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1. AREEAASHHERESTTOT, 2RO HITIEEH L 2w Tl £ En,
2. PREOBWNISMBOBAIREERR Z2 B8 L CRATNISHIT L T RS v,
*3. ARETHR B S N HERCHNATOMAIIZ W TR Z L £ ¢
Ao
4. Rx v b OBEEIEIC OV TIE, HBs $ili. HIV §ifk e O HCV §itkaskatk < b
5 EDMERINTOE TS, BBl & ARSI IS IR L T RS v,
5. RHABT VYA LA L7 Ty A Rz SHMOBICIE, R O BHRSIE
Z X CFATROMHL TS ZS v,

[FAR - BiEF (v bO#EAK)]
* ARG IR IR Ml AGDE TR L T S B,

1. E7AF TTOSOH, 1I (AFP) #uZitsd3E
i AFP = 2 / 7 u—F UFifRREELE — 2
PLAFP = 2 €/ 7 a—F VFUET VA VIR R 7 7 8 —EHEEW
2. E7AF TTOSOH, II (AFP) Bt v b
E7 2 F TTOSOH, Il (AFP) #E#E (1)
EFZF TTOSOH, Il (AFP) f¥g (2)
3. E57 Ak TTOSOH, Il (AFP) Mifk#Hi
4. E5 AR TTOSOH, IEE Ly b (F0LIchkfaT SUB 1T & #5%)
1) E¥ AL TTOSOH, I #E
4-XFNrRNY 7 2 )LD ARE
2) EF AL TTOSOH, I IWEIAMER
5. EFZ L TTOSOH, I ¥
6. E5 A+ TTOSOH, 11 45k

[EFRER]
A zfEih o a —7 = b 7a 54~ (AFP) Ol

[RIERE]

1. i

1) SHBTYFALLL) Ty kA HE
(FUSHABICIENE 10 47)
EBRIPEST AFP € 7 7 n—F L hifk 2w/ 1 A7 v 79~ F A v F EIA
(IEMA) ikT7,

3) HLAFP €/ 7w —FUHilk L BEREGR S N AFP € 7 7 1 —F Lk s,
A v TICHSERETEA I N TVW S 20, AEEHAMOBELSH ) A,
PURVUA RG> & HOGHIE £ CHHAOMES v 7R THibh s o, av sy I 2
=2 avRF ) —F—N=DBEEAEDH) FEA,

5)  BUHTERMIGHEZ L TOROWDT, 200 DRkA#EMZLEE L2 A,

ZHeT, FRETHBMETE £,

2)

4)

2. P S
AREDFEHIZ, 2 oYk Z V7 1 25y 7%~ F4 v F BIA (IEMA) #%7T9,
Wtk e — RICBEE LS NP AFP £ 7 2 a—F Uik e, BERELTTAA Y PR A

7 7 ¥ — RIS 1LY AFP € 2 70— FOLHifh LA, MIETZ IR & LTt v
TICEHAINTWET, Zoil#EA v 71Tk & TR ERNT 2 & MRS

DA LYUSHURBOG B L £ T,

B, IR THURPUA RS 2 U 2B, YRR T T 5 2 LI & b ARG
DREFRGRY A E MRS ZREL £T B Folf). 2ok, Wte—XciaL
LR ZWE T 2 OMREELEL L T4-XF L7 Y 7 2 YL 0) ABEFN
L. BEERKIGOMER O NBHNEYE (4-AF L7 v _XY 720 y) O4BHEEZH
ET B EIED, MEE~ ) VRO AFP REZ A2 LN TEET,

[Isﬁf'ﬁJ:OE-a]
BRI BE 72 00 SLE A~ 90 U2 DT 22 3 v, IR~ %) i
PUHIH ARV TL 23w, BiikZ2 WS 2856, WIS E4awv X9 TS
EEw, BEERET 251, 2~8 CTHREL, 7HHMICHEL T £
W, 7 HEAIZHIE U2 wWiéid, —20 "CLUF CHllAS R4 L. 60 HEANIZHlE L
TLEZ WV, 2~ 8 CHRAFUTHMIFS R L 7k % R OB, 156~ 25 °C
WHRLTHh AL TLREE W,

2. BUEEAAMUR O MRS ORE DR LIZBHT T 2 & v,

3. BAOFBRICIZET 2 b TTOSOH, 1T (AFP) Mifkasfitiz Fv,
LT &,

4. WiEWE

ANE 7B E IE 390 mg/dL F T, BRI E YL E i3 17 mg/dL £ T, fud

YL v iE 18 me/dL T, JEE X 1,600 mg/dL £ T, 77 2 vIE5.0

g/dL T, 7x:wt VEEIF 20 mg/dL £ T, ~%Y 1% 100 U/mL (HASE

FHERBEICK ) £T. ZNZIREIHEML CHOREMICHELZ 5250 E

HIERR énTL:iT

EDTA X327 = v % GUMRIMEHEEZ R T E0H Y £7,

6. 2~8 CREFIN T izaldize THAOBICIX, 15~ 25 “Clc
TLEE W,
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1. AR O IR S IR DIk - AR

1) St
E7 AL TTOSOH, II (AFP) $ubdia S8 it 74 Bk L TR L << 7
S\, BB O SRS X, 15 ~ 25 *CToO R & LT 168 KL
LT ZS v, B2, 1 HdH7bh 15~ 25 °Cic S I, 2~ 8 °Cic 16 I
[FIRET 2 2 L 2 HE DR L 228603 21 FICHS L 7,
fHL ., —PEBhAS % B U 72 2SO EE IR, 2 ~ 8 CITfREL Tz & LT o,
30 HZHMA T L ZWwT S,

2)

*3)

4)

5)

6)
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2)
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1)

2)

3)

4)

5)

BRI

E7AF TTOSOH, II (AFP) MEMHHIGKIZKIATT DT, flkk, 2oFF
LT Z S, BEHIE, 156 ~25 *CToRRBH & LT 72 RKHEHLT
T, BIZIE, 156 ~25 °CT 1 HIC 8 IIEIBHEF L CREH L. (B 5 Ic8iE L T
2~ 8 CTHEL aE, 9 HIERITT,

o, RHBZ VA LA L7 Ty A BEICHESRKZ LY F LRSS
(H B HBERE 2 B L 22w 35) ISR | R %I S IC8E L 2~8 °CT
BT 2% 51390 HIEARITT,

PR

EF A F TTOSOH, I (AFP) £ (1), (2) 133 b k<3 o T B,
ZNZENRBERZWEA v 710 D ZOFFHMAL T LIV, winb, i
BIZEET 24513, 2~ 8 °CMHET 1 HIMAMTY.

E7AF TTOSOH, II (AFP) BHEROFRIEEZ, WHO o AFP [EFRFHE
i (WHO 1st IS 72/225) %L LTk HDTT, Z0ftild, FAD TN
MR I T E T,

FEETR

E5AF TTOSOH; NHE 1 XAICEF A+ TTOSOH, I FEAME 1 VA
(100 mL) %Mz CHERZFEL T 2 S v, AEBIE, BEH T, 156~25°C
T3 HIE, 2~8 CHET 30 HIEAER T (EH HG, BAMITUTA VL)
CHEELTLEE W),

Pk

E7AF TTOSOH) I ¥EHK 1 VA ZEROBEUKTHAMLT25 L E L,
AR EEL R X ) HICBML T, Ok ERFM L T 2 X v, B
15 ~ 25 °ChiiE < 30 HA#T7,

K

EF A+ TTOSOH, 143 | CAZERORUKTHERL TS L EL, i
AR AEEL R X ) HaICRML T R ERBL TS v, BT
15 ~ 25 “Cliiiit 30 HEA#TT,

BRI - AL - GRS
BRI E IR 1 VIR R B o~ 7OV 2 WE L. THEER T o HA O RS LS B % SE i
LT B, B, BEEHEMY Y 7LvELTE, Jto¥itary -1z
BHEOLET,
HWEOBICIE, BEIIELTERy b Y TNAy T SV TNFy 7EE2 D
HEL S0,

S (R ik

E7AF TTOSOH, II (AFP) SZSIGRIEDRIES v 7D 7L T v — )%
DET,

ZOMIEA v FIHrEAK 100 ¢ L& BEHER SR 25 w1 L &2 IERECH A, [
HCHMEE — A2 IRB S 485 BHFR L. 37 °CT 10 47, HUEHUASIGZ T

E3EN
dE A v 7% KT L. RBOG O BERIERTA R OBRIR Sy 2 R B L £ 9
(B - F4r#)

W Z 200 pn LIEAL o f, BMEE — X2 IRE) - BRI 4036, BERKG
12 & D AR L 72 SOBPPE O SOGIRIE 2 VAR R EOW BT 2 Ml v < Bl 363
nm, HOGHIE 447 nm TREE L, SOEEOAEBGEE 2RI L 9,

BRUERE S 0TS 2 SO B O AL > & B2 fEIR U, kb o AFP %2 55

HLEd,
f;%\ MR R DG AL 7,
D g mitdE o a v~ DZEHIR

@ [A— DRI T v MoB e T, RS 90 H 22 2 5a

@ KRN > 7V OEDZET T 5 74 EREHROREIEY) T L FEZ SN
Bty

FERHAY 400 ng/mL 2 2 72 & F i3, BRI O GEERREZ L Z

TR Z AR, FROEME L) ~5) Ik hFIEL 7,

SHBIZ YA LA L7 7y A HiE AIA-1800 % i L 72 & Z 1243 6 1L % Wit

DI RITRL £,

[#AFP-096] Calibrator Lot. 2000205902020000
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1) E7ALF TTOSOH, II (AFP) BRERE v b &M THER L 2Bt & Bk
o AFPREZRIL £ 7,

2)  HERANET B 7 0 OIHEFII KA TRE L TL RS v,

3) BB IR
it 237 Bl Iiis T AFP B % Ml U 72655943 9.5 ng/mL AT TL %2, &8,
SESLHERIPH (2R 2 OB TAH L £ 30T, Hhidc CREEy £ 3,

2. “rfUTt’J:miiH

1) FREDOBZWNIC IO BA AP REATER % E 5 L CRAINISHBTL T2 S v,

*2) SI ﬁﬁ'ﬂ\@”}@l_ow

RETFIRITE LTI AFP 4% % ng/mL M CEL L Tw £ d, SIHUTH 3

1 g/L~DEFUZ IR DBRAZ N2 2 ENTEET,
1t g AFP/L = ng AFP/mL x 1.0
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a—7xb7uTA Y (AFP) &, MAEMICRIZI =24y 746, HICIHHFAI
B S S, IEHRADIARICIEIE LA EFEL FE A,

1956 4, Bergstand & (1) 1ZMaYIMZEXKBI L T, a— 1 707 ) v OfEIC
PRI S 12 RIS DOHT L\ 72 APV ST (AFP) DFF{EZRFER L £ L7,

1963 4, Abelev 5 (2) 23BHEIFE~ 7 A1, F4E, Tatarinov 523t b5
FEVE AT SE DM HIC AFP 2 BT L T S RIS £ DL S H T, 5

FEVE IR - S8 - IFREZS - R - ITIRBE I 2 W - WIRiER D' =4 — -
RO PHRIEICRL S LDTEROHRATH L L UM Ve TOLET (3-4),
[1#RE]

1.

1) E7AF TTOSOH, II (AFP) HE#ER (1) oHDEHAL (FU, Rate & & IF.5)
138 (nmol/ (L-s)) MAIFTY,

2) E7ALF TTOSOH, I (AFP) e (1) L E7AF T'TOSOH, II (AFP)
e (2) @ FU &5 L <, AFP IS T 2 FUDM [HE] 2Rko 5 &,
0.2~ 1.5 (nmol/ (L-s)) / (ng/mL) &%&bh %7,

0] FU MG, TRICKDEELE L%,
FUD=(A—-B)/C
A BEER (2) @ FU
#i (1) © FU
C: BER (2) @ AFP

(nmol/ (L +s))
(nmol/ (L +s))
(ng/mL)

2. IERfEE
AFP 2[5 10 ~ 330 ng/mL O#iPHIC & 2 WAL (1] 2WET 5 L&,
Z DM 2R IIE D 100£20 % DI TT,
D7 ] BRI LIS & 1%, %Y — AFP BHedh 2 % LCTEF A F TTOSOH,
II (AFP) ZHWTHIEL., #RfHZEDIMEEZ W ET,

w

- [RGB
AFP #2735 10 ~ 330 ng/mL O HiPH < & % #7422 2 Bl ifnif 2 2 024 10 [1]
FRHSHIES % & &, ZNZNOMEMEDLTREUZ 156 % LU TT,

'

. HIEHPFE ¢ 1.0 ~ 400 ng/mL
R MR A 1.0 ng/mL ix, BEMERE (1), (2) DMlEfEH & Btz /R L,
BHER (1) @ FU OHEEFEME (v 8))1) + 2 x SD (10 [lHlE O BEEfR ) 12
RIET AW E LTHIML £ L7,
BUEGBENIC X b 3o TR WEASRE X 2 BRI 200,000 ng/mL LT DjRET

FBIHERA,
5. S

BSOS ZESH (%)
hCG (k MBI F FErEY) 0.02

PRL (7m% 2 ) N.D

hPL (t Mig#tES 7 b —=%v) N.D.

HSA (E M7 V7 2 v) N.D.

¥NLD. @ A B

6. AHBIE BRI AT
A (y) LWL BIAE (x) & OMBIMEZ G L 22853 FTo L 8 H TF,
y = 0.956 x + 0.367
r =0.999
n =50

A, AETASY VI () S (0 & OMBINEE Bl L5 RIEU T
LBYTT,

y =0.995 x + 1.010

r =0.999

n=110
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1. fiH o

1) AR ZEE 23R L 2 n Tl 23w,

2) I LAMTORIES vy 7O IR, BAEOH S LI o) 5D
T, MO BV TLZE v, Frio, REKEREZREN L Ty b
T2BMIE, HEA KOO Y PESOHMNERE N LA DN—a— FifRTOA
o, 40Dy 7O Ry F a—FTRATVERADTIEEL £,

3)  BhEREERT 25 ICix, BT L BHS A BE L 2 S BOSEEE &2 6 L T
&V,

4)  BEBEOEYIIIE 90 HTY, Iz BE8ak, P otz fEm L <
(&0, 7, BEEHMHY Y 7V OMEESEST 2 74 BB OIRED
WYITRVEEZSNBEAITIE, 90 HUNTH > THREMEZFERL 2B LT
(R0,

5)  MIEICIEHTEE R B IAE VT 2 S v, MR 2 IR T 2554013, 2~8 “CTERAE L.
7 HUPHZHIE LT 2 & v, 7 HMPIZHIE L 22wk, —20 “CLLT THiks
PRAE L, 60 HBANICHIZE LT 228 v, HESRIAROME D IR LIZET TS v,

6) FEREREZ EOHNIHERZROE I EBH D FTOT, iR bOEMAL
TLEE N,

7)) AREIRIGT X~ Vi o AFP JIlEREETT o T, Mfkicid Bkt o b
DEMOBWTLES v, B, MFICE~) VIEZ T ES v,

8) Mifkiciz HAMA (Human Anti-mouse Antibody) % &&bDaidh ) £33, <
Y AE /) 7 a—FAdifkE e HERTRIEL WIEEBS SN m 0w ED3H
DET, o, FHPROBES O HINT IR 2 - 23 Yo L b, 3l
EEAERT 2 2 E23H D £ T, RIEDBWHC I3 O MR BIRAER %2 %18
L THRRGIICHIBT L T 22 & W,

9) TARY—X TA77 GERIETHIRZ) BHEZRS I T3 EEDOBEK T,

TR % 52 B THEVED B ) £ 77,

BB OB B 2 AT BBRI3, BB LT 2 & v, BT 2 I L k5%

DFEIUL, REHDBFINE 4D £T DT, WL DEMBHL T EE W,

WA OMHPa vy S 2 —v a voELET 2720, BRIZETELZ

LAWLTHERLTLES Y,

AR OSVEIE . L, DA, BB MEY A ORI XD BERITE Y

DRMRIEES N B LHEDH D FTOT, HHRIRETHEL TLEE»,

10

11

12

2 e I (fakbinl) o

1) Uk (Befk) & HIV, HBV, HCV DD BNnid 2 b D & LT #->T
(ES WV, BMEICH 7> TIERDfEIZ BT 2 72 DI TREZBEML,
FRINCEBERYy T4 V7 2fTbHBROVLTLEZ O,

E7AF TTOSOH, II (AFP) $fEEt3E, E7 A F TTOSOH, I (AFP)
ez v F E T A~ TTOSOH, 1T (AFP) BfAZHIE, EF 2 + TTOSOH,
M#EELy b, EF AL TTOSOH, MM ICIZEERA & LT FY Y
LABEEFNTOET, HHICEEL T, #Ho THPITIC A7), KMICAEL
FE IR TR ISR O TS oA E 2 7o BEPHIULEMO T T
HHRZFTLES Y,

*2)

3. JERE EoiR
*1) EF5AF TTOSOH, II (AFP) $ufEitak#. EF A F TTOSOH, 1I (AFP)

By b EF AL TTOSOH, I (AFP) A%, E7 A2 F TTOSOH,
MLy b, E7AF TTOSOH, I rHRICIBERAE LT L Y 2
ADEENTOET, 7IMLF b U7 A EEE - 5 & IS L TR H 2 4
BT PEERT I LDHY ETDOT, FEET 251, SROKTHD 2 &
L TLEZ W,

2) MEOMIF LA ERY b Ty 7, PRAEOBARONERK THORIES v 71F
A—=F7L—=7 BZ2IE 121 °C, 20 53Lh k) 7o & CHMEBEREL TR E W,

3) RO PR T 2 54101 BEREY OB ORI BT B i, R
VHHB RS O BUE IS > T L TL 2 & W,

[By75 3% - BahEAR]
1. WAk 2 ~ 8 “CHAr
2. G 12 4 H
*OCEAIBNE, BREEGREEDIR S D 7 VISR L TwuE T,

* [@EREAT]

i iEE k3

éE%X} "TOSOH, 11 (AFP)

25252 e 1 il
002525 G s 00 [E[IE Sy
0015352 EF2F TTOSOH, II (AFP) e (1), (2) ¢

e v b #%1.0mLAD x2 4
EF2F TTOSOH, II (AFP) .
55
0015552 BT 4.0mL AbH x4 K
E7 A+ TTOSOH, I #E % v +
0015968 E5 2 F TTOSOH, Il &% 100 mLJH  x2 4
EF A TTOSOH, I HE T 100 mL AH x2 4
0015955 EF 2+ TTOSOH, I J¥iE 100 mL AH x4 A&
0015956 EF 2+ TTOSOH, 11 43k 100 mL AH x4 A&
[EEHE]
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