HERAICELTRIDBFRNELCBRACIESL,
Fl. BEGHICHEODIELSICRELTENTLEEL,

JDX09T

EN D REER

HEARSEARRES - 20400AMZ00065000

I SRR - &% - o wBRERY ) —X
FILID7—TJz hTOFAoFy b

JL=/ULZ AFP-N

WERHTEE

L ARIRI, A BIA TH D720, ZRLISAO BRI LT 72
W\,

2. BT OBRIL, AREMSM A O AR SRR E b HhE TEE
L., #BAMICHET LT Z &,

3. RELSOM A FIEICHOW TR A B L £ A,

w4, KRIEDOAFPx+v U 7L —F|ZIZHB s HiiB L OH 1 VHkHRAR
PEDOJFRI 2L Tl £925, HC VRS ob\r IR SN TEH
5P BAOERERH D b O L U TRIKFEREFICER L TIRY -
TLIEEY,

5. AR L UKL, BREOBRERH D b0 & LTHIICHER L TR
o TLIZEN,

6. ARIRITIT, RAFAIE LTT LT P Y D ARG EN TV E T, BN
ofﬁ%u CADTY | BFITAE L2 B AT, K TRV T 4%

DISBME 21TV, BERGIVUE, EROFYBEE T )‘T< 7ZE,

#£20224F10 A SRT (556)l)
*20184 1H&GT (555R)

w7, AGRIEDFNCER LTl AF L Hbt, FREEDIRMSCE, AT 21

TEY AT LOBEFIRLIBS LOTHRHIEZ TSR 72 S0,

MK - BEF (v FOERD

CPUAESHITEEY (AR, 250y L/RERKBA—RY vD)
HIAFPE/ 7 a—FAHK (vUR) G774 MiTEEHET,

CBEREHEAK GERIK. 350y L/RERBA—FY YD)
TNHIBRRAT772—€ (ALP) H#HAF PE/ 7 a—F LUk (=
TR) EEHET,
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RERBH—F) VD
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MAREEHF <€ -

3. AFPXy)JL—% : 3iBEX1

(6))] Ong/mL AFPXxvU7L—% (@K, 1.5mLx1)
(20 100ng/mL AFPHF¥U7L—% (KK, 1.5mLXxX1)
(3) 2000ng/mL AFPHF¥U7L—% (KiK., 1.5mLXxX1)
4. HE® GRIK, 100mLx6, 50mLx6)

B L LTAMPPD® 254 %9,

THEAORES AT LA bETIHEL ZEN,

-/il%l& (llEﬁﬁ/& 1000mLX1)

CBRAEFRE GRIK. 300mL x4, 80mL x4)
THAOHES AT JMAPETIHELEE N,

[orlN]

H1) 1 5CUTFORETEFMELTHET,

#£2) AMPPD : 3-(2’-spiroadamantane)-4-methoxy-4-(3"’~phosphoryloxy)phenyl-1,2-
dioxetane disodium salt / 3-(2'-AE BT X~ HZ )-4-A hF L -4-(3"-K A
RINFAXR )T 2= -12-Th XL 20 N UL

WEAB®M
Mg MEF D o —7 = h7aT A (AFP) ORIE

W ERE

RRIEL 2 AT v TH 2 FA o FIRICIE SO TAL AT R R SN E RIS

£5AF PRERETT,

<pgR7w ha—; BIEAR2 AT v TE— R>

HE - BEOtY

RAEESRFICEA LERAFPIALIRIASRIZEELD
AFPICL2RERERISTHEEINET,
BMEEIZAFPE v Y 7 L—% 2 0 u LiZHBIICHRIRAIRE
180 uLEiRAESNET, PLAF PHUIADBES LUk &
KT 250 p LI, MIRFELOBREKEIZIZAFPFy 7 L—4
ZOuLﬁﬁ&éhiTuKﬁﬁﬁ\ﬁ#%37ffloﬁm
A rFa—hEnET,

*

[ k% | SSEREO®. RREAHTORFNTONET,
REFIIREAIC Ko TRD DI, SUSRBFRESNE T, TEiEA
VEHHROBRED RV IZ S, L7 S E T,

| BRI | MAFPHAZNLTHE LIZBRAFOAFPE, 7ILAY
RRAT 72— CEHRAF PHA (BERAZHMA) (2XD

REBEERITEINET,

BESFIEAIIR 2 5 0 u L PR AR TS IRASNET, RISHEIE

37°CTLIONMIA v Fa—hSNET,

[ %% | BURGHEREOR. REMEHTORSSTONET.
REFIIEAIC Lo TED DI, SURKD R ESET, TERIEA
PR OBR BV RS, BB edSiE T,

HEE®Z200p LERFICMAFEMRER, 37°CTE52ME
RIGESEET,

BRATInmITHERABREFORORLEEZRELE

<+,
Eaﬂm:ﬁin%AMPPDti et Fﬁ&ﬁ’)m&é}tf;?xmu
RAT 72— B OMBAERIC LY 3 LET, DRI THRES
naNkiE, *\‘ﬁ%z::ﬁﬁé\bf:AFPimiﬂ#%f:w T AENIES
BT LICESTAFPIEDHIEEITH LN TEET,

M DA F P EENNERIZ @ 2 725813, REITE U TRIBRIRIE Z
A THEZz AR UBRE L T EEN,

BEELDER
I MERAOME, FA

sok(1) FRRD LRI ifiﬁﬁﬁ‘ébﬁﬂuﬁ{(?)%%ﬁifzi KB L. HRE SNy

(BRI, mOOBEFIERE) XL T 7ZE,

2) Bk, miE, mifnFhcbliliEca £,

(3) FIBEZRER V0 B2tk % FHV, RIFT2%A 1L — 2 0 CLL T Tl
FLTLIEE N,

(4) MR Z 0 R USSRz 5 2 L1368 T2 &0,

(5) AIMER « ZDOMOATRIY. WY, FEWIE LN TODRIATIX
HEMICEBEEZ 525550300 £+, ELWEERMEONE LIS
ELELFRELEZZICEM LTI ES N,

(6) BRAKEI DB Ue D K9 ITRRIRIZEE LTk » TL 72 &V,

(1) FEE L2 Le Tl 280,

8) MIZHEEEA (EDTA— AV UL 7B ) UL~
VFRUTL) EREMLUTHBRLEMAER, ZhEN10meg/mL,
38mg/mL, 100U/ mL % CRIEMICEEBIROOLNETAT
L7203 R O HUEEE I 2 AV B 3581 BIRORIRFIC TR L &
‘/‘

2. BEME - ShEEA
BIRICEY LBV F EYLE Y C~EZ B BV EZRINL CRER L7oiE
BZNFN17.0mg/dL.22.0mg/dL.450mg/dLET,
HEMICEEIRO ONEFAT L, 2, AEICELTYH,
237 0RN~ Y UWEE CTHEMIEEIRRD ONEEATLE,
3. 0
AHIEIT A BB B RRE R SO E > AT A
(RFEpH : LI 2 G1200) HARIETT,

W% - BE (REAR)
1. AEDRHE
(1) PLiHEARLT-3 & OWERIER SR
GIERR S — N U DIPRG85 X ORI A Fe bl X
NTWET H— M) P —2AOERT 4V AEZHN L, ZDOFEEME
HALET,
CHIEROSH— N Yy DR B IRE 2R S I L
Y L7RNTL f;éu\
CFIERUG T — Y DRk BB, =R v P —
ADFER 7 /r/l/A%z?‘i'J?h LT< EE, FHAUSOH N LIk
DD DG, EEROBERFORK L2 7,




CHIIEA B LRy NI — RN vV —ADR—a— Nk
STHEHINTVWET, I— MY v —AMORERIET— R
v VO NN Z TR ORISR W REM S H ) T O TITb
BRNTLEEN,
#2) AFPX¥x U7 L —%
i (15~25C) ICRL TS EEREMLUTEMNLES,
Ty RRY 2a—bE2ZBE L.V rIrhy FICnEREHFLET,
TR LS OB LZOM FmiL4 5w LTY, # FEIIAFSHEZ
I S RCRIBOBAIC L > TEB L 3, # FOBICHEFOHIC
RN L RITRAT 2581, REMEDTT O TH LWAER A
HALTLZE N, BTNy @ik T390 7Y IR
BORRIZ 58560800 £,
Sy RRY a— MEDEAONES AT ML > TRAY ETOT
FME S AT AOBEHHEFEL ZELIZE 0,
—fFE LTI Z G1200THFAhy FaTHHAOE
BTy RRY2—A1F100u L&D ET,
(3) FHEiK
BIRENSH L TEOEEEHLET,
C FEER O TN K D ICEEICE Y P LT &N,
IR A RIS b Ltk SEIRASHIR E TR LI T
LSV, BEEOEE R LIZLAVWTL EEW, WEENT L H Y
HRATZ7 78— (ALP) IZERINET LHEHTEEEA, FHEM
BRI i 7= a0, BEFEL T2 &,
(4) Vi
AR OT-OREEK T 1 OfFICAR L, K <HER L E 3 AR L7 0ed
WIL, Wil (15~25C) ICELThBEMLET,
*(5) MRAIRIK
15~30CICRERLTOLZOEEMALET,
IVLA G1200Ey MT25HAEF, GEENGHLTZD
FEMHFLTLIEE N,
2. WEGRE - B
1) ~A47meXy b TV TFoTBILOY T NH T
(2) 2B FROCRERERE S AT A
#%(3) Sero Lumipulse IA Control (B5EMH
WEEHMAELE LT, Sero Lumipulse ITA
Controlz#z#fEnzLEd, #HICKELTIE, Ser o
Lumipulse IA Control OEFEHAELZSRLT
{TEEW,
3. BIEE
1) JEY AT AOBEHRAEZ SR L, RAR X OHIEIC LB L3l %
FIEDAEIZE Yy LT EZEV, (7LD B T, fHH
DREPMET AT DML TRRY FTOT, FUWES AT LDH
WHAELE ZE IS, )
*2) AFP¥x U7 L—2BILOREOHUEKRBENEEZZNENAT L E
kS
(3) WEEBAT DRI, RERIGHT — MY » ¥ ER, TR, Riks
Wie, v 7V 7F v 7ORREWRLET,
(4) AL —hX—% L AIEEBA LT, EENTHBINICIEITERD
MIEIC OV TIHIEFEH O (KE7 e ha—L ) OEZ 25 77X
AN
. REOEME
VAL =Xy )T = a T =L, RERIE— Y v U —AD
2WIe/N—a— RIZF SN TV ET, RIEFDOAF PIREZ, AFP¥
YU T L—ZORNEE L EICRIES - RER D HEIMNICHE S
T, FEEEEEEZBHEVOLAIT 1 AT L ICREREERL T
W\,

AFPHxx V7 L—2OHEITLL T DOBEITITNET,

CIERIE T — R v U, HLvey MUY b oA,
CBRERA R, 30 BB LA,

ERRUAMIB W THRENE LG EIE, AFPX v U 7 L—X %2 HIE
L. BBz EHL T EENn,

MIEFOAF PREMN, 2000n g/mLEBXZHEE. LEITGT
TR Z AN THRL, BHEL T ZE0,

WAERSROHIEE

1. BEEEHHE
fHE 2 0 OB MIEAF P Z i E O#ECRIE L-fE R, FE
1£3.9 n g/mLTLU7z, FHEMZ AR TIERL L TRDIEY
fEl%, 3.4ng/mL, V¥E+1.96SDIE8.5ng/mLTL7%,
2. MIELDFEE
(1) FEAERPIE, MESRRAICL > TEVRADLZENH Y T O T,
BMERRIZIHE L7 FAERPH 250 L T2 &0,
(2) BIRHIAFAET 2 RIFAIE DO IR RSUSMEWE ORI LY . Fhicill
A TEFICESNRVGARH Y £T 0T, fhoaisRClmmE
RELHOETERL, BREMITHWI L T EE0,

WMEERME R

a— 7= hFurA EBEBCFB L g —s Py I TEES DR
FW 2l R B T, IR B E O 8 0 % TILHRED EA-AGR D
HD Z Enn, o~ —h—& LTREMZRbO LRV EL
7o MBS T DIFMIIAIE D R 7 ) — = 7 TR OTEFN R O
HIE  ESEATEEHEE OB WA A T Y, EERERIC RV T,
BARMAFAF POREL, RETIROMBZM-CR LEROBEICEN L &
nNTHET,

FIOFA LT v BAERT A DA LT v EE HOTHAOK
ANAFPEFMEITEF 10ng/mLUTFEZEX LN TWETA, ITET
1 0n g/mLELTFOREEMGTE D EmERE 2 H T 5 R3E~DOHfF
BREES> TOES, EofFlaEZli~— I —ChoP I VKA—T &
IS Ui R E S A BT 5720, MG ERZENC bR S TunE
7

AT, ALERIEEE(AMP P D)% W L2230 eiE R gl g s Y
(CLE T A ; chemiluminescent enzyme immunoassay) (2550 < #3KTd,

mithE
1. ME&E
*(1) JRJE
AF PBIEAFIEDOHRIECHET L&, 10ng/mL AF PHEIK
LO0ng/mL AFPXxv )7 L—XOR\EOKITL 1L EICA
D ET,

(2) TERert:

B EIMAR 3 012 T E OBIETRIET 2 & & WIEMITAE I
XL TE20%UNICAY £,

(3) RIMFFBME (BFTHREEE)

HEEHRIEZITEOHRIETE RV IR LHIES D & & LRk
(CVE) X1 0%LATIZ/ D £,
(4) & HupA
ARIEOMERMAIX, 0.5ng/mL~2000ng/mLTY,
ok L EROCEER RIERNE S AT 5 ((REH] : LI R
G1200) TiZ0.1ng/mLbHAERETA, HIEFMHE T IRIE
(0.5ng/mL) REOMIFBEME L THIR- T FZE0,
*(5) PR
Ong/mL AFPFx V7 L—XLHRLIZAF PRIKEZFTED
BET20EMVELIEL, Ong/mL AFPXyv U7 L—%D
FEME+3SDE, WIRLZAF PIREOTHME— 3 SDRXFITE
Di/NEEEZBREIRA L LTRDIZEE, HIX0.06ng/mL &R
VELE,

(6) TE RS
FRLTIZAF PIRIEZFTEDRIET2 0\ IR LEIE L, WE-O
BRI (CVIE) 231 0 %LAT L 722 B/ NRIEAR § LI, JIERH A%
EELCERBAZRDZEEZ0.2ng/mLERY FLE,

2. AR ER RLAE
(1) MIFEHRE T 9 7HIZMHEA L. BEFR T AlkL ORBINMEZ B L 72/ R,
LRI R TSRS O E Lz,
WEFH : n=197
R r=0.991
AR y=1.02x + 4.56
(x s BEfFR T A, y ; VIV A2 AFP—N)

2) MiEMHE 8FlZEHL, VI LAT LA AFP (Bt &0
FABAME 2 MG L7 R, LIRSS o Lz,
WEFIE : n=98
FBRE : r=1.000
EfEX y=0.95x+1.13

(x ; VI/)ULRAF LA AFP, y;/V3I/9LZX AFP—N)

(3) [Al— A7 BHRE L7z il - mE~<7 Rk 8 561 (BrlEEAl : ~ U >
FRU T L) AR L ARRIEICTHBEIM ARG LR, DLTICRT
AN LN E LTz,

HEGE : n=85
FHBIRE : r=0.998
FEfER y=1.01x—1.32
(x ; Myk. y ; M4
3. REAOEREYE (EEMEH)
AFPxv VU 7L —XDfllX, NIBSC(National Institute for Biological
Standards and Control) OIEHEY)E (The 1st International Standard for
ALPHAFOETOPROTEIN ; AFP) % JEHEIZFRE S CTWVWET,

BERAEXFREVLEDEE

1. Bk E (BERLE) OFE
(1) HIKIZH I V.HB V., HC VEOEEOZN R HDH D & L THHR->
TLIEEN,
2) A B 72 > TR O LR A WS D 7= DV ETFREEM L, %
LB ER YT 4 v T ETDRNTLIE S,
B) HEWIET A VK (pH1 0) TF, ERICE L CiL. IR KRS
22V BIZALRNEIICHEEL T EEN,
(4) RIEPFE - THRRIZ AL T2HA1E, K THIITHWIRT S OIRRL
BEITV, LEROHIUL, ERMOFHELZIT TSN,
2. FRLDEE
wk(1) NSRS U CIEARE, A 208 > A7 AOETIRCE L OBk
I TR SN,



*(2) IERE A — b U Y (FikFE AR T - %iﬁﬁ k) . AFPX+ Y
T U— & BRHR . VR R ARATRIR IR C BE STV ET O T,
CEHERAORE S AT KA %\ﬁ&ﬁbﬁfﬁmbf<ﬁéwo

(3) IR 238 & 7RSI E A LT 728, BAlikiR s B &
OEOETE THERD O 2R LTS,

@) YTV TF T T Nhy T AT LRES AT LMEED
bOEMEH LT EEN,

G) YTV TF T P TANAy TIEEITH LD EHH L TL
7ZE0,

(6) RIKIMRIFLMEZTo THAH LT Z &, B
BLTLEE N,

(ﬂ%%n@@ﬁ%i%ﬁwﬁé EW®7f/wbmme§%t
s KON T CORE L, BREZ{RIC X Y Ky ﬁ%é@ﬁlilktﬁ
D EFOTHET TL f:“éb\n

*8) MEBLOPAFPH Y Y 7L —F3ERICL 2 EEEEL, Vo
N DHE(FR IR NTE A M L T EE 0,

(9) IEfEZARBIEZAT 2 72912, RKITFIZH LW b OEFEH LT ES
VY,

(10) ¥ =% T A NI g FIC IR 2600 5 &, EERSEOWIL
PABVETLET, FEREX v v 78 0 b i FIc RIS A
Rt B BN KON AR A SIS EDIRK &2 £9, V—
BTG LEFEFR ¥ v T8y F L OB SV TIE D o#lE
VAT AOBHEHHAELS ZELEEWN,

3. BELDIE

wex(1) BRI iﬁéfﬁﬂh‘: LTUTFOEBY 7Vt Y v AREERLTY
E9, FEFET D i%%@@%ﬁ?xhﬁiﬁéﬂﬁw;a EED
KEED L/FLT< PZEW, T B EIG L THBED T A RET
LRNRH Y ETOT, L OBRAZRET THEIEL T I,
Ve« 1.0% (FBGREAT B : 0.05%
PURRE AR, RS &Wﬁﬁm AFPFx VU7 L—4%:
0.1%

@)ﬁikio*wéé%%fé%ﬁﬂ:%%% BT B HEICHES T =
PEEFEY F T 13 PEREPETEY S KA L T L T IEE Y,

(3) BERDBEIEIZ = - T \*E@§U¢¢&k®mﬁ ThES THLEE L
TLEE,

@) A LR (B2 b BBRES) | Bk, o7 ) v 7 F oy TR
WHEFERM T Y v A (A9ERRE 1000 p pm, 1 KFHLLER
) . IV E—=ATATE R (2%, 1REPLERED) %X 5 HEHRL
HHEDL I, A—F7L—7 (1 21°C, 20550L5) (X DHKELE
T TLIEEW,

(5) Mfk, BRI TSR L2 A IR R R IR R U ¥ & (R
1000ppm, 1RMLLEREE) . ZVZ—ATATE R (2%, 1
FREEILL EIRHE) SIS L 25 &MY LHFmAIT o T E SN,

(6) HFALE A AR TIERIET ~ U U ARIK, V4 —LT LTt
RYAHAS, IGO0 . BIZALRWE S ICHERE LTI EEN,

HAE LRV X DIy

BETET A - AR

LA AR T- 2~1 0°CITH_TF HOIN - 14
i RATRRBLAR 2~1 0CITIRAF HOIN - 14
AFPXy V7L —% 2~1 0°CITIrTE HOIN - 14
FERR 2~1 0 °CITIrTE HEhWIM - 92 A
Vel 2~1 0°CITIRAF HRWIM - 92 A
Uy N 2~1 0 CIfreF HEhIM - 9» A

FERMIRRIC OV TR, SERAIEDIME I LORBOXK R E TSRS
A%

ML E
[ELlRES
ZHEAORES AT MMIADETIHEL SN,
22— RFNo. i Ak
292846 |/LILA AFP—N 147 ARX3
TIERIE T — ) v
(BURAEARLT - BRI
293188 [/LILR AFP—N SIHEX 1
AFP¥y U7 L—% (#%1.5mLX1)
219973 | /I LR HEE(HEEEREE) 100mLX6
292600 [/LI/LR EmiLui) 50mL X6
219942 |/LI /LA PeiE (HhmaER) 1000mLX1
219935 |[AILR FRIKFIIK (GEHERIE) 300mL x4
292617 |NVILRA FRIKFIK (GEERE) 80mL X4

k7 DA,
Sero Lumipulse IA Control
2L~ X 6X3mL (Z—KNo0.206805)

WEEH

1. Kithier K, et al. Occurrence of a specific foetal protein in a primary liver
carcinoma. Nature, 212 : 414, 1966.

2. EHFHR. o - fetoprotein. BRPEME, 22 : 263, 1978.

3. AHEh. MEMRES & o« - fetoprotein. EEMHESR, 21 : 87, 1979

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

BEVEDHEE

*E LU MRA R Er s —
TEL : 0120-292-832

W ELEIRST T

Ry S v
st Z8 || WA BT PR KA 1 TH 3% 1 45

U stLEcamRai



