%) “FEEIE (%)

fEHERA 5 975-1055 1015
HO et GEEE) 5 89.3-1200 100.4
R (KA 5  905-1020 95.3
YA RAHOTANVA (BPEERGY) 5 950-106.0 101.4
Epstein-Barr 7 A VA (CEMEERGY 5 1000-1075 103.8
THLERE (B 2 950-960 955
& 1gG e (£/7va—F)V /K% 5 1109-121.8 116.8
a—5)b)

TRPEE T 5 880-106.0 100.6
WHEZ (T AOVAN) ZETHFEE 5 955-1094 102.1
MBI (TAVAN) ZEaTHEE 5 925-109.0 98.7
B/ 5 91.1-975 95.6
grEtEesR (R 5 985-1035 100.7
RERIGHENE

Miafd CLSI A+ K5+ > EPO7 3rd ed. IZfit> TiT-> 72, 2 #2900
ng/mL @ non-neuronal enolase (NNE; a,a'-enolase) ZZZs4 > 7 )UicD
WCHIRE Uz,

RAEROGME (%) 1k, NSE ##E 20 ng/mL DY T I)IVT00% (95%1F
HEXE -0.1 ~ 0.0%). NSE JEf 300 ng/mL DY TIVT02% (95%
{EHEXE -0.5 ~ 0.8%) TH-Tz.

(3) ZDfth
Ay i Alinity | Y AT LOMHETH S, G, BrticBIOWED
LI,

(& - BE (&FHH)]

(1) HROBEFE
FHRETOE I 2,

(2) WEZZRE - B84 - HAHE
cARFY AT YRAT AN

) Abbott



+ Alinity NSE + &+ U 7' L— % (NSE Calibrators, %+ 1R19-
CAL-01. REF01R1901)
(EEHEaEY -V VBEREER. 2 S\7EaLEes (Ovlsk), ek
NSE {174 : 7{bF b UL BiEAD

7 YA 8T A= ZOHIRNT OV TIE, [T % e Ok E %2
B3z,

BEEROEAEICE T 2 REMIC DV TR, (HH T 2 a8 O BRI 5 2 21
3L,

Fv ) T L—ZORERL FIRT, BinZiHR

R T AT A= TREROMANT | ZHHT 2 NI HET 5,

25 -

ng/mL W CUITREE DB X ZHRE = YR R DB

AR (hg/L) HIVRLE DA ZIRA PN,

30mL X 1 0.0 ng/mL 1 pg/L
Somb 0 @) WE URP)
30mL > 200 L Fp DT Lok G UMk <1 20— 1 2)b. Ay P a
30mL x 1 80.0 =R 1122 DFETHHL, KSEE5,
30mL X 1 2000 2. REIEMZERREER. L) A— 100 uL 2hA, RISEE 2,
3.0mL X 1 400.0 3. bV A—300 pL A, KIS ERYOFE (FER 400 ~ 500

sk JIE DR E 2 EREHELERS (SO : International Organization

for Standardization) DRIEICIT D E DERBDA A F (GUM :
Guide to the Expression of Uncertainty in Measurement) XU
Eurachem Guide for Quantifying Uncertainty in Analyical Measurement
(Eurachem/CITAC Guide) 1CEEIWTHEH L7z, 34

DURICR UTed v ) 7' L— X OHERANED & O HEE M IZ SV 2T
HY., BROFEYHOAR NS RIFHWRERY &) Lffe TR
BT lICED, WERRORANEEN S ZHTE T ENTE S,

RN E (k=2)

FrUTL—% ng/mL (ug/L)
EH

40 + 0.2332
20.0 + 1.1388
80.0 + 4.0833
200.0 + 8.3390
400.0 + 18.7816

+ Alinity NSE + 1> br—)L (NSE Controls, ###% 1R19-CNT-01,
REF 01R1910)
et o v VBRRER. 2 28 ZGEed] (D odp), e b
NSE E&(7 - 71T b YU D L, HiEHD
A b A=) VORE RS K GBI Z DU NORS . EEHEIHIE < O
WEMTT LD TH %,

-1 5 PRAPH
At ng/mL (ug/L)  ng/mL (ug/L)
[CoNTROLL| 80mL X 1 10.0 6.0-14.0
[ConTROL[M] 80mL X 1 75.0 51.8-98.3
[CoNTROL[H] 8.0mL X 1 200.0 120.0 - 280.0

o ARCHE I N TV A Oy ba—)VOEHHIPHE Ty NERNT
Fad, Bk LTOBEMHIPIZ R LD TH D, Shikicds
WT, AFICHREN TV B EHFFADONMIT, FHfES & O ik
ICHBV B EIEPZ T T 2 C L2 fIEd 5, i) B 2 3 E
T 2DICEETRELHERE LTI FAET 5N S,
cFvI)TL—vay carvho—ibay k- EEny b
CFyUTL—&ov bk -
Bk DAY ba— )V fHT5 L8 TES,
© WA RURENR (Alinity 1 & A7 LH. 79T U LEETS)
BAROIEITRERIRESZIC OV TR, MiT 2 MR OIHkHIE %22
HIsT &,
AVTF VAR E R EESZIT OV TR, T 2 A OB E %
Zig 5L,

(3) RIEMEBRDBRIEE

WD THEZITI RN, RFEY VAT v AT 7 ANV 2RI A VA
r=ld 32L&,

Tl AT7ANDA YA S—=NVIHEBXTT vEAINTA—2DE
TR BFJTEOFRNCOWTIE, AT 2 EROBEFIIHHZ ST %
&,

nm) OFCREZNET S,
4. F v ) T L—ZOFHNAEIEN S NSE L & FEE O R HRIARS
SNEEDAEY —ICGHE NS,
5. MiADFLmER, BED AT =S E I N TV R HER & g
BT LILE T MikHD NSE 472 KD %,
BIEE
HE TIOR3 2 R OBdS I Z2Md 5 T &,
TR T 2 — T I AT 2 — T 2T 55, RIKED T
ThnT LR 20END 5, (FHT 2RI R 220
5L,
<Yy TR UIE TRELRRADY T IVEE, BEERIC K
DEMEEIN, A—H—VU AP LR—-MCHRE NS, ZZRUEMHOME
Z /RIS S B 728, MEBRBARTIC Y > T LAy TISEY) R R OY >
TIVIRAS TWB T LEERTH T &,
s [[l—H > T IV T TORKLEREEL : 10
TR, BEBICHET B5E
- WIEHIE DRFEY > 7))V 1 75 pL
< [WCH Y Ty TTBIHES 2B DO0EY > 7)UE 25 pL
CAERY TV R =T ricy ME, 3HERILINICHIE S B8
« WIEE DT> 7))V & - 150 pl
< [WUCH Y Ty TTBIIIES 235 00EY > 7)UE 25 pL
AT VTV R =Y vy ME 3IHEZBEA THEST 255 ¢
CHIULS LY v 7 )Uestind 5,
CAFOFY VT L—2BXCOaY FE— VOO N JTEICDONTE
BET BT L,
- — R OBRIEIEIC DV TR, (T 2 BERR O B 22 S
5L,
C IELWIERSR 213 2 7l 9 2SR OIURSIERICHE > TH
WNEA YT T U A%ITD Tl MEROBENK DB RA Y TF
AZEDTOBHE, YR OTFIICHES T L,
BREDHER
NSE O£ f#AY 400.0 ng/mL (400.0 pg/L) %ZBZ ZHifkiE, "> 400.0
ng/mL" ("> 400.0 pg/L") DT I ITNEREND, TORKITDONTIE
FHRRZHNTHIEST 2 LN TES,
FAM
HESERAUGTE © 2 4%
2R B HNIIThENT &,
P27V 100 pLIcK L CF v U 7 L—% A% 100 pL #0019 %,
Fr VT L—RAZTIT BHE. 1Rz BT L,
=R — Kl O BEMIA 2 T E721d QC X T T, TR E AT
BTl THREEREMMA LT Y TVIBEN A B S, JEs
RelLTliEns,
TGz A Ulah o T Bld. fH7Z M5 9 2 nilc i y) a mRess
ZNFBT &, HMMUTY > TIVOREMEA 10.4 ng/mL (104 pg/L)
K Th DG, TORMPERE LEnT &, WYIRAIRERTHRL.
FES 2 08hH 5,
TROA—Z—FEOFMMC OV T, [T 2 B OTULHIAE 22
Byzc e,

) Abbott



Fr)IL— 3>
Fy V) T L= 3 YOFEITDOWTIE, T 2R OEHIEES
B35,
HFaryhra—VEMEL, FrUTL—a v AT &
—JE, BRI Lz v U T L— g VOMEDEIN AR EEIND &
ZOBIFWET LICF vV T L— 3 VEITI RER RV, XOLE
WKWEHEFY YV T L—a v Z2i79,
Ly RESOMSET Y MEMHT 55
« Y ha—)VOREMA, AFIHEOVE iR TR TR DN T
FUE LT M SR ORI 2 AN TV 556
« O b a— ) VOERHEIPHZ I FRICE DO THRE L TWianig
BliE, A< 30 HMIC—ERFYy VT L—a rz2ito 2 &,
TEMEIC B2 R T AREE DB B0 D A > T F > AR EI K L
Feat, BEy ) T L—ya v EREE T AAHENEDND S,
mBEEEAE
Ay FOZKMEH (24 B ki, ZREOaY bo—LEK 1
[\HET ST &,
iR DR BT e, RERE AT Y b a—)LoRlEEBINY
%5
FEMTEICE SV Ta Y ha— VOS2 RET 250, REIC
mLTayra—)bogay ki, =7y Ml X OB 2
HERINCEFDH S 32 b a—)VORE T L ISR TRETNETH
%o BH 3~5H) MIciED, 20 L EOHIEEIT> TESNIIE
EERANT, HESNZFEE (Z2—57y M) LiZ5DE i) %
RET R EDEND S, WY E R ZFRET 5 72DICEE TN
FEFER L LTI IBIEF 5N,
cFyVUTL—rav
- ATy b
- FvUTL—&Ow h
Tk TEY =)V GRYT BB
- ME R
— R R PO TNEIC O W T, CLSI AT A RS > C24 4th
ed. RFDMD—RIAHENTVEHA RSA VBT E L, O
- iR OREFEEIEFIED, KoMEBIcay ha—)LEET 5T &2 E
HTVBEE, UEHROTFIACHES T &,
< Y b a—)VORERSEMNER TED IERHRPED SN TV GE
. ELWHTEREREME SN TOERWATRENEN S 2 728, & liisk Ok
FEEPTEICHE > TRIGT B T &0 FFY VU T L— 3 ViRl
BB B, bITTNYa—T 4 2 FIEDNTIE, #ifIT %3RO
HEEBRTSC L,
HLLay FOMERF Y ) T L— 2O EBKB L%, 3V
O —)LOHIERR & SR 2 TR 5 T &,
av ha—)hid, BEEOHA R A DHERHIEINE S THFT % C
Lo aY bu—)VOREEEIHFICERE N TV A ERHIPIE, HET
SEME LTHATAT L,
9% 3> b a—)LORN—ZIFEHAFOFLHRIS T Uiy Th %
TR 5T &,
BEEEBAHAFS1>
FEEMOA A RS AL LT, James O Westgard, Ph.D. @ “Basic QC
Practices” Z{fifld 5 LMW TE 3, 6
TEREDIREE
AW I N TV B HEEOMGAEZ SRk T o Ao 7| habicD
W, BEREURERIED T v A HEDGEZ BT 5 T &,

(5) #&R

HE

AFw Mi&, 4PLC i% (4 Parameter Logistic Curve fit, Y-weighted) %
HOTHF Y VT L—a =T =R L. #RZHINT %,
HLOZHICDOWTIE, (B) MEMAROBRIEE  HNIDZ R BT %
T,

739

WERRICE > TR T I IS T S IWERENZHEN DS, O
ICFRENDHRENDH 5T T 710 DNTUE, i % HEER OIERHIH
HeBMT D L,

CRIEREROHIEZX]

* DI Fi3. ARCHITECT 755+ #'— i2000SR TELNIFERTH S,
TTIORLET =2 RENERITH D, ShiR CIERR 3R RS
BENH 5,

H-O RHE R ORFEIC D & | Shliaici U 7R 25084 % T &
Mt CLSI A A RS54 > EP28-A3c Ichit> Tl o tzo T (EERL A DI
MAIE R4 7 NF s K OMEHR (22 ~ 71 1) OWERE 128 44 (F1E 60 %4,
21 68 %) LI LTz, CYtT—2Ic kD)

NSE (ng/mL. pg/L)
95 )8—k R A1)V
n FHYLE (95% {5 HEX I [CI)
fERERRN 128 5.4 11.1
9.0-12.4)

HIELEDFEE

S MERERE, FER. OMERER. BAITRAZ E LB THRAMIC
W BT &,

« FRIMERICIE NSE B EENTI D, ISMOFEIC K 0 tAmfEz R 3 nlkE
WhdH %,

< BRI 20 CTIRIE LR T &, -20 £ 10°C CHASIRTE LMk % 1
FIRRE L7z A, £ 10.0%ZHA 2 EEDOAENRD SNz,

« [BE Lol (2) WEWE - WA FIBEICEIR L= ELL
HWOTHYRIC DOV TR L TR,

XU RE/ T a—F)UikE W TR BRI K B2 K AR 2L
7o sBF ORARICIE. HAMA (Human Anti-Mouse Antibodies : i<
Ak MR DNEENTVARARENDH 5, HAMA ZETHkz <™
AT/ 7a—F )RR TSy M THEE LG E, ELWHE
TEMDME S NIV ATREMED D B, BMIEITIICH 2> T, ONH
WREL 755 Ehd D, 89

- b MMEF ORI TG, RO a7 ) VI KIG L, in
vitro DAL T AR G525 L hH b, HEMCEE
EEMEHOREGIC E 5 SNBEBETIE. TOXI B THEZIT3
BEMH D, IELOIIEEME S NV H %, EHEITS I
Heo> T, MOBRNREL 55 DB B, 10

« b MMEHRO Y U F AT (RE) & Gl b0z /a7 ) IS U,
invitro DAL T v A EREZHT DD, 10

- H OSSR ERERHE ORIA TS RISOSE . FEREEN G T D
5 B0DT, MIERFITHD < B MO D IRIEIR S 2 E5E LT
AT 52 &,

(& &e

TR LIeT—=RI3RENEHITH D . Sk TR B8R 2R
a5,

*Alinity i A7 L3 & ARCHITECT 7775 1 ¥'— i2000SR Dt
FA—T, MLV TIVORKIGHEREILE F—TH 5,

FHOREN TV A ZBRE. LU Alinity i Y AT LEHF L THES
NIAERTH %,

AIEEE (FRETIEEEE)

ER TR (LoQ) BIUMMRA (LoD) OREMNZT—ZOHIMNSHE
HE U 7 SEPR GRS TREFEIH) Z2 A RIS g™, CLSIEP34 1st ed. 1€
w5, 1

ng/mL
g/L
T SAHIE R 2 1.6 - 400.0
TR i b 400.0 - 800.0
RS AT BERIP © 0.4 - 800.0

aEmMIEHPE (AML Analytical Measuring Interval) (&, LoQ ~iE&&
FBRTH B, BERME. HEEBXUCNA T ABHICAKRF v S OMAETA
HEPANIC 3 2 EMHIPE (ng/mL. pg/L) &3 %,

b FHEFE (EMI: Extended Measuring Interval) (3, s LR~
B ERXTHRERTH 2, RTETWINEEEE 2 5L Lic & iz R
LTW3,

¢ W5 nIAERIPH (Reportable Interval) (&, LoD ~#RUIERIFHO_HBRT
BH%,

7 w7 7 AV EOEFRIEREF FBROYIRE R AT Refi o
FRRICHM T B,

) Abbott



IEREM - BIRM

TR A I

Rt CLSI A RS54 > EPO5-A3 ICHit> Tiio itz 12 % 1 1w Foid
K FrY VT L—% arbo—)bzH LT, #is 1 5 THREZTT-o 72,
3floay bra—)b, 4o Mg Sx )V, 20 HRNCHED 1 H 2 18]
3HE QCHEWE LOWREGS728) JIE Lz,

sy AENEBUE
(ng/mL. (D THEIE) JiR P B @
Y n pg/L) SD %CV SD %CV
avha—)lL 120 9.9 0.23 24 0.25 2.6

arvrke—)lM 125 73.8 1.67 2.3 1.78 2.4
avho—)UH 120 2076 464 2.2 4.65 2.2

IAC VI 120 1.6 0.05 3.0 0.05 3.2
AT 120 25.1 0.54 2.1 0.62 2.4
JAESIZK] 120 101.7 3.40 3.3 342 3.4
ATV 117 344.2 9.04 2.6 9.12 2.6

a JENFHRME, WEMRE, BRERREZ ST,
sk {EIE (Reproducibility)

11y FORERMH U T, B 6 BT 217> 7, 26loay ha—

L. 3Bl Mg S ViR 1 BlcDE 3 A E e 4 EHEL,

12 AP EORERER 21572,
PEafE
(ng/mL,

Y7L n pg/) SD  %CV  SD  %CV  SD  %CV

avhno— 126 106 018 1.7 023 21 030 28
VL

arvihu—126 744 123 16 139 19 252 34
VM

RVl 126 39 009 22 009 24 011 28
K32 126 225 052 23 059 26 068 30
RF3V3 126 2824 620 22 711 25 883 3.1
AHHTREE QUENTEEIE) . MEMEREEET,

b OHTREE GIEANEEIND . JERIEB, BISMERE &,

HIE TR

FEtE CLSI HA R+ > EP17-A2 Icfit> CTiio Tz 13 3 1y hoitsk
BXRU 250882 HL, 3 HELL LIS #MEt 217> 7z, LoB (7
Z 7 FR). LoD (BHIEFY. LoQ CEm FBE) DR AEZLL FIZ/RT,

DHTRERE  MERNTBIER  FBIED

ng/mL (ug/L)
LoB? 0.2
LoDb 0.4
LoQ¢ 16

A LoBlXEEEODY > 7 )VE 60 ELL EHE Lz &D, 95 /83—t
ZA KIS T ZWETH 5,

b LoD i3S > 7 L% 60 B FHIE Lz & i
WETEHRNEETH S,

*C F£IT/RUTz LoQ &, ARCHITECT 777 < 1 H*— i2000SR Z il L 72457
HDNSE » 7Ry b OEmERIPAO FRTH %, JIE FROMGT
FiE N7z Alinity 1 ¥ A7 LEEH U550 LoQ (&, 0.5 ng/mL (0.5

ng/L) TH»- 1z, LoQ IFEKIREEY > 7% 60 [mILL EfllE LTI L,
FHEEIC I TIRKFFA CV 20% 212 3 i/ B & Uz,
B
MidH& CLSI A RS > EPO6-A ICfit> Tliio 7, 14
A MMEEENHEEHPITH B 1.6 ~ 4000 ng/mL (1.6 ~ 400.0
pg/L) CHEMMEZRT,
JvIIT7xU b

* DU R, ARCHITECT 7775 4 ¥'— i2000SR TI#5NIfERTH S,
BENIRAK 160 314.5 ng/mL OV Y SN EHE LT A, Ty I T
77 M E NE o T,

. 95%DEHET

* ARCHITECT 7+ S A4 Y — &L DR
Mt CLSI /1A RS+ > EP09c 3rd ed. IchE> THi- 7z, 19 (Al
1% Deming Weighted 1:7% FH 7z,

Alinity i A7 L vs ARCHITECT 7" F 5 A ¥— i2000SR

n o BT MBI by EE
M 106  ng/mL 1.00 008 096  18-380.6
(hg/L)
TR R BR AR

- MiEtE CLSI A4 R 51 >~ EP09c 3rd ed. Ic¢> Tiio 7z, Passing-
Bablok iEZHWTHHE, Yl 2B L, Spearman %% W THIBIR
BeR Uiz,

*#  NSE+ 74w+ (ARCHITECT 7 F 5 ¥'— i2000SR) vs ECLIA i
n BN MHBIGREL Yk [Fiky PR EETEPR
RS 137 ng/mL 0.990 -1540 09697 3.68-317.00
(pg/L)
*  NSE- 7:Rw I (ARCHITECT 7" < A ¥*— i2000SR) vs CLEIA %
n HAL O HHBEREL Yl b=Ji el
i 129  ng/mL 0.959 4677 1031 52-1960
(pg/L)

- FROT— 2 B IR Z BRI U 724G R 2 LU RIS RS, Passing-
Bablok iEZ N THEE ., YR 2RI U, Spearman %72 L THIEHR
B Uiz,

*  NSE+ 7R I (ARCHITECT 7755 A #'— i2000SR) vs ECLIA i

n  HAL FHBIREL by = LR
i 97 ng/mL 0995 1553 09777 3.68-317.00
(pg/L)

*  NSE- 73K b (ARCHITECT 7”75 - ¥'— i2000SR) vs CLEIA %

n  HfL HBEEREL Yy EE LR

ik 119  ng/mL 0.953 -5.064 1.051 6.8-196.0
(pg/L)
BEROEENE

S0ET A, EHEICEERIE N TV B HEE R T3 EHERIITFE LW,
FrUTL—%, ariu—bid, b MEHk NSE 2 LT, #ENEE
ISV TR EN TV

(fEA EXIZEERL EDEE]

) H)H&L\J: (fEb&PhLE) DEER
dok o R AIIE T 2T, © MRB XU/ £I3BEN

Luﬂimﬁ@zﬁ%wgh‘ EFNTV3, FFlliE. UBIR - #EE (v b
O] £72id [ - HE BE5R)] 22d5 L, e b
RN F 72 EANE A D T RERERE LD T & 2 RGES 0l
BIZAS N TV, 3XTOL FE!H*EF%;:’IW’*TH’JLLQ@ D %
EEZT, INSOMEH, b MR, IBTEERMEE ISR EN
7zilFEAME. OSHA Standard on Bloodborne Pathogens (/¢ THUD
W5 T, BAMMEZEOWHE, ZORONDLWE. EAREYE
CHRENTEIC DOV TE, AT 70 LNV 20 FTEE,
Hblsl, RN & B DY) A A A T T4 BRI BT L, 1619

cFyYUTL—EB~FIiCidb FNSEAZTENTV S, RF—I1E, HBs
FUsEREPE, HIV-1/HIV-2 FifAlZ1E. HCV B2PE. Syphilis 21 TH %,

Oy bha—)lidide F NSEWEENTWS, FF—id, HBs filikak,
HIV-1/HIV-2 fifAfa 1, HCV Bk, Syphilis B4 TH %,

< AFy FOMETE, b MRIAZID S, Mifkld, HIV. HBV,
HCV FDBLDOBNMNHZEDE LTHOHES T &, MEICHTz>T
& BERORERZ T BT, HEHOEK, IRE. YA 7BITHN
BTPRREERL, 0K 2 Xy T4 Y73 frbiknT &,

s RNV S THRINC A - T2 EIBIK T HR ISR T F oA
EZITO. REDNDNIEMOTFYTEHEZZITHT L,

s FUA—ETIWVAVMERTH 5. AL TE. BN ER S
IE LD, BIGASBRWESHERET S &,

< AWETHAT 2 EHIE, REAE LTI T PV Y LBEE
NTWBEDNH 5, FliE. UBIK - #EE (v O] £
& CHi% - Hs GROEAR] 229 5 T &, Mg L Ofilic & O IFH
CEEDBNHADFEET 2, WO BTEROEK, REE, <X
UEEBHH L, BKL RRERA LIRNWCT &, NAEYES K UAMRIEE
YIs ik CRERT BT &,
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ROFFIFUC BT B b TR, 2R

asa EZ-FYRTSVE XFNAVF TV
AL

H317 T UIVEMEER GRS T BN

H316 % BRI B R HIEL

H402 ** KA

H412 EUHES I X kBT #

REXE

P261 SR/ AT L—DWAERT BT &,

P272 GRENTANEERIEEGN SRS RN T &,

P280 TREETFLS / (R / (RS2 5T 52 L.

P273 BEAONZ T2 2 L,

[SRHEE

P302+P352 RIS UTeE T ZROKTHS Tk,

P333+P313 BRI E 23 HEB N E UGS ERMOR
R®)FUTCERZIBT L,

P362+P364 HEREINIABRIE. FHER T 25813 TR
ZTBHT L,

FEE

P501 |V / AR EY) T TR 5 T ks

% EC 1272/2008 (CLP) %7zl OSHA Hazard Communication 29 CFR
1910.1200 (HCS) 2012 7Zi#H T 2 HEIEa Lz,
% 3% EC 1272/2008 (CLP) ZiifHd 25 Hda% X L,

*

ROFIFUC T B SRR, 2R e

&

=5 AFIAVFTVA L EEZE

H317 T UIVEFMEER GRS TR

H402 * IKEEAEICEE

H412 EHRkER N X 0 kA #

REXH

P261 SR/ L) AT L—DWAZERT BT &,

p272 HRENTANERIMEEG N O E TN &,

P280 RAETLS / IRt / RS2 ST 5 T Lo

P273 RIEAOflZET 2 C &,

[GREE

P302+P352 FEIATE LTehity  Z2ROKTHES T &,

P333+P313 BRI E 72 3R N E UGG EiiD2
B/ FUTEZIB L,

P362+P364 GRENTASAZIE . THER 283U
BT L,

BEE

P501 | /B e YT TR 5T L

% EC 1272/2008 (CLP) %4 25 313i% S Lswy,

ROMFHAUCH T B B TG, TEEFEZRT : [caL[a]- [cAL[F]

TIALF P Y LG

EUHO32 fiz & DRl & 0 IEFITH OO A A NFA
%5
P501 N | Bl s ik CHERT S T &,

ROFAHFIANC B9 B fa i F AT, TRz R

[coNTROL[M|[CONTROL[H]

TALF P Y LG

EUHO032 fis & OHEilC X IEHITEIEOIRN A ADFEA G
%O
P501 N | BRaE YT TS 5 T by

*FEFNECOVTI () FERELOTM 22T L, $l 27—
22— (SDS) WH2HERBTLL LA TEMT ST L,

ZRT—2—b (SDS) IZDOWVTIE, HARY—HPKR—rtrZ—IC
BilHEDELTZE W,

FEBREP DL FOTED AN DOWTIE, #H 2 Kge O HEkEH
HEBHT ST &,

(2) ERLDEE

—RR G EEEIE

« il FH AR 72 38 & Tl SR i LR 2 &

cFy FNERIZEEZS Ty POMEZEETHEA LW &,

cFA—ouy FESORETH- CLIRERATERIT LI LAV
Lo

FEDOERL

AR THRET R T &,

SRR TR LT, R O F FREPMCHREEML TBL T
Eo BANCHME DN 7% iy, 5 REEIRRIT 5. KICHD
ERZEMIC LT, 515 MREEMT %, a8 —RU v YR
MUVNEBEHICITEE R K5 HET BT &y XA 7 8—F ¢ 7).,
A ISR BV ORI T 2 2 e WD 572, TOKIICE
ML THBLIRLELDH S,

RMOEEEE LT, H¥EF v FORRTICH 20T = v 7Rl
Frv AN,

R — Y v DRIV ECTO B AMBEED H B 728, 1T
TIRRETT 1 BEREIE & . JEAYH A B DETFD,

A — Ry UEEE LT LESGAE. @METTHSATHENE
MBH B, VLTIIRET | FEEE, AN 2 % DERFD,

cAF v FORBIINOHEEZ I ELEDH D, H— V) vy IYNODR
SITTUDMAET B & IR IE L < b N3 IS i3k o5 &R
JEU, EUWREERRAES N OATTEND S 5 o

IO P EOTE OISOV TIE, [T 2 ORI E S

BIRTEHT &,

HEORE
c WS LN L,
CRIFTRE RN 7 O

KREAEH 2~8T MR ET W TRIRETRFET S &,
VTTRETREFEATY
BTl A—T Y v Y
. BEARTICER IS 10
[EIFREEAI U, 37T 7 IRAE
T 1NET ST Lo

Was Lt HSRORENE 30 HE

EHBIRE T ICRRETHET ST L,
BRSO Ltk 3L
TRRETHRIEFEEN TV
holzatdh—r U v VIR
BEET DT L,
DA LB RIC X B e
DOHE <, WD
Fy oy SO F Y v S
WA LR &,
BRI HEIRCRE L E 7T 20, HAVIHERDN SIO LU TR
179 %, R EEP SO LIz X &, HLLSHF vy 7T
ZEHD, THkEFX2~8CTHRIFT ST L, KM SHLO LU TIRAF
T B3I, CTIRER DD, B EDRR N LA THRIET S T
LT %,

I R SHD HIdITEIC DOV TR, (EHT B KR O Bl
WEZBBT ST &,

HENLHIL

Fy )T L=y a Y TCII—PRELREEER, aY ha— Vol
NERHIPAZ AN TO25E1E. MENBE LTV A ATREENE Z 5N
%o FoNIEMEMSREIES E L, HlEEITS T & KBTS CTH
FyYUTL—varE{ToT k.

FITNY a—T 0 Y TICDNTIE, [T 22RO EELEIAE 2SR
ER-XeR

Fr)ITL—20%(E

c ZTOXEMEATRERIRIETDH %,

« 2 ~ 8COMAEZITMLED HI LTt  ICHRTEETH %,

- JFHRTCEESMICEEBIRRIdT 5 C &,

BEE 2~8T

) Abbott



FrUTL—2DRE
- PRBTEX S B T &
- fERBIRZEA T LEnC &,

CRIAIRE RO (AR AT
KEH 2~8C FEMHIRE T
FEE 2~8T AR E T B LW F v v 7T,

HZZxEHADTRIET 3
Tk,
%X 2 ~ 8 COMRTE
WHTCRT T &,

Fr VT L—&IE, BaRICEy FLTOSHID T XTH, mEhT
WEWHHE LT RSy F 7 ENTVS, BERHDS 50 UHiEd
SNTRENMZREAZ S L. BIETOF Y ) T L—RZEHTE AL
ERET, RERMIET v AT A—2 L R— MIEBEN TV 5,

LEEMHIR ORI DV TIE, 9 2 AR OBURSIH 2 2T % T
Lo

7y AT A=ZOHFNCDWTIE, (EH T 2 R OB & 22

95T &,

Fv )T L—2DOERFIE

cFY VT L—2ony FESE, Fv )T L—ZOFICHRENTY
ZN—O—FZHVTRET BT ENTE D,

cF Y VT L—RT—=ROREICDONTIE, I 2 RO IURFIH &
BT BHT L,

cF Y VT L= RO =R =HEB X UESANDE Y FEICDONT
W&, Y B R OIURHIAES 2 59 % C L.

a¥ ba—ILO%fE

- TOFFMARERRIACTH %,

2~ 8COLMALATIM IO thUTeA%, 3 CICHEMIRTRETH %

* FEAIRHICAR O ER NIRRT 5 T &

Y ba—ILORE

CRIBTHE S BT &

 FEAIIR B A TR LRV &,

CRIFIRE RN A7 EOTEE R
KREAEH 2~8T ERIRE T
BEE 2~8T IR T =2 PO TIRIET 2
bl
% 2 ~ 8 COIRTE
BN T &,

av ba—ILDERFIE

Y A= )VORERESET SHICE, RMVEREICLT, %44
WD, TNTNZYTAMEDY > T IVhy T R %,

c OV PE—)VOBREICDWTIE, T 28O BURGIIHEZ SR
5Tk,

c OV A=)V OF— X —FHFEB I UEBEAD Y Y R HEICDONTI,
T 2 HER ORI IIHEEZ ST 5 T &,

FrUIJL—%, avto—-bD%e

L, RN OB, B, Fr V)T L—a yAEIKREEE AV, O
vk a— ) UHVEBIRIPH 2 NN S 75 EOBRNED SNZ5EE. Fr Y
TL—20ay ba—)VIHEL TV AL %,

(3) EELDEE

« BefkHncid HIV, HBV, HCV EDBHED & OWEET 28N D %
DT, B, MIHE AR S XMEEBT )Y L (AR
%1000 ppm. 1 RERILLRIE) £72E 70207 0v7e R 2%, 1
REMILL FIRED IS K2 WU, S5 0WEA— M7 L—7 (121°C,
20 7LIE) IT KB HFNEETTS Tk,

B X UMESEFEET 2 HAICIE. FEEY O X UTERICE
T AL KB IEESEOREICHE > TAHEIT 5 T &y
AR MR DTIREL U 7235 &1, TRER U 72 7807 W NS IR L
TR U 7= 85 2 vk TRUE L - 7245, E 51T 0.1 % XlliHisEi 7
VY LR & O 7asAl THIRE IS T ko MEREEHEY) IR R
HO(FAS, 2R, Ekixy) L Tro e,

< ARPETHAT Bl EICE. RIEAE LTI RV YL EE
NTVBEDONH 5, affllid. DEIK - #EF (Fv FOER] %7z
& (A - AE JEARD] 22T 52 L, 7V FU Y LI,
. SE LG TERIEOBIRT Y R AR T2 ENHEHDT,
BRI BHAICIE. KBOKEIITHRT T &, ReRBERED A
WCDOWTIE, MiHT 2 BaROIHLFIHEZ ST ST &,

(FriEAE. BR0HAR)

i WA AR
i - 2~8C 12 A
TLRUH—
bugi TL M) H—DOEFIRL, bV H—ONER RS
{EHIARRIE, PRI RREN TV 3,
ez Liv)|
caEEF Y B HIEES 1R19-02-01 100 [\ X 2
CRATTIS—TF 4 )V 66mL X 2
cavVak—r 6.1mL X 2
(REF 01R1922)
- LY HE 975mL X 4
« FUH—H 975mL X 4

¥ Alinity i Y A7 LHZTHAL 2S00, lFe b D7zt BRVE
HE T,
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