[ COBF SN FEXEESCGEATOHDHEAL T, |

PRI 7 [ 3 i, *x20234E 11 A &1 GE1LAR)
*20214F 2 A 8T (510480

U3 R SE i H & 5 13A2X00206000109

OSAMPHA - 1% - RE - ARWBREAY)—X
MAEBRERBARBEARILESFYE
IHIIL— A E
LH

(&fir7EEE]
Lo ARSIHSBETHY, Th A0 BRI L2 TS

Jt={AN
BTERE AL SRR B WL, BRRIERIEN DR ER Rn L
EORETC, LY EAR SR AT HIBIL CLEEN,
LS B R SN E A B ROV - &
P TREFIL TL7Z8 0, ARSIV B R OV - &
PANCOMERICOWTIE, IER ROE A REL 2 R ET,
it B3 DRSO TR TAL S R S K OV Bl it I 35 2 <
Fr, RLARICHES THEAL TS,
[FiX - BEZE (FVhDERD]
1. IYIL—IRRE LH
HERERIR /vy T D0
MP {iZ(M)/ (4,
AT TV a—F g TR~ A 7 —F 4 7L
(SA &bt MP)
A1 RD/IRE
v F AL A AR LT (LH) w7 AE / Z7a—) L
ETIREN
(EFF At LH Hiik)
Rk 2 (R2)/ 2
RIR(@2,2’ - BBV NN T =0 MDA B R L€
ALH)~ D A /7 a—F ik
(Ru(bpy)s EaskHT LH Hifk)
IVL—IREE FOwILGIFE)
HERGERIE /vy T D
ativ/H
[N A==
HE) L 203HAEDbETHEALTEEN,
(E=REM]
M35 S E AR O B A s LB L (LH) O JIE
RIE RE]
AFy NI, MG I MSE T OB AT A LB AL ERIET D60
T, BRALFEFNAIE R EEECLIAZHE FERLLCWEST Y, 4
1R EUTRRR, 30K 1(e 4 F Akt LH L4 K& ORI 2(Ru(bpy)s
FEGRL LH PUR)Z Iz A Fa_—ar LEd, 2 RISELTMP
IR(SA &tk MP)EINZ AL Fa—varl, ISRATRENE 'V
WL, BEAIICED SA Betk MP 2B &fHrEd, wicrm
BN TaENTINEREIL, REOSWERELETB/F 578,
SA fitE MP (T & LTS Rulbpy)s #Ei#kHT LH HUf&D Rubpy)s 13,
ERRA~DOREICLDELE, N7 HE LTI TOE TSI L
FENAARDIK L F T, FTERF COFNIREZ LB HEE CEL
FI, FREORIEEZ LIy VT L— 2 OF IR NS . Bk o LH
REARNLET,

1/4

cobas’

(BELDEE]
1. AEHBOME. REUE
PEFRE: M35 T~ RU> . EDTA)
BB 2 E M : 20~25°C T 5 H [H.
2~8°CC 14 HM.
—20°C(£5C)C 6 » 7 MZ%E
(HRE AL 1 [BloDFr)
BRIE OFFIC Lo %, JER BRI ELY KT TIHERHY
FTOTHMTLRME DRE COHRIZHE S TTEENY,
W OHDLBAIE, BT DMREER T TSN, Fe,
BT AR AL 22 T2,
T AT RIY BEER T HRECa br— i, JEICERL
7RNTLIES Y,
I LDWE ~DFEL BT D720 BRI E LT A,
Ty 7L —4 arbe—/iE 2 BRI BAPNICHIE L TLIZEW,
hEWME - EEH
wk(1)  FRITRTWEBALOREICE2 D BE R LIL 2
5. FROKREETITIEICG 2 22BN OHFAN
TL7,
LH #25 0.100~20 mIU/mL ORif&: +2.5 mlU/mL AN
LH #5 20~200 mIU/mL O : &= 105N
L7L=, WEE
ilL(~EZaey) 1,000 mg/dL
HIE(EYLEY) 66 mg/dL
AL FFIE ) 1,900 mg/dL
Vo ~F K+ 1,500 1U/mL
A F (B 43 B! 50 ng/mL
X1 AT U(EHXIVB)E L A5 mg UL EESLTODEBENLOR
ik, #5#%, Dhded 8 ML ERGEL TOBERL TSN,
FSH, TSH, hCG, hGH, hPL EDAZEGNET 0.1%
wc,
LH 2P 1,150 mIU/ml. £TIE, 71y — U BIBIC I AK
EIFEROLIEE A,
17 FROHHNZ DWW T D% In-vitro
A, WEITROLNEFATLE,
AL T BATIE, IFFRSIEMENFELIZSGE . 55
ARG RITHRILCL R RO EZ T2 R E &RV
ERHVET,
Z0Hh
AL T O i TEE T,
e R

2.

@
®)
) ABRCHEREL 7L

(5)

aNR e 411 7L
/32 6000(5E ALEL ] 601 7 2—/1)
ZNA 8000(F i ALEE A €602 £ 2 — L)
ny
ZDIED DT AT RE B SR IOV TR TR R WA bEL
EEN,
(£ - AEWREAR)]
1. HEORHAX
TRTCORIETZOEETFAHTEE,
HEOREM
1) THOL—IREHE LH
HRPAERF: 2~8°C Tl IR C&RE
B :2~8°CC 12 W22 E
(fFEFHZBIBL THH0Z2EN)
FPs b8 WL
IVN—LREE TawILGIFE
REAERF : 15~25°C Tl IR ET&LE
Fas k-
) IUL—RBEE TReILDOBE
Fry 7 HBTTOREET 3 B
Fry 72D TOIRAET 4 B % E

o E RS

2.

@)



2) IUIL—PRHRE JTotil MOFE
5 HMZE
3. RIMLELIRE - B/ - HE
wk « AN edll, N 6000CRFEMILH €601 £ 2—/L), 2
P32 8000(F B MLFR I 0602 £ a— /L) & (ZDIE D
ATREZRFE R DWW T F TRV G <72E)
¥z —3 & LH F4U7L—#1
NiE, = —3 A LH FvU7L—411
s LI N—VA FFarba—v U
CII—V R )=
TNV R VAT F
cTI—U R 2010 HEF VT
s TY— A 2010 Tk AHvT
C =R 2010 ZV =T AT —
CZIN—V R )= M
s ZIN—T A TLI)—0 M
CTIN—V A =TTy 2 M
C TIN—VAR T AT/ FvT M
C TNV AR T TAF— M
« TYN— A PC/CC Av7 M
R IO TR RV ET OT, TARBZRARRENT
SWELLIAETBEWAEDLELIESN,
4. BIEARE
(1) BIE#EE
1) IHUIL—REE LH

FEERORIET 4 AT DZENTNDHRY va ik

oy NUET,

A1 H ISR Ey T2l EBEIDL

35

PRI TR TLE S,

Xy 7 ORMIE. S BEIATOET,

%L, ZOEFEBROTET AT NITRAT

LTLIZEN,

b. HIFEADAEHBOERE

PrEDALEI MR E Y UET,

BEr A~ OFRE FIEOFEMIEL, HEaRO TR

FEBRLTIEEN,

wke,  Fyl)IL—iav

ARFEIHEH T DA —F T L —a

T —HIRHE Ay W RNTF KV T L—ZD 2D

N—a—R | N—a—Rh—REOEEESR

LX) T —va ARSI TOWET,

2B =X )T L —ar T — B KRR O R E

WG SELT2DIT, FXTL—arafT0E

S

ZOXFFIT L —vallE, =/ —v A LH

X7 —&1 =/ —3 A LH F¥U7

L—#1 (ylae) & L £,

7) FHlney oA T84, BRI
FRIE L THD 24 IEE AN O BT LWEREE S
7EHNT, BTFFpIT7TL—ar%{7oT
&N, ZOFXVT L —TarT —H0, [

By ORI Ny 7 IZEHAShDF )T
L—ar(L-Ca)bL T, M iidRshE
7

A) HEET DXV T L= a ORIE - HFTAE
B, UTOEBYTT, UL, &
FEEH S CRENEU AR, BTy
V7L —ar a2 {ToTLESNY,

1 DOy % 7T B CTHEVEDEA:
FE L-Cal 1, 1 »A@8 H)MAZTY, =
OMFXV T — a2 IR T, 72721

2/4

2)

—yhNTH, 1 #H @8 HIZ 1 L-Cal %
FHLTLES N,

1 ORI IE T HfEBL THMRT5
B

7 AN 1 E2ORE Ry TXr )T —
varL KEEN, ZOBEOXX T L —g
VT =T, ORISR D B R
Xy 7L —a(RCaDEL T, HEZRICRTEE
SET,

)¢/ — A LH vV 7L —4 1 XI=rL—
A LH v )7 L—& BI52) 0, )7
B BEMWEREE, XVT L —2IEERD
BTSN,

FXVTU—varEfigiE, wTarbr—Lak
BEHEL, FEEEHET CTHORIKHITEE
1ToTLIESN,

IVN—2REE TOwILGIFE)

PR~ ORI ITIEOFEMIT, FERRO B EE 2

HRLCL7ZEn,

a. IVIL—IRFRE Towi/Towil M HRE
BIETS 1 ReBILL BRI, MR E L £ 00
NETIRNTLIEE WY,

b. IVIL—IREE TOwILESERADSA
PLFOAICT ] ELIES N,
WERNZF vy 7 ZBITET,

WE®, SOV 3 RERILL LA LRWE AL
X7 O ET,

(2) BESURAVFE)

D

2)
3)

4)

5)

B BOS IR BIR 1| (AT AP LH HiiR) L
i 2 (Rulbpy)s kT LH U2 SOSSEET,
%52 BUG MP R(SA BebE MP)ZINZ SOGSEET,
PSR R RE /AR EIL, B2 XD SA Rtk
MP ZEBARIZE | EHTET,

T/ (N T BT INERGIL, RESEERE
LETB/F 478E. SA Bk MP IZHEELTW5 Ru
(bpy)s BE#HT LH H1ED Rubpy)s 1%, ER~DHE
DR E, N7 e LT TOE TG LY D
B FEN AL FT, FIERFHCOZ IR E L E
TGS CHIELET,
FEEDBEE LT-F v U T L —ZOFTREENS .
Ko LH REZARHLUET,

Bil) BRI (232 e 411 DHH)

REEE

EALUA
Helk (20 1 L) L BRI 1(75 p L) R ORRIKE2 (T5 1 L)
2ok

v

| srcofrdan—yar

20
<—MP#EB0uL)

BT CTALFaX—TaZ{T0,
S A B E - AT 5 |
<«— Tk

B/F 53k

| & Cem e | w184

SR, =/ —2 A FLFarta—L URI5E)ET
MLTZE,

R BT B 24 BERIC 1 Bl Kz HESE L COEd,
b OPE A REI NI D DT LEFERRL TrbH



RHIEZAT - TTEEY,

(AEHEROHEEX]

AEREROHERVSEELEFHE
(1) BHT—2Ic&55EHEHH?

LH J#% (mlU/mL)
PERI n
P ufE 5~95 /18—t ZALH

Tk 322 4.0 1.7~8.6

i
—  Efa 316 5.9 2.4~12.6
—  Heons 56 30.8 14.0~95.6
— 280 4.3 1.0~11.4
— AR 132 29.1 7.7~58.5

(EHHDOEANT T LIBITD, 5~95 /—kLHA1/LH)
(2) ERBRHIZLZSEHEEHFR Y

i
HH JEHEGH
e P n :
Bk — 65 2.2~8.4
YRR RS 76
1.4~15
LH SR fa 56
(mIU/mL) e HESP 32 8~100
AR 89 0.5~15
k1% 130 11~50

bSE M 19r PN ER
BT 8T AR w7312 5D MEAN =+ 1.96SD/ /2 735 AR w27
1255 2.5~97.5 /S—BLZA N
FEYMEGPHIL, HERCRE, MIESM:, EMEEAR S ICI R
G EMBHVET O T, Khtisk CHRELMHREO L % E
LTL7EEN,
() BAEOFER
TE P2 ) ASGREL TCWVDTD . FRIIARE T,

(t£RE]

1.

3.

TE8E
[FE - s GREE) JoREICe R - IEfENE - [FIRF
BHUEOKRB AT TG, FilOBUSEICESLET,
(1) REEHER
D HEAEEARLVES(CHIE 0.5~1.0 mIU/mL O
YA R L CRET B E&, LR 1,000~
6,000 Counts OFIFHNIZHYET,
2)  FEKREERLVE(LH)IRE 30~50 mlU/mlL OFEHE
WaRREE U TRIET AL, HILIREIE 30,000~
80,000 Counts D#IFANIZHVET,
(2) IEREMHERER
BEZNE B O B M 2 sk e U CHE T B e, e
HLTREAIE R O + 15% LNICHV ET,
(3) EEFHIRMERER
Al —fa k% 3 [EIRIRFICHE 25L&, CV X 10%LLF T
R
(4) BIEEEE
0.1~200 mlU/mL
FEBAMEER BR AL IE
A EREAE B (AL B 3R E O B A MR L T2 L 2 A
107 BlOMmIE BRI O T B2 BN S ELT 2,
FHBIFREL r=0.987

[FRE=C  y=0.978x + 0.116
VA x: BEAF B
RIEAOEEYME

NIBSC 80/552

(EALEXFEKENEDTE]

1.

ikl b (FERRRALE) DIEE

(1) B OARGOEARNTIE, AV TRIR, FRERED
PR N ORI IREEZ G 9 57080 AMKICE# AL
RNEIITHERLTIZEN, Fo, JERK TRIZEISFE

3.

Yo TIZEW,

2) HMENHESTHRLOICASTEHAIE, BEHIZKTLYS
SN T 7R E OIS BB EATV N BN HIVULE A
DFYECTREEZIT TLIEEN,

(3) FRIKDFHS TR K OB AT A L7356, EBICKR
FOKTHWIRL TTZS0,

@) RIEIFLIH AT THINL TOHRER - TLIZS
v,

(5)  BREZZIFUI A, i SR A G 20 2R L 1,000
ppm, 0.1%)72E DWTRRZF AL TLw) SANTIREE -
TS, 2B, HMEMARRITIE, TAMOFERLICL
D FEARHEL TEEN,

(6) B S OVAR d % B 400 35 I C I S 2 L7 T
IEEW,

(1) BRAKIZHIV, HBV, HCV 72& DUANAIZLDEYL DGR
PEABLHDELTHOH, ARSI A L 78 B
I E AR LI 252 VT 121°C T 20 43 B LA B m 2
RE IR AT 57, R AICE 2hHEF IR 1,000
ppm, 0.1%)C 1 IRFRILL BIR 3722812 Z0iE#HL TTES 0,
ZHBDOEETIX, U SRR AT TLIZE N,

*(8) ATV AT —IGEREZTBENNHD 2-AF /LA
VFT = =3QH) A - BN E FNTCNET DT,
BRI L W) SR L TSN,

FRLDIE

(1) IR OTHFERITHEAOLOEEHL, ZORE -
ZREIXFD BN LR TTES W,

(2) RIEIIV PR S IE G TRAEL . RS DL E
DAL TERAT LT b 00 F IR 238 X 726 O 1345 H
L7272 any,

(3) vybO BB TR TR ARE A D TH AL
TRNTLTEE N,

(4) BRI IIFERT LA, TR (Water bath 72 )IZR:
F72D LN TLIEEN,

(5) N—aA—REDLLED, XUTRATDHRELTHEHLIEIL
TRNTLIEE N,

6) WEORNLT R TORILEPERE P ORILDOH M2
RLIEEN, K[HEBRHLEAIEFRWTLTEEN,

(1) T RTOBIKTRTT LSS IRV E 2 T Tl
k=Y

(8) TR TOFRILILBA B L5 TR IR A W DVE Y% BT C
IEEW,

9) TR M OPEFROFI RN TR Z AL, K
AKITFHAOZRNTEE N,

(10) BRI HRTC 20~25CIZERL, LIRFILTZSN, 72
720, WMLIRDIRETZD, AN TIZO LA TLIEEN,

)& dh

iy

k(1) AR E R L ORI D83, vy 7 ORISRIEE AT

RIS, BEORETHRIFLTLIIZS,

(12) HERGRIEDI BT L, EFNCEESNTHWET DT,
AL D THERALTTZEN,

BELFDIE

(1) BIEICEVAECTEERICOWTIE, AR LRSI
MITHBOWUILEAToTLIESN, Fo, INLEFEETD
BT, BABEIRCE->TED NI EITHE- TS
7280,

(2) EHBORBERETLT 56T, BEEDICET8E
\ZHEo TR BEIEY) XL PE2EBEEY) 72 & X I L CALBRL T
IEEW,

(3) BEIET DRI, AKEVHER LIRS RSN B L TR
TLIEEW,

4 T (Fe)E IR D FEBFEIET DI IR T VI VK
(N —2 R ZY— ) EIRE LI TSN,



4. ZTOMDEE
A LD W E LB R SO BIE A /R L £ 9708, SRk
R EE LU ARSI ET O T, LEISC CHBMEICS
WCREISNDZEE B L ET,
(BT A& - B3hERA]
1. BFEAZE
1) THL—IRHEE LH
2~8°C THRIFL TLEEW (S e TLIZ &),
R A B SR TLIEEN,
(2) THL—REE TOwILGIFE
15~25°C THRTEL T EW @RS I308E T TZEWY),
R A ERNTLIEEN,
2. B
1) THOL—REE LH
18 %A
{8 FH AR Exp IS I ZREd L T E T,
(2 THL—PREE TAwILGIF)

24 %A
fiE A A BR(Exp IR RLHIL TV ET,
(BEEA]
ION—VREE LH 100 TRb
MP (M) 1X6.5 mL
ik 1 (R 1X10 mL
ik 2 (R2) 1X10 mL
IIN—LREE TAwILGIFE
PASSY Y 6380 mL
IJL—PREE TAvIL MBIFE*
FukiL IX2L jE2xzaL

¥ EHTIHBICADE Tz — AR e W F=y
N—UARIE Takl M ATHHIES D, SRR SR
SNFELIEBEAEE TR MWA RSN,

(EZ K]

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

2) AftT—4

3) WATE—ITH. RHBESLFENSENEEE €27 —T
FVF 47 A(EE) | & AT IR VL O RG2S ONS T
TR, PR OFEHERIH ORI, A/LEU SER. 2004,
52(9), p.85~99.

4) WAE—TH,. RHBESL PN SENEEE 27—
FVT 47 A(EE) | & TR e D TR, PERAS LB DX
HERIPAO MR- H= - AT EHE. 2005,53(5), p.123~
129.

(L& 2]

O a « ATV IAT 4o 7 A&

HAZ~—=)a—arbr i —

T 108-0075 HURHRHEXHER 1-2-70

Y=YV 0120-600-152

[(RERFTEEORAXIEEMRUEME]

Oy a « ZAT Y IAT 4o AR EHE

T 108-0075 HUUHRHEXHER 1-2-70

TY—& 1YL 0120-600-152
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