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-10°CLAL = 30 HI#

- 8 WFILANICHIE ZFT D RO MRIE, I & 723 miEh 58l RifsR, Mtz
BRZd 2 T & sl ARk, MmEBRE Lok, 2~ 8°CT 72 K% TR
T2 ENTES,

« —10CLURNCHits Lizifkix, 30 HRE THRIET ST L TE S,

CFRTOY Y @BEMA, 2> ha—)b, FyUTL—%) 1, #Eicky k
LTh 5 SHFREILINICHIES B &, #iicty b LI Y TIVORIFC DN TO
FEANE. (S 2 B8 OBURFIHE 2B IdT 5 T L,

REDEXRM
- AR KO R BICM IS LTz, RoRz(T5 T &,
Bk SR SRmER, MBFERRET B T LT B,
< Wi (RZA47 A A LTHnEd s L.
s SRR LT RIFRE I 2 A BV K S1Icd 5 T &,
(2) BHEWME - HEFH
c RSRUIEBREDOC VLY ANEFTOLE Y MU TVETA RRZ ST EMN,
ATy FOREMICEZ 583 15% L FTdh %, Mafld, National Committee
for Clinical Laboratory Standards (NCCLS) #A RS+ > EP7-Al Icfit>THio 7z,
AU VEEN 50.3 ~ 167.5 ng/mL ORI ROYIE 2L 7z,

RUIEN T
vy 20 mg/dL
NETmey 500 mg/dL
faz R H (K 4g/dL
Kz ST H (R 10g/dL
rZUESAR 1000 mg/dL

« HAMA BE GV U FRFM, AFy FOREHEICE A 20 8E 15% L N Th %,
HAMA BETY I FRFH, A%y b OWENC S % % 882 HII L7z, HAMA B
TR KJ O I FIRFEIERIKIC, 24708 Z3ER 107.5 ~ 174.5 ng/mL
1755 &SR TRE L. WEMAIC G 2 2 8RN Ui, sRERICRT ™,

[Ed HRAEL PEEANOFE (%)
HAMA [ 10 7.7
U = FR R 10 12.6

¥ T TIORLIeT—2UIREMNZHITH 0 | Shitiik Tl RR SR RTHAD D %,
< AREFy FORFRMIE, NESTIE Y EDORERIGEICIEVT, 0.0001 %L FTH %S,

BMEHE. NCCLS A RS0 > EPT-ALICfit> Tiio e, FiSMEE, NEF T V%

EHE MR, SRS TIET % T Lic & b fat L%,

YE % (ng/mL) ZAERORE (%)

AES O 10,600,000 0.0001
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(R% - BE (RMFHD)]
(1) HEORESE
BRI TOT IS,

(2) BwELGRE - 8 - HBE
s AFy MHTvEAT T AI
+ ARCHITECT Myoglobin - + 1) 7'L—% (ARCHITECT STAT Myoglobin Calibrators)
(B3R5 2K43-01) : 40mL X 6
(B4 EHY) @ TRIS MR, X > 8V EZELA] (Ui, e ATy
[ERES: NV (vl SAFN)
Fr VT L—ROREER LIRS,

B
FrUTL—X (ng/mL) (ug/L)
A 0.0 0.0
B 30.0 30.0
C 100.0 100.0
D 300.0 300.0
E 600.0 600.0
F 1200.0 1200.0

+ ARCHITECT Myoglobin + =12k B—)L (ARCHITECT STAT Myoglobin Controls)
(BiRS © 2K43-10) & AIRE 3.0 mL X 2
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3. BiFEDFHR

AT TE U OPEH 12000 ng/mL ZHZ 2 MAE, > 1200.0" D7 T 5 HE
REND, TORKICDONWTIE, BIIRREZBIFRRZHOTHEIET 5 &
T&%,

BEIER

- Bl 10 IS ARRIE SN B, TRRATOMRIKIRED BRI TN, JERS R
LLTHEE NS,

s HEITRIC K ZE T, 24708 Y ofiliEns 12000.0 ng/mL 82 % Hikid.
“>12000.0" DT T HTMEREND, TORIKICOVTIE, FHRRZ AW TR
ETHTENTES,
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2) TOMBENSF Y ) T L—2 A 190 L Z i O i xal B I HL L. ik

10 pL Zi#Ind %,

3) BEMRAKA — X —WH £z D> b a— LA — R —Wic F G R 2 AT 5 C
Lo WRETOY > 7TIVIREANEBIMICE I E N, JEfERe LTl Eh s, &
REDREMA 40.0 ng/mL XD EL %5 K ICHMT BT &,

THA —Z—IT DN T OREME. T % BEROTURHIHHEEZBIRT 5 C &,
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T35,

s REEOaY Fu—)L2E L EJEL, Fr VT L—2a YT AI L, OV
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5T LR %,
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5. mEEEAE

< AFy FOFREH (24 FED S LIS REEOa Y br—)L & 1 ERET 5T &,
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YHMROFINHES T &

+ Y P —VOREEA T Y B —)VOTRN SCFHICHRE TV B EHRITIC A >
TV T L2EET BT L, BHFHZANTODHE, 1535 NTER~RIZIL)
L. BllEZITS T, BREIELTHFY ) T L—va v ziT5T &,

c Fr VT L= g VIEDWT ORI, ST 2SR OBIESIHHE 22T 5 T &,

CEMIREE, RETSUTaY ha—bOgay R T, T LIS TR
TRETHB, HH 3~5H) MICHED. 20 ML EOWEEIT> TRIET %L
DIEND %, W) EIHPAZRET 5 IDICE /T RELHER & UTELLT
NEFS5ND,
cFr VT L— g
- ATy SR
s FyVUTL—2uy M
s Tnavy Yy IEY a— )

- ER

S5 NIEEHII 2, BHERROMEEHTIRGEN §NETH S,
6. ¥ER
E

« AFw T, 4PLC % (4 Parameter Logistic Curve fit, Y-weighted) % TF+v
VI L—a Y h—T7MMERENS,

+ HAIOZBICOWTE, 1. AIEMBRORIEE BUOBRZ2SHT s L,

739
EMRICE > TR T T ITMIC T Z TDERRENZ 56D H 2, TOMICEKREN
BHRENEDH 2T F T DOV T, [T 2 EEROTURIEIHZ ST 5 C L.

[(RIESEROHIEE]

FEMERIF I, R, B P OERIC K O SR LB RHERIC Ko TR 725,
HHERT I U F BRI 2 3T % T Lo IMEED ERZ RIS IR /iR 35
X OMEN BB ENBH B, BRI E 2 OTICREN T AUE, DFEZEIC R
S5 IA T VREIFEMEE I D RIS 0HEMEN D B, FUEHRIPAIX, NCCLS A1
RS> C28-A22 1Tt o THiG LTz, (B BRI L Iz IERiiA R . Ay b7
VTS 1 Lz, f5RZ2Trd X,

At n 99 83—t > %A )V (ng/mL)
Pk 160 106.0
Ik 159 154.9
&l 319 140.1

YT —RI2 & B)

% T TR LT — 2 IERERHITH D St TR B R T Rah 5 5.

HELDEE

- FCSERREFE ORI TIORGOS &, IFFRIKISHET D 5 20 THlE
TSI HED < BT MO TP HAIER S 2 £ 18 L CRAMCHIBTG 2 2 L.

C BWEITIICH > T, AF Y FOWEBROATE L, MOBRAREE. DEX,
SR, BRRATRZ: & & A b8 TRATICHINTT 5 C &.

C RYRE S T a—F IR RO AN X B2 X OTRREE 2T T2 B Ok
rficid, HAMA (Human Anti-Mouse Antibodies : 1~ At MMjifk) BNEFENT
WRATRENEA B . HAMA ZETRIAE< Y ZE /7 u—F Uik ERWTWS
Fu RTHELSGE. T LOIEANE S RO ITRENA S % 34,

AF v b Tld HAMA OEBEIIZ % 12 OMEN N TV B AN, JIEH R
FRRICHIET B8, BRICIZMOSHMANKIE L 5% T L DB %,

- b b o BEFER R RSO S 1 T KIS Uy invitro DA L T
YA ERGA ST DD, Bk B IADAES 258, IE LWLl
DS N VIR A D . BWIEITS ICH Tz TIE, MOWEHEAREL % T
LB B O,

(% #e
(1) BIR%

Ay S OREHIEE. > 7 IVIEEE 40.0 ng/mL B ET, CVIO%LL FCH %, 1
BIPELE NCCLS 41 K54 > EP5-AB Icfit> ThEF Lz, v ho—)L Aay ha—
Jbe 2 Bloe Rk R OLE, 3my kORKIE 2 GO VT, 20 HIEICHED
TH2E 2 \BELZ, Fv )T L—ya VE&sny Sl L Ef7> 7z, #E
T TSR,

Fe3 SEEME E NS KEFFEIE
BT W vk n (ng/ml) SD CV(%) SD  CV(%)
1 80 569 20 36 22 39
80 567 19 34 20 35
80 623 22 35 26 A2

AvbR=bL 80 578 18 32 27 46
S0 608 20 34 23 38

80 600 23 38 24 39

1 80 3249 133 41 151 46

80 3296 95 29 120 36

. 80 3530 110 31 128 36
2y hEmVM = 80 3549 103 29 124 35
80 3372 104 31 113 34

80 3376 120 36 127 38

1 80 7852 253 32 253 32

80 8035 360 45 375 47

e 80 8481 293 35 329 39
2 S0 8248 269 33 324 39

80 8133 206 36 327 40

80 8217 383 47 448 54

1 80 427 16 38 19 46

80 413 13 31 17 4l

i 80 457 20 45 22 48

ariro—)lL 2 80 426 1.7 3.9 2.7 6.3
80 444 1.4 3.1 1.8 4.1
80 447 2.1 46 23 5.1
80 1116 3.7 34 5.1 46
80 1101 4.4 40 4.7 43
80 1185 46 39 53 45
80 117.2 38 33 6.0 5.1
80 1143 29 2.5 41 36
80 1142 45 39 5.1 4.4
80 297.1 126 42 155 5.2
80 2932 129 44 134 46
80 3126 138 44 156 5.0
80 3207 7.4 23 145 45
80 299.5 9.6 32 117 39
80 2990 126 42 152 5.1
80 513 2.6 5.1 35 6.7
80 497 2.8 57 35 6.9
80 540 2.1 3.8 40 7.4

pax=i4
aY ba—)LM 2

pax=ild
av ha—)VH 2

vl 2 80 512 15 29 31 61
80 534 22 42 29 54

80 523 25 48 33 63

1 80 1166 38 33 63 54

80 1162 56 48 75 G4

R 80 1223 50 41 67 55
2 80 1217 34 28 65 54

o0 WFOW 0w 0w w 0w 0w T0Oow 0w 0w 0w 0w E0w>0w>0w>

80 120.1 3.6 3.0 7.6 6.3
80 118.1 5.7 4.8 6.9 5.8

@)

¥ T ISR LT — 2 A REWEHITH D SR TIREA DR R T HAN B 5.,
) BETO771)IL

K717 7 1 )UI&, International Federation of Clinical Chemistry and Laboratory
Medicine (IFCC) T12fié> T L7z, 3420 Vi 0.3 ~ 28.8 ng/mL Ot ki
B3V 1 GO, 2 1y FORMIEZHWT, 10 HEICHED 2 HliE Lz, Fv
V7 L= g YiETOMIC 3EHTV, 33 Vid NGt 40 FIGE Uiz, #8EBL
PO CV% GUEN, WIEM. A2 S¥Eay SEOSEEEE) 2L, HEOF
B LTy ay Uz, Ty b L7 —2 ORkii#D» 5 CVI0%ISHIET 5 I
JERFH LIz & T A, CVI0% DKL TRIETREZAT v b DE/NEEE 1.6 ng/mL T
Holz,

(3) FRERME

FHER

Ay FOTFREHIEE, BRED 20% LN TH S, MHEMO I A7 0L g
300.1 ~ 1100.7 ng/mL DAz ANT, A+ b ORMIRERIEZ Pl L 7z, Mk,
A MR O TRERICTR U, SRERTRTH,

T A

”ﬁg”%ﬁ@$ JENE  MUSEMRE VRSB OR AR OO

- (ng/mL) (ng/mL) (ng/mL) (%)

1 HEAIR 300.1 — — —
1:2 162.2 10.3 160.3 101

1:10 46.5 18.5 48.5 96

1:50 25.8 20.2 26.2 99

2 WEW 7964 - - -
1:2 404.3 214 419.6 96

1:10 110.8 38.5 118.1 94

1:50 54.5 41.9 57.8 94




Ty AT

”1{”Fﬁﬁ$ S YO YRR ON ROk
e (ng/mL) (ng/mL) (ng/mL) (%)
3 TR 11007 - = -
1:2 566.0 103 560.6 101
1:10 12638 185 128.6 99
1:50 42.0 20.2 42.2 100
PS T TITRLTeT— 2 EREMNEHITH D . Stk TR 26812 R 3 5
N5,
¥Oox o PRI, WIRE LT L2IER e iEdskO I A Ve v
BENMTENTVS,
) IR (ng/mL)
X TIRERE (%) = — X 100
SRR (ng/mL)
BEHR

RO I A7 VYD 980.3 ~ 1170.3 ng/mL OMfAZFHNT, BEIFHHZ
W L7z A OARF v b OTRRISER A LTz, #5RE JTRd*,

TR .
Gy TR (TS RAIER) TR ROR
D (ng/mL) (ng/mL) (%)
1 1170.3 1148.8 98.2
2 980.3 9289 94.8
3 1036.6 1010.8 97.5
4 1023.7 945.2 92.3
5 1063.1 998.6 93.9
¥ CTIWORLIET—RBRENEHFITH D, S TIREE B2 RTHEMN
%,
) THTHILEYE (ng/mL)
% FERUERRE (%) = X 100

TR HUE (ng/mL)

(4) DIFRRE

Ay FOPHEREES, (S 95% T 1.0 ng/mL LI FTHS (Fx ) TL—2AD
10 FHEBKUF ¥ Y T L—% BO 4 THIER 36 [T 7). DL, Fv
U7 L—2% A (00 ng/mL) OTHfiANE 2SDICKIET ZWLTH Y, L1 EKHIT
B RNBEEET,

(5) RIEHEH
WEFEFIE. 1.0 ~ 1200.0 ng/mL TH 3.,

(6) HERAMEBRAER UBRIEADOEENE

1. AERMEEERAE
CARFy e FFEIL AT - TRy S OB, HBIRE0.90 BLE,
HZ 1.0+ 0.15TH 3. AFv bEANT, ~SU U F 2 LiSERAZ % 1 a1
TE LK 2 T o 70 2 GOMRE.3 By b OMEE AW EH v U 7 L—
23 VI 3 AT o fee (SO NICEMZ F#EIL 4718y - 7Ry b el
7o [AIf#/71£1E, Passing-Bablok 1% 8 2 M /e, #i Rz XITRT X,
AFy b vs. PEIL ALY - TRy b

g Uy
[ et 77 1 n (95 % EMEXED)  (95%SHEMKR)  MHBIRE (r)
Passing-Bablok %% 234 0.987 2.738 0.989

(0.969 ~1.011) (1.959 ~3.338)

1200 o

A+ (ng/mL)

0 W= T T T T 1
0 200 400 600 800 1000

FEIL ZFTAEY TR (ng/mL)

YTV OWEHPE RFw 1) 1 7.6 ~ 1188.7 ng/mL
BT ORI (PEIL IFFTEY - 7Hy F) © 7.6~ 990.9 ng/mL

¥ CTTWORLETFT—RIIRENEHITH D . Sl T RZ 55 R 2R TGN
b5,
K Y TV K OHIIE AR ORI B U CRIBIZR ARG 72 3 U 2R O AR
- CLIA i & OB DM %Z CLSI 414 K5 > EP09-A39 It > TiT o 2o NG A5
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