FUJIFILM

[CORNYEELLFATHOBALTFEL) |

201848 9 A{RRL (381 hR)
Code 467-71801

&S 23000EZX00013000

[ BAZRAERS |

TILT77—7zb7TOATFAF v b
TW77=7z VTATA DL FURIGHICE B A8 F b

2a1—22A73— AFP-L3-i50
(LBA%)

(&MRrYER)

(1) AEREEAZHATHY . ZhUAOBMICERALEVTTE L,

) CORMITBCERSNFERFTRICH > TERALTTE L, EEShiER
FERLOERBHLUATOERIC DLW T, AFEOFEEEERIAL M E
o
REHSSREBAE CRVBYRFE T TERALTT SV, & FMICS
WTEHBSEA—N—[CHALEDLETTE L,

RERRCED CIRRDHIE. BREROEORERR Lot CRYEMIR
BHIICHETL TTF &Ly

R - #EF (v POERY))
3a—#RJ3— AFP-L3-i50
(1) xEhEER1 (R1)
(2) XENMEEHR 2 (R2)
LAY AL 9F > (LCA)
(3) XENEER 3 (R3)
(4) XENEE& 4 (R4)
(5) ZEBFER 1 (C1)
ToAUEEHE FAFPY Y RE / 7 0—F LYk
(DNA-Fab’ (AFP))
(6) EHEm& 2 (C2)
WHERT L FAFPY I RE/ 7 O0—FILEE
(8% -Fab' (AFP))
(7) #¥x% (FD)
(8) HI& (Dil)

@3

=

4

=

A=tV v 100 EA)

HEH— Yy CORFRER (LM

-
Rsm. R2 || 1
il

(£ B B 8]

MWEFRD -7 FTBTA 2 (AFP)DL 7 F L RISHICK 2 DB
(AFP-L3%) RV a-7 = b 7071 > (AFP) DRIFE (BIEES DR DR

CAl =& & )

a-7z 7074 (AFP) &, BRIRFFH 2 L (EFTEMER. 3~ Y v 7 BBES
DEMBEECRBEINGEREMWES L /NVETT, £ FOAFPICE 1 HF47-Y
1ERDTZANTF U AEAREENEEL. TOEMBEIRSACEINTOET,
EBOBE(LCHCEEBENT T2 & - TH Y, BAKORR DL
OLIFL#ROT. BEOBEEINBNLITUE T, LAV ALIF U
BEOEBTABON-TEFAZ LY I 2 (Cal, 6HEATT7I—ADMFMLT
BRI EZEL TOET, FFEECH S BHEEEELE LT, EC207
A-AOMINERLTOHET, N0

2FY, a-Tz M SaTFA L (AFP)[E 1 DF UMY 1 KD TANTH LR
EHEES, FFRRERCHSEEEETLHE LT, 72-AMIMEn/EHER
DAFP &, TOA—ZADMIMEINTOROGEREEBRODAFPENH Y ET, 72—
AMENTEMEEEDAFPIEL > XY AL 7 F > (LCA) EFRMEN S U (LCAFR
PHEAFP) (AFP-L3). 7 a—AHMIMEh TURVESEERB DAFPIE. LCALEM
7' Y £ A (LCATERFEAFP) (AFP-L1),

A&ElE RIERCERZXELETRAPTHREAARIGE. BRLI-REES
%58 URIE T B LBAS (Liquid-phase Binding Assay) £ AW - BIERE TH Y 19
HAMUNERDHLERNE PAFPYYRE/ 70— FILHiEK (8 ¥-Fab’
(AFP)). RU7ZA > #EAHE MAFPY™ X E /7 0—F L3146 (DNA-Fab’
(AFP) &L Lo AR AL 7F L (LCA) S VRBRENTOE T, BIEREBGLUTIC
FLET, 90

RO AFP L ZHHAT 2(C2) RO Y -Fab’ (AFP) & & X EHEER 1 (R &
BETCREEES L AFPRE O & 3 BRABESFEEFMRLET (RERGE)

=1
AFP-#:3¢-Fab’ (AFP)

CORERICRELHBELEEATRE I 1 —FRATI— 500F v 7LD
IV IICHELET, Fio. XBEER2(R2) (LCAZER) . XBEFR3
(R3). XENEE®K 4(R4). EHHMEEK 1(C1) (DNA-Fab’ (AFP) 24%) R U8k
& (FD)CoWTdF v 7T LEORIEYTILICHELET (K 2),

2
Waste

BEhvT2 / A \

R RE R 61 RS B&HYT
Sl BUIGH®

Waste(d. R2. R3. R4, Cl. RERLEERVFDEAFTARBCEAT 2HO
BERIEHDELTHERLET, FD(I”?ﬁj’ﬁ%EE ALTHY., PVARBOME %
HEOANEICRH S LD RENERHBLT,

HEEDFH MECSYF v TOPFARBICHELZBALET (®3),
B3

RIERGH [ AFP-#F—Fab’ (AFP) ]

C1[ DNA~Fab’ (AFP’
[ ab’ (AFP) ] BRI R2[LCA]

R4

[ovamssay— | [ ow— | [ vorsmmmy—

DNA-Fab’ (AFP) —>JWW ﬁ CTAFP
’ J B3f-Fab’ (AFP) —> é

BA%. BEEBNT D LDNAFab’ (AFP) [(FEEBUABORECKL . BiES
EICREEIABROBELET, RIC. BB NI-DNAFab (AFP) (&, > 7L
S BBl K4 OBEENEREAET (B5),

X4
DNA-Fab’ (AFP) -AFP-#3¢-Fab’ (AFP)

55

REREHK

[ onvammpny— | [ woony— | | Lorasamy— |
DNA-Fab’ (AFP) —>)WW ﬂm
Ak <— HJt-Fab’ (AFP)
SEBEABY—

B, BRUkBERHITE LM 4 DESEEDNAFa (AFP) (&, 7=A4 > D&
LY L IF U BRUKENY — (LB LE T, RRICOEN-Fab’ (AFP) (XHEHN
Wi, LIF L BLKES — L CBBLE A, DD KATRTEER
BLUKE)/ — > TB/F PBE(RE/FES D) 2TV ET, £ RRISDDNA-
Fab' (AFP) (&, N EB (O B/FPETIRENH Y THA (H6)o



6
RERSE

BiE

[onvgmnny— | [ wonv— | [ voressmy—

DNA-Fab’ (AFP) —>fmm” é@ H—Fab’ (AFP)
«— #HERK
ERBRAKBY—

RIZW LI F U BKKES ~ > [CRE LR 4 DEAEP. LCAFAMEAFP A
BELIESEE RTICRT LI/~ hICEEND L 7F 2 (LCA) EfES
LETH. LCATERMUAFPHEE LIBEEEEL 77> (LCA) LA LEH Ao

®7
E& 1 AFP-L3
(DNA-Fab’ (AFP)) - (LCASRFIMEAFP) - (83-Fab’ (AFP))
|
(LCA)
EEHE 2 AFP-L1
(DNA-Fab’ (AFP)) - (LCAFEIRANMEAFP) - (E¥-Fab’ (AFP))

LOF 2 ERISLIZEEE 1 OBSUAEIRERL. BAE2 LHNTEAELE
To LYFLBRUKEICL Y DBESNAZEEE 1 (AFP-L3 9 E) & B4 2((AFP-
L1 SE) DHNBREOr -/ EREAFLET,

BEE1(AFP-L3 E) L&k 2(AFP-L1 DE) DHARED LY — 7V EEN D
AFPRES LUAFPL3%ZEH L £9 . BEHARIE. AFP-L1 &L UAFP-L3 BE
FAOEEZ AT L TEONIEBEOLr—7EREE. REEATELTESH
B R2OE—EBEELRL T, RBFOAFP-LI, AFP-L3BEERDHET, AFP
RELAFP-L1BE L AFP-L3 BEDEFHET. AFP-L3%( (AFP-L3 iBE) / (AFP-
L1 #BEE+AFP-L3 BE) X100 L YRHOLNBMETT,

2 LtnFE)
(1) AERHoUE. BRE
(N FBRBOREEECNTHEL TS0 RETHBAE-20CLUTT
HERFLTTE L, 6 s ALLERFTZHBEE-80CLUTTREL. &
ViR LRI T 2 C & BT TTE L,
(2) GEYE - HEEHN
(N T7AALEBIE 50moldLE THEBCHEES I T Ao
(D EVILE L 37 mydlE CRATEICHEES X E Ao
(/N)AIE. 960 mg/dL & CRIRMEICHEEZ S EH A,
(3) Zoft
(OFRGZOHEG. ERBE TLEPRAREIEEEI -9 RT3~
501 ZERALTTE Ly
(D)AFPRENHTEEO LIREBX 2R&ECOVLTEK. 3a—%R7a—
50D HEFHRBEEICL VREN— M) v SHOFRELZ RV THRBR
E7oM HDWNWEIa—4RXT2— AFPLIA F+v )T L—9—t v
PRI C2WTWD, 2a—F AT~ AFPL3FR 777, Xl&
32—9273— FREGITR ThiEEHONLCHFRLTEITEL
TTFElw

(A% - RE@REFE)

(1) REOREEL X
32—%RAT0— AFP-L3-i50(Hh—hF Y w)  ZOFEFEALTTE
FRECENBROTSY T —5ERLTRELTTE L,
HHBEEBENQ ~10CRB) T, 0BMFERATEET,

@ B

TYTI— 118

HERAE

O MBO77/H—C&Y TRICHO RERBICHOHERIFTTE U,
T4 75 —DFRONTEERERBOTLEMHEEZE LEE(CLTER
LTF&EL,
AERBOFOEARREREATITHLARLL (T, HEBRBEFLRED
FEHEVT. ERLTTE 0,
TETI—DELCEBE I, RESHCHOLN 8 BiFH 5 & R
LTS,
BWO%EG. 74 79—&RYAET, TCEEBCEY PLTTEL,
EBICtzy ML RYHBEBOTTE L,

e © ©

F%(‘%NT )
!

. [T
L1l

BEABCHBMRHR(K)C THFTHI—CDOLTWD
THEEENSETHLAATTE W,

.

(&) wERRBE - &¥ - HHE

4

=

e BEIOITEE : 2 AP RERNTEEEI 2 -4 XTI~ i50

e BEBARK 32—¥RTO— AFPL3A F4x UTL—5—tv b (BIF
) (FERCEBLTHE, 32—%AT3— AFPL3A F+ U7
L—%—tv FORGHPELSRLTTE )

a—#2RT0— AFP-L3FA J> bo—JLL (RIFEH)

a—%XTJ0— AFPL3F 1> bO—JLH (BI5Es

1—427T 33— 508 Fv T hty b (BIFER)

I 2—4RTO— FREGIFTER)

® I1—4270— 508 TO—7HER (I

ot TNy 7S (GIES ’

REx

BIFREOFHEME M3 2—4 R 70— S0BERHAE] 28BLTTFE 0,

1) 33—9RT3— B0EB(CI1—9RTI— 508 Fw 7 hty btz
+_’“/ |‘ L—C—Fé"\o

2) 3a2—#%RAT73— AFP-L3:i50. 32—4% 70— 50 7O—7%%F
Ky AL RTHKEII—FATI— 50 DFFEDMBICEY FLTTF
T Eloy TV —FRIEOBE, BRY > VOFHRERERLTTEL,

) FrUTL—alld. 3a—4XTO— AFPL3EH 77 7HTNCH
v T L—9—1RUO2%&Y>TIHy FICANT, BEICHIE LT/ —
A—REBSARDORILY —(Cy FLTTFE, 32 bO—LOEE
([F. 32—%9R73— AFP-L3AB 2> FA—JLLRUHEY LTI AY
TICANT, BECHE LcN\—O— K 2B -FTEDKRILY —(Ctw b
LTT&E0 . REDARIE. REEFIEDT v VOMEICEY LTTE
LYo

4 32a—4273— B0 BRFEHE) 228L. ¥+ UV TL—%— 2>
FO—LRUBEBIEDEMBEIT > T TS

5 AREENKRD /2O, RY—FF—FL. AEEFRLTTFE 0,

6) AEEBBTIEF v T DEXT—Va llRBESh, Fv TORE
O TIHBICRENENENR2 1 13uL&13uly R3 1 14Ul R4 :7
pl. C1:5ulh s hE s, H/oy Fov 7 LCHDEETIIL TR :
33ul. C2 i 4pul &gtk i JuLdVEE SN BEK (RERISHK) (& 7uL
PEINET, EXAERDEFINSTILGHITEABREERLTOE
To CNEFRICFD T 10ULA 7+ —ARARBEERL LD
CAEFEEINET,

N DFEB FvTETTAILTRT—2 3L (CBHL. 7y THRBAICE
IUENCLYEBAINE T,

8) HUT. BERF—2 a3 CBHL. £T7+—HXABARNFD TR
Ih, —EFRETFDAREERANE T, BRBRHBE. CORBEER
LT, FRICHOWF v R ERHLET, R, PTAARTBTAE
DThh. AFP-L1 EAFP-L3DEEREDOY — /EREBE T, ENARE
DE—-7EREEF v ) TL—2 3 L ERNSERSNIRERICL VAR
BICTHRINET, ATHERGIERER LEBNCT) > b T7IMENE
£

R & 640 nm
HIW R 670 nm

REDFRH

1ottt

| HE-BikEvr 1
| ﬂj’«lomsz |

m%«wé?t;;-ﬁwo)aax |

%ii%lﬁiiﬁ

BHMO R, RIS, B/FO#
| w;yl%i;vm |
l AFP-L1, AIL:P—LSUJFQH:': |
[ ArPEE. A:P—LS%G)E& |

._4__



CRIERROYIEE)
(4)AFP-L3%

¥ G RERR (ISEFE. FEE) TOSEE 10%RE
(A)AFP

HAEED D 10 ng/mLLLF

CHIE LOZFERD

(O BERICEREREYE (REEREAS) NEET 2546 ELLAEREREM
BonEWEENRHY ET, Fio. REAPICECHED & > RAFPRSMEWE
NEET RS BEE—I7 0 ERIND (AT—7)FICLYAFPRER
BEE2RTTEERHYET, ZOMCOMBY M) v 7 ROPECLVIEL
(AFPEEERDZCENTEROBEANRDH Y E T, BIEHRCEICERD
Wi, ERREROMOBRERRES L Sht THYEMIASHICHII L TTE
(Y8 14)

(D) AMFRRUBIET X OBREKEAFP-LI% R UAFPASEERT CENnH Y E
T

U\ ERREEAFPL3% R UAFPHSEE RT & H Y T,

(Z) FFHRRE LIS D AFP EEE BB TIXAFP-L3% H 5 L (FAFPABEZ RT I &
NHYET,

GRIAFP-L2DBEZ ELHREDHE. LABERKEINLSHEE L TRATIhET
D\ EETCOBR(L2+ L3DEDME) E—HLEWESRHYET,

§k3 ]
(& 88
(1) BE
(1)AFP 0 ng/mLIZZER % S EAE L /=& 2D — VEBEOFEHE + 2SDDIE
(& AFP-L10.3ng/mLEBEER % SERTE L 1= 20—V EBOFEHE
—-2SDDMEEERY FH A,
(D)AFP O ng/mLIZ%ER % 3 ERTE L =L EDOE — VEREDFHE + 2SDDfE
(& AFP-L30.3ng/mLiZ¥ERZE SERF L& 20 F -/ EBOFHIE
-2SDDMELER Y Ao
(2) IEwetE
(£)AFP
BRREOERRREZNET 28 RABED £15%LARTT,
(A)AFP-L3%
BEAAFP-L3% DEE ARG Z AT T 58, BIAED £15%LRTT,
(3) BEREERY
(1)AFP
E—DOEERKRGE b RMEBCTT 28, AEEDCVER 10%UTT
o
(O)AFP-L3%
BE—OEERAKGEE b RERCAET 28, AEEDOCVERK 10%LTT
ED
(4) AEsEHE
() AFP
AFPREDRITEEH(L 0.3~8000 ng/mLTF,
(0)AFP-L3%
AFP-L3%(&. AFP-L3/(AFP-L1+ AFP-L3) X 100 D EETT,
B TEHAFPL3% 0.5~99. 5% DEETHENENET,
BIEENFRRINDAFPEEE. 0.3 ng/mL~8000 ng/mLTT o
fefe Ly AFP-L1GE & LT 0.3~8000 ng/mL X (XAFP-L3AE & LT 0.3
~8000 ng/mL & L TDBRE T,
(AFPEEE, AFP-L1UEBENI(ZAFP-LIREN L&A DIES, AFP-L3%
FHECEERALHDEINET,)

(KIERDELEME EEME))
The 1st International Standard for ALPHAFETOPROTEIN Code : AFP (NIBSC)
(ERRMERREE
(1) AFP
® &% i & m B
ARSI r =0.997(n =105) r =0.999(n =105)
[ JE R y=1.003x —1.9 y=1.018x +1.2
y Ak {ng/mL) Ada(ng/mL)
N AMEIE ((ESREKE) 3Ia1—%RTI— AFP-L3
(ng/mL) (ng/mL)

(O)AFP-L3%

® &% il &
AEBSAR¥ =1.000(n =72)
RS =1.013x -0.2
Yy (%)

Ia—%R7J 23— AFP-L3
(%)

X

UEA EX (FERE G EDOEFE)

CERR U\ _E (FEBRBA D) DR

(1) RENBR-TE®ARCA-TZY . FBCAELAEBEICE EBICKEDKT
FHORL. RERBONEEOFUEERTTTE 0y,
BFERBDI2a—FRT3— BORTO—7EFREpH I L EOT7IL A UM
BETY,

(2) BAKIZHIV, HBV. HCVEDBRLOBNNHZHDE L THRYFE->TTE Ly,

() BELCH > CTHBREOBREBTE-OFVCRTFREBALTTE L,

EAEDER

(1) REIETIN L TREL FREREBE/HDEFERLEVOTTE L,

) BoTHEBSEAREEIFEALEVTTE0, ELOERNESORENIEN
HYET,

(3) REOBHBLELICEBCHREL. B2 (B FRLTTEL, BETS
BAGEBATRELTTE L, £0B. RBEORSBEELLTEIEEETT
T

4) KSEHORE, TEREMOEMICERLEVTTE L,

(5) EREBRAEENELARVCBANDYETOT, Yo TILAvT Fv 7T OB
FRELEVLDTTE L,

(RELDIER

(1) BEECKEL TEEEDONER ERICET 258 (BEYLER) RUHkE
E(CHE > THEYICMELTTFE

(2) BELEMm L CRERVHERSEEL BREOBRENHDHDOE L TREL
TTF&Ly
WEG)
A= b7 L—70E A2 CUETANHU ESERETRE L TTFE Ly,
REERERLE « BEEESR 1,500~2,000 ppmbl_E DO ACER IZ60D R LR
LTFEL

Q) BGERUEE S JEF LB REEREF (F5ERRE 1,000 ppm. 0.1
B)BREDHBREEAL T L w SSACHER->TTE L, k& BREWMD
BCE. TLROFRELCIVFERELTT I,

(A% - ARHEARD

& B (F%hHAME)
31—-4ZT0— AFP-L3:i50 2~10CHEH sE#12 AR
(2 % B fD)
(23— KED) & A ' %
467 -71801 3 a2—4% X7 — AFP-L3-i50 100 @A
(E ZE x|

(1) Taketa K., Endo Y., et al. : Cancer Res., 53, 5419-5423 (1993).

(2) Sato Y., Nakata K., et al. : N. Engl. J. Med., 328, 1802-1806 (1993).

(3) Shiraki K, Takase K., et al. : Hepatology, 22, 802-807 (1995).

(4) Yamashita F., Tanaka M., et al.: E. J. Gastroenterol. Hepatol., 7, 627-633 (1995).

(5) Yamashita F., Tanaka M., et al. : Gastroenterol., 111, 996-1001 (1996).

(6) mAPIEH, AIIA— : FTRERE, 34, 713-717 (1997).

(7) Nakamura K., Imajo N., et al. : Anal. Chem., 70, 954-957 (1998).

(8) Katoh H., Nakamura K., et al. : Anal. Chem., 70, 2110-2114 (1998).

(9) Kawabata T., Watanabe M., et al. : Anal. Chem., 77, 5579-5582 (2005).

(10) Kawabata T., Henry G. Wada, et al. : Electrophoresis, 29, 1399-1406 (2008).

(11)Oka H., Saito A, et al. : J. Gastroenterol. Hepatol., 16, 1378-1383 (2001).

(1% &, REAIL, T&3%—, BN &, A+HEEA : XK, 68, 665669
(2010).

(13) A E—5B, BBRRSE © BRERIRE S 4 K 2011~2012, 887-891 (2011).

(INEBEERX, HAKLT, RFRS : YD, 27, 210-214 (2004).

(15)Richard K. Sterling, Lennox Jeffers, et al. : Am. J. Gastroenterol., 2196-2205
(2007).

(16) Richard K. Sterling, Lennox Jeffers, et al. : Clin Gastroenterol Hepatol, 104-113
(2009).

(EUWEh i)
B 744 ARG R
BRBREE HRIT—PR— bt v—
T103-0023 REHHAXKAABAI —TH4E 1 5
Tel : 03-3270-9134(5" 1 ¥ LA )

]l 56

(2—K&S) (& 4 (a8 %

464—-48101 3I21—%R70— AFPL3H F+ ) /L—9—ty b  1tv b
7T 7@QmLx2)

FvlTL—5—1@QmLx1)
FrU7L——202mLx1)

46049301 $a—#R7TI— AFP-L3A O bO—JLL 2mL x4
466-49401 Ia—%XTI— AFP-L3A I bO—JLH 2mL x4
469-72101 I2—%ZX730— 508 Fv 7 hty b 30 IR x5
466-61001 Ia—¥XTI— HRK 10mL
465-72201 I a—9XT0— 50 FO—-THER 60mL x4
452-00801 ¥ TAhhv TS 1000 &

__6_



V ca I i Bc chnology

TARREKE, Y1705y TEKUKENCET 2 Caliper Life Sciencestt DEARAT
ZTTIC. AR EDOLBAEATAZZFA L THES NIRRT

SR T
BT L A AEREHT
KB RREEN=TH1&25 15.10.26K00

_7_



