HERAICELTRIDBFRNELCBRACIESL,
Fl. BEGHICHEODIELSICRELTENTLEEL,

BO12T *%20224F5 H GT (B8R
FADEREED *20193 A GT (R

B IRSEARES : 21400AMZ00570000
IS RIGAA - &% - NS BRERI ) —X
EREEHRESx Y b

J=/UL=L 2 CER

WERETEE

L ARRIKIL, B TH D720, ZRLSO BEJIIEEA Lenw T 72
W\,

2. BT OBRIL, AREMASM A O R AR SRR b S b TEE
L. BAEINTHEBT L T EE 0,

3. RELAOMH A FIEICONTIIRIEZ B L 8 A,

4. ARER L ORI, BYOEBRIERSH 2 H D & LTHmIcEE LT
o TLIZEN,

5. ARERICIE, RIFAIE LTT 2T MY D ABREEN TOE T, sRAEENH]
S THROICASTD | BRI LIZ85E12iE, K THoIcsen 45
DISRULE 2TV, RERHIUE, ERIOTFYFELZ T TIEIN,

6, ARIEOMANCER LTI, AFE S, FRIEORMSCHE, AT 58
TEYVAT AOBTIRLE LOBEHATEEL 27280,

WK - BEF (Fv FOBEAD

VIV AT LA N CE A FRMEREEZ A GO TR LS

W,

. A ERITF (200EA. &K, 10mL/KRKRL)
MCEAE/ 7 a—FAHik (U R) #6774 MRITEERET,
AT RS & L THARE AR TR AVHOT v v v 7AZ 1A
HHET,

. BEREZHEAE (200@EA. &K, 10mL/R L)

TNHAVEATZ 752 —E (ALP) #E#HHCEAT /) 7/ n—F APk (=
TR) BEHFET,
AIIfHE A & U CERERPUAR MVHO T v A X v v 7 Ba 1l
HHET,
*3. CEAXxxJIL—4 : 3REX1
1) Ong/mL CEAXxv Y7 L—% (K, 1.5mLxX1)
20 200ng/mL CEAF+vU7L—% (&K, 1.5mLXx1)
(3)2000ng/mL CEA¥vUZ7L—% (K, 1.5mLx1)
4. BE®R GRIK., 100mL x6)
HEHELLTAMPPDY 25453,
5. &K GBME®. 4000mLx1)

. BRAFRE GRIK. 10mLx10)

AEIfEGE L TT v/ Xy v 7B 1 OHEARET,

—_

[}

=2}

#£) AMPPD : 3-(2’-spiroadamantane)-4-methoxy-4-(3"’~phosphoryloxy)phenyl-1,2—
dioxetane disodium salt / 3-(2'- AE BT XL H)4- A FFT-4-(3"- K
ARYVNARY) 72 N-12- OVAFEH -2 SR ULE

BERE/R
M P OFE R SR (CEA) ORIE

W AIE R E

ARIEIT2 2T v TV v FA v FIHEICE SO TALBIOLBE R I EE IS
;% CEAMERKETT,

<K 7m bha—; 2AT v FE—R>
HE - BliEkoty

PAEARFITHE LM CEARKERATIZEEND
CEAIZKBREESARNERENET,

*PLICE AFURDRES LIz HUARE AR50 LIS, MIKEIICEA
FyYUTL—#20u L 2MESHET, UGKIT. Rk 37C
T84 GEMERIBIEDHAILS ) Ao Fa—bEhET,

S RIGHEREO®, FHEEHTORSIITONET,
e R Lo TR B, USIRARESET, BEHREA,
VRO EME RSN, BTSN ET

Fom5 | MCEARKENLTHALERADOCEAL, 7N

L Bomm | 5 s OO AtAih (R (=t
PREEE BN TASNET,

FREFIRRRAUAR S 0 L LHUARE G RIF D IRE SNE T, BUSEI
3 7°C T8y CHIFHBED AL 5 ) A > Fa—hSE S,

e BURGBRREDE. MAEEHTFORENTORET,
BRI Lo THED DL, SUSHSIRESVET, Ve,
VLRI BR AR IS, BTN S NE T,

BEERG HE®K200u L ZHFICMAERE. 37°CT40RHR

HEEET,
REA63nmITHABREFOADEAELAELET,
HAWICEENDAMPPDIE, KL FICREEMICR S LIz T v Y
RAT 7 2 =B ORMBAENC K0 R LET, D> TS
NHMIE, RFITREA LI-CEARE KT H7-0, Tl
LHZLIZESTCEAREDRIE AT ZENTEET,

MR D C E AR NERIAZ 8 2 725813, REITS U TRIBFRIRIEZ
MO THfEZ AR LERE L T EEN,

MEELDEE

L AERADOHE. RIGE
ser(1) IO UL AT 2R ME OB TFIRLE LS MR L, IHESn)
B (RILE, BOSBERTER L) ICEVERRL TS EEN,

@) iRz, mig, mEnFacbllecEEd,

(3) AIBEZRER v FifE 7tk z FV, RIFT25A 1L — 2 0°CLLUT CHUEMR
FLTLIEEN,

(4) Bk Z M0 R UBRRAE S 5 2 LT T2,

(5) FRifER - ZOMOERASY. LB, FE 1 E EN T DRI T,
WEMCEEEZEZ 2548 HV 9, ELWERAELND XS
WLELFRELZZICEHR LTSN,

(6) RAREI DIHYLHIAE U220 K5 ITHRRIZER L CTHRif> T 7E 30y,

(7) FEIE L7 A L g e 728w,

®) BIRICHEEEA (EDTA—F VUL V@S R v L ~XY
CF MU TL) ARMLUTHRBRLAERE, #AFN10meg/mL,
38mg/mL, 100U/mL £ TCHEMBICHEBIRDENETALT
L7 3 RR OHUEEE I 2 A B 561 BIBORIRFICTHEL &
AN

2. WEYHE - hEEA

1) BIEICEYVLEVF, EYALESC ~NEZ B ECEZTML TR LT
. FNFN18.8mg/dL, 20.0mg/dL,453mg/dL
F T, WEMICEEBIRDONEFATLE, /o, AEIKELTH,
236 0N~ Y U EEE THEMCEETIROONEFATLE,

(2) 130000n g/mLOMBEERE LR, NA F=XT7 v 7I2kD
HEBIREO LNEEATLE,

3. Dt
ARG T A BRI R AERE > AT A
VIR Prestoll, VI /LR L 2400) AT
7.

BAE - B2 (GREAER)

1. REOFARE

(1) HUARAE AR
BHENSHLTEOEEFMALET,
I EEICE Yy FT2EAE, MEEZETL TRV E DICY D00
R hV% 2 0BIPL EEERREFI LT, A MVEEICHEE L TV AR %
R LT 72 &0,

(2) BEBITRUIA
NS L TEOZTEMA L E3, AR LT 7ZEn,

B) CEA¥¥ V7 L—%
WiE (15~25C) [CERLTOLEEHERMLCHEMLET,
Fy RRY 2a—2&2EB LT, VoIl y FITHEREHTFLET,
RIS OB L ZOM T REIL4 5 1 LT, # FRIIRHE
FIF R S LRIBORAIC L > TEB L ET, B FOBRICKEO I
RIANLBITIRAT 2HA L. FESMENTTOTH LORIEEE
HLTLES W, TNy @B 3007V 7R
BOFRREIZ 5560880 £7,



c Ty RRY 2a— KM THEAOWES AT ML TRV EFOT
FUES AT LOBHHPAEL ZELZEW, fle LT
VIV A Prestoll BRI/ NLA L 2400TH»
TINH T ZHEAOEAE, Ty RARY 2a—AFE100p L ey
£7,

(4) B
WHENSH L TEOEEHEHLET,

C EEROWAB 2N L DB Y P LTSN,

IR AR b LTtk SEEIRASHRE E TN LIl T
LSV BEROEE R LI LAanTL S, EERN TV H Y
HRRAZ7 72 —€ (ALP) ICGRENET LHEHTEET AL, FHERN
EHEEERIC N =561, BIEL TSN,

(5) Ve
WE S 2T AOBHEBHEICHENHTE L T SV, PR X A
THBEIMICHEROK T L OfFlIcmiREnE 7,

(6) TRIAABUR
WP OH L CEOEEHEM L F 3, BERAIZ L2V T ZE0,

2. WEGRE - B

M) VIV APresto Vo7V TFoFERIFAI LR TR
TLAAY TV TF T (L2400H)

@) WISV AV AT AfAF 2y b

@) WISV ATLAN TyokAFyv7A, TvkEAFv v 7B

@) ~f 7y b, Yo Fhv7

(65) BB ERARERCIEIE S AT A

#%6) Sero Lumipulse ITA Control (BIFELH)
WMEEHHARE L LT, Sero Lumipulse IA

Control ZHBEWVWIZLET, EHICKELTIE., Ser o

Lumipulse ITA Control OE¥EHAEEZSHL T

ZE0,

3. Bl

(1) PE> AT 2AOBHHIIFEELZ SR L, ik LOMIEIC L3 a3k s
FrEDNEIZE Yy hLTLEE, (Fr 7ok nBEiIE, HH
DEGOME T AT DML TRRY EFT 0T, FRES AT LDHL
WRHEE ZE &, )

(2) PUEFEARL T, BERAERPUAR L OMIEARIRIEO R b X+ v 7 %6
AL, ATEICAE LT R 3RITTFR RS THE Y £9, A b
AWIZIENE N> TN D E XTI LIES KB L TN B2 2 &
EHERT D0, ERIXHRMESEEZHWCERRE 9,

Q) 7T yveA v vy TERMTET, BT HIE Fido B) 7ykAF
Y v T OB FHOME TS TEE N,

4) R DNA—ma— FBREN TV IR TW Y LA S
STmbEy hLTLIZEN,

(5) HURFE AL IEFAERRB U FS L OB IRATBIR 1L, JITE & A 7 A Dl
A HEV, RIERMENICE Y P LET,

(6) WHEIRIIZHEZBSN L, ERGE~E Y FLET,

(7) PEEITRNE > A 7 L OB AEIZEWITE L E T,

®) 7yt A*xy 7OWMNITE
T oA Xy o FTEEITE Y N LTERIEOEIEOTER B T2l
BRALET.H LA M EEEICEy bTOBICIE HiLnT v iAa
Xy o TEEBT TS TR < S0, BUTT 22 WA T HE R R
OEFEMIIMRGETE A BT %I, 7 v &4 F v » 7 IR
HLRWESIZ, EHEICEY FTH2ETH M ZBITRVWESEREL
THEH > T EE N,

T oA Xy vy T AR
7oA ¥y T AR TURESRL AR RO R JEI TR B LR
HIEELETHIO THUTT ET, 7oA Fv v T ADIMUE En
HEICHL (K1)  WEO T LAY v MHBBHAT 52 L &2
3 (X2) .

AUy MIEREE SN T EGEIET v &A1 F v v 7 A% —HE
S LRI T O I AR EOWREE 5E Y (FOR ~LIZE
fHrEJ,

TARY v FREHALBALRNEERL, Ty AFv v TAN
MBI & E T FEAMUZ L TR L 9. BN A b
RNWEETH LT vEA X v v AL TSN,

K1 :7vEAFryT7A K2 :FTLRY v bR

ZERAFT, R b MA+sZ s
LET, A v B
MERB L E T

c T vkA Xy vy T BORMTS

T oA Xy v T BIE, MRESPUAR b KORIKHTIERAR -
MERALET BT 2B TR M v v T 24 LD Y IC
T oA XYy T BEARMOTICEEET HIDOL I A L
FEROEE (1) ET v A F v v T B FEOREN, Soho Tk
F 5 ETE LN b TR ET,

M3 OKkDhiEE ENBIETHL T, H< 2 & 20 ET
(4) .

R RO ITERER STV 258 TH RS TEO I 2K
WA LTk 2 5 & o TR E W,

TyEA XY vy TBRREEL RN X, L TLESMHICE N
e ZE—HESN L ERMT £, ERH LRV E &I,
LT vEAF ¥ v 7BICRH LT &N,

Z S
o
= r S

B3 :7ve %ryrB M4 BNMNTHC L
EEHT. kAL BRI ET
£

9) REDMIZ, PEICHERY TV IF v FRBLOF a2~y k34
SEEBHENTWBZ & WKk S 7 | Yol 2 v 7 | IaTes & o~
I DN+ THhDHZ L EMHRLET,

(10) W DZAFEAEEATUVVE T,

A1) BE EEEHAREBIOCEAXY U 7L —2 3 JES AT LD
B EICie V. EEBOTEMEICE Y P LET,

(12) SRR DT —H AN J3—a—RiZik, CEAF ¥ U 7 L—ZOfif
RS L0 v FEESNTEHESATOET, ERMABOAA—a— R
—H—FEHWCHEARS ZEICkY, CEAFY Y T L—XDnr v bk
HFHEHEBNIIT) 2N TEET,

(13) MEABM L E9, BEENTHBIMICET S BIEIC OV CRlE
FHEOIET 8 b a— /v OEEZ ZBBL S,

1. BEQOEHE

VAL —F ¥ VT L—va T — 2k, BEREEUER Lo 2 kot
—a— RIZEEE SN TWET, RETOCEAREIZ, CEAX YU 7L
— X ORNEE S L ITRESNIRERN L BEINICEEShET, £
FEECEB 2 B VOBEIT 16T L ITREREIMER LTI EE W,
CEAF ¥ )7 L—XOMETLLFOBEIATVET,

- PURHE BRI T & BEREGRPTADY, Ly MUl Brbo o84,
cRREMRAZEH%, 30 BOGE LGA,
FRRUSMZBWTHRERECTSAIE, CEAX Y U 7L —2 2 IE
URERRZ HH LT IEEn,

SRAPOCEAREN, 3000n g/mLEZBLIEAE, LEIDSL
TR Z AV THIRL, HHIE L T ZE0,

WAEREROFIEE

1. BEHEHH
@H#H 2 0 0 Flo Ml X OMAEH O C E A ¥R % & O /E TRIE
L. BIEE 2 R ZE R CIERUE L CRdiz & 2 A, FHfEIT
1.57ng/mL, V¥E+1.96SDIF4.76ng/mLERVEL
7=

2. ¥IELDERE

(1) BRI ERECRIRIC L > TRRD ZEBHY T O T, K
BT L7 MR 2 e L C <2 E L,

@) BIETITAAES D REEDOIFFREUSIEME OB LY | FIUH
MR EMICFON2WEERH D T 0T, MO R MR
RELDHDOETEE L, RAERICHETL TS ZSW,

WEERME R
FENRVEMERTR (CEA) (X, 196 54EGo 1 dbick-> T MESEHE

HHEH IR R ENTZSTFEN1 8~2 0 FOE AT T, FUHFEAS

AR 72 T < RIS PSS FEET D 2 & Db 2O/ DBMHT
HIVE LTz, SR, IERR#T I C E ABESUR & TN 2 b oR
B <AFEL, £, CE A B HITHEHO SR IS < FURRIZARMEAME
RIITHMEADRPTHIELET, 2% CE AL, KIE% (3 C o 3L, i
FESE DO STIAOF TEVSIERZ R LT, 207 BIECE ARIE,
FEORBIRIZ W, TR RHIER LOHE TR bR FHIh T E
7

AR IEET (AMP PD) & MW L2338 iR S E )
(CLET A ; chemiluminescent enzyme immunoassay) (Z#E-3 < 3T,

W iERE

1. TH8E
(1) mepE
CEARKREFIEDOERECHETHL &, 5ng/mL CEAEKE
Ong/mL CEAFv V7 L—ZORGEOHKITL 1L EIZARY
3
(2) TRl
HFEIHAR 3 G2 T E OBRIETRIET 2 & & WEMITSEEHIC
XL TE20%LUNIZAY £,
(3) [RIRFRRELME (BFTHREEE)
HEEIREEFEOHRIMETE RV IR LAIEY 2 & &, EEfRiK
(CVE) 1£1 0%LATFIT/e D £,
*(4) J7E FEBH
ARIEOPEHFHIL, 0.2ng/mL~3000ng/mLTY,
2 A LER IR RERNE S AT A
B : VIR Prestoll, WI2ULA L 2400) TiX
O.1lng/mLbihEnEd,



(5) F RS
Ong/mL CEA¥YUTL—FLHWLECEAFY Y 7 L—
ZEFEOEBET2O0REVIELHEL, Ong/mL CEA¥yY
TU—2DOFYE+3SDE, MNLIZCEAF Y Y7 L—2DFY
E— 3 SDRRBTE BH/NREZRIRA L LR E X I
0.05ng/mLEZRDELE,

(6) 7RIS
HFWRLIZCEAXY Y 7L —FZEFEOHIET2 0 E#Y K LT
L HEMOEIRE (CVIE) 281 0%LL T &b i/ NEEZE S L 12,
HIEMZAEZZEE L CERBRAZRDEZLEX0.2ng/mLERDEL
77

2. THBAMESRBR G
(1) MiEMRK4 9B %A L, LIV A CEA—N (Hiki) & 0B
MEEE LR, TR E™M S o E L,
HEFE : n=49
HHEIRE : r=0.999
YRR y=0.99x—0.27
(x ; VINLA CEA—N, y ; LIV AFL AR CEA)

(2) E— A HEE LMmE « M7 A5 9f (BugEEA : EDTA
—ZH U U L) B L, AR CHEMEE R LIRS R, LUTICR
TSNS ONE LT,

MEFE : n=59
THEIRE : 1 =0.99 2

R :y=0.95x+0.06
(x 5 MyG. v ; MmAE)

WEREXTEREVEDEE

1. kWLt (BIERHL) DR

() BRIFITIHTI V. HBV, HCVEDEEOBNRH D LD & L THEL-
TLIEEN,

(2) MEIZH o> TUTBPEDEIREBET D12 0HEVETCTREEFHA L, £
O EDERy T 4 v T HATDRN T IE SN,

(3) FEHIEIT A VR (pH1 0) TF, MAICE L TiX, WK
2o, BIZALARNWE JICERELTLLEE N,

@) RIENHS THROAIZ A TZHAIE, K THIITHWIE TS OIS 2L
BTV, BERGIVUE, EAIOFYREEZZIT TIIEIN,

2. ERLEDEFE

k(1) BEAICER LIRS, T 2HE S AT AOETIRCE X OB
B> T EE W,

2) AR 28 & 7RI EA LTl 28w, BAikiREs mEB &
OEIRDOETRE THEBD D ZMH L TS0,

R Hr TV TF T FaXy b BTNy TR FEHTLHEY
AT MEEOLOEMBHAL T ZE 0,

@ YTV T F T FaXy N VTN TIIEICH LD E
BAHLTIZEN,

(5) REITMAFERM 2T THA LT 2 &0, Bt Lank o g
BLTLIEEN,

(6) ARRIEITHERICE Yy FLIEERFET 22 LN TEET, BEHOH
IRAEERLT, BRI X O IR TIRIZ 3 0 B A T3, 2R
Iy bL72#IE. 30 BB LT ES v,

(7) K- EIRE S WA T E TBRVWAEDbELTES N,

®) K, CEAF ¥ U 7 L — X IABICLDRMEELZE L. T Ao
fifi 4 1PN HE 2 BHAA L T 12 &0,

9) FLWA hzE@Eictey T HB2E, BiLnWT vl Fx v 7%
AT T B LT &, BiHT 2 IGad, JIERE Rofs
IIRFECE 8 A,

(10) FEFENSEUH L CREEAMRAFT D L EF, Ty AFrv vy TE2EI L
RIEDOR MLF Y v FICHEZTHH2~1 0 CTRFELTLEE
W, Ty A F v FEEAT 2 E R R LA, BIE R R oEE
PEZRFECE E A, HER M ZEEICE Yy M 2BITE LT
vEA ¥ Y v T EEHLTIEE N,

D) 7oA Xy v 7H#EHT D E&F, BRBIEOZDFREFR LT
{TEEW,

(12) FHICFE STV B HURFE AR T & BERERPUAD T ~iix, FUT
Iy FNo. BHIFSRATWEY, AT, Rierd¥a v b
No. DHAEDLETIIFHTEEEA, B MIET L oEn v b
No. R L Thrb¥#EIZEy PLTL S,

(13) REEZREADETHATE £ A,

(14) EfE7RRIEZEIT O ool FEUKIZFICH LW b oa2HH LT 7ZE
VY,

(15) ¥ =4 T A NI scegFIC RIS A 2 ki 2 & . ZEMERFE ORI
NMETFLET, ERREEX v v 778y %0 b M3 R WA
Tt D & BN RDNEEIR E SIS L RINE R 5, V—
T4 NEEX v v Ty F 2 ORI W T S OB E
VAT AOBHEHHES ZELEEN,

3. BELDEE

#(1) FIICIIRER E LTUTOERBY 7k P v AREERTH
£, BETIRIBEREOERT Y FAERSRANE HICLED
KEEBITTLTLIEE N, 2 & G L CTHRED N A & R4S
LHRNBHY T OT, BRL OFMAERT THEEL T ZIN,
Wi - 1.0% (FRFaRED | WEK: 0.05%

PURFEARIT, BEREMPUE, CEAZY ) 7 L—%, BRIEHRK
0.1%

(2) REB LA E L HEET 51T BEDICET 3 REICHE-> T E
PREIEY £ T I3 FERREIEY S XA L T L T E &,

(3) BERDBEIEZ = - Tk, AREIGHEPG L & OBBNHE > TREE L
TLEEN,

@ A LA (BXy b BRBRES) | Bk, Y7V rFy 7 F
2y NEL, RHERRRT Y v A (FRERRE 1000 p pm,
1HFRISA RIEE) . ZAZ— AT ATFE R (2%, 1R EER) %
L DWHBHLEH D VNE, A— b7 1L —7 (1 21C, 20458E) I
KDL ZITo TLIZE N,

(5) MR, BERSE TR L2 A IR R TR EIR T~ U ¥ & (AohE R
1000 ppm, 1WREHLLERE) [ ZAZ—ATATER (2%, 1
REFILL EIRIE) SIS L D 5D LHFmEIT o T EEN,

(6) WRAALIRIZ 4 2K MEREE T N ) U AEIR, S VE— LT AT
RIS, EFIZOWD . BIZALRNWE JICHERL T EE N,

MRS % - AR

BRSSO 2~1 0°CITI~TF AN 14E
P AR PTIAR 2~1 0°CITIRTF AR - 148
CEAX ¥ U7 L—% 2~10CIZR7F AR . 148
R 2~1 0°CITHRTF AR 9 A
iR FER(1~3 0C) ITRTr A - 9 n A
L RENTE N 2~1 0°CITIRTF AR 90 A

FEAIRIZ OV TIE, SO LOARORTE T2 2 S
AN

k320
R3] s
Z—FNo. h4 (xS
298985 |AINLATLAR CEA 2 0 0 Al
(BUARAE BRI T - BERERPLIAR) (#10mLXx1)
260029 |LVI)ULRTFLAR CEA 3WEX 1
CEAXx U7 L—% (%1.5mLXx1)
291122 | VISV AT VAL KEK 100mLX6
(I3 ER)
291139 |[AINLAFLAN WEHK 4000mLX1
(I ER)
291146 |AI/SLAFLRARN BRIKFRIK 10mLX10
(I3 ER)
sk DA,

Sero Lumipulse ITA Control
2MEX 6 (43mL%xX6) (I—FKNo0.206805)
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