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s T A HEROE IR B XTI IIHEZ K< GATH ST %
2k,

- Ak F - S TE S N7 NSE ORIEMEE, JIE RS X ORSEORe
DFEWNCED, BT LERCHEZERT LIRS R0, MERSRZ LA
I 2B¥E, EICHWZREF Yy FEADbETIRET2 2 &,
HEEDORE 2 Fy M BELNTMEMIE. 49 LEHUMHEERYT
CIFIRS 7RV, BEORRBIRPICELELET 2551, ThE
THHAL TOWIMEZCOWTE GO TIEZITI REND 5,
EERZEET BN, PHABIEMOEEOHEHEDON—ZF 1 > i
WyBTk,
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KEFy P TREIROWAFEZMHT ST ENTE S,

fMOFIADRUFERLERIME . AFy FTHHTEZ L Z2ERL TV

AN

FAAE P
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SSTI (ifnii§ 7 #EAIA D)

% European Group on Tumor Markers (EGTM) DHA F51 Vic k5

& NSE ZHl7Ed % Mkl #iREiR % 60 77 AN s 72 o) #E (i @

DEED TEREND B, | RINE IR BEE. RS2 T

5T &,

* o b MIEMSIOERIRIC B B4+ v OPEREIIHEZ S NTWHERL,
BRI, MIROTREZ X RIS B BREZ /270 DT JIEDBKICIE, M
AT EN TV B HHOMIATH % T L 2RI 5T Lo
BRIEDRME
s DURRFEH LR &

* AL TAREIE U 7e Bk

- TV UMtk

« VAL U 7o kA

WIS DS EMIE ARG BN B ffk
- FLEEHIAEE U 7o Mk

< IEMERMER R 2G5 7, MIEHIAICT « 70 >, JRiliBk, 2 ofth
DB ETNTOEWNWT L2 iERT 5 T &o HUREF ARTE R
AN X B2 2T TV 5 BEOIMERARIE, M 7ERIC B L T
WEWSHT 4 TV YINEENTOVS RN D %,

MR OERZG < Teth, HVETOERY FEFEXy b Fv T
ZfEMTBT L,

BRAF DTS

< BRIME OMEHICEE LTI, $RILE OBLE T OBEREHIFICIES T Lo
FHENC K D BRI S 2 0 BE L 72720 Tld, Bk & LT 212
A TH 5.

- RRIRIE, EREERIS 60 LINICILTE 2 0B (B w08 Tac e, !
TEIVES & 72 O A DL EEEY] Cladr o 7i5E (I o
HIORIFHIOMIE) 1, FRMERR MM E XN T2 NSEIZ X
D HEMD LA %,

- MEN S ARk, TEERZBRE TS T &,

BRI RN T L 2R T 5 T & 1aN D 2L A HIERTICHIFET
1BZED RS T &o MIKBOBERZET S Tedic, BiAT LITH LA
WefifdaT L,

IEMEEERIR 2155 7e8, ROBKSRTERTICAHEIR0MT 5 2 L.

< T4 7V ARIER. T OMDREY 2 E TRk

7470, JRiiEK, ZOMOREMDRD 5N B 5EF. =

D HES B, AGHDORIVT v 7 AIFT—Z2H0 50, 10 [FliEE 4

BT LiCKDEMT BT L,

BRSIRIAIE LLRICHE > THEid %,

 MERSMUAE, BRSBTS RICRREST B T &,

- HUSRLE U 7R, HORILT Yy 7 AIF =220, 10 FE
HRfHd % C 2Ic &k O TIciBS %,

) Abbott



- Mifh 7z HHTHER L. BIRIC > TWaaIcE. H—
95,

s BT ICRRIENTOIRWES, IELORERAE 5 eV ATREN:
N5,

- Wik EE O EES B

NSV

s AZIELT 2 =TI L, D& < &% 10 000 g-minutes Tizblvo)
T3,

- T OHEMER T a0 BERE I & ARG ) (RCF) OflAGDED
B2 LL FISRT,
O BRI RCF 2 Cic LU FORTRATRINT 2 2 & TE 5,

C7%%E TR

S IED T () = — 10000 gminutes
RCF
FEL LB (5 RCF (X g g-Minutes
1 10 000 10 000
2 5000 10 000
4 2500 10 000

CWBHEMAZ, YTV Ay TERBRBESICE LIEICHV S,
HRELIE YR & NIRIA DO BETIX . BREZ & F R OB R Mk
DRz \Hxa“%

RIFDREFSR

A

Metid CLSI A+ R+ > EPO7 3rd ed. Icfit> Tiio 7z, 2 &3HI% 2
J&EZED NSE () 20 ng/mL. 300 ng/mL) Z&LY > IV THIE LIz &
T A, LUFORETIE., WEMANDIH S M EZBIIGRd S niahr > Tz (+
10% AN o

e TAHE e =13

EAFy (EXIVBr)  4250ng/mL A RAT7IF 800 pg/mL
TANT 7Y 1200ng/mL AV /THY 20 pg/mL
HIVKTSF > 500 pg/mL A b RLFY—1 1 pM
YRTSTFY 165 pg/mL 87V 2%l 67 pg/mL
YIHURAT 7 IR 375 pg/mL XA RLFE R 1370 pg/mL
R Sk lpg/mL  7=RYF 40 meg/mL
e IA D 40pg/mL  FERTAHY 0.2 mg/L
¥ Y 10meg/mL  EYTIAFV 500 pg/mL
zyaF=7 17pg/mL VI YRFY 11 ng/mL
IhRVF 12pg/mL B/ LY 1230 ng/mL
TLYAEY 380 pg/mL
[~ — 71—

Mt CLSI 414 R 1 > EPO7 3rd ed. Iche> CTH 572, 2 S~ —
H—IZDNWTC, 2D NSE &Y > IV EIE LTz,

72 (%)
RO e RS SHIC. W D, R, SRAEHETS N N
¢t g5~ — 71— i 20 ng/mL 300 ng/mL
Hok SRR T RECEIN Zoft CA125 966 U/mL 14 24
i 15~30°C 24 W MyED S i, ARk, CEA 72.45 pg/L 26 7.0
IHRIERRET BT L, CYFRA 21-1 96.6 ng/mL 16 106
2~8C 48 M & 5 i, AR iiER, ProGRP 1932 ng/L 24 38
SR ERRE T BT L, Nes 483 pg/L 05 2.8
-70°CLAF 90 HIH MyED S i ff, AR ik, Z DOt
HFEIZERET BT L, #eaid CLSI i1 K51 > EPO7 3rd ed. ICfE>THio Tz, 2 HEBERA.
1 87288 2. % WSRO DK LIdET % 2 &, NSE I B DI W REEE Oz IO TAT Y - OIEMIC 5 A 25
. e dHii L7z NSE I, IWhintgo&Y > 7V HIE L. NSE iwhitk
IR DEIRZM

AR A S & RIS L7e ik, ZRz2175 C
BIRDIRFZIFITHES T &

(2) EME - HEZFH

TSR LT —=RIINRENZHTH O Bk TlE R x B FERERY
BAEDH %,

FHTRUTWRWEYD ARCHITECT 755+ ¥'— i2000SR T4 5 N7z
HBTH 5B,

FisinE

NAPEEL

FEH& CLSI A1 RS54 > EPO7 3rd ed. Icfit> Tliio7z, 2 SWE% 2
JBEED NSE (]9 20 ng/mL. 300 ng/mL) Z&LH T IVTHELIZE
A, LT OWRETIE, EMEANDHS MRS S e o Tz (+
10% AN

e AL

gy ey 72 mg/dL
JHasRey ey 40 mg/dL
o AV AE 15 g/dL
)TV ETA R 3000 mg/dL
Z DD WK

FEHE CLSI HA RS > EPO7 3rd ed. ICfit> TiTo72. 2 HAMA B&
GV IR FRFEELY VT IVEARS Y hTHlE L,

7 (%)
NSE NSE
A 20 ng/mL 300 ng/mL
HAMA 2.6 0.2
) TR T 03 1.0

DERZREE U,

K7 dV— n [EER (%) FEEIEIEE (%)
fERERA 5 975-1055 101.5
B et GEEE) 5  89.3-1200 100.4
PR (R 5 905-1020 953
YA PATEYAOVA EMER) 5 950-1060 101.4
Epstein-Barr ™7 VA (YY) 5 1000-1075 103.8
HLEEE (R 2 95.0-96.0 95.5
F1gGIE (£E/7v—F)L /KUY 5  1109-1218 116.8
ra—7)b)

L i 5  880-106.0 100.6
A (T A VAN ZaUFEE 5 955-1094 102.1
IR (T A VAN ZEGHRE 5 925-109.0 98.7
iiese 5 91.1-975 95.6
g (B 5  985-1035 100.7
RERIGENE

B CLSI A K5 > EPO7 3rd ed. Ifit> THio 7z, 2 4 900
ng/mL @ non-neuronal enolase (NNE; a,a'-enolase) & &5 > 7 )UicD
WTARF Y b THIE L7z,

PRGN (%) &, NSE JEFE 20 ng/mL O > )V T 0.0% (95%15
HEXH -0.1 ~ 0.0%). NSE J)% 300 ng/mL DY VT IVT02% (95%
{SHEXM -0.5 ~ 0.8%) ThH-oTz,

(3) Zoft

AFw M, ARCHITECT 77+ 5 A ¥ —FB KU TBA gl A 7> a >~
DilFETH 2, FEE. BT BVWEDE TN,

) Abbott



(& - BE (BFEAD)]

(1) HEDOFHAE
BRI TOEEH B,

(2) WEZZRE - 384 - HAHE

cAEFY VAT AT T AN

+ ARCHITECT NSE + % U 7'L—% (NSE Calibrators, #f#= 6P32-
(03D)
(TG aY ) VEERER., 2 R0 Eee bd] (O vik), ek
NSE R4l - 7 MbF RV L HiEsHD
Fy ) T L—ROPREE LI FITRT,

R
ng/mL
AR (pg/L)
80mL X 1 0.0
40mL X 1 4.0
40mL < 1 20.0
40mL X 1 80.0
40mL X 1 200.0
40mL X 1 400.0

sk JEO RN E 2 EBREELRS (1SO ! International Organization

for Standardization) DRIEICHTF ZAHENE DRHDA A F (GUM :
Guide to the Expression of Uncertainty in Measurement) &8&U
Eurachem Guide for Quantifying Uncertainty in Analyical Measurement
(Burachem/CITAC Guide) ICEDW TR LTz, 34

DURICR UTed v ) 7' L— X OFERANED & O HEEAHIF SV 720 T
HY. BROFEEYHEOAREN S FIHWTRERE &) L TR
BT licED, WERMRORARNEENEZHINT 5 ENTES,

PR E  (k=2)

FrUTL—% ng/mL (pg/L)
A

40 £ 02332
20.0 + 1.1388
80.0 + 4.0833
200.0 & 8.3390
4000 + 18.7816

+ ARCHITECT NSE + 1> h@—)L (NSE Controls, #5#= 6P32-10)
(Fraa ) VR, 2287 BLeesl (vovdsk), ek
NSE R4 - 7 MeF MU L Bz
OV E—)VOYEE X OCE P2 LU RICORT, SRR 4 O
HEMEICHT 5D TH %,

=34 et i
ng/mL ng/mL
A (ng/L) (pg/L)
[ConTRoL]L] 80mL X 1 100 6.0-14.0
80mL X 1 750 51.8-983
[ConTROL[H] 80mL X 1 200.0 120.0 - 280.0

AT I N TWS oy ba—)VOEMEFH I T Y NERNT
$ad, BE2ARE L TCOEMHEHZRLIEEDTH D, FhiiakicEs
WC, AFHICREH I N TV 2 EHFHONEIT, P X TSR
B ZERTHERET 5 T &2 HESET 5, )70 i BRI 2 5T
T HEDICEEITANELHERNE L TR FHBFENS,
cFyUTL—vav caviho—bay b o b
sFyUTL—ZRow k-
B CED-aAY ba—)VfHTE L8 TES,

« PSETS @G (ARCHITECT 754V —H. 7I(kF U L%
=)

< FREOR MOV s

B OBFIC BRI RIS OV T, i3 2 HER OB FIE 2

I3 &,

AVTF VAT EEEEFICDW T, T 2 88 O BdkiHE 2
ST BT L,

(3) RIEMEBRDIREE

WD TUEZITIRNS, RF Y VAT v AT 7 AV IR A VA
r—=Ld 3L,

7oA T7ANDA YA N—=NVHEBXCTT v AT A—2DHE
IRe BT JTEOFHINCDOWTIE, AT 2 EROTEGEIHE 22T %
&,

7w AINTG A—=ZDOHIFNICDOWTIE, #HT 288 OTEkIHEZ S
B35,

FEEROBEICET 2RI DV TIE, AT 283 OBURFIIHE 2 SR
ERCTERaN

BunZi

2 -
T (FIEARE DN X ZHYREL = B (%O HAD
YRR E D HAL ZHREL L% O BT
ng/mL 1 pg/L

(4) AIE (BE) &
L FrvUTL—% e XEE <A 7ms—717)b.arvya
F—tr1:2: 208G THAL, KISEE5,
2. REIEMZERES%. 7L RY =100 pL ZhnZ ., KISEE %,
3. MU A—300 pL ZInA, KSR OF (EEK 400 ~ 500
nm) OFMREZIIET %,
4. Fv V) TL—ROFERE N S NSE R & 58 EnE OBHRH R D
SNEEDO AT —ICiEE NS,
5. BADFI LR, HEEO AT —ICREE N TV S Hmil & g
TBHILITK>T, MIRHD NSE IBEZ KD B,
BIEZE
WEFMEOZEMIIER T 2 B OTULFIHEZSBT 5 2 &,
cTCMAT 2 — T B FRIAT 2 — T 2T A, RIKED T
THsCT LaiRT 208N H 5, T 2 EROIILSIHEZS]
352k,
BTy TR UTE TR B R RDY Y T OVER. BEERIC K
DEMEEN, A—F =V AR LR MCHIRE N5, Z&FEIERD R
TR/ NRICT B 728, WEBHERTIC Y > 7V Iy TSy iagat >
TIVHDAS> TR e EMRT BT L,
RIS A VST ¢ ZI)VEGID Ty M REEIE. EEticit
BLTWBABEEDH B 7% H 5H CH KRR T 20805 %, 7
DFEDORPEICHB N T, T HITEMT 20ET R0,
AT TIS—TF ¢ 7 VDR IV 30 [T %,
CRATEIS—=T 4 ZIVIFHRE SN TV T & ZNIRTHERT %,
XA T IS—=T 4 7)VHR BUVICE L T0 A 5EEIE. TR
HENDE TR MVERGEIRRT %,
c A= T ¢ 7 )VHSEERE S RS, YT A
K 72T,
XA TIS—T 4 Z)VHEREE NS, BEZ R MVICED 1
%o HZOHO (I FIEIC DOV TIE, UEA ESUIEER WV EoFE]
@) il LoFEESRT LT L,
 [Jl—=Y Ty T TORKLEREREL - 10
C TR, EBICHIET 25E
- WIETHIE DREY > 7))V G L 75 pL
< [WUCH Y Ty TTBMHIES 25 ED0EY > 7)UE 25 pL
Y YTV R =Y v ity Mg SEFRILINICIIE S B 5 E ¢
* WIERAIE OS> 7))V EE 150 pL
WY YTy T TEMIE S B G OB > )V 25 pl
Y TR R—=U v ity MME SERIERZ THIET 254
cH UL GIELIY Y TN AT %,
CAEOFY YT L—EEBXCaY Fa—)LOROFNTIEICOWNTE
BT LT L,
« RV EIRORERIC OV T, T 2 ERO TS IHEZ 5]
5T &,
c IEULWIIERSRZ1S 5 72bic, (RS 2 BEROBUREIEICHE > TH
WHIRA Y TF V AZITH Tl Mk DBEN K OB AT
A EDTWBIGEE, YR OTFIHCHES T L,

) Abbott



BREDFER
NSE O#IZE A 400.0 ng/mL (400.0 pg/L) Z#EZ 2 A%, "> 400.0
ng/mL" ("> 400.0 pg/L") D7 T INEREND, TOBKITDONTIE
FRRZANCHERIES 5T LM TE 5,
FHER
HESEARRRUATR © 2 %
2 {5zl z 2R Thiana &,
BT 100 pLicxt LT+ U 7 L—% A % 100 pL i3 %,
Fr VT L= AZTIT BHE. 1HRZRIT BT L,
BEMAA — XK 72l T Y b o)A — X —EEIC TR E 2 A
BTl TmHEIOY Y FVIENHBIMICEIE ., JEkiRe L
THEENS,
TG 2 AT Ulsip o et i, KSRZ 3 2 Bl M) A 7 as %
NI BT &, TIRLIY 2 7 VOREMD 10.4 ng/mL (104 pg/L)
K THBIEA. TOMFUIME LR &, MYV ERBUER TR,
FES 208N H 5,
TMOA —Z—JFEOFHNC OV TIE, i1 2 B OBUkE %25
sz,
FyUIL—2av
Fr VT L=y a3 YOFECDOWTE, T 2 B8ORS S
Wzc e,
#Hayra—)LzfliEL. Fr VT L—va T a T L,
—J, HEEGTZ UTeR v VU T L— 3 Y ORREMEIIC I NS &
ZTORIFPET LICF ¥V T L—2 9 V27D BBIEROD, ROGH
WKIEHFY VT L—23 2179,
-HLvaYy FMESOREF Y N2 255
+ 3 b —)VORPEMEH, AFICHENE IR THEHN TR DO T
Rt LIRSS P O BRI 2 SN TV B 5 5
+ 3 b a—)VOEIEP 2 A Y FEICE DWW TRE L TR
Al P e 30 A —EHF YU T L—ya v efio T L,
HEMIC R KIE T RREME D B 2 5y D A > T F » ARG & F2iti L
A E HEY VT L—ya VEREET ZAHEEDSD B,
mEEELE
AFy FOFREH (24 KiE) i, RWEOIY Fu—)ILE& 1
FIET ST L,
i DR EHT N, HEAE T Y h o —)L Ol zehnd
%o
FEHFEICE ST ay ho— VBRI ZRET 255, LEIC
JRCTaY ra—)bOFEa Yy T eI, =4y Mk & OB
HRINCER DB 2 32 P E— VORI T LICHER TRETRNETH
%o BH B~5H) RMICHEYD. 20 B EORERTT> TELNTRE
lZHNT, SN THaE (=7 Y Mi) &id5D Giip) %
RIET B0 EDTTHEN DB, WY EHP 2T T 5 72DICHE TN
SEHBEARE L TREUTFTHBFENS,
cFyVIL—vav
¥y b
- FyYTL—&ow b
Ty VTRV =V GRET B
- ERE
— 7 S E PO HESEFHIC DWW T, CLSIAA RS+ 2 C24 4th
ed RFDOMD—FHUNFENTVBHA RSA VBRI Z L, O
- MR ORSEEFTIED, KBy ba—)L2lET 5T L2E
HTWBHAE, UHMERO TS T L,
- Y b —)VORERR RS CED FEHEH D SAN TV S5
F. IELWIIERSRE SN TORWAREN NS B 728, SRk Ok
FEEHFEHCHE S THIET BT ko FiF v U T L—3 3 VTG
EGNHB, DT TN a—T 4 Y FICONTE. T SO RHK
SHEZBHT B L,
cHLLTI Y FORIERF ¥ ) T L—ZOMEMAERB LRI, 3 b
11— )L OERE R & PP 2 iR T 5 T &
Oy ba—id, BETOHA RS HERTHIICHE > TS 5 C
Lo AV A )VORRFIIFICIHRE N TV 2 EMEMIE. H<ET
BEME LTS L,
T %3 Fa—)LON—ZIERHIAEOGLKICHT U THEYITH 50
ZHMERT BT L,
BEEBRAHAFZ1>
FEIEERDNA T4 2L LT, James O Westgard, Ph.D. @ “Basic QC
Practices” Z{fif T % C &N TES, 6

(5) ®R

B

ARFw M. 4PLCE (4 Parameter Logistic Curve fit, Y-weighted) 7%
HOTFY VT L— 3 v h—T%ER L. #ERz2HEINT 5,
HLOZHICOWTIE, () HIERIR ORI HIDZ M E ST 5
T,

759

HERRIC K> TR T ZTMNCT Z TDNRRENZHEDNH B, O/
ICERENDARENEDH 27 T 71DV TIE. il % KO Bk
HE2BMTB L,

CAEEROHEE]
LUFi&, ARCHITECT 7" Z A #'— i2000SR CT# 5 NIAERTH %,
TR LI T —2IIRENZHITH O . Stk TR 255802 Rd
BahH b,
HIE R RHEM ORFEIC I D & | SR8 U 7RSI A 78T 5 T &
Mt CLSI HA RS 1 > EP28-A3c It > TiToTze 7 (B A DI
R B4 7 NS S OMERR (22 ~ 71 %) OHEER# 128 44 (BB 60 4.
7k 68 #4) BN LTz, CYHtT—RIckB)

NSE &% (ng/mL. pg/L)

95 )8—t & A )
n rho i (95 % fE X [CI))
HERERCA 128 5.4 11.1
(9.0-12.4)

HELDEE

< PEAERUE, AEIR, MOMRERSR, BT E &b TRAINIC
kg BT &,

< SRIMERICIE NSE D ENTE D . IBMOFEIC X 0 Amit% <9 Al fE
MW %,

< BERIE 20 CTIRMFELEWN T &, -20 £ 10°C THIRSRAE U 7o kik %z 1
EIFE L7z T A, £ 100%ZHZ 2MEMDAENERD SNz,

- U Eonax] (2) Wi - Wik Ty il L2l
HWOTHYEIC DOV TG L TR,

« RURE S 7 a—F)UHiRE AW ZEFNC K B2 L R R 2T
7z FEOMAFICIE, HAMA (Human Anti-Mouse Antibodies : $i<7
2k MR BEENTVSIHEEELD %, HAMA ZETHikE< Y
AT/ 7 a—F iR ERNTH 3y FTHlE LSS, IELW
EENE S NIROCATREND B %o BWiZ1THICH o> T, MhOIEHR
DRELB T ENH B, 89

c b MEF ORI ETIAE, RO a T ) VIKIG L., in
vitro DA LN Ty R A BRG5X 2 ENH 5, HENICE X
FEWMEHRASICE S SNBEETIE. TOXS R THEZITS
BEMH O, IELWITEMEDME S NEWATRENEN S %, ZWiZ 751
BHizo>TE, ORI EL LS LMD S, 10

c b MifERO Y < FREF (RE) E Gt o 7 a7 ) STt L,
invitro DAL T A BREEZ 5T DB, 10

© HOSEREBERE ORI TIRERIGEDR A, JERRINEEM T b
5 %DT, PERERICIED < BRI ORERHIKERSEZZE LT
REmIcHmT s L,

(-1

TTIOR LI T =2 3RENEFITH O, Sk Cld a5 502 RT
LEhd 5,

FHCR LTV D ARCHITECT 755 A ' — i2000SR T8 5 N7k
RThHs,

AIEEER (SRS TTREEER)

TETFE LoQ) BXUMHER (LoD) ORENEZT—ZDOFIHSHE
H U 72 E #iPH CeteS nIREFIPR) 72 LA FIC/Rd s CLSIEP34 Isted. ICHE->
T3, 11

ng/mL (pg/L)
TESARIERIPH 2 1.6 - 400.0
TR P 400.0 - 800.0
R AT REHIPH © 0.3 - 800.0

asERMIAIEHEIPE (AML Analytical Measuring Interval) (&, LoQ ~E&
FBRTH B, EAME. HEESB XU 7 ADITAF v b OMERERFA
HIPAMIC & 2 EMEHIPH (ng/mL, pg/L) &9 %,

) Abbott



b ZIRPEHN (EMI: Extended Measuring Interval) (3, 7t B~
B ERXFERGEETH 2, KTREAEREEZ 258 Lz EOHIZR
LTWa,

¢ G nIHERIPH (Reportable Interval) (&, LoD ~#FRlEHIFAD R T
b5,

7w AT 7 AV EOEKRERF FBROYIHARE S rTRe oo
TFRRICHY T B,

IEREM - BIRM

JitiRE VR

Mt CLSI A1 K51 > EPO5-A3 I2fiE> T o 7z. 12 % 3 1w Fo#
W EFYVTL—2 avha—)VEHHLT, #E 1 Aoz,
3floar ra—)b 5 HlDe M S )Vz 3@ D OidFEay ~/ F v
V7 bL—znmy b/ ayia—)bay FOfAEDE T, 20 HREICHED
1 H 2, 2 \BIE Uz, RENTHAGDEOREZLL FIORT,

HIE A B

s (DHTREED HER P R @

(ng/mL. SD %CV
YT n  pg/l)  SD %CV  GHEEED) G D)
avbhe—LL 80 100 0208 2.1% 0219 22
(0.186-0219) (1.9-22)

avra—LM 80 713 1175  16% 1258 18
(1.258-1.441) (1.8-2.0)

aybkm—LH 80 2011 3366 1.7% 3.969 20
(3.965-4.555) (2.0-2.3)

2R3V 1 80 21 0067 33% 0074 36
(0.060-0074) (3.6:3.7)

ATV 80 235 0303 13% 0442 19
(0.391-0.442)  (1.8-2.0)

33 80 269 0362 13% 0754 2.8
(0.737-0811) (2.8-3.1)

E! 80 975 1237 13% 1976 2.0
(1.976-2528) (2.0-2.6)

eI 80 3336 6130 18% 8.621 2.6

(8.621-9.418)
a WEN B, B, DA,
b b LD TN TDHIA G DRI BT B HIME L SR EDRE
i

(2.6-2.8)

sk I (Reproducibility)

Mt CLSI 2114 R A1 > EPO5-A3 ICHE> TiTo72s 12 3 HERIC IV T
Hloay bOiSE, Fvy VT L—%, avha—)LEEALT, #iE3
BTHERT>T. 3By ba—)b, 5o MM S V% 5 H
MICHED 1 H 2\, D s 3HEME LK,

T GHTRIE REERAEEME Y mBUED
(ng/mL,
Yo7V n pg/l) SD %V SD  %CV  SD  %CV
arbku— 90 102 0265 26 0265 26 0369 36
VL
arhu— 90 750 1440 19 1440 19 1558 21
VM
ayhu— 90 2012 3981 20 4291 21 6313 31
JVH
AV 90 1.9 0076 40 0080 42 0.106 5.6
N2 90 233 0305 13 0313 13 038 1.7
ISV 3 90 101.1 1316 13 1674 1.7 2398 24
N4 90 3305 5069 15 5322 1.6 19721 6.0
AT V)75 90 327 0458 14 0476 1.5 0576 18

AOMTREE GIEAEEME). MEMESRE. HAEHREZ S5,
bGHTREIE GUEPEEMD ., MEMERTE, A2EBE, st
ZELs,

BIE TR

Mt CLSI 714 RS A > EP17-A2 ICfit> TiTo72. 13 4y F otk
MR LT, 2H0 ARCHITECT 775 A ¥ — i2000SR X U 2 5D
ARCHITECT 77754 ¥'— i1000SR C. 3 HMELLEICI4 0 Matztro e,
LoB (757 LfR). LoD (BHBRYD. LoQ (E&E ) ZLLFICRd,

kXK o

ng/mL (ug/L)
LoB? 0.1
LoDP 03
LoQ® 1.6

3 LoB idi#EXumy > 7L 60 ML ilE Lk 2D, 95/3—k >
2A YT HEETH S,

b LoD (3MEHEREH > 7L 7% 60 [ EHIE Liz & Elc, 95%DIEHET
WETEBRNEETH S,

¢ RITRUT LoQ &, AF vy FERIALEFAO FRTH %, MiE T
IR R & N7z LoQ & ARCHITECT 77 F < - ¥ — i2000SR T 0.4
ng/mL (0.4 pg/L) . ARCHITECT 7”51 #"— i1000SR T 0.6 ng/mL (0.6
ng/L) TH -7z, LoQ LMY > 7V % 60 [HILL Hfli L CEH L,
B W TERAEFA CV 20% & i fz 3 i/ NEE & Uz,

(L

MiEtid CLSI 411 R+ > EPOB-A IhE> CTiio e, 14

Ay MIERWWEHATH % 1.6 ~ 400.0 ng/mL (1.6 ~ 400.0
pg/L) THEHMEZERT,

AR i 74 5

JBEEDMERK 160 314.5 ng/mL DY > T )ValE LIz A, 7w oL

77 M E NG o T,

HER S ERAHE

- #Rifld CLSI A RS > EP09c 3rd ed. 1> TfT -7z, !9 Passing-
Bablok iEZHWTHEE, Y 2B HI L, Spearman %% W THIBIR
BBl Uiz,

A% b vs ECLIA i

n HAT FHEIREL Yl HE b=Ji e
Ififi§ 137 ng/mL 0.990 -1540 09697 3.68-317.00
(ng/L)
A% b vs CLEIA i
n o HAL O HHBEREL Yl HE TR IR
1R 129 ng/mL 0.959 4677 1031 52-1960
(ng/L)

« FRLDT— 2 SRR Z BRIV U Tl 2 LU ISR S, Passing-
Bablok iEZHVWTHE, Y258l L, Spearman %% WV CTHIBIHR
@72%”—5 LTCD

AFw b vs ECLIA i

n  HAD O MHBIREC bl mE RPN

Jlib) 97  ng/mL 0.995 -1.553 09777 3.68-317.00
(pg/L)

AF b vs CLEIA i%

n  HAL MHBIREC Ui mE R

ik 119 ng/mL 0.953 5064 1051 68-196.0
(pg/L)
BIFRAOEENE

S0E A, EEMNCEME N TV 2 HEHED: & 72 13 AHE L IAFAE LR,
Fy )T L—%, arvra—ibid., b MKHsk NSE 2 LT, #Pk
HEFMCHD W TR N TV S,

(fEA EXIZEER L EDEE]

(1) Bk L (fERRRALE) DFE
R AE TR 2R EHICE. ¢ MRS KU/ E IR EN
RO S ZMENEGENTN S, FElE. DBIK - fES G b
DOREEO]) £7zi3 U - ARt GREAE] 22952k, Bl
K E T I 3ANE LA D T RIERRERE LN T L 2T 50
BRI SN TR, TRTOL bHDRYIEIZBENN B E DN B %
EEZT, INSOMEH, b MRk IBENERIEMEICGRE N
7zi¥EAME. OSHA Standard on Bloodborne Pathogens (/¢ THLH
WD T &y BPEMEZSTYE. ZORVND SYHE. BREYE
BRI NTEEIC OV, AL T T 0 L)L 2, FT2iEHE,
Hitgl, HRIC & B MDY R A A A T 7 o H T H T b, 16119
cFYVUTL—XB~FIZdL FNSEAFENTVS, FF—IE, HBs
BRI, HIV-1/HIV-2 ifkBz1E. HCV B2PE. Syphilis f2METH %,
s Ay bha—licide b NSEAFENTV S, FF—id, HBs Hilstkart,
HIV-1/HIV-2 $itkB&M, HCV B, Syphilis B2 TH %,
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cARFY FPOWETIE. © MRAZIO LS, MK, HIV. HBV,
HCV HDBROBNAH 2 EDE LTHIO IS T &, MEICHIz>T
. BHROERZ T 20, HEHOER, 1B I RA7BITHN
BTPRESEML, X8Ry T2 V7R IThiRnT &,

< B S THR IS A - G EITIZIK T RIS OIR T H O IGa
BRI, REDNHNULERIO Y TEEZITE T L,

c FUA—ET IV VR TH B, AU TE. sED EE S
I LIZD, BIGALRWESERT ST &,

< ARHPETHAT 2l I, REFERME LTI PV O LG
NTWBEDOHH 5, sk, UK - #HES (v O] %7/
& OB - HE (BEAR] 22835 C b, e oRilic X0 IER
WCHEOBNHADFET B, WO BRIFFEHOSK, RBEE, <A
TERFEM U, KA RAZERALEWT &, WA X UASRE
YIs ik THERT B T &,

ROFFFFUC BT B b TR, 2R

= - MYRTSVE AFLALVF Ty
EEE

H317 T UIVEFEER GRS T BER

H316 % R D R R

H402 ** IKEAEYNC

H412 EHIRBIREIC X 0 KNS

REXE

P261 SAN/ R AT =D AT 5T &,

P272 R ENTANEERSIEEGD SRS RN T &,

P280 TS / e R / (REIRSI BT 5T &,

P273 BEEINOfUNZET 5 T &,

[SREE

P302+P352 FRICAE LTee T ZROKTHS Tk,

P333+P313 BRI E G RENECTGG . B0
R PYTERIBT L,

P362+P364 HEREINIABRIE. FHER T 25813
ZgHI L,

BEE

P501 |V /AR T TR 5 T ks

% EC 1272/2008 (CLP) % 7zid OSHA Hazard Communication 29 CFR
1910.1200 (HCS) 2012 7z T 2 H5E1Ea Lixw,
% 3% EC 1272/2008 (CLP) ZiEifHd 25 Adas X La,

ROFIFIC BT B b TR, 2R g

O

=L AFIAVFTVAVEEE

H317 7 UIVEEER IR T BER

H402 * IKEEYICHE

H412 ARk X 0 kYN #

REFE

P261 SR/ LK) AT L—DWAERT BT &,

p272 GRENTANEERIMEEG MO E TN &,

P280 TRAGETFAS / IR / RIS Z ST 5 T Lo

pP273 ROz 2 C &,

[CRRE

P302+P352 FREFATE LTehit  Z2ROKTHES T &,

P333+P313 BRI E 72 3R N E TGS EiiD2
R/FYUTERITBL,

P362+P364 BRENTAZE . THER 253U
BT L,

BEE

P501 WA /SRl TR 5T ks

% EC 1272/2008 (CLP) 739 235 5Ea%4 LixW,

ROAFHC BT B fEvE FMERH, TR g @ [caL[a]-[caL]F]
TILF P Y LG

EUH032 % & DT X 0 IEFIC TR H AT
%5
P501 N / B s ik CHERT 5 T &,

RO AU BT B BT N, R R

[conTROL[M|[CONTROL[H]

TALF P Y LG

EUHO032 i & DRl X 0 IEFICFEIEOIENH AT
%5
P501 NEW) / Bz a ik CHERT 5 2 &,

RFERITIEICOVTIE B) R LOTE 28T S L, £l 22T —
23—k (SDS) Wb2LBRZFELEMHE TSI ST L,
ZeT—2Y—hk (SDS) IZDOVT, HARI—PR—=hrtrEZ—I
BHEWEDbELZE W0,

SRR D24 F O EOFHNC OV TIE, T 3 BEEROBkET
HEBWTET L,

2) FERLDZFE

—RE G EERIE

o (EFIHRR 230 X 7 sk S (A L 2 &,

cFy PAERZEREESF Y FORMBRESTHEALENT &,

cfH—Day FESOMMETH> Tl AETERET LI LANT
Lo

SEDEURL

RETHRET AT L,

BRI A 7 aR—T 2 Z VYD TRy T A5EEE. I
BLUTOWBAREN DB ZhiF2H 5 CHHBRET 208N DS, <
A 7 S—T 4 ZI)VOIRFEIC OV TR, D E GREHE)] (4
e GRE) HESHT 2T &,

< BUHOR MOUHHE L. RO 2R L IR . SR OBk
STeORTHT 2 &, HEZATOIRREO I Uk - 7285
A WERROEEMEITIRGETE R0,

CTEYERT B Tl BRER MVIShERIND 15 L &3, TR
BEPRESEHLTITI T &,

s Fy oy TR ol SER MVICHE IO U T2tk R MLz
X HIRNT b MR L. WESROEEENERDN S,
CREERED & ML FER N TR LT T 22 B 20,
BT LRV,

SR O D EOTEEOFHIIC DWW TIE, i B SR O ki E &

BT BT L,

AEDRE

CHFELENT &,

* IRAFI IR R Lo G

KRpAE 2~8C fEHRE T SITRIRETHRET ST &,

sk WSRoORERE 15 HiM

BAfE 2~8C FHBIRET LTRIKETHET ST &,
B bmO LIz Ao
/=7« 7 VKR BV, 2
~ 8 COMIFLATTIL T

RETHRES NG > T2
& (h&EZHO (172 keE
T). TO¥EFy MIFEE
5L,
IR IRICRE L E EHET 20, HHVIKERD SHO L TR
179 %, iz BN SR Lz &3, GUEER MV EB LT
R MOVHF v TR (I TIRRET) W THEE 2 ~8CT #17
TBHT &, BENLEO LU TIHET i3, VL CIIRER DI,
HEEDRY JABIUC M LANTHRIFET BT L2 iEtd 3,
EREEF B RIS IO T FIEIC DOV TR, T 280 IE
HEEZSHT ST &,
HENHIL
Fr YT L— 3 YTCII—MRELEESD, av ha—)VoHlE
DVEFIHEN 2 AN TV BEEE. MENBIE L TOBAREEAE Z 5N
%o BoNREERIEERI S U, FlERITS C ko REICIRUTH
FyYUTL—varEiToT L,

) Abbott



FoTNY a—T 1 Y TICDNTIE, T 2HEEROEERIAE 2SR
ER-XeR

FrITL—20%(H

« ZTOXEMEATRERIIATDH 5,

< 2 ~ 8 COMEHATM IO H LT, 3 ICHHINEETH %,

- [ FHRTCEEPMICEEBIRRId 5 C &,

FrUIL—20RE

RSTHNET AT L,

< AHFHBIRE B Tl LN &,

CRAAIREE IO (SR AT
KEAH 2~8C EMBIRE T
FEE 2~8T AR E T w2 E O TRIET %

bl
% 2 ~ 8 COIRTE
B Rd T &,

Fr )T L—2DERFIE
cFyUTL—HA~FEER 2EMET S, Fv T L—2En7ER,
EBICHET ST &,

cFY VT L—ROREREFTT BHICE. A MVZREICLT, &4
53D, TNENZYT BMEOY Y T IVAw TICH T 5,
cFY VT =g YOF—H—JREC DN TUE, T B BEER DIk
BAEEBHT S L,

D w B oY 3/

c ZTOFEEMHAARERRIATH S,

© 2~ 8CORMEGFNBLHD LT, I QICHMTEETH %,
EARNCAERMMCEERIRT 5 T b,

I ba—ILoRE

AR THRET BT &,

 fEFRZ B Z TR Lan e &,

ARE  IRESREIN {17 oI E S
KB 2~8TC AR & ¢
B 2~8T fERABR £ © HZxE L HADTHRIET 3
&,
%X 2 ~ 8 COMRTE
WHTCRT T &,

ar ba—)VoERFIE

Y P a—)VORERESET BHICE, RRVEREICLT, %44
WO, TNTNZY T BAEDY > T )VIy T R %,

« 32 FE—)VOBEICDWTIE, [HHT 2 Hes OHWkEIAE 2 23
5T,

c OV bO—)VDA =R —JEB XKDy b FIEIC DN TIE,
T 2 BIROIHFIHHE ZBRT 5 2 &,

FrUJL—%. a¥ba—-ILD%E

. RO, O, Fr )T L—a VAR EIE S RV, O
¥ ha— ) UhVEMEIHZNAN S 5 EQHENED SN LEE. Fr U
TL—a20ay bu— VB L T2 HEEMEDNH %

3) EELDIFE

 BfAAICIE HIV, HBV, HCV ZHDOBRMDE OWEET 22N H D %
DT, BEl. MIFE ARG EIERMERET MU Y L (AR
& 1000 ppm, 1KLL RIRED F2@37VEVT7 VTR 2%, 1
WREFIDL 323 IC K2 W E U, b2 WidA— 7 L—7 (121°C,
20 3LAE) IT KB MFENIRETTS T k.

B X UBRESEREET 2 EICIE. FEEYIONE X U
T BIEAL, KEGRYIEEEOREICHE > TAHET 5 T &,

PR MRA DRI U 7235501, TR L 72 T8 72 NS T IR L
B U 7= 35 2 Pevpii TR - 7245, & 512 0.1 % X EM T
U LA R & Oy el T E IS T o MFREEEY) R g
H (T8, Z2IRE, ZEkaE) ZERLTTH T,

C ARPPETHAT 2 EICE. RIFERE LTI PV O LG
NTWBEDNH 5, affllik. UBIK - #HES (v FORER]) %7
& U - R GRERR] 28RT 5 L, 7V FU YL,
. B S L TTEREOSIRT Y R2ERT 5T ENHEHDT,
FEEET B AT, KEOKEIITIRT T &, BRBFEEEDO
COWTIE, [T 2 BERONULSIHEZSIRT 52 &,

(FriEAE. BR0HAR)

P T 1 AR
i - 2~8C 12 A
AP
= ; i TL MY H—DBFRL, ) H— DR RBIE
AR, IR REIN TS,
ez Liv)|
caEEF Y B HITES 6P32-25 100 [A1H
AT~ T 1 7))L 6.6mL X 1
cavYakr—r 59mL X 1
A NPt 975mL X 4
NP 975 mL X 4

% ARCHITECT 7oAV —M%E AL EE W, HIFEH Di-olkttic
BELAEDELZE W,

(EZEHA]
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