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- SRR DRI ABRDAR)VT Y 7 AIFT—ZH0S), BRPNICEE TS
T LI X D THNTRAIT %o IEMEZRERE R 2155 708, & SICHARNICELEEL |
FRIMERE TG AEN 2 RE T 2 T Lo MIRDBHRERIEOM DK LT 2 C L.
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« ~10°CLLFCHifs UzMifkid, 30 HEE CHRFT AT LN TE %,
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(2) whEME - thEER
c RUTRULIEBBEEOC Y LE Y ANEFmey, P TUEITA R, BERT
BN ARFy b OYEMIC G Z 258 15% L FTH %, Matld. Clinical and
Laboratory Standards Institute (CLSI) 7’11 k=)L EP7-ALicfit > TiT o 72,
CK-MB B[S} 7.2 ~ 23.6 ng/mL ORI ROWE RN L 72,

W W
CULLCY 20 mg/dL
AESTE Y 500 mg/dL
@SR (G 4g/dL
BE ST () 10 g/dL
FUZYESA R 1000 mg/dL

- HAMA BE TV I F/FH, AFv b OWEEIC S % 2 B8R L7z, HAMA
Bt btk 10 (135 & O = F A TR A 10 fIlic, CK-MB 7% J4EE5 25.0 ~
329 ng/mLIc%% &S ICHRMUTIE L, MIEIIC S 2 28R Uz, f54%
RIS,

SN AR HEREANDE (%)
HAMA [/ 10 5.6
VU T HFPE 10 39

¥ TTIORLIET— 2R RENEHITH D | SHRECRIVE BRI KT HENB 5.
< AFw P ORI, CK-MM HX U CK-BB & DZFERISTEC BV T, 0.01% L FT
Bb, MEHE, CLSI 71 b 2V EPT-AL It > Tl o 7z BERMEE. UKL
PEEEOE 2 R © MLFICRINL, SSERISHEZIIET 5 T Llc & DB LXK,

W /% (ng/mL) SSRERIENE (%)
CK-BB 10,000 0.01
CK-MM 10,000 0.00

¥ TTIORLIE T — R IEREMRAITH b | S TSR DR R T A5 %,
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R, BBV EDE S EE N,



*

*

*

(A% - BE (BEFH)]
(1) HEDOREAZE
TOEFHNS,

(2) BERRE - 84 - HANE
« ARCHITECT i ¥ 27 1.7+ CD-ROM
+ ARCHITECT CK-MB S7 + &+ U 7' L—% (ARCHITECT STAT CK-MB Calibrators)
(BT  2K42-01) 1 30mL X 6
(7 EHY) © MOPS #RERR., % > /X7 EZELH (Vo). varer b
CK-MB {7 © HiliA)

TRHE
FrVTL—X (ng/mL) (pg/L)
A 0.0 0.0
B 3.8 3.8
C 12.0 12.0
D 60.0 60.0
E 135.0 135.0
F 300.0 300.0

+ ARCHITECT CK-MB 87 - 2> k11—l (ARCHITECT STAT CK-MB Controls)
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CK-MBSZ HI7 v tA 7 7 A )i ZX 2y MIEKRERFFOBIRIC A Y A b—)LT %
T, VoA T7ANDA YA N—IVHEBXKTT v AT A—2DFR, &
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aY b R—)VOWEMEN T2 b B—)L O SCEHICEHRK E N TV 2 E I A -
TV LEERT %, Ty VU T L—2E0H% BEIClETsT &,
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cFyY U T L= a D0 TOFMNE. T 2 OBEREGIHEZ SO C L,
sHLooy boay huo—LeMV25G, EETIHIE SR CRES LICEEY
5Tk, #H B~5H) HicEy, »ix<l 2: & 20 [P L DORIEZTT > THEEE
PHZRGES %o WY)RE B ZRRE T 21Tl RO K S HAET N 25 Tt
AT RENH %o
cFvUTL—va E
ATy bR
cFyUT L=y b
s Tuty YRV a— )V
« HERAE
BSNIEBFIIZ, SO EHFIACE % T L.
6. &R
HE
AFw R T, 4PLC 14 (4 Parameter Logistic Curve fit. Y-weighted) 7z W CF v
VT L=y arh—TMERE N5,
- Liv{ok 3]
-k MCBT B RO RO PIMALEE ng/mL TH 3. pg/L EHINT 3 &
HIRIC K DR 1.0 ZAVTATE NS,
- 2K I (ng/mL) X 1.0 = W (ug/L)
739
s WERRIC K > T 7 Z 7RICEMRMIRE N2 80D 5. COMIckREns
AREMEDH % 7 5 71T DV T ORI, EHd 2 BEROBIGIHEHZ S0 &,

CAIEERDHIEZE]

FLUEFIP I, A E, BF, BB REOREZ OB KO HRERD
BHEMIC X > TR Teod, SR U7z FUERiPA 23 E 3 % T &, CK-MB (&5
DB BOEENSIEEE NS T8, EHAD CK-MB JEEEZ S < OBAEN B 5 W0
MILRATHETH % 2, ELMERIFAE, CLSI 7’1 b 2L C28-A23 1cfit > Thiat Lz, 1EHE
A SEE L7z~ i, EDTA g, gy > 7k, Ry SEFHVTHE 1 [
WE Uiz, SMIARRD 99 /S—t > 2 1 )L RICRT X,

AUt
WARE n 99 83—t > &A1)V (ng/mL)
7k 225 3.4
Ik 224 5.1
it 449 4.7
EDTA 1
WAkRE n 99 8=t > %A )V (ng/mL)
Lotk 225 37
St 224 6.6
ot 449 5.0
mE
TRIAHE n 99 A=t > &A1)V (ng/mL)
Lk 225 3.1
Ik 224 5.2
ot 449 4.0

¥ CTICR U T —RISREMEHITH D SR TR B RETTRAND B,
4t 7F— 2RI & %)

Mg o CK-MB ¥ I DA D F e, 2UHIC LR 2 40, IEkass R 213
ZICWE, WIHEROF A%, EIIMICRILEFT > CHliEd 3 < & 56, CK-MB 0lliE
R M OBRIATR (DER, JEKZ L) Labe I 2T & 2, —HRIIC,
CK-MB P X W HIEIR T H 2 M D744 10 ~ 24 BERRICE—2 &b, 72~ 96
EEILLAIC @%@fﬁifﬁ??é7oCKMBﬁVﬁaﬁkhﬂth\¥Vh%k
Y—2 Lo e, THERAMEC 5722 LR d aReE A B % 79,

CK-MB I fdfikIC & D itfEd B 728 10-12 CK-MB 87 L7 > FF—H D
LR DS BT 3D Tla AL, CK-MBIEEISIIC B IAEL TV
7265 13 EURREE DM L EFIOBIC & CK-MB N 53 % L Oikne 5 14-17,
Fie. AEEREIGE 18, KR 19, ZRMMI% 20, HivArnT o —2l om
#TH CK-MBBEURY LT FVFF—UAElE [T C LAb b, $HRL 22,
FAHL OGRS 2324 L5 25 & CK-MB 450 FRZF| X AN D %o
T DX S IR R & DFTSER A2 KRIT B121E CK-MB A 27w 7 & (%)
NN DS, CKMB ATy 7 A (%) ERAICH - CEEENS,

CK-MB 2% (ng/mL)
X 100
K L7 I — P (U/L)

B LT FFEF—POREER CK-MB ORE IS M &> TRE S0
CK-MB A > Fw & A (%) W& HRICH Uiz Ui 2 e d 5 2 &, iK\CKMB
LYFy A (%) BERTOF Y TIVCHITTE S LIRS 7L 26,
HELEDEE
- H ORI E OBRA TR IERISOB A, JHFRAEISAET b 5 2O TlE

FEFUTHED < WA O R DB SRR S 2 18 U TRARNCHINTT % T L.

- CK-MB i, DFEZELS DRFEIC & 2 DIIIHREIC BT E L 2 TRl

Db b, DIIEOBWIEITSICH > Tk, A%y FOBEREOHTHL,

OLfIT—h— Bz, FEE=V L ISATBeYAR), DER. BERTR.

FERTE 8 L AbE TRAMTHIT 52 &,
< RYRE S/ Za—F)UHiRE O AN & BB WS & G2 I RE OBk

rficid, HAMA (Human Anti-Mouse Antibodies : 1~ At MMjifk) BWEENT

WA RS B 27, HAMA ZETIiAZ< ™ 2T/ &7 a—F Uik v iz

CK-MB A > 7w 7 A (%) =

b GHlE L, ELWEEE AR S RO ITHER A D . AF v I Tld HAMA
DFERIZ 2 1= DOENEENTOBD, Wi DRI RIS P ET 558,
BN OIS RARTEL 155 T LD S,

o b MMER O S TAR, SRR ORE a7 SKIG U, invitro DA LN/ Ty
YA EREZ DT LN D 28, BUHEFIAR O BEOMIKENE LI ha
T LWOIE A S R TN A D % 28, e i@@hﬁﬁbga&ég&#
H%,

[t 8]
(1) BR%

Ay b OB, Y2 7V 3 ng/mL LA ET, CVIO%LL R TH 5, HEME
&, CLSI 7' b 2L EP5-A29 12> Tt L7z,

AV FE—VBXC 2 flO MK SIIVE, 3 By b0, 2 BOMEEHWT
20 HRCED 1 H 2 M 2 EPE Lz, Fv VU 7 L— 3 Vid&addoy hTeic 1
Fiolz, KRBT,

T PENEEE FEFFBIE
F n (ng/mL) SD  CV(%) SD  CV(%)
80 7.1 0.24 3.3 0.25 3.6
80 7.2 0.29 4.1 0.31 4.3
80 7.0 0.25 3.6 0.28 4.0
80 7.6 0.27 3.5 0.30 4.0
80 7.5 0.28 3.7 0.29 3.9
80 7.3 0.29 3.9 0.32 4.3
80 30.3 0.94 3.1 1.09 3.6
80 31.9 1.39 4.4 1.44 4.5
80 30.4 1.12 3.7 1.21 4.0
80 30.7 1.00 33 1.09 3.6
80 30.3 1.21 4.0 1.23 4.1
80 30.9 1.15 3.7 1.30 4.2
80 80.1 2.45 3.1 2.69 3.4
80 85.8 2.64 3.1 3.18 3.7
80 80.6 2.92 3.6 3.51 4.3

2T s o
arvbhe—)LL 1

arhro—)LM 1

avbhua—)VH 1

2 80 80.0 3.24 4.0 3.53 4.4

80 79.8 3.15 3.9 3.41 43

80 81.6 2.92 3.6 3.58 4.4

A V78! 1 80 5.4 0.13 2.5 0.15 2.9
80 5.4 0.16 3.0 0.20 3.6

80 5.4 0.19 3.6 0.23 4.2

2 80 5.8 0.20 3.4 0.24 4.1

80 5.8 0.20 3.5 0.21 3.7

80 5.6 0.17 3.0 0.21 3.6

I83IL 2 1 80 14.1 0.34 2.4 0.42 3.0
80 15.1 0.46 3.0 0.47 3.1

80 143 0.33 2.3 0.42 3.0

2 80 14.7 0.40 2.7 0.47 3.2

80 14.8 0.35 2.4 0.43 29
80 14.7 0.55 3.7 0.57 3.9

OB FPOTFOFFTOFFOFFTOITFZO®E>OWHOW>O WL

¥ TTUTRLIET— 2 REMEHITH D SR TR BRHRE KT REN B 5.
(2 BEFOZ774I1V

RifE 717 7 4 )Vi&. International Federation of Clinical Chemistry and Laboratory
Medicine (IFCC) 30 1§t > THaf L7z, 3+ U 7 L—% A TR L7z CK-MB /% 0.29
~4.02 ng/mL O783)V 14 fil7z, 1 GO, 2 1y F Oz VT 10 HREICH
D 2EWE LIz, Fr VT L—ya VETOMIKC 3ETTo e, H3RVEENZ NG
40 FIAIE Uiz, #EMBIED CV% GAEN. WIEM. B B¥Eay MHODEE ET)
ZEHU, BEOTFMICH LTIy Lz, Tmy b LT —2omkihih 5
CVI0%ICHHnT B IRE R LTz, CVI0%DRGE CHIEFRER AT v b DR/NEE
1£0.29 ng/mL TH -7z,

(3) FRERME

FHR

ARy b OFREARPEE, BERED 20% AN TdH %, CK-MB i 190.5 ~ 274.6
ng/mL OBAZANT, Ay FORREHIEZIM L7z, Mk, ERE b nite
IO TEAERICTH Uz, SR RITRT X,

T PR Y7 7

YT PR SRR Pl OR BRI TR OROK
ID  FBfG% (ng/mL)  (ng/mlL) (ng/mL)  (ng/mL) (%)
1 AN 190.5 — — — —

1:2 97.2 0.7 96.5 95.3 101
1:10 20.6 1.2 19.4 19.1 102
1:50 5.3 1.3 4.0 3.8 104
2 AR 2423 — — — —
1:2 124.9 0.7 124.2 121.1 103
1:10 25.7 1.2 24.5 24.2 101
1:50 6.0 1.3 4.7 4.8 97
3 A 274.6 — — — —
1:2 136.3 0.7 135.6 137.3 99
1:10 28.5 1.2 27.3 27.5 99
1:50 6.4 1.3 5.1 5.5 93




X TR LT —RRENEHRITH D, SR TIREE M2 R THE
M5,
X% Y Y T IVHIKERE (ng/mL) =
IR (ng/mL) — TR MRS (ng/mL)
SEGY Y T VHKRIEEE (ng/mL) "

PRI (ng/mL)

RO TRHUERE (%) =

BEIHR
CK-MB ¢ 128.3 ~278.2 ng/mL Ok I T BB Z ] L7258 04+
INAJEINE S TON N i o (e

TR IR ™
gy TR (€ iNEES TN TR AR HOK
D (ng/mL) (ng/mL) (%)
1 128.3 119.4 93
2 169.7 164.0 97
3 260.8 268.1 103
4 273.3 304.6 111
5 278.2 264.2 95
¥ CTIWIRLET—2RENEBITH D, SHidk TR 3 MRERTHEDN
H%

AT (ng/mL)
i TRREHRIE (%) = — X 100
AT (ng/mL)

(4) DHFREE

AKFw b OGHEEIE. SIEE 95% T 0.1 ng/mLL N TH%5 (Fr VT L—2AD
10 EHEBICF vV T L—2BD 4 EMER 38 EITo72), DHIEEF. FvV
7' L—% A (0.0 ng/mL) OFEEMNS 2SD ICHINT HIETH D, ¥rEXHITE
BiNBIE KT,

(5) AR

- WEHIPRIE. 0.1 ~ 300.0 ng/mL TH %,
- AEmROL G, W ERIZ 600.0 ng/mL TH %,

(6) HERIMEEBRMERUREADEENE

1. AEREEERAE
ATy BT BHBEGREIE. 090 ETH D, AFy F2HNT, ~"SU VY F
v LAz 1 EHIE LU THET 2175 72, 3 B0, 3 1y FOREEEHWT,
HERh v ) 7 L— 3 V& 3 [ElfTo 2. 155N TzlliE % P#EL CK-MB - &
A F78w & L LW Uiz, [l 75140 Passing-Bablok i 31 % il iz, # 2 U =g %,
ARFy b vs. PFEIL CK-MB = 21 F78y 7

© APLETHAY %

iz IRy
IFl /1% n (95 % (5 HIX 1) (95 % (SHIXIAD FHEIFRE (r)
0.81 -0.51

Passing-Bablok 72:% % 201 0.985

(0.79~0.82) (-1.16 ~0.14)

300 -

A+ bk (ng/mL)

0 T T T T T 1
0 50 100 150 200 250 300
PFI CK-MB + ZAF 13w 5 (ng/mL)

YT IVORRERIP (ARF v b) 1.5 ~ 256.9 ng/mL

B T IVOYREERI (PFEZUL CK-MB « 21 F738» ) 1 1.8 ~ 296.0 ng/mL

¥ CCWRLET—REREMNEHITHY . SRR TR AL SR 2RI Han
»%,

X% 2T VI K OTERED RIS B U CRAIZR TSN 2 B U 7RO AN

2. BIERAOEENE

FHPAERER Y 228>k CK-MB 2 L THEEIC K DR LTV D, #HHEE

UGS L Cwad ) ar e+ b CK-MB 7 2 /O Fic X v i zfr->Twv
%, Fv U T L—REHNEERICEDNTHEEN TV S,

* (A EXIZEERV EDFE]

(1) BRWE (BRRRSLE) DER
AR ARy FOWETE, b MRAZIO 5. #ikiE, HIV, HBV, HCV %0

BROBNDHZED L LTHOIS T e, AJIETHAT 23853, e Ml
KBXU / ETGEAENER DS 2MEDN T EN TS, M. (AR - 48
EE (v bOHER)] 2@ [BZ-BE BEHD] 2ok, b bk
WIE E 1 EANEEEYI N e RIERRMERE L a0 T L2 T 2 aRid s ncn
B0 IRTOL MHORYIEISITENC R D 5 & # 2 T, OSHA Standard on
Bloodborne Pathogens32 IZfit> THUD S T &, BHEMEZ G, £72d2 0D
BB MOV TIE, NA 1A TF 1 Ll 233 E i3 i@y i1
A 7T ¢ HHE 343D T BT b, RAICH I T, BROEMERT 2
Feth, EROBEK, B, XAV BIOEETRESESH L, 211K YRy
T YA RThENT b,

cavhu—LicEENS L bR 2RV EIE HBs HUERETE, HIV-1 RNA BBIEE 721

HIV-1 HURERE, HCV HUARRME, HIV-1/HIV-2 FilklZPETH %,

+ AFEDER S THRIMC A T AR T HICR VIR T F OIS 2 EZ T, £

EHBHULEMOFY THEEZTZT L,

s FUA—BTNVAVERTH %o IR U TIE, BEDEREICNE LD,

HIZABRWE SRS BT L,

ARSI, RIFAE LT e UYL EENRTVS 8D
Nbd, iE, (FAR-BIEF (Fv bOER)] 723 (BE-BE EFD)]
ZBMMDOT Lo B QAN X O IEFFITHEIEDIRO A ADFEAT B HLD D B
HHOBK, BB, <A7FREHN L, KK RRZWALEZVT & NAYIB X
UABRIGEY L THRET 5 Lo

s LT —R—b (SDS) ZTHEHEDHEAIE, AA Y=Y HR— bty Rx—Ic B

VWEDELEEL,

© BEREA R O S EOTER OGSOV TR, EH T 2 B2E O RHEIHE 2 S -0

iyt

(2) ERLEDEE

- (IR X T [ LT &

- Fy PREBRESF Y FORERERETERALELT L.

CA-ORY FESORETH o CLMERFERI T LR LANT L,

BB A V08— T o VRIS Ty M BBAE, Wk LIk TR

HEMUHHIGET A ENH B, XA 71— F ¢ ZIVOIRATEC OV TIE. [B
AR RERR)] Q)RIE (&F) Erzsioc L,

< HER MVARER. HEOERRBRRELBREET. HEOLEHSTDBTE

BT 5T &L, RMIXBEDORTICH > THEZEALLGWMES. AEBROEEME
FRIETERLY,

< EREBT BRI, HER MVICHEEZRYMIFZ L EE, FREFREEAL

TIT3T &,

© Ty TR ISR MV HREZ IO (7253, RMVEREEREVLTE,

AR U, IEREROEEIEDME DN S,

+ WFHIAED & GASED PEERIE TR LTI 5 T LD 2 EICIZZE L RW,
 BEREAER OEE O O ROFHNC DOV TIE, Y 2 R OBk E 2 2

DT &,

s AR MEL UTTREO T E 2 ~8CTRIFT ST &0 2 ~ 8CORELI

MEEO L%, I QICHHFRETH %0

g FrUTL—& arybu—)Uid, ERIEEDEE LI R 7 a, i

HIRE TRETH %,

s ARRFEF Y ME AZ ey MEEREZ RO ETRA 30 HRRF S 5 ENT

&%, 30 Had &7k MIBERT 5 T &0 BERNICBT 2 R1EN-D - F
FUICONTER, [T 2BEOIULHIHEZSIO T &,

c AIBIEIRCRAE L X IRETZD. H2VEEEI SO MU TRIET 2. i

AN OO H Uz & Eid, AR MVAPHBXTRER MVHFY v 7%
IO ANFTIRRET, ViTleEF 2 ~8CTHRIFT 2T &, BN HIY KL THRAF
T 2T VL TIREZRDOTeD B DRy FABX T LA TIRIFT ST &0
WRHSIYE LA 7AN—T 1 ZIVR MILD, 2~ 8COREHZBATILT
RETRESNGD SFIBE (REZDRYFFIRET). COEEF Y MIEET
BT &, al¥EFy MR DI T BROREMIE. (T 5 Bah O BRI 2
BOT &,

AR IV MO VORBICRRAILEZFEBLTWS, RAILRT7 LIVF—%

FEREFNICEC T T LN BB,

cFXUTL—% arvibo—)lid, -10CUFTHRIFT S &,
s FY VT L= ar -l BB D ERED DUV ISR I ARE LR

[yt

c FyUTL—RE 15~ 30CT 45 ~ 60 /et L TeRICafiEd 2 & AN

12 5~ 10 [ L THAICEMT 5 2 & HRIEEBIC 2 ~ 8 CORELNIC
RY T Lo iRl 90 HIHE THHRETH %,

s Y bha—biE, 15~ 30°CT 30 ~ 60 7/id L CoeRICrlfitd 2 2 & R

5~ 10 [ L THRITRMT 2 T &, MA%IEEBIC 2 ~ 8 COREHATICIR
9T &, RIS 30 HEE CHAWEETH %,
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() EELDEE

+ MiAHICIE HIV, HBV, HCV SFORGNED & DVHET 2NN H 2 DT, FEK.
I A e e EE KRR T R U Y L (ERERIRE 1,000 ppm, 1 FEHEELE
IZED RV TIVTE R 2%, 1 LA RED I K 5THFLE, HEH 0
EA—=r27L—7 (121°C, 20 77PAE) 12 KB MELMZITS T &
AHEB K URESZHHET 2503, FEEEY OIS X UWHRIC B 2, K
PGB B OREICHE > TS B T &,
ARCHEO MR DREL L 72 BT, TREL U 7oA i 2 WA IR Uy FRECL 72 5
YR TR E M - etk E5IC 0.1 % RUEHRR T U ¥ LGk & DY) iH
AT ERS T & MEEEYRMREN S (P8, LS, FBRAKLE) 25
HLTIFS T &,
AHE TR 2RSHICE, SRR LTI DT PY D LDFENTVE LD
NoB, i, [FAR-HEEF (Fv bOBm)] Fizid (A% BE BFE5B)]
ZBMOT L, TV MU YLLK, 0, 8E LS TEREEORET Y R
BRI BT ENHBDT, BRI H5AICE, KiO/KEHITHY T &, LR7xpE
FAHEDFMCOWTIE, fEHS 2 HEROEEIH 2z 2RO T L,

(BriE753E. BRHAR)

W R
REE T 2~ 8¢ 18 fi/]
ZetuAs TR A—OFCE, kU H— DI RRB

fEAIIRIE, SHEECRRENTV S,

(GE=T=<lim))
7—F77Uh - CK-MB ST
O #FFv b BIGHTES 2K42-28 1100 |1

A= T 4 7))V 6.6 mL X 1
cavYaks—r 59mL X 1
O FL Ry H—* SUES 6E23 ¢ 975 mL X 4
O b H—* BEEES 6055 975 mL X 4
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