[ RIS L TS OBFRXEL CBHEB LS,

JDX10T #20264F 47 KRT GBI
FABEREED %2022 10 H &G T (556hR)

B IR5EARES - 20400AMZ00065000
IS RIGAA - &% - RS MBRERI ) —X
FILI7—IzbTOTA0Fy k

JL=/ULZ AFP-N

WERHTER

L ARIRI, A B TH D720, ZRLSAO BRI LT 72
W\,

2. B OBRIL, AREMSM A O AR RCHRIERE b H b TEE
L. BARINZHE LT IZ &,

3. AREBLSNOFERH FTIEICOWTIREEE L EE A,

4, KFEDOAF P¥ v ) 7 L—ZIZIIHB s Jiffil L OH 1 VHLABRERE
PEDER 2 AL THY £33, HC VHEEIZOWTIIMRENLTH
59 RO GRIER D D b o & L TRIKEREH2ICEE L TR -
TLEE,

5. ARER L ORAIE, BROBBIERSH S H D E L THSICHERE LT
HoTLIEE W,

6. AFRIKITIT, RIFAIE LTT LT R Y U ARG ER T E T, R
STHRAICASTZ Y, FEITAE LA ITIE, K THOIC W%
DISEAE ATV, RERSIVUE, EMOFYELZITTIIEEN,

*7, ARIEOMAICER L T, AEL bbb, FREOTA CE, EH 50
EVAT AOEFHRIXB LOBHHAEEZ 2B E a0,

WK - BEF (Fv bOHEAD

L PUAFE ORI D (BEAMHER. 250 u L/SWERIEI— U v )
MAFPE/ 7 n—FAHE (U R) #G7 =74 MITEERET,
2. BEREEGUE (R, 35 0 u L/SWERIEI—RY v )
TNV KRATZ 752 —8 (ALP) #H#HAF PE/ 7 n—FLbk (=
TR) EEHET,

RERBH—F) VD

O

e BERIESRA
b KR

MAREEHF <€ -

3.AFPHF Y U7 L—4 : 3REX1
(6))] Ong/mL AFPXxvU7L—% (@K, 1.5mLx1)
(2) 100ng/mL AFPHF¥U7L—% (KK, 1.5mLXxX1)
(3) 2000ng/mL AFPHF¥U7L—% (KK, 1.5mLXxX1)
4. FEWE Gk, 100mL X6, 50mLX6)
HEH LY LTAMPPD® 26740 %4,
ZHEHOBEY AT MIEGbETIHERIZE N,
e (EfErE, 1000mLX1)
k6. PR — N (MK, 1000mLX 1)
PR £ 13— N2 ZHEL 2 &0,
BRI Gk, 300mL X4, 80mL X4)
THERORIE Y AT JMIEDETCIHEL &N,

-

HE1) 15 CUTFOMRETIEF /MELThET,

#£2) AMPPD : 3-(2'-spiroadamantane)-4-methoxy-4-(3"’~phosphoryloxy)phenyl-1,2-
dioxetane disodium salt / 3-(2-At @7 X< & )-4-A hF-4-(3"-FK A
RYNAXRNT 22 N-1,2-DAF 2 - 2F U UL

WMERABH

MiHXFMEF Do —7 = v 7a7 4> (AFP) OHE

o W E R

AT 2 2T v T v R w FIEICHE SO AL SRR R s e s
IZEBHAF PRIERIKTT,

<BJRTR R a— b RIEEIR2 AT v TE— K>

HE - RliAD+E Y+

PUAE AR ICHEA LIZPTAT PHUR S FIcE 15
AF PIZ L2 EEE RN S E T,

BMEEZIZAF P+ U 7 L—4 2 0 u LIZABIMICREA BT
180uLEBEINET, HLAF PHIESHES LiiikfS
BiT-250pu LIC, fiRELORBEUTIAFPF¥ ) 7L—4
20 p LBNESNET, BUSKIT. fiEfp# 3 7°CT1 04/
A rFa—hIhET,

| DUSHEREOR, Gk Ehe s O TN £,
SR FIIREATC Ko THRD BV, RS ESNE Y, TeifiliE /o
AP — N OTEA L BREIHRD LS, B ATRESnE T,

HE:

[[-Rmic | MAFPHIEENLTHALERIKTOAFPL, 745
RRT 7 #—CHEMHTAF PHifE (BREMHR) 1255

GREEEBITIR SN ET,

BERIEHGIA 2 5 0. L LHURRE O FONR A SET, BUGHAR

37 CTIONMA Fan—bShET,

B FFOBSRBRE O, it Sobi 1 OV M T £ 95
SRR T IR Lo THED BN, SUSIBRESNET, Wi

R — NOTEA L RESEE S, KT ARFSNET,
BERERG SHEW 200 LEKFITMABLFRE, 37°CT55MH

BISSHEET,

WR 477 nmITHEMKEFF ORI A HE L E
D

REEICEENDAMPPDIE, RIS LT A Y
RAT 72— B ORMBAERIC K 5L, SIS TS
NHHIE, HFICREA LI AF PRA KB 5720, ZhallEd
5T UICESTAF PIREDIEETT) LN TEET,

BA o A F PREENRERIA 248 2 725413, MBS U TRIKFRIE %
FAWTHRIEZFHRUERE L T &N,

MEELDEE

1. EBRIROME, BREE

#(1) BEDOFBULMEH 4 28 OE R Z LR L, HEShir
W (B, mOSEE LR E) ICKVEIRL T ES 0,

@) #iRIZ, migE, MNP THLRETE £,

(3) FIAEZRBR 0 BfEZAR R A% FV ., REFET 235613 — 2 0 CLUT Tl R
FLTLIEEN,

(4) B2 0 3 LSRR 25 2 &1 TR E N,

(5) FRINEK « Z DMMDOFIEE Sy LB, D E TV DIRIKTIE,
BIEMEICHEL 52 5580300 3, ELWHEERMNMEONE L HIC
L ETIIBRE LB LT 7ZEn,

(6) BRI DIBILHA U7 K5 ITHRIRIFER L THdli»> T 72 &0,

() FEBE L2 B IR ITE A e T 7280,

©®) BikIchidEEAl (EDTA—"HV UL J Ui R UL~
IR TLA) ERMLTHBRLEER, 21 0mg/mL,
38mg/mL, 100U/ mL X THEMCEBIRDLNERTAT
L7203 Rk OFUEEE A 2 A\ B 5613, BIRORIRFIC THEEL 2 &
W,

L BEWE - A

BIKICEY VEVF  BULEYC, AT a BRI L Tk Lok
BOZENRZFN17.0mg/dL,22.0mg/dL.,450mg/dL%T,
BIEMEICHEBIRDONETATLE, 72, AEWKELTYH,
237 0N~V U BEE CHEMICEEIRRD ONETATLE,
3. ZOfh
AHIT A B ML FROEER SRR E > AT A
(fez=f5 : LI 2 G1200) ARETT,

Do

BAE - AE (REHR)

1. REOFRE
(1) HURHE AR 3 K OB AR (4
SRR — b Uy IIEHURFE BRI 36 K O BTk 3 Fe s S
NTWET H— M) P —2ADOFEHT 4V LEFHN L, ZDOFEEE
ALET,
CRIESOST— MYy CEBR O B IREE Mz -0 S FEIC L
D LN TL7E&EN,
CRERIET — Y v PEREEICE Y FTABIZ. h— Y vV —
ADFB AT 4 NV LELTRHNB LTI, FHA USRS Lk
DDA EHEOBERFEORK LY 7,
CHREEHBLIORED y MIT— Y vy P —ADNR—a— RiT L
STEHEHINTWET, H— Y vV r—AMORERIET— Y
v VDA ZNTRIEOBRGRRICER LR D Y T DO TITb
IRNTL 7EEWN,



(2) AFPxx U7 L—%

W (15~25C) ICELTHLEEERMUTHEMLET,
Ty RRY a—LE2ZBE LTIV hy FICHhEREEHFLEYT,
TR LS OB LZOM F®IL4 5 0 LTY, M FEIEIAFHE
PRI SLKILOBAIC L > TEFH LT, i FTOBICEO I
KNS RICEAT A1, EBEMENTT O TH LV RIELH
HLTLEEW, TNl y A@pnEkn £ 070 7R
BOFRNICR 550850 £,

Ty FRY a— NI THHORE L AT ML > TRV ETOT
FRE S AT AOBEHAELE B EE 0,

—HELTAIULA G1200TH Tl y FaIHADOE
B Ty RRY2—2F100u LE2YET,

(3) FHiK

WHENSHLTZOEEEMLET,

BB ORI N K D ICEEIZE Y P LT &,

B A RIS v b LRI, BRSNS £ IS LIdsRET T
P&V, WEBEOEE R LIZLANWTL S W, EHENR T A DY
RATZ7 75— (ALP) IR ENET LEATE EEA, FEN
FHEAERIC AN 25 61E, BEEEL T &,

w(4) P E TIPS — N
MR DT OREEUK T 1 OfFICAIR L, K<L 4. MRL%
I, Hil (15~25C) ICERLThLBEHLET,

(5) MetARAIRIK
15~30CICRLTOLZDOEEMALET,

NIV R S G1200ty MTAHAE. WHENDIHLTED
FEHBEHLTIZZN,

2. MEEZRERE - ZHF

1) =Aq 7 Xy b TV TFoTBILOY L TAh T

(2) 4L ERRER LT > AT &

#(3) Sero Lumipulse IA Control (BI5EMH)
KEEIAREE LT, Sero Lumipulse TA
Control # VWL EF, FHHICELTIX, Ser o

L

Lumipulse IA Control OE#HHAFELZSRL T
<IE&EW,
3. JEE

D) WEL AT LOBFHAF LS L, Hifd L OREICHLERRELE
FIEDALEICE v LTS, (Fr 7V odb BRI, AT
DRGRMEL AT ML - THRRY EFOT, HFHET AT LD
TEz TR EEY, )

@ AFPH ¥ ) 7L =2 BILUORKEOHUEKENEZZNENASL L E

*(3) I & BAGT D ANC, S RIG T — NV » ¥ FREIR, BeiiR £ 72130k
H— N, BRIEFIRIE, TV 7 Fy TOREEFERLET,
(4) A& — hE—%M L, MELZBGLET EENTHEIIZETSNS
BIEICOWTTAERE D [KE7 7 ha—/L] OEZY ZHR 7S
VY,
4. WEDOBEHIL
YA =X YT L= a L F =L, RERIEH— R Y v P — 20
2WTEN—a— RSN TWET, RIEFOAF PIREIZ. AFPX
v U T L2 ORNEE D EICRIES - RERD BEINICEH S
F9, FEEBEEEZBEVCOLAIT 1B EICREREERLTLE
W,

ITVWET,

AF P¥ ¥ U7 L —ZOHETLL T OHE
MW bS5 a,

CRERIE— U o UR, FLvay
CREFREEHR, 3 0 AARE LIZgS
ERUSMEBWT O RERECEGAIEL, AFPX Y ) 7 L—2 Z2HE
L, BRERETEH LTI EE0,

BIKTOAF PRIEN, 2000n g/mLEBXIZEEIT, LEIZEL
THREFRIEEZ AN THRL, #lEL TSN,

WAERSROHIEE

L. BB IR
2 0 OBl MIEA F PIREE A FTEOBRIETHIE LkER., FHME
1£3.9n g/mL TLUL7, £HEMZ LB TIERL L TR 7T
%, 3.4ng/mL, FHfE+1.96SDIE8.5ng/mLTL%,
2. HIE Lo
(1) FEUERPH X, PIERMECRIRIC L > TED B RH Y T DT,
BRI L7 HERP AR E LT E S0,
(2) IRHICAFAET 2 RIANE DI RSUEHEWE OREIZ L . Fhicill
EMEAEMIZHESNRNGEENRH Y T O T, MOBRARR GO HFIE
RELHDOETERL, RAMIHWE LTI ZE 0,

[ Ji

1.

(1) &
AT PRIRZFTEDHRIECHET 52L&, 10ng/mL  AF PIAFIK
LO0ng/mL AFPXxxU7L—XORKEOLIT1 1L LI
DEJ,

(2) 1EHEM:
B ZE ERRAR 3 1 2 FTE OBETIET 5 & &, WS EIT4 B EIc
HHLTE20%UNICRY T,

(3) [RIWFFFEME (DHTHEEE)
HEERREEZFTEOERIETOEBVE LMET S & &, LR
(CVAE) X1 0%LLFIZY £,

=]
B

anp

2 5

¢
¥

(4) I E P
ARRIEOREHPNIE, 0.5 ng/mL~2000ng/mLTT,
w4y H LR CRER S MIE > A7 & (R&EH
IR G1200) TEHO.Ing/mLbHhanEzd,
(5) A HHBR A
Ong/mL AFPH*v U7 L—4LHRLEAF PIEIEAEFTED
BEC2 OWMEVELMEL, Ong/mL AFPXx VU7 L—4D
EHE+3SDE, MIRLIZATF PIEIROFHE— 3 SDRKGTE
DR/NEEZBRBIRA L LTRMZLEE, H1X0.06ng/mL &R
VELL,
(6) & FEBRA
TR LTZAF PWIRAFTEOEIMET2 0V IKLHIE L, HIEMD
EERE (CVE) 31 0%LL T LR Dh/NEEZ LI, WIERZE
FZELCERBREZRDZLEE0.2ng/mLERYE L,
2. FA B MR AR
(1) MR 1 9 7HIZEMA L. BEFR 1 AL L OMBMAE R L7oRE R,
VLRI RIS O E L,
BWEFEK : n=197
MR : r=0.991
FfFx :y=1.02x + 4.56
(x ; BEfFR I AW, v ; V3L A2 AFP—N)
() MFHRIE9 8FIZBH L, LI NALAT LA R AFP (Bt &0
FEBIME 2 MET L2 fE g, LRI R TR S bivE L,
WEGFH : n=98
FARFE : r=1.000
EFL y=0.95x+1.13
(x ; VISV ATLAR AFP, y; VIR AFP—N)
@) [FAl— A B L 72 M3 « MAE~T Rk 8 541 (Al . ~ <Y
FRUUL) BERL AR THBIMEZBRF L2fES. LUNIORT
BRI HILE Lz,
WEFIE : n=85
RS : r=0.998
[FEffE :y=1.01x—1.32
(x ; i, y 5 M)
3. BREH O IEYE (IR HEYE)
AFPXx+ VU 7L —%DflIx. NIBSC(National Institute for Biological
Standards and Control) OFEHEY)E (The 1st International Standard for
ALPHAFOETOPROTEIN ; AFP) % JEHEIZREE SN TV ET,

BEAEXFEREVNEDEE

L BdR o (ERRBSIE) DR

1) BEITHIV.HBV,.HC VEDBEEOBNRHH D & L THEH-
TLTE&E N,

2) MBI DT> TG DGR ZBET D7D TREE AL, £
TZ LDy T 4 v T HATORNTEE N,

3) HEHEZT A VW (pH 1 0) TF, MEHICE L CiL, G RE
2OV BIZALRWEIIZEEL TSN,

4) RIER TR THRRIZASTZHAIE, K THAITHWIRT S O
BEITV, DERSIVE, BRIOFLELZTTIESN,

2. i EorEE

*(1) fEFCBR U CidA®E, AT 20E Y AT AOE IR L OEHRH
WEIZHE > TS,

#(2) IESOET— RV v ¥ (BURREARLT - BERATERBUA) . AF P ¥V
TU—4 | BB, YRR, TR N R ER B S h
TWETOT, ZEHAOHIES AT LA bE MAaAhETHEMALT
{TEEWY,

(3) IR 238 ¥ 7= BRI LAV T2 SV, SRk 3o 5 &
ORIRDORRE THERD D ZEH LT E &0,

@ YTV T Fo T T NDy SR MERTBHES AT AFED
bOEHEHLTIEE W,

G) VTV TF T S TNhy FIFEICHFLONLOEERHLTL
7ZEW,

(6) MIRITRAFSMZTo THEHAL TS, BoHELAnL dicE
BLTLEEN,

(7) BB ICWIERIE % S OSE, END 7 7 Vi b ORREES =55
AT KON P CORE I, IREEIC L 0 KRSEFEOFR & 72
D EFTOTHRET T IZEN,

8) MIEBLPAFPE Y U 7L — X IR LB EEE L, o7
IV DA ITECDNTRE & B L TL 20,

(9) ERe72BIE 24T D oIz, BRKITEICHF LW oA L T 7ZS
U,

(10) Y =& 7 A NI TICEMMB A 25 5 & ZE{LRFEOWRIL
NBPIETFLET, EEEx v v 78y o b g I R A
ERGElT D L BN KON IR A SIS DN L0 9, V—
BTA NEREX v v 78 X 2 ORI OV T A o #l &
VAT AOBEFEHELE TG L EE 0,

3. FEFE LR

w k(1) FRIBIIIRGFERE LTUToEED T F M) v ABnEEFR TV
F9, BEETHEIIEREOER T Y RBER IR WE D IZEED
KEEBITL TS, Elo {RE G L CTHRMEDO N A & F4E
LRNB BN ETOT, [ OB AZBET THIEL T I,
Peril, Yo —N @ 1.0% (FRiRRe) | EE®R: 0.05%
PURKE BRI T, BERIRPUAR, MIRARIK. AFPX Y V7L —# ¢
0.1%

(2) MIEB L OEWEE2FEET LHAIT. EEMICET 2 REICHE-> T E
WRBEIE) & 72 1 E B S X L CALEE L T 2 &,




(3) BERDBESEIZ BTz > TiL, KETHEBGIEIE & OBSIHE - TRBEL
TLIEEWN,

@) R LB E (BXy b RBRES) | iR, V7)) v 7Ty TEE
WHEFER ST Y A (BEFEEE 1000 p pm, 1FFRHELLER
) . I =T AT R (2%, 1REHLLEIZE) %2 K250
BH LT, A— b7 L—7 (12 1°C, 2 043LhE) 1T X Dik#aLE
HITHoTLTEEN,

(5) IR, BERESE D3R L7 B A IR G Bl T R U o & (A hE R IRE
1000ppm, 1HEHILLEIEME) ( 02 —ATATER (2%, 1
FERILL HIRE) RIS H D5 EMY LT EITo TS &,

(6) WHHALEAE 9 2 KRR T U U ARIK, J V=T LT
RYEIEDS, REIZ DWWz | BIZALZRWE JICHERE LTSN,

WETE S % - AR

NS ey A 2~1 0°CIZIRIE BRI 0 14
i AR 2~1 0°CIZIRTE BRI 0 14
AFPXy )7 L—% 2~1 0 CIfRTF BRI . 14
FEER 2~1 0 CIzfhfF HRWM - 9% A
Vel 2~1 0°CIZIRTE HRHW - 9 A
ok YRR — N FR(1~300)IcfFE AWM 14
TR R AR 2~1 0°CITIRIE BRI 92 A
FEHRIRIZOWTIE, SRERGRIEDSME S L ORGRORTE TSRS
v,
BB
[l
ZHEHOREY AT MTEbETIHELS EE N,
=—FKNo. - o
292846 [L3INLRA AFP—N 147 AKX 3
GESE— ) ¥
(PUARE BRI T - BRI
293188 |/LILA AFP—N 3PEEX 1
AFPXxy U7 L—% (£1.5mLXx1)
219973 [ AI LR FEIRGHERE) 100mLX6
292600 [AI/LR FEK(GHERE) 50mL X6
219942 |[NWIrLR ik (JhmitEE) 1000mL X1
wk| 261613 | IR PREE—N ObilEg) 1000mL X1
219935 |/AI LA FRIEAIRIKGEmRIE) 300mL x4
292617 |VI/SVA BIEAINE LB 80mL x4
*Z Ofth
Sero Lumipulse TIA Control
2L LX6X3mL (3—FNo0.206805)
I £ B SRR

1. Nishizono I, et al. Rapid and sensitive chemiluminescent enzyme immunoassay
for measuring tumor markers. Clin Chem, 37 : 1639 ~ 1644, 1991.

| [ AV olc s

HhLeAMAatt BFka -1ty —
TEL : 0120-292-832

WA ERSET

RNy S e
s IR th R XA 1T TH 3% 1 4 5

Y FuJIRERIO



