%6, A

HERAICELTRIDBFRNELCBRACIESL,
Fl. BEGHICHEODIELSICRELTENTLEEL,

9VX06T #2023 1 H SGT (BB6K)
FADEREED *201847 A T (BF5hK)

SEIRSEEHES : 13A2X10001000010
IR OF—ILFY b

J=/UL E2-1l

WERUTTE

L ARRIEIE, BAZBH TH L7720, TR LSO BRIZIEEH L72nw e 72
YN

2. LW OBEIL, AHE MM A O R AR SCE RN S b S TERE
L. BAMIZHKT LT 72E0,

3. AELSA DM R HIEIC OV TIREEL B LA,

4. RBHER L ORI, BREOFREMLZH D2 b0 L LTHoICER L T

WoTLIZE W,
5. ARRIEICIT, RAFAIE LTT T MY '7-L\73)E-i2}’bfl«‘i?"o IR
STHRIIZ A7 Y | FEICAHE LS AIiE, K THocianiid 2

DS BME 2T, zgﬁ)&ﬂh X, ERiOFY%ELZ TT< 7ZEW,
AILDOMEAICE L CiIARE L Hw, FREOWRMCE, #HT 5HE
VAT LOE I OB EE TSR TEI 0N,

B - BEF (Fv bOHEAD

CPAESHTFTY (ERBRK. 200y L/RERIEA—R) vD)
ME. &/ 7u—F bk (eVY) A7 =74 MiTEERET,
CEREHAR GRIK. 120 L/GERBA—FY D)
TAHYKRAT 752 —F (ALP) HERE 285 E7,

—

Do

RERIEA— YYD
(] []

PAESHT <
Lo BERIEHIR

3. E.Fv)TIL—4F2 . 3EEX1

1) Ex¥¥VU7L—%1 (&K, 1.5mLx1)
2) Ex¥vVU7L—%2 (K, 1.5mLxX1)
B) Exx¥¥VU7L—%3 (&K, 1.5mLx1)
4, HER GRIK. 100mL X6, 50mLX6)
HEHELTAMP PD®) 28K %7,
THEHOMEY AT AMIEDETIHELEE N,
.Iil%l’& (IEﬂEI& 1000mLX1)
RAFRBRE. GRIK. 20mL x 1)

[orlNe)]

H1) 1 5CUTORETIEFMMELTWET,

E2) Eo¥v U7 L= 1 ~30OREE, FEHOFy ) 7 L—rah— Mgt s
nTVET,

#£3) AMPPD : 3-(2’-spiroadamantane)-4-methoxy—4-(3"’~phosphoryloxy)phenyl-1,2—
dioxetane disodium salt / 3-(2-AE BT &< Z )4-A FF—4-(3"-7F &
RYNARU)T 22 b-1,2-V A2 - 20 b UL

BEAEK
MR DT 2 T 2F—n (E.) OlE

WA ERE

ARIUL 1 AT » THAWIIES O A I SIEIERIT £ 5 E
ERIETT,

<Ks7m bha—i; 1 AT v FE—R>

HE - BiAD+EY

BRIAPICEFNDE LTI NIRRT 72 —HIFHBE-

(BERFEHNR) [, AESHFICHALTLSHE:
FUAEBRBMICRIGL T, REESESHEESINES,
ﬁ??"@&hro OpuLEWIE, Ee¥x U7 L—450u L,
PUARS ORI FIC ik S, %3 7CT2 0MA v Fax
—h *hi T

RISEFREDE., FAREHTOREMTIONES,
BRI &> TR B, OSSR E S E T, RigiRiE
A PEPEOBREDS Y LS, KT S ET,

HER2 00y LEMFITMZIRMEE. 37°CTE5HRK
HEEET,

BRERATInmICRABRERDORORLEZAELET.
BRI H EN D AMP P DI, R ICBHEEICRES LT vl
URA T 7 2 —COMBEAERIC & 05 LET, SRS Thi
HEND T, R LI E  BA KMy 5720, ZhalE
THZEZESTEREDOWEETTH ZEMNTEET,

MR O E IR RIERP 28 2 7235613, BEIZE U TRIKETUKE »
N THEZHR LEIE L T ZSuy,

MEELDEE

I HERAEOME. RIGE
*ﬂD@%@&M&&mtéﬁm @@%%x%;<m BEEN S
(PR, mOORE R E) | ;U&WLT<téw

) BfRrx, M, mEuwFhcbililEcEx £,

(3) FTREZRRR 0 B2tk z Fv . ARIF T 255513 — 2 0 CRLUT CHifsfR
17 L. BIRAMIRE 134 200 llE LT 2 &0,

(4) BRIRZ M0 IR USRS 5 2 LT T2,

(5) HRifLER « ZDOMOEFASY, LY, TR E TN TV D IRIETIE
WEMICEEEZEZ 2548 H0 4, ELWVERAEGLND LS
WLEIFRELZZICEM LTSN,

(6) BRI DIBEYAAE Ul K9 ITRRIRIFERE LTl » T 72 &,

(7) BKICHEEEA] (~XY U R DA ~RY U YF T L) ZRMLT
RBR LR, 2 20U/mL, 20U/mL % CHRIEMEICHET
ROBNEFATLE,

(8) ED T AWMILEER & O = VB EI I E I IEO#EE 5 %
DHEREMENH Y T O T, HHLARANVTIEE N,

2. BEME - ShEEAF

1) BIFICEY LESF B A E S CERFRMIML TRER LE-RER,. 2 Eh
18.3mg/dL, 20.6mg/d LT, HEMCEEIRDONE
HATLE, £72. 5B 1 4 2 0 /L~ Vs £ CHIEMIC 28
WL EFATLE,

Q) BIFIZ~EZ/ B e ZRMLUCRERLA/ER, 29 2meg/d LETH
EMEICEEBITRO DN ERATLER, EREDO~E 7 1 e TilE
EICBT AR H Y FTOTEELTIEE N,

(B BRIKICRY 7YY RERMLUCRBRLAMER, 1000mg/dL%
THIEMICEEIRO N EFATLE,

(4) AR & 23 7 PR EE N E ISR 2 aTREME H V T O THE
LTL7E&EN,

3. Tt
AR B ML FROEER IR E > AT A
(fez=f5 : LI/ 2 G1200) ARETT,

WRZ - BE (BEHR

I AEOAME
(1) Prifsil Ak 136 & ORI UR
ST — R v DI i#ﬁifﬁ RT3 K O R PUR AS Fe st &
NTWET H— M) v —2AOFEHT7 4V LEHN L, ZDOEEE
ALET,
CRIESOST— N Yy CER O B IRE A M -0 S FEIC L
D LARNTLEEN,

ERIGT— MY v UEREEICE Y NTABRIE, A Y v U —
xm;éﬁyd7 ANV EBELTHNLTLIZEN, FR LSRR Lk
DD LA EEOBERFORK LY 7,

CHREEABIUREr Y NI — ) v P —RADAR—a— R
;of%ﬁénfwit J— NV vV — AR ORI RS — h
Uy PO NI Z LRI ORI MR D WIREME Y BV E$ D TIT
DN TLZEn,

@ E.¥v U7 L—%

Wi (15~25C) ICELT O HEEERMLCHEMLET,

Fy RRY 2a—LZ2EZFE LT oAby FICKLERZMTFLET,
TR L SHTZ Y OB L ZOM FRIL4 5 ¢ LTY, M FRITARE
TR ILRIADBANC L > TEB L ET, Wl FOBRICEEOHIC
SIENEZRIRAT D551, BEAMENTTOTH LWVREEE 6
ALTLEESY, T Ahy ATANERY £ LI T Y VIR
BOFRZ 25550860 £,



Ty RRY a— I THEHOMES AT AL > TRAEVET DT
FRES AT LOBHEHAEL ZEEE 0,

—FE LTI/ A G1200THYINDy 7RO
A, Ty RRY2—A1F100u L &R0 ET,
(3) HE R

WHENOH L TEOFEHEMLET,

C EEROWB 2N L DB v LTSN,

IR AR b Ltk SEIRASHR E CHL LI T
LISV EROEE R LIT LT W, EEN TV H Y
HRARAZ7 72 —€ (ALP) GRS ET LEHTEER A, FHER
EHLER I i - a0, BEFEL T2 & 0,

(4) Versik
MR DT OREFIKT 1 OfFICAIR L, K <Hi#p L £, AR L7 vEi
WIL, Wil (15~25C) ICELThBEMLET,

(5) MIEAHURE »

Wi (15~25C) WRLTHLZEDOEEMEMLET,

2. WETHRE - M

) v~A7uabXy b YTV T FoTBLO TNy
(2) BB ERAEER RIEIE S AT &

#%(3) Sero Lumipulse IA Control (BlFEsh)
WMEEHHAL L LT, Sero Lumipulse TA
Control Z#fEVWELET, EHICELTIE, Sero
Lumipulse IA Control OEREHHEZEELSZBLT
<TEEW,

3. BIEE

D) WE > AT LOBHFHHEFEEZ SR L, MiEs L OMIEICLIERRIEL
FIEDMEICE Yy F LTS, (P T Vo rsiiiL, A
DEGOME T AT DML TRRV EFTOT, FWWES AT LD
WA AEE ZEEEN, )

2 E:¥v V7L —2BLUOMAEOMERBENEZ ZNETNATI LET,

(3) WIE A BRAAT DRI SIESUE T — MY > ¥ BEIR, iR, o7
Vo7 Fy TOEEHRALET,

(4) AL —FX—%ML JELHBLET, EEBNTHEMICEITSIND
BRI OWTIHIEFEIEO ST v ha—L | OHEZ T2 2
Wy,

. REOEHZE

VAL =Xy VT L= a T —2E, =Yy T —AD 2 RN

—a— NGRS TCVET RMETOEREIL. E.F v U T L—4D

FEtmAE S L ICEIE SN REAR O HEICEHN S E T, 285K

EELZBHEOOBHEIE 1B T EICREREER LT EE N,

W

Eo¥%x U7 L—2OHEIZLL FOBEIITNET,

CBIERIEH— R vV WERO TR, vy MYl b
> h,

C FREME EHE. 3 0 HARE L2E,

ERLSMZBWTHRERAE LB EIE, EoF v V7 L—2%2RE L,

MERAE TR LTI IZE0,

KA OE JEMN. 2000 p g/mLEBZZHAE. BEIDE T TH
RFHIKE 2 & IV CTRIKZ AR L, BllEL T EEW,

WREFRDOHEE

| SEREFHHE
FRRAZ RE LR, TROMRPIELNE LT,

TR AR [ES B E i (pg/mL)
GE a5 148 19.04i# ~360.0
T N Atk (1944) |HEIRH 48 33.5~549.6
R 184 21.0~207.5
PERRES 1 60 176.9~5059.0
TR Lo GEHRES 25 60 442.0~16034.0
IR 3 60 2928.0~30324.0
PRSPl CRIGHE 60 19.047%~34.5
Bk 130 19.0K1#%~52.6

2. ¥IE LDEE
(1) FEAERFIE, JERMEPRIICE > THELRRDLZENH Y FT DT,
AR U7 FEMERPH A5 E LT 2 &0,
2) VU= M FRF-RLRIMTUR OB Z 2T 5 R H D £,
(3) WK HPICAFAET D R FE O IR REOSEDE OB LY | Fhucll
MBS IEMEIZEDNRVEARDH Y T 0T, MR R
REDHDETEE L, BAEMIHB LTI EI N,

MEGRHIER
E o3, EICIMRRERE OIZ A HEIRO I E I, B Ol R L OE %
PEITL CWET, EBEND L REICEAE S, FEHEKOILIRE ES
FOT 0T F L OSIMEEIC S L TONET Y, 202 L b ELHIER,
PERREERECIIISE B O B N kb 2 IERIC R T IR IT#F O RIRD — i)
ELTHIHENTOETY, S LICIEEAOE =4 1 7 CHEINFHEF AT
L BMBHEDOEL LTHESATHETY
— AN BT, IV RE O TS0 & EAEER A B 535
ZEND, BFEBRICBOWCE JIEOHAESRE SN THWETY
AR FFOLIEE (AMP PD) ZHW AL B3 OEER g e >
(CLE I A ; chemiluminescent enzyme immunoassay) (243 < i3 CT9,

W itRE

1. TEgE

(1) B
Eo¥ ¥ V7 L—FEHEORECHETHLE, E.¥x V7L —%
1TEE ¥y VT L—Z 3OENEDIT1 0L, LITRY £5,

(2) TR
HEEEMA3H] (50~1600pg/mL) ZFTEDERIETRIET
D& EMTEEEMEICH L TE2 0%URICRY £,

(3) MRIRFFFELME (DR THEEE)
HEEHMIAE3H (50~1600pg/mL) ZFTEDEMET 6 [l
VIRLRIET D & &, ZEfEE (CVE) X1 0%LAFIcAhy £9,

(4) I E FEPH
AREOWEHIHIL, 19~2000p g/mLTT,

sk QL PR R ENE S AT A (UK
JLIULZ G1200) TIEX15.0p g/mLnbHIESETR,
‘?E'JTE‘%ETB&E (19pg/mL) RiiOfEIESEME L THik->TL
fic_b‘o

(5) AR HHBR A
EoF¥F vy V7L —4 1 ZEOHET2 0EVIELAEL, E.F ¥
U7 L—2 1 DOREEDOFE— 2 SDOREZRHRAE L TR
LECMIEX1IO0Op g/mLERDELT,

(6) Functional sensitivity (Z£7%E& )
(R BB 2 T E OIET 5 BLL RIZh7= 0 A5t 4 0 [mIBL RJIE
L. MIEMOZEERE (CVIE) 2351 5 %LU & 7 2 e/ NEFE % S50
ELLTROEZEE, X1 9pg/mLERDEL,

2. RERIGH
RAFEVEIZ OV TG L7ofER . BURISR T EA S bivE L,

A WL (ng/mL) ZZ7ER
ESINEDANN| 26 0.35%
IAkOY 3)Vra=R 103 N.D.
IAkOY 34 T7r—h 101 N.D.
17B-TARNT VA=)V 17770 =R 102 N.D.
17B-TARNT YA —)) 3-7)L 0=k 104 0.78%
17B-TART VA=)V 37NV O=R 17 )7 z—h 103 N.D.
17B-TART YA —)) 3-H)L T x—h 104 N.D.
17B-TART VA=)V 3, 1T-Y T xz—h 102 N.D.
17@-TARNTVF =)L 1019 0.01%
IFINIARTVH—) (EE) 208 0.02%
17B-TARNT VA=)V 17-H i 102 0.04%
178-TARS YA —)) 17T O A 11 N.D.
REEFEBIANT DA 11 1.33%
2ARFSIART VA 100 0.33%
IANUA—L (Bl 101 0.37%
IANUF— 37 7=k 102 N.D.
IANUF—) 3T z—h 103 N.D.
IAFRO—)L (EJ 11 N.D.
FARZTOY 10153 0.00%
= 10364 N.D.
ARFOOY 10356 0.00%
7> ROAT VA 105 N.D.
YeROFARZFOY  (DHT) 10325 0.01%
FEROTIEY>RKOZ50> (DHEA) 107 N.D.
FEROTEY > ROzFor 4l 7z—hk (DHEAS) 10627 0.00%
IFZATO> 110 N.D.
IFU> 102 0.16%
IFL=> 5 0.51%
JOFATO Y 103 N.D.
17e-EROF> 7072570 106 N.D.
Fel 7V LT RO (Fifg )V TFAT0Y) 101 N.D.
JVIFRO> 103 N.D.
TEFL T 208 N.D.
I/ UITLY 266 N.D.
TIVRZFO > 105 N.D.
DLFU—)b 202 N.D.
IVF 204 N.D.
A/E Y AubY 110 N.D.
57> RAXH -38,178-PA4—) 10 N.D.
AZRT =)L 107 N.D.
IARTLAF> 103 0.10%
IARALRF > 103 N.D.
JLRzvBr 106 N.D.
T NART >k 25 0.25%

N.D. : not detectable

3. AR ERRE
(1) MmiEkE7 9BIZMHM L, BEFE CL 1 Atk OAMBITEZ R Lzt
B LTRSS E Lz,
MEFE : n=79
R : r=1.00
EfEX :y=0.93x+1.2
(x ; BEFFECL I AL, v ; 4702 E,—1)
2) MIEHET7 9OF AR L, BEEC L T AvkL ORI BN Z Bt L= 5.
VLTI RTEREAS O E L,
MEFE : n=79
FBRE : r=1.00
E)F y=1.06x—3.8
(x s BEfFCL T AW, v VI A E,—1D)



(3) F— A DRI L7y - mUER7 ik 5 6 B (BrEEEHA « ~ Y >
TRV T L) AL, ARSI THBIMEZ T LR, DUTICR T
ARG HIVE Lz,

HEFE : n=56
MBEMRE : r=1.00
FiF :y=1.06x—3.2
(x5 i, y ; M4
4 BRERAOEEYE (BEME)
IRMM (Institute for Reference Materials and Measurements) BCR-577

BERAEXTREVEDEE

1. kL E (BIRRGL) OEE

(1) MAIEH T V.HBV, HC VEDKELEDZNRHDHH D L L THE-
TLIEEN,

(2) MEIZH o> TUTBPEDGIREZRET D120 VETCREEEFHAL, £
FRICEDERyT 4 v T E2THRNTL SN,

3) WEHEIT AR VHERE (pH1 0) T, BAICE L TIE, W&
2oV BIZASTEY LARWVWEIICHEBEL T EE N,

(4) RIENR - TAR DI A2 AT, K THSITHWIR TS OB
BEITV, BERHIUL, EOFTLELEZIT T EE N,

2. FRHLEDEE
k(1) EHICER L CiaARE, T 2ME AT AOBEIRICE L OBk
EICE S TS ZE 0,

(2) SIERIE A — RV v Y FHURFEARLT « BERIEHIUR) . Eo¥y U7
L—& IR, R, REATIRIRE i3 ERcaiE s CnET o
T, ZHAOHEY AT JMhbtE, MAGhETHHAL T ZEN,

(3) fHEHAHIMRZ B E 7RI LT EEwn, SatEs R &
OREBDFRE ZHEBD 5 ZEH LT EEN,

@) BTV TF T TSy TIMERTHRE Y AT LRED
bOEMBHAL TSN,

G VTV TF T, S TADy FIIHITH LS OEMHH L TL
7ZE0,

(6) RIRIMMAFLMEZTFo THAL T ZE W, FCHE LAnL ) IicHE
BLTLEEN,

(1) REICE L ZEROBE . BNO 7 7 U b ORI ERES T2 55
i KON P CORE L, REZIZ XY KRSEFEOFIK L 7
D ETOTHIT TS ZE0,

®) MBI VPE ¥ ¥ ) 7 L—ZIFARICL2BEMEZE L. VT ro
YA 2 LR CIE 2 BRAA L T 7280,

(9) IEREZ2IE 21T D 72I, FERKIZEICH LW b0 L T 7ZE
AN

(10) ¥ —4 T A MIAHAETICEHIME A A2kt 2 &, ZERLRIEDOWIL
HMETFLET, FREEX v 73y 50 LA fd-FIc R IR A
TielS D L EBMENRONEEREHILSELFKNE AR £5, V—
BT A LEREX v v T8y % 2 OB S\ TR 2 ol E
VAT LAOBEFAEE ZELIEE N,

3. BELDEE

##(1) FREIIIRGFAIE LTUTOEBY 7TV M) U AREENTH
FT, BEET BB RIEOER T ON BAEKREN WL I IZEZED
KEEBITMLTLIZEN, 72, B E KIS L THBEMED T A 343
LR H Y ETOT, {L OBRARET THEIEL T ZE,
Wil © 1.0 % (BRGFERET) | AEiK: 0.05%
PURKEGRL T, BERIEPUR, EoF v V7 L—% BREHIIKE - :
0.1%

(2) MIEF LRSS L FERT 25 A1L, FEIEMICET 2B ICE-> T &
FRBEHEN) F 7= 13 PEEPEFE XA L TR L T 7280,

(3) BEMR DBETEZ doT= - Tk, AREIGWEL L & OMHNHE > TREL L
TLIEEWN,

@) A LR (BXy b, BRBREE) | BER, Vo7 7Ty TEIE
WHH R Y v A (F2EFRRE 1000 p pm, 1FFHLLER
) I =TT R (2%, 1R EIZE) %0 K 5L
oW, A— 27 Lb—7 (12 1C. 20400 E) (12X DuELER
T TLTEEW,

(5) BRI, BRI AT L2 5 A Ik MR R IR T R U v & (SRR
1000ppm, 1HFHLLERE) ( ZAZ—ATATER (2%, 1
RFRILA B XD 5 &MY LR EIT-o T &0,

(6) THFALHRIEH T 2R EERE T MY U LB, S VE— AT AT
RYRIEDS, 2OV . BIZASARWE SITHEE LTSN,

WETE A % - AR

ENCN TRey T 2~1 0°CIZIRTE BRI : 185 A
P AT B 2~1 0°CIZIRTE B 185 A
E:¥v V7 L—% 2~1 0CIZfAF AR 185 A
B 2~1 0°CIZIRTF B . 9w A
Vel 2~1 0°CIZIRTF HEIHE . 9w A
MRARFIIKLE - 2~1 0°CIZ{RTE B : 1 8% A

FERHIRIC OV TR, SERAIEDIE S LORSR O R R E T2RIEE
W,

W R

RS

ZHEHORE S AT MG DETITHEL &0,

=—FKNo. ihh k
296011 |AI/ULR E,—II 147 AKX3

IERIS T — Y v
(BilAE b1 - BB PLR)
296028 [AINLX E,—II
E:¥x V7 L—% (#%1.5mLXx1)

219973 | IR W (@) 100mLX6
292600 |AI VA HER  (GLmIE 50mL X6
219942 [/AI VA VelHE (@RI

296035 | VIR E,—II
BRIETRIEE »

SIREEX 1

Eﬁl‘\,\
&

ﬂﬁ
<

1000mL X1

20mLX1

#x2 O

Sero Lumipulse TA Control
2MEX 6 (43mLxX6) (2—KNo. 2068005)

| EX:540

L RNJEIG, . = A hasr: 22 ha(EL), TA T V4 —(E2)E
T2 b A—(E3). AAREIK 53: 553 - 565, 1995.

2. HIEIR, . - PIBE O SEIRE KRR L 2 L TRR Y —
R FENIBIE DRI L IR, 232 - 239, 1997.

3. BpETE—, . 30D KIEREFEIC L DM LIRS U — X RIEFEDZ M &
1B, 200 - 214, 1998.

4. MR EREMIREE R ARSRY U — X3 BEHISR, 94 - 102,
1996.

5. Nishizono I, et al. Rapid and Sensitive Chemiluminescent Enzyme
Immunoassay for Measuring Tumor Markers. Clin Chem, 37: 1639 - 1644,
1991.
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