100A0710J1-09
RIVZIT PR

* % 2024 48 3 HUGT (G 9 i)
* 2023 4F 3 HUGT (55 8 i)
* WG & AR 21800AMX 10395000

* | OBFLE AR LE X SHATHSHAL T RS L,
A B SR % 7 b
DEFZ bk T"TOSOH, I (PSATI)

EIA RIC X 2 I Xix~ ) v i o
HISZHRE SIS (PSA) il A8

[£RHER]

1. ARSI ZBAERERTTOT, ZRDADHNICIEMEAL 20T RS0,
2. BUEOBWNC IS B R AR 2 Z L TRAIICHT L T2 E v,
*#3. AREFHRLICHMS NS EREHBUATOMHICO VTR 2L ¢

Ao

4. A¥xv b OREREICOWTIE, HBY, HIV RO HCV 2851 Cd % 2 & 23R
SNTOETH, PHRIAR & AR IR L TS v,

5. RHABT VYA LA L7 Ty A Rz SHMOBICIE, R O BHRSIE
Z X CFATROMHL TS ZS v,

[7E] PSA : i ZI#F 5B (Prostate-Specific Antigen)

(R - BEF (v bOHER)]
* AP IR TR Z Ml AR T L T S v,

1. EF A F TTOSOH, 11 (PSATII) $ufi )itk
E — R[EELL PSA =7 A€/ 7 u—F LEifk
HiPSAS Y A€/ 7 a—F WGk 7 VA VIR AT 7 8 —EHEOY
2. EF AL TTOSOH, IMEE Ly b (7~ Ichkac SUB I & #0R%)
(1) EFAF TTOSOH, Il 3%
4-RAFN )7 2D AR
(2) EF A+ TTOSOH, I BB AR
3. E5F Ak TTOSOH, II (PSAT) fifese v k
EF Ak TTOSOH, II (PSAII) HEHEs, (1)
EF 2+ TTOSOH, II (PSAII) HEHes, (2)
EF 2+ TTOSOH, II (PSAII) HEHes (3)
E5 AL TTOSOH, Il (PSATI) FEES (4)
E5AF TTOSOH; Il (PSAT) fE¥es (5)
EF5 A TTOSOH, 11 (PSATI) g (6)
4. E5 2+ TTOSOH, 11 (PSAT) HikZHE
5. EFZF TTOSOH, I ¥
6. E5 2+ TTOSOH, 11 43k

[EFRRE ]

L A MU ORI AT (PSA) ol CEMEREES 0 2 Wi % D il
[RIERE]
1. et

1) SEBAEPSAE ) 7u—F Gtk vl 257y 7% ¥ F 4 v F EIA
(IEMA) ikTT,

2) gtk e — RIS S e diik L REREGR S N FURSREE A v T IS AR
BECTHAIN TS 720, AEHMONELH ) A,

3)  PURPUARIED & BOEHE £ THHORIES v T Tl ibh s ew, av ¥y 2%
—2avRF RN —F—N=DBEEALDH ) FE A,

4) ZHHZYFA AL L) Ty A EEEHOT, MHETHBME TS £7,
(UL SR 10 47)

5)  EHPERMICHEZ B L TOWERADT, 200D DETkARMZ L E L ¢
Ao

2. P 5T

AEoFEIL, 2 MEOYiA%E A\ 1 257y 79 FA v F EIA (IEMA) £T7Y,
Witk e — RIcllE (L E N i PSA = A€/ s a—Fudifke | BERELTT LAY
WAR7 77 —EPEESINPIPSA w7 A€ 70— FUHilk & 23, BUSHZ IR L
LTy Z7ICHAINTOuE T, ZoR¥ED v 7ok e itz imms 2 &
ARSI SR L HUSHUA OGS BIIR L £ 7,

SRR, I TR PR ROE 2 U 2B, YRR TR T 5 2 Lo & b RRIE
DREFELRI A E MRS ZREL T B-Folf). 2ok, ke —Xciial
TR 2 WET 2 - ORI E LTA — A F A7 v RY 7 2 YL Y ABRZ RN
L. BEEOEDFREEE O N2 HWE (4 —AF L7 v RY 720 Y) OERMRER
WET 22 LIc kb, MiFIE~ ) Vb o PSAIEZ A2 2 LN TEET,

[2ELDiER]

1. BRI EE 2 M0 ik~ o8 ) 2 e T 2 S v (I IE~ ) i
PAHIA G T 23 0), BIRZSIT 285601, EILS 842w k9 L
3w, MEEZRET2HAE, 2~8 CTREL., 7THUMMNICHIEL T X
W, 7 HBAPICHIGE U B, —20 "CELUT T A L. 60 HUAICHlE L
TLEE W, 2~ 8 CIAFE T HAEIRAE L 7eiith 2 S ORIz, 156~ 25 °C
IWRLTHOMHL T &,

2. RVEVIHIEE, PSADORBUCHEEZ JUET I DD B, RIVE VIBHEE
12 PSA DA & 72 o 723500, EBOBRGFROFTFEZ T ICKEL Tou AL 2 et
HHET (1),

3. EDTA 37 = v g% Gk iiiz nd 2 &b 0 £,

4. BUEECRAERA O BTSRE O DR U I3l T 2 E v,

5. BAOFEBUIZEF AR TTOSOH, 11 (PSAT) WikAHHZ v, i
HALTLEES W,

6.  WiEwE
WHEWEHE LT, ~NEZBE VI3 445 mg/dL T, WM E VL E ~ ik 16 mg/
dL £T, faAMEY L E L IZ 17 mg/dL £ T, A ¥ b2V Ey F (IR
#I) 121,666 mg/dL £ T, 747 2 Vx50 mg/mL T, 7 A3 NE VEEIE 20
mg/dL T, 7T -3Nald 20 mg/mL £T, ~/<Y >~ +Na ¥ 100 U/mL ([
AIIHERBEIC L B) T ZRZHBRKICHM L THMEMICEEE L 2 %
W EDHERINTVET,

7. 2~8 CHRIFINTOLAMIEE SHHDBICIE, 156~ 25 CICEL T oA L
TLEE Y,

[Ai% - A2 (REHR)]
1. IR D FHL T IR S OB o i - A RN
1) SRR
E7AF TTOSOH, II (PSAI) SRStk bt 2 Bk L <l L <<
&, BB GERIGREER, 15 ~ 25 *CTO REWHE & L T 240 FFELIA
LT ZE v, flZiE, 1 Hd7D 15~ 25 “Clc 8 FH, 2~ 8 °Clc 16
RIS 2 2 & 2 HAR DK L 728405 30 HICHYS L 7,
L., —ERARAS 2 BHE L 72 S ROGRREE X, 2 ~ 8 CICfRfEL Tz & L Th,
30 HEZBA TR L 2wt 2 S v,
2) R
E5AF TTOSOH; NHE 1 XAICEF A+ TTOSOH, I FEAMIE 1 VA
(100 mL) Z WA THEWEZ WL TL 2 & v, #HlEBIE, BT, 15~25°C
T3 HIM, 2~8 CfET 30 HIMAR T (EH HYG, BAIC S TAv L)
ICHERLTLEZY),
E7 A TTOSOH, II (PSAID #EEE (1) ~ (6) FwdnbikkcToT,
BEME, ZNZFHREREZBRES Y 710 D ZOFFHALTLEE L, LR
b PHEMRIIEET 20 61X, 2~ 8 CHEFET 1 HIAERITT,
E7AF TTOSOH; II (PSAT) G 0 FIRELEE (X, WHO [E B 58 i
(PROSTATE-SPECIFIC ANTIGEN (90 : 10) FIRST INTERNATIONAL
STANDARD : Code 96/670) % H#EL L Cihd7bDTT, Z0ffild. FAD
ZRUICEREN TV ET,
4)  BRGHNR
E7AF TTOSOH, II (PSAI) WMAMIMK KA TT T, BEE, 20
FEMAL T &, BAEEIZ, 15 ~25 CTORERM & LT 72 BRIH#)
T, BIZIE, 15~25 °CT 1 HIC 8 WFHIBHE L TR L. NI b Ic Bk L
T2~8CTHAEL iz, 9 HIFARITT,
o, RHBZVHF A LA L Ty 4 BEICHEGREZ 2y F LavEa
(H B HEERE 2 B L 22 0 35) ISR | BRI H%E S IC8E L 2~8 °CT
BET 2% 61E90 HEHEZITT,
5) Pk
E7AF TTOSOH, IR 1 XA ZMEROKEKCHMLT25 L &L, i
BEARLE L v & 9 iR L T, PEEok &2 B L T 2 v, 1R
15 ~ 25 °Cl%i#ic 30 HRHE#TT.
6) ik
E7AF TTOSOH, I3 | FAZMERHROREKTHRL TS5 LEL, #
BEARLE L v & ) FArciRAIL T, rEk &L T 2 & v, R
15 ~ 25 °CHii< 30 HIEA#TT,

*3)

2. M ERE - B - SRS

1) BeREIR I R B~ 7V 2 L, SHaEe < o H R o RS REE BE % F2hi
LT ES, 28, BEFHEHAYY 7L ELTE, HEo¥itary bo—1%
BEOLET,

2)  WEOBICIE, BEIBELTERY b Y TAAy T YT NFy TERD
HELES N,

3 ME (BR1E) ik

1) E72F TTOSOHy 1T (PSATD SEIEAREDRIES » 7OT N 2> — %
h 9.

2)  ZoEEA Y 7K 100 p L& BHESSUIMA 20 1 L 2 IERECN A, B
ACHMEE — A2 IRE S 4o #HFR L, 37 °CT 10 . HUBHLA IS E 1T

E3 8
3) WA v TR EHRTYN L RGO BERERRTUA L CBRIBE S 2 R E L £ T
(B - F43if)

4)  FEWE 200 p LIEAL %, BitEe — X% IRE) - BRI an s, BERIG
12 & D AR L 72 BOUYE O SOGHRIE 2 R T BOEREEE 2 v T iR 363
nm, HOGHEIR 447 nm CHE L, SO O ARGEEE S L £ 9,

5)  ERAESNICKT T 2 MR R O A BOREE D S BRI & R L. Bk o PSA RE %
BHLET,
B, MEBIIROGAIERL T,
O RERKIGHRED T v + DL HR;
@ FA—DREKIGRIER v M2 W T, B ERE 90 HZ B2 7256
@ KEEEH Y~ 7V DAL T % 7 EHEFROREIHEY) Th L EE L 5N

GE

6)  BERE A 100 ng/mL &M A 72 & F i3, BORTIGE % O Rl E AR 2 25 2

TR Z TR L, FROEME D) ~5) Ik hElEL £7,

EHBZ YA LA L Ty A HEE AIA-1800 Z i L 72 & it o 2 g
DIERITFELET,
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Iog( 1) = dflogsd? + Blngsf + Cloga + D
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[RIEEROHEZE]

1. MERG IR DI S NS5 FEEED

1) E7ALF TTOSOH; II (PSAID FHES £ v b &2 v 2B fiis o Bfkdh o
PSARIEZEINL £,

2)  AEREHE T B 7o OFLHEI L ST R CRE

3)  SHBHAE
50 A LD B E 171 Flic>wvT, ~ 8y vl o PSA B2 JIE L,
S 4+ 3 x SD(BEMERRZE) 1C X D ke 2R, SEAUERPHIE 3.09 ng/mL

LTS,

N TL7,
Ak, SEILEFHHIGHEL QOBERTEBTZ L0db ) 30T, KRk
THREFCE T,

2. HE EoHEE

1)  PUROBWHIIML OB PR AR %2 Z 8 L CTRATNISHET L T EZ v,
*2)  SIHfIADEHIZOWT
ARETH B VTS PSA % ng/mL Hifr TR LT E T, SIHfITH S
U gL ANDZH R DOBFAZ D 2 S TE T,
1 g PSA/L = ng PSA/mL x 1.0

[ERFRHIRE ]

RZBER #4705 (PSA : Prostate-Specific Antigen) 1%, 1979 4 Wang, M. C. 52
& o THrHE - KEBLE 725 TR 34,000 ORI AR VR T, 240 D 7 =
B ARDHEHL D> T0ET (2, 3), 1966 4, 5 512 & o THEEAN R S
KL b &z y -Sm (v -seminoprotein) 13 (4), 7 3/ BRECHI D Hlz D,
PSA LA—PETHL RS NELL, PSAEZAY 7L A VDX Y EAESYS
fREEETH D . RIS mg/mL WAL L TR L, RISERETZE oWt S-
LTw3EEZLNTVET,

PSA ([ HISLIUE O FMIFE L, ERAIR O, itk O fGEBIZICHD TN~ —
H—LINTOET (5),

[1#4E]

1. &

1) EFAFTTOSOH I (PSA II) ikl
PFTY,

2) EFAF TTOSOH, Il (PSAID ity (1) EEF2F TTOSOH, 11
(PSAID BEHES, (2) @ FU 2% LT, PSABEEICH T 2 FUDM ] %
ke, 1.0 (nmol/ (L-s)) / (ng/mL) PLEEAbh 9,

(] FU DM, FTRICKDEHELE LA,
FUol= (A-B) /C

A P”ﬁuu (2) ®FU

s (1) @ FU
C TEHES, (2) @ PSA B

(1) DHEEHAL (FU) 12 1 (nmol/ (Ls))

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

2. 1EfedE

PSA D 7 2 3 (0.5~ 5 ng/mL, 7~ 15 ng/mL, 40 ~ 80 ng/mL)

DWW 2 >~ ba—v [FE] 20ET 2 & &, 2 0MERIZFREED 100+

20 % DINTT,

D] ISRl > o —)L k ik, 31V — PSAIIBE#ER 2 Wi & LCE 5 & b

TTOSOH IT (PSAT) $lESIEatEZ i VCHIE L, FmRRIEZ ED 72
LDEVHET,
k. HY —PSAILERMER & 1x, EF 2 TTOSOH, 11 (PSAT) %
JH T, WHO [ B £33 5 (PROSTATE-SPECIFIC ANTIGEN (90 : 10)
FIRST INTERNATIONAL STANDARD : Code 96/670) & kil L Jufifi%
EOTEEZ VO ET,

3. [F R B
PSAJEEED Y 2 3% (0.5 ~5 ng/mL, 7~ 15 ng/mL, 40 ~ 80 ng/mL)
DWW 2 > b r— s 2 » T, [{-ay br— L& R 5 MllES 2 & &,
ZNZENDPEMOLEHREIE 15 % LT TY,

4. WEHPA : 0.01 ~ 100 ng/mL
(IR 0.01 ng/mL 1&, E5 A F TTOSOH, II (PSAT) {45 (1)
~ (6) DYEfED & Fltiiz ER L EF A F TTOSOH, I (PSA I ) (1)
D FU OVt + 2 x SD (5 [MII5E DB #2) 1o d g e LCRIL £

L7,
PRI X D o TR A S 12 BISIE 10,000 ng/mL BUT O H4E T
BIDEHA,

5. BB

ESIEYEL 2 (%)
PSA 100

PAP (HiSZHRBYEF A 7 7 5 —8) < 0.01
6. AR AT
1) BT 2 AHEEM:
OAE (y) LWL EIA L (x) & MBIt Z Bt L 2SRRI Fo LB h TL .,
y = 1.042 x — 0.226
r = 0.999
n =132
@AIE (y) LAkl CLEIA 3% (x) & OB Bt L 2K I B Fo L 8 ) TL,
y = 0.942 x + 0.123
r = 0.997
n =132
2) L & IR BE S 2 AR
AET~ ) VI (y) S (x) & ORI B LRI T e s

TLl7,
y = 1.000 x — 0.026
r = 0.999
n = 165

[fEFA L IFEHR W EDEE]
1. A o

1) AR 28 & 75
2) MER LA TR

;tfﬁﬁml,&wf(f‘éfux
Ay 7O AL, :
N ﬁa&)‘nﬁ

BAlCO D) F5 D

T, M fTb R v T £ E v, K ErREP LAY b
T AR, FEAKD R Yy FRZOMMNERIE N LA ON—a— FIEHRTO A
1o, iz OEA Yy 7O Ry F a—FTRATOELADTS (EZW,

3)  MORERE MR T 284, B L BIRAS & BHE L 7 iSOG E 2 M L <
CEEW,

4) @gh@ﬁﬂ%ﬁi%DT?QBhEﬁffﬁ [N CP A 3% 2 (P AP

{EE 0,
nﬁtﬂf&wk#x%haiﬁ,
&,

5)  HEICEFEE LA EZ O TSV, A ERET 25813.2~8 CTHRAEL .
7 HEAICHlE LT 2 & v, 7 HBAPICHIE L 2 wié&id, —20 CUUF Tl
BAEEL, 60 HEIMICHIE LT 28w, HFSHIEOME DK LIZT TR v,

o RSN Y > 7OV OMEMH LB § 2 7 &R O IRE A
1Zix, 90 HUNTH > THIHEMZIERL 2B LT

6) SRR E R EOTHIUIHE RS LA H Y FTOT, R bOEMAL
TLEZ Y,
7) ARSI XA O PSA JIEEIET T o T, B3, gLt b o

ZHGROTLES W, 2B, MFICEA) VIEZ G T Z S0,

8) MfAkiziz HAMA (Human Anti-Mouse Antibody) #&L b D23 D) £948, <
I AE ) 70 —F ik E G ER TIRIEL WIEEIR S R T EDid
DET, £, FHPEEOHRREOHNTIMHIC k> Yo Ec X ) W
EEPERT 52 L35 D £ T, BEEROBWNIII MO LI RAER 2 % 8
L CTRETINIHIT L T 230,

9) TARY—E TNL77 (BIETFHIEZ) WHZRSITOBHROBKTIE

PSR % 2T 5 WHEED S D £ 3,

BRI ORI 2 (17 T BB IE, BE L T 23w, HEICH W 3 2 4%

DL, RESMOFINE 2D FTOT, HHEELDEMHL T LIV,

11) BEFHEOMHEC Y ¥ S 32— a v OMELMIT 270, BEEETLLZ

LARWTHEEL T LI,

A OSLVEE, Y, T4, BB BUEW A EORAIC X 0 BEREVE Y

DIRIIES N B BEDH D FTOT, HHFRRETHREL TLE S v,

10

12

2.l b (fakpiil) o

1) Bk (Befk) 1 HIV, HBV, HCV EDERDBNnH %5 b D & LTI #->T
{ES W, BHEICH 7> TIELEOGEIHTEZ BT 2 7201 lifETRE2 5 L
FRINCKBERY T4 v 7R fTbROTLEZ O,

E7AF TTOSOH, II (PSAI) i3, E7AF TTOSOH, II
(PSAI) #EEsy F, EFAF TTOSOH, 11 (PSAID) ffA7fik, E 7
2+ TTOSOH, I3E Ly . EF AL TTOSOH, 11 /3 I 3 RAFH &
L'CT“/“{K%F’)WL\?b*\Q‘in“CWiTO CEEFICERL TR, o THRHIA
Stz D BRI L& ik e it uii T E o AafiE 2 v, S5
bi@ntil’gmmfﬁf%éxm CEE,

*2)

3. PR Lo
*1) E7ALF TTOSOH, II (PSAI) fEGid3E, E5 A TTOSOH, I

(PSAT) ##efty F, E5 A2 TTOSOH, II (PSAI) MikFRK, E
FAF TTOSOH, M#EE Ly b, EF X+ TTOSOH, I I 13 el
ELT7PF P ARG ENTHET, 7T P Y 7 AEEE, W LK
JGL TS 2B 7Y F2ERT 2 2L ) FTOT, FEET LHAE,
ZROKTHD S L HICL TS,

2) WAONELLESRy by 7 FREEOME, ROMER THORES v 7
FA—rr7L—7 HzF121 °c 20 3 BL 1) 7 ECHBEBEEEL TS v,

3) R OEHAE R BERE T 2 5413, BERY OB ORI B S B i, R
VI IEEEE O BLE I ﬁéoﬂ:UﬁﬁLf (&0,

[BF 7% - B2hEARa]
1. Wk 2 ~ 8 “Cfr
2. gxEE 12 74
* RIS, BREEEEE OISO 7 VICEER S T E T,
* [SEBA]
ik e aldk
éE%X]- TTOSOH, I (PSAII) ,
e
0025212 P 100 [l 5 53
S >
0025312 2+ TTOSOH, 11 (PSAII) FEER (1) - (6) :
- ey b | & LOmLAD x24
25512 'O/\E%x} TTOSOH, 1T (PSATID 40 mL 4
00255 PP OmLAD x4k
EFAF TTOSOH, &+ v b
0015968 EF 2+ TTOSOH, I 3% 100 mLJH =2 A&
EF 2 TTOSOH, 11 3B 100 mL AH x2 A
0015955 E7AF TTOSOH, II P 100 mL AH x4 A&
0015956 EF A+ TTOSOH, 11 4t 100 mL Ah x4 &
[EEHE]
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