CORAXEELRATHOERAL TS,
Tz BERITHEDHOIITRELTENTLSL,

I LT 2= 36 5h w0k 2021 4F 8 H ekiT (55 12 fR)
%2021 4E 5 J2ET (55 11 [
AR FE AR 51 21300AMY 00492000

[ 332" 2T 4 |

VSAMAR LR - RE- RS BREAS—X
IR 72-4 ok

ITUIIL— R HE
CA72-4

[£E73EE]

L AN 2ZE A THY, TS0 BRI A L0 ¢<
Jt={AN

2. WERERITEESERRZNIT, BERIERCIEN DR R L
EOFETCL Y E RIS A BRI L TIEE 0,

3. WS SCEICERERES AL B R OV A EICRE s TERL
TLIZE Y, RSV B B9 R OE - A & DU CofE RIS
DWNTE, WERROEBEMEARIEL R ET,

4. T DHE8 O WA SCE & ORI E A LR A ki
P THAHLTZEN,

[(FeK-BEF (FVDHERK) ]

IHN—IREAE

1. CA72-4
MR/ vy T D,

MP & (M)/ fEA5,
AT NV a—T g T~ A 7 =T 4 L
(SA f&tt: MP)
Rk LR/ K
A F L AbHT CAT2-4 =7 AE ) 7 a—F )Lk
(EAF 1Lht CAT2-4 Hifk)
ik 2(R2) /2
MR (Q2,2-EEIP V) VT =0 (1) %L CAT2-4 ~v
AE ) ya—F AR
(Ru(bpy)s #Zi#kHi CAT2-4 HLiE)
2. A+ (RI5E)
HERGRIE/F v 7 Dt
Jav)/H
N7 aE LTI
HER) L 2ITMAEbETHERALTIESN,

[ERBM]
3% 3T R o> CAT2-4 ORNFE

[BIE R 2]

Ay M, Mg Mg o CAT2-4 ZHIET 20T, BT
PR ERECLIA MR ZREFIELL COET V5 1 RUGEL
THIR, B4 F ALl CAT2-4 ~U AT/ Ju—F ik (B4
{bHT CAT2-4 HUK) R ORI (2,2°-E U ) AT =7 5 (11) %
L CAT2-4 =0 RE/7m—F VHUE (Rulbpy) ; BEikft CAT2-4 HL
) EMXALFax—arLET, #H 2 KGELTAN- TR
VaA—T AU TR~ AR —TF 17V (SA BetE MP) A A% =
NR—arLET, MSRAEEZNEE VRS L, 12Xy SA
Tt MP 2B S | ZAHTET, RICN 7B LTI 2050, R
B RELETB/F 47BE), SA BEPE MP IZHEALTWVWD
Ru(bpy) ; FEFRHT CAT2-4 HLED Rulbpy)s 1. BAB~OHEIZ LA

fe& N7 BT TORITT UGS E L 5 20§ DT,

PTERFR TOFRIIREZ BB E THELE T, FROBRFELZL

cobas’

12X X V7L —ZORNIREN D RIETF D CAT2-4 REZFHLET,

HlHRELOEE)

1. AIERHOME - I
TE R : 3% SR E (-~ U EDTA)
I E R D22 EME 1 20~25°C T 24 FER,
2~8°CC 30 HIH.
-20°C(£5°C) T 90 HRZE
(A AR 1 Bl Z)
BB OFEFUC Lo TiE, WERRICHELY KT TIHERHY
FTOTHEATHERME ORETCORRIHESTTEE N,
W OHOBRAARIL, A RNCE D ERIEEIT> TSN, 2,
IMEAL T BRI EAE FH L7 7280y,
TIALFTND LR ER/ T HBECar he— i, WIEICEHL
ZRNTLTESYY,
AL DWNE ~ DR BRI D720 | B TR E LT A,
Fy T —& O ar br—uE 2 B BAICHIE L TS0,
2. BEDE-HEEHF
(1) TFTRITRTWERKGLOREICE 2D E LR LI-L
A, FTROKREFETIIIEITH 20 EITLL FoOf
FHNTCLT=,
CAT72-4 P2 <4 U/mL OFfA: +0.4 U/mL LA
CAT72-4 P2 >4~100 U/mL OHfd: +=10% AN
CAT2-4 2 >100 U/mL O#K: +12%LIH

e R
Wil (~EZary) 1,000 mg/dL
HIE (EUAEY) 66 mg/dL
JLE (S hTUEVR) 1,500 mg/dL
Vo~ F K+ 1,200 TU/mL
BT (B3 By) 1,200 ng/mL
(2) CAT72-4 ¥2F¥ 15,000 U/mL £T7 /' — HBICL5M
IR LIER A,

(3) 27 FEO—RIRIEFFIRIC OV TOMES In—vitro Bk
THERRLIZEZ A, FWBIIROLNFERATL,

(4)  ALIT AT, RO EDTFELIZHA . 5
N RITx LT, IR BRI S E BRI E TERW

LAEBHOET,
3. T
AGRIITLL T ORI E A TEET,
RIS aNZ e 411 728
N 6000 (R ALIRA] €601 £ 2—/L)
TEE R =3 8000 (FfE LR €602 £V 2—/L)
7o

ZFDIFH>D % T ATREZRE ST W TR E TR W& hE<
7280,

IR AEURESE)]

1. BEORHAE
FTARTCORIKIFTZOFFIMALIZE,
2. REOREM
IHN—IRERE
(1) CA72-4
RBRE : 2~8°C Tl IR ETRE
BREH% :2~8°C T 12 K22 E
(&P L TS0 EME)
Hian b8 W2 E



(2)

o+l (BI5E)
RBAEIE: 15~25°C Tl IR £ TLE
B b

O]

@

IHN—PRRE TOowILDBE
Xy 7 ERITIRRET 3 B,

Xy 7 ADTRAET 4 BRI E
IVN—IREE Jow)L MOEE
5 AMZE

3. RIELELRFE-F/M-HE
<A 6000 (I ALHEL T €601 BV 2—/b) 3R 8000 (i
ALEE €602 B2 2— 1) 7L FDIEN DT ] AT RE/ b s
Wt ETRBMWEDETES N,
cTJ)N— A CAT2-4 Xx VT L —H
TN —V A FLFarba—)L ™
T N—T A JY =R
TNV AR VAT Ay A
Y — R 2010 STEF YT
T N—T A 2010 T AT
T — A 2010 ZU—2TAF—
T —V A JY—L M
T N— AR TLI)— M
CTIN—VA Ta—T TFyva M
CTIN—TAR TRATYT/FT M
CTIN—V AR T2 TAF— M
T N— A PC/CC hv7 M
c TN — VA SRR 1L
i 7T, & B DR SCE K OBk E A2 2 S IRKEE
W, F, BRI IVER TR BBV ET O T, TR R
TRENTZNFELELEEE TR WA DELITZEN,

4. BEFE

(1

B E 1
IHN—IRAE

©)
(a)

(b)

(c)

CA72-4
BEANDRE/N\VIDEE

HERORIET A AT DZENTNDR VT a NI Sy
ey LET,

3281 LTIy N2 2 BEO LET,
IV TRV TR,

X vy 7 ORI, B8R B BT VET,
BEA%IE, TOEEHERORIET A AT NIZRTFLT
LFEEV,

HEADAERHOEE

FTE DAL E iR %y N UET,

AR~ O B IFIEOFEMIL, OBk EES
L TR,

Fv)JIL—ay

ARIEIHE AT 2vAF —FX VT —ar T —HiT
RIEARy 7 W F VT —FD 2D N—a—F|
N—=a—RH—R N—a—R—hEOEFEESN
2F% ¥V T —varFRICESHESNTVET, v X
A= )T —ar T —HE KRR REICHE &S
BHEDIT, FrIT L —varEiT0Ed,
ZOXFYVT L —arilit, =/ —3 A CAT2-4
FXVTL =2 EERLET,

7)) HLnay ORI 5856 AR TR IE

LTmb 24 BRI OFT LGRS Sy 7 2 VT

VT HY T L —aEfToTLIEEN, ZOF v
V7L —var 7 —40, [f—ayhOi#E <y 7|z
R ENDF v 7L —a(L-Ca)b LT, Hes
IZRegk S ET,

2)

@

(a)

(b)

A) HELEST AV T L — T ar OBE - FOETEE L,
UTDEBYTE, LLARE, FEEEHALET
MENECTGAIE, LT T L —vavk
IToTLIEEN,

1 ORI Y% T BIETHOELEE:

R L-Cal 1%, 12 HBEAZTT, ZOMF¥I7
L=y al I RETY, 72 LIR—ry N Th, 12
HFNT 1B L-Cal ZFHL TEE,

L ORIy 7% T AME B UERT 2546
7 HRNC 1 EZORIE I TR YT L —ar L
TSN, ZOBEOF ¥V T L —rar7 —4i%,
LRI TN DBERNF VT L —a R-
CalEL T, BEgRIZREsRSIE T,

T — A CAT2-4 X V7L —Z(BIFE) DA
He A B E ZEERE I, )TV — 2R
LEETBILIZEN,

FrVT L —var Efi%IE LTarbr—r
BHEHIEL, BEEHEEIT > COLRIKHIESE
1ToTLIZEN,

Za+)L (BI5E)

FERRA~DORBIE FIEOREMIT, M OBk EE 2

L TIZEN,

IHIL—SREE Jow)L/Tatil MR

WETS 1 FREFLL RIS, BEERCaE L ET (RN

ZRNTLIEEWNY),

IHON—YRRE TOwLE2FRDIGE

LT RIS BTSN,

HIERNC vy 72 BT ET,

WEH. HHVIE 3 FEMLL AL WIEA I,

XYy 7O ET,

BE (R vFiR)

@

)
®

®

i)

1 R0 iR, Rk 1 (e 4 F o bHl CAT2-4 HifK)
K OGRIE 2 (Rulbpy) 3 kT CAT2-4 HUIR) 2N A K
REEET,

55 2 BO - MP % (SA Tt MP) 2N 2 SRS E7,
SO IRA R 2 E BB L, BEITIZED SA Rtk
MP ZEMICF | E T ET,
TutL (N7 ae 7)) E#WEIL, R DZERE
LETB/F 408k, SA BME MP IZfEAL TS
Ru(bpy); fZi# Pt CAT2-4 FLIRD Rulbpy); 1T, AR~
DR EICEDEALE, N7 B LTI TO®E TG
2RO FhEL RO ZARD KT D C, FTE R T O IEHR
EE B IREE CELET,

R DEREZ LTI=F Y 7L —H DR EIRENDS | Fa
o CAT2-4 JREFFHLET,

BRVEREIS (282 e 411 DBE)

1 UG

WA (30 w L) | 3 1065 1 L) B OSRIE 2(65 1 L)
[Gages

v

| 3TCTAFat—Tar

%2 RO
<—MP (A0 1 L)

3TCTALFaX—rar &I,
BOSHEA R E /A5

<«— Tt

L eors e | e 18 5




5.

REERE

WS, =7V —3 2 FrFarta—L ™M (502D
ERLIZEY,

IEEEEET D7 &b 24 NS 1 IO FEREEHELEL TS,
e — L OWEMBHAHFFEHBHENICH L EEMRL THOME
RBEIEEAT>TLIZE,

[ BIEFERDFIEX]

1.

2.

BIEHROHERVSE L

S FEUERIDH 6.9 U/mL LT

s 635 B2 V-7 — 2R3 EK CAT2-4 COMEHE R
(95 /8=t ZANAE) 2,

FEVMEGRPAIL, JUEBURE, WISk, FEHEE KR I K R 555
AEDRHVETOT, sk CTHRESHGRD b BELTIES,
BIRDFHER

WEFFH LERAAE 2 DR EE R LI RIE UL, HO0 08 & iE
DT PSNDBREIZOVTE, =/ — 2 BIRARIE TG
56)% IV TR R 238 TR L CRIE L TES U,

BRIZE AR, AFECEDAROVTIZENTH, 1120
B TARLCTHETHIEEHEE L E, Zeds, A BRHIE R IX
TR DOERRE 110 U/mL LW KEADINCHINLTL
728V, ATECHIRUIZIG A A IS IR E A2 ] U CLIZS
W, BEIAIROS A BEMIZEE S ARG R AR LT
FERARHUET, WERPASOBRAIKIZISN T, AREHR D
RONZ2WGAERHYET,

o[ 1ERE]

1.

2.

TH8E

[ & (BRAEDT 1) 1 0 GRd AV SRR EE « IE M - [R] ep A L
PEDERPEATST25G . TS MEICESLET,

(1) REEHER

@ CAT72-4 IEFE 0.5~5.0 U/mL OEAEREZREIELT
BET Dl JOEMALIE 1,100~5,500 Counts D
FHNIZHVET,

@ CA72-4 ¥EEE 40~160 U/mL OfEUERAREIELT
BETHEE, FEEHEEIT 40,000~200,000 Counts
OHEPANICHYET,

(2) LEREMHER
BEJni B o 1A Ml A sl Rt e L CRIE T 5 4%, JIERE
SRV D £20% LINICHY ET,

(3) RIBFFBERMHER
[E—&i% 3 BIRIFHCHET DX, JIEMD CV fHi%
10%LL FT9,

(4) BIEFEH
0.500~250 U/mL

(5) BIETHRIE

LoB : 0.5 U/mL

LoD :1.0 U/mL

LoQ :1.5U/mL

CLSI HART A EP1T-A2NZHt~T, 7T 7 EIR (LoB) .

RS (LoD) | & BRI (LoQ) R L EL 7z,

AR BR AR
(1) AAHEBEAFREOFHBEMEEZRFILIZEZA, 140 FlD 1.
TEREICRB O C RGO ELE 2,
FHBEFREL r=0.978
EEA y=0.91x - 1.40
NN x: BEAF 8
() MiERARE MR RO BMEERFTLIZEZA, 60 FlOD
IRV T RAFRFBMESSONEL 2,
FHBAMREL r=0.999
[EYERX y=0.96 x + 0.02
viERAR xc MIERA

[ AL XTIV EDIEE]
ik b (FERREALL) DR

3/4

1.

2.

@

(2

3

(4)

5)

6

(M

®

BB R OAR G OBAR O, OV CTLE, RRagel
DRELR K ORI IRSI A5 95708 . ARICHE B2fil
NRWNWIDNTHEBL TS, £z, WIEKR TH%RIZILF
HPEoTLTIES N,

HRERERSTHR O ASTZHAIZIE, BEHIZKTLY)
BANTLEN IR T 72 E DS AIE 1TV, BENHIUTE
FIOFY Tl a7 TRIESN,

IR > THFE K OSBRI 35 L= A icid, b
KEOKTHNREL TSN,

ARFE IE U AR TAHIRL O DIRE RS TL72E
Uy,

R % ZIZ L7235 6 0%, IR M A (5 0 R
1,000 ppm,0.1%)72E D HERAZFHE AL TLwI SA T
TS TEEN, 725, |EMBRRITIT, T 2O F4E7
EIZXOFEFEL TS,

B A& B OAR i 2 BRO45 S T C IR A SR A L 72
TSN,

WfRix HIV, HBV, HCV 728 DO A N A LAY D fElé
PR3 HH DEL TR, B TR I A L85
BT E ARSI #E anE VT 121°CT 20 43 REILL B
BRI AT B0, Y REAR (7 2R SRR E 1,000
ppm, 0.1%) {2 1 KL EIR 3722812 IiEEL THEEY,
ZNHOIEEFIL, Thd SRR EIT - TLIZEN,
AREBIZIET VX —KEEEITBENRHD 2-AF )L
AVF T —V-3CQH)-F v HHBE N EENTNET D
T, BHRWITIEL ) SAACER L TLEES W,

FREDIE

@

@)

(&)

(4)

6]

6)

(M

®

R OVHEEI T OLDOZH AL, FO5E 5
721 ED O B IZEE A LR TLIEE N,

BIRI DT EPRE T IE e TRAFL . A S 570 1
EDFMELA TR LI 00 I IREZ B E 728 01X
FEFALZRNTLIZEN,

=ESANDE AT S A R Ry el e SR U SE D
TRNTLIEEN,

Iy 7T T DR, 1EIRAE (Water bath 728) (Z
B0 LN TLIE &N,

N—a—RE2R5LED, LU TRATHRELTHELIZVL
FRNTLIEENY,

BEOTNT T X TORIEELPERE F OKIL O Hea i
L TLIIEEN, KIEBRHDLG A IRV TIZE N,

TR TORIEIRAT XIS PR SE Y T Tl
pt={AN

F AT OFIEILBA S L3 RIS A 75 Y i ke
TLIEEW,

O— L0062 /01+9€0




O—1L006/2/0+9€0

3.

9)  WER K OVEEHRORBN T TRERUK 2 AL, ZKiE

IKITHWRNTLTEE N,

BRI A RTIC 20~25°CIZREL ., KIRFILTZEW,

72720 LIRVIRET0  JASL TR L e7EE 0y,

AERFTHEIE, vy 7 ORITRIEE T 205D

12, FEEORIETHRAFL TIZEN,

Azl DT, Fvy 7 ORICRIEE TR0 LD

12, BEORKRETHEHLCIZEN,

13) RO L T awuiE, B
FAAEDETHEALTIZEN,

(10)

(11)

(12)

WEISNTNETOT,

RELOIE
(1 WEICEVECBEIRIZOWTIE, Bk L LRIBRICIRE

Xi(ﬁa@&&@%ﬁo’(@iéb\ Fo INBEREETD
2, BEEFRIZE S TED BN EICHE S TL
f:“éb\o
Q) HFHBORBEREETLIEA T, FEWICETIRE
W2~ CIE IR BEFEN) ML pE S PEFED 22 X X B L TALERL
TLIEE,
(3)  BEIETABRI, AKEIGEBL IEESOHHIC
LTSN,
4) B R OREEZIT UG A, KRR (AR
P 1,000 ppm,0.1%)72E DI FREHE AL TUwI SA
ICRER S TSN, ks, |EWDBRICIX, T 28O F
W LI TFER#EL TSN,
6) Tt (BI5E) BIFIEOEEHEI T DIGEILRT VIR
W (= —2 R J)— L) HIRA LN TR S,
ZTOMOFE
(1) AREIZEAHEMIIBEFR S & mV OB EZ R LU E 3203,
R EE A UDEARHVET O T, LEIZISETT
FHBEMEIZ DWW THRFIS A Z L E B L ET,

MEL Tl

(BriE s i - A EAR ]

1.

BT A&

IHN—IREAE

(1) CA72-4
2~8 CTIRIFL TLIE SN (A [ XbE T TLIZE W),
AR SN TLTEE N,

(2) ZFO+IL(BIFE)
15~25°C THRTEL TS W @RS 1d08E T TLAEE W),
R A B SRNTLIEE N,

2. BuhEME
ION—RRE
(1) CA72-4
24 % A
f8E IR (Exp JIFAMH IZFEHL THYV ET,
(2) FowL(BI5%)
24 5 1
f5E F IR (Exp I3 IZFEH L THV £,
(E2E3--Eiv)|
IHIL—REE CAT2-4 100 TR+
MP & (M) 1X6.5 mL
ik 1 (R1) 1X8 mL
ik 2 (R2) 1X8 mL
IHI—IREE CAT2-4 5% 100 TRk
MP & (M) 1X6.5 mLX5
AR 1 (RD 1X8 mLX5
ik 2 (R2) 1X8 mLX5

IIN—IRERE TOwiL(BIFE)*

A=S Y

6 X380 mL

IHL—YREE TOtiL M(BIFE)*

VAR

1X2L XF 2X2L

N AT AEDbE Tz L — AR e ey

=T AR Ta M 2SS, SRR EREN

TEWELIZBH A E T WA

BHELIESN,

s EEIA]

4/4

1)

2)
3)

(F4
=0
HA

Blackburn, G.F. et al. Electrochemiluminescence Detection for
Development of Immunoassays and DNA Probe Assays for
Clinical Diagnostics. Clin.Chem. 1991, 37(9), p.1,534~1,539.
Btk —s

Clinical and Laboratory Standards Institute.  Evaluation of
Detection Capability for Clinical Laboratory Measurement
Procedures.  CLSI Document EP17-A2. Wayne, PA: CLSI;

2012.
WEDHEE]

2 BAT T ) AT 47 AR &
Hv—a—artyg—

T108-0075 HLRUERHEX HEmd 1-2-70

7Y

(%&

=9V

— X A%/l 0120-600-152

RFEEEEDKRL XITEHREUMERR]
2 AT T IAT 4o I AL

T108-0075 HAUERHEX HEmd 1-2-70
ZY—XA¥ L 0120-600-152

COBAS is a trademark of Roche.
ANRRUIY L~ R[E Roche DEIETT o

0%1-F(PIJAFvIABR 2t

0 3640779 001-0



