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Bk, NEWE GOHRAGEOTEET 5 2 Lo HSDEREMHZVIEHRTES
NEDDRDENIZNGETE, Y Y DIVPICHEEIC B2 52 28D T 27
VYIMHEST BT ENHBDTIERT 5T &,
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© RIKDILBEIINAR A0 7558, 52 VI3 EETh OBADLENEY Tana, WE

EMEN I 2 WHEMED D %o

I HEEP OMIADLRIE, HL
PN Tl I B, MEEODEZTTS T Lo MODEEOSIAEY)
DIFEIC T THB T EZ2MRT 2T Lo Mgz & R ORINE D 5 F Rk
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FiRZG 570, BffEICRINER. AAY. BUEN RSS2 TV, (T
WO HET BT L,

© TRTOMKIC OV THEDOH 2 fERLT 5 T Lo WERNICHBSE Tzl FR< T
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< MR 5 3 REHLINIC 2 BRE L%, 2~ 8°CT 24 B & TIR1F 9 %

TLATES, 24 BEMUMICIEZFDAVILKE, -20CLL R THkEIFT 5 T
elz,

< T IVOHLD o RIS OUW T, CLSI GP44-A43 BT 5 L 6 TE %,
< 1A ZE A % BHSRLEO/E DK LIZEHT 5 2 &
REDEEEH
« FRRA RS K CRERRMEYI B S UTcads, Rz2175 2 &,
24 RELANICIIE 2 Th 7 ORHAIE . BRASIA 7. BUSIE T %, Ekmic, Mikh

S, Mg ERZRE S5 C L2 HERET B,

* FEOR U RER I Z A RV & 51T 5 T &,

(2) WHEME - HEEA
(BUFi& ARCHITECT 735 #'— 2000 THOL N TH S, ik TaELS
R RTHENDB.)

RISR LI Z GUMEZAE L, RO ZT> /e, TS OWENAF Y

 OWEMIC 5 Z 283, RITRUTREICBNT 10% U T Th o7z,

e i3
<RV 20 mg/dL
NEFHE Y 500 mg/dL

[ A1 2.0g/dLB&T 12.0 g/dL
BRI R X 7 7 2 —8 1000 ng/mL
PR ENN 3000 mg/dL
Hytrin 20 pg/mL
Proscar 25 pg/mL
Flomax 1 pg/mL
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+ ARCHITECT 7V —PSA « F+ VU 7 L—% (ARCHITECT Free PSA Calibrators)

(WE3RS 0 7K71-01) © 40mL X 2

(FE&EHEY © TRIS B, 2 237 BLGEA (7 k). PSA (kv MHIR)
PR - 7 2AEF B U L BEED

Fr)TL—& 4 (ng/mL)
1 0 (0.000)
2 10 (10.000)

Wl O A A & A [E A HE L B #E (ISO : International Organization for
Standardization) ORIEICH T 5 RlENE DXHD A A F (GUM : Guide to
the Expression of Uncertainty in Measurement) ¥ & U Eurachem Guide for
Quantifying Uncertainty in Analytical Measurement (Eurachem/CITAC Guide) I
HIOCHMULE S,

RITRUT2F v U T L— ZOWEEAMEN E OHEEEIG RN TH O @ROHE
HEMHONHNE FIHATRERSES) LTS3 T Lick b, JERIRO S
RN S ZFIT 5T ENTES,

National Institute for Biological Standards and Control (NIBSC) i &% &. WHO
International Standard Prostate Specific Antigen (90:10) NIBSC code: 96/670
Instructions for use (Version 5.0, Dated 30/11/2011)( AF4% https://www.nibsc.
org/documents/ifu/96-670.pdf) TiEEE N7z 96/670 DEBEHAL, FE DA
WEZFED HTENTOVEY, BEITIET T, 96/670 D7 ¥ FIVE{ EOAE
D ERFTHROLIRME BB LMW TE D, AHFHRENL 0.46% TH - Tz

FREARHEDN E (k=2)

FrUVIL—% ng/mL
1 IS
2 10.000 £ 0.35

+ ARCHITECT 7V — PSA - 1> F2—)b (ARCHITECT Free PSA Controls)
(&S 0 7K71-10) © 80mL X 3
(EaE Y TRIS 8, 2 > /37 EZGERA] (U i), PSA (b k)
BRI - 7 2AeF R U Y L FRAD
ROEPFEIIAE 4 DREMICH T 2L DTH %,

avha—)b 2% (ng/mL) EEIIPH (ng/mL)
L 0.4 (0.400) 0.260 - 0.540
M 1.0 (1.000) 0.650 - 1.350
H 7.0 (7.000) 4.550 -9.450
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1. BIEREEBRDBRIEE
WD THEEITIFNC, AFy VAT vEA T 7 AV EKICA VA R—LT 5T
L,
s TR ATTANDA VA N—IVHIEBIUT v A8F A—=2DFR, BEHE
DFHNTONTIE, T 2BESORIFIHEZ ST 5T &,
* T AT A=ZOHIRNCDOWTIE, T 2 BEROIWEGIHE 22T 5 &,
- BEIROFRIEICIT 2EEC DV TIE, (T 2 B OBERSIHE 2B IT 5 C &,

Bz
TR AINTA=5 TREROHNT 2 2 HAICZEET %,
LK
IR (IIRGE DAL X ZRRE = R (ZEHR D HUD)
HIRARRRE DB THREK R DBNT
ng/mL 1.0 pg/L
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+ I hua—)VORFEMNERIEHZAN TV R 58, BENHLLTOE D, #H(F

ISR DD ZVRENEN D 2, BONTHIERRIEHS L L, FEZITS T & &
FGUTHFY VT L—ra v z2i79C 8, bI TNy a—T 4 V7DV TIE,
i 2 aROHIGIIAE 2 BB T 5 T &,
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cRATAN—T ¢ ZIVHFBRE SN TVE T L ERRTHERET %, XA 7 183—
T4 VDR MVIERE L T0 258, ERICERE I NS £ TR NVETRE
BT %,

C RAVAN—T 1 7 IVHBBREETNEWEE. FRAETIC EHNTERI LTV,

CRATWS—T o VIVINHRE SN2 5, REZR MVICED ) 5, PEOR
DI TTEIC DOV TR, [ERLERIGEIRVEDEE] (2) FHLOEEZSIE
T5TE,
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s WECBEEEENT X Ty hENTVS T L 2T %,
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Ty TRAEM LIl TR s it Y TV, AR K DAt E M

FA—=H—UZX LR MCHIRE N5, AFREHOMEZ R NICT 5729, WIE
BRERRTC Y > 7V A1 SR RO Y TV A>TV B T L ZERT 5 T L.
=4 > Ty T CORKLHENEELL : 10 18]
- TR, EBICHET 355 ¢
WIEE I B > 7))V 140 pl
FCY > 7y T CBIES 25 a0 B sy > 7))V £ 90 L
- BERIC Ry Mg 3IEILINICIE S 256 ¢
WEIAE S TRt > 7 VG T 150 pL
FCY > 7y T CIBNIE S 25 a8 ey > 7))V £ 90 L
- HERIC Y MM SHIZBA TIET 2356 1 BINOY Y TIVERPBE, ¥V
TIVOEFEWKR KOV > TIVRICOW TR, H9 % B ORI L2 20
ERCTeRaN
c TERRAT =T G FRIETF 2= T RERT SHE. YISV EROT
BKRMN 1T % L ZMET %,

CE YT L= BT O LB S,

s Fr VT L—2BXUar ho—)Wd, ERNCESMCEFERMT ST L.
s RMVEBEICLT, SV TINVAY TICENTNORXRERZTH RS %,
o AR

BFEYVITL—2 T

#arvha—)l: 7

YT IWERY T,

P UTNDEy MEOWTE, T 2BEROIIRIIFIHZSRT 5 L,

- WEZHGT 5.
< EFEIC OV T, T 2B ORIEHNE 2SI 2 &,
 IELOWIIER R 211G 2 72Ic, [ 2 MEROIERSIIFICHE > THHNE A > T

FUARITI Tl MRDOBENL DHBIEA Y TF Y AREDTVBHE, ik
iR D FNNHED T &

3. RAFEDFER

AFw FORETIE, RIEZFHNT 2 LIETEAEV, 7Y — PSA DRIEMA 30

ng/mL ZH A Z#ifkiE, “>30.00" DT T IHERENS,
4. F¥VIL—vav
cFRUTL—R 1 2EA2ENET D, F¥ )T L—RESER BEHICE

T5HTE,

s REEOaY Fa—)VEELEEL, Fr VT L—ra Y EiHidTAI L, OV

b E—)VOREED, AFICEME N TODEHHIPHICA > TW5 T L Z2HkRT %,

+ Fy U T L— g Ui 0~ 30 ng/mL

E BiR W LicF v U T L— g VORRPERICRES NS L. TO%I
HWESLICF v )T L= 3 V2T BERBVD, ROGEIIEHFY ) T L—
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sHLvny FESOMES Y N2 258
+ aY ba—)LORGERRDVERTIEZANTO 255
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5. mEEEAE

< AFy FOKHEH (24 KD Ll 2REOaY Fr—LEe& 1 EIET ST L,
MEEZOMEE RTINS, KOHBIcaY ba—)LzIET 5T L ZED TR A,
MR D FMUCHES T &,

< EHIEEPIE, REICECTaY ha—Logay T e, HE T LIS TRTE
ITRETH S, HH B~5H) BICHED . 20 BILLEOREZTT> TRET 5% E
DFEND %, WY EHRPHZRET 2 OICH T NELEER & LTI
MHEF5N%,
cFr VT L—va UHE
< ATy B
I LAY = AN
s Taky YU TEY a— )V

-

5 NI, RO BT TIRCET T & TH 5,
6. 5%

R

« ARFw Tl APLC % (4 Parameter Logistic Curve fit, Y-weighted) W T3+
VT L=y a v h—TMMERE NS,
+ HAIOZHIC OV TR, 1 AERSBOREE BEUOBBE2SIHTL L,
739

WERPICE > TR T I IMCT T ITNERENZGENDH D, TOMICEKRIN
BHREMED D 27 T JIC DV TUE, T B BEOIIRFIHE 22T 5 C &,
7YU—/ b=%2JVPSALL (F/TLL) DEE

A=Y Y TIWEDNTARFY FBXTT7—F7 7 hD h—%)UPSA ORRFS
21000AMY00175000) DORERERMESNTVBEE, F/TEH (%) 2RI 2
TEMTES,

AR (VT b2 8—=T a2 200 L) Ik D F/THZABMNICHEIIEESC
LEAHETH %o stRETEOREITDOVTIE, T 2RO kS 2 ST
52 ¢,

< F/T G AFy ORISR Z T —F7 7 D b—2%2)L PSA ORERERTHD
100 Z#F 3 2 ic k> THINT %,

[RIERZRDOHIEE]
(BUFi& ARCHITECT 75 4 ¥'— i 2000 TELNIZAERTH S,)
TR, BHERDIRIEER S, A7 —Y A BX TR T—Y B ORilbEE
BOARF Y MK BHEMD R ZLL NIRRT,
Ay M KB ME DG
WEE S (%)
0-0.5 >0.5-25 >25-50 >5.0-10 >10
wikE (ng/mL) (ng/mL) (ng/mL) (ng/mL) (ng/mL)

TR 475 872 128 00 00 00
BN 212 519 429 42 05 05
27— A

o 26 385 423 115 38 38
GURVA

AT B 67 239 687 175 00 00
[IRyAlEA

T OWEMIAIZEE. BN IRIC B O 5 RO B 475 %4, BRI
IRIEIE 2 212 £, B 93 oI 7 ) — PSA S D% 1= LTz 6 D
ThHs,

WiBRE 430 IS DWVT 9 DI TT O ARY T ¢ TikzE i Uiz, b—2)b
PSAJREM 4 ~ 10 ng/mL T, M DOERHNEZ THEOREN R L & ENIPREICON
T 1w bATlZ 26% & LIeaORE S KUK Z R Uiz, F—2)L PSA i
BIUTT7U—=PSAflEZ, AFv b BXUCT7—F77 D=2V PSA ZAVTHIEL
Teo H1v BA TR 26% & LI ORKIEIX 91.1%., FREMEE 182% TH - Tz,

RDE A U hERRE 430 % CEMBETE 307 4. ERETE 123 ) 1DV, F/TH
Dotz Ulze F/T HE, =10, > 10~ 15, > 15~20. > 20~ 26, > 26
D5 TIW—T I Tz FERERTRT

7—F7 7 O F—2)U PSAIC K BHEEH 4 ~ 10 ng/mL &R LTz
WARICIB I B F/T LbD 1
BRI (%)
F/TH (%)
WG =10 >10-15 >15-20 >20-26 >26
HERRRETE 307 9.4 22.5 254 248 179
AR 123 27.6 30.9 17.9 15.4 8.1

F/T LLDREE O HIPH T OFIIRE DR 2, il & M UHBRERZH N, oYX
T4y ZARETINCHED W TEIM Uz, F/T IS 2 RMZBEOMRIE, Ml
FAEMORERICELAENS 6, COMETIE. MNIIEOERL LTEAZ ) —=>
T B X CEMMROMABEOM 52 FATHE O WIS UToMIARRE O ni L g O ek
RKFH29% TH -1 Ty [ CHERERHICOWT, SRR E i 28 SICHIE LR e
D% F/T HITH T 28DOMER D72 RITIRT

7—=FT 7 bD =2V PSAIC X HREMN 4 ~ 10 ng/mL THH
I AflES TIER 2R LI HERE i O BRI B 2 A IRE O iR
F/TIE (%)

FEEER (%) =10 >10-15  >15-20 >20-26 >26
258 440 32.9 23.4 16.0 10.6
29 48.6 37.1 26.9 18.6 12.5
35 56.0 44.2 33.1 23.5 16.1

T ISR LI OMRE, 50 27 BRICHEE NSNS S,

CHAEF—RIT & B)

HIEEDEER

- H O RE S ORIA T SERIEOBE . IS ANET © 5 3O TRl
FEHUTHEED < MO MR DERSIEIR S 2 218 L CTRATNCHINNG % C .

C Y RE S T a—F iR NN X B & O 2 T i Ok
H11ciZ. HAMA (Human Anti-Mouse Antibodies : i< At b Hitk) BEFENT
WBTTHEMA D 5, HAMA 2 GO RikE <Y ZE /) 7 a—F Uitk Zz vz v
FCHIE LA, IE LWRIEMEDE S sV ilaEA S % 9 10, K+ v Mk
HAMA OBEZMZ BWENTENTVBH, BWICIE MO RIRE L RS b
nH 5.,

- b bl o BEF iR REETO5E s 1T KIS U, invitro DA I T
YA ERGA BTN DD, HEINCINE B ikRic X 53 h
BHEETIR, TOXIETHEZIZHANH D, ELORIEENE S N0 ITEE
MDD B, BWIEITIICHI>TE, MOWHHMPREL 55T M55 1,

- flikkFy BTSN PSA OWIEMIE, WEEH, Fv U TL— a2, aE0R
BEOBNICE D, BT LB UMERT LIRS a0 12-14,

- SEEERR ORI, RSEDR PSA b MILFER MU v 2 AISTRING B T ki & b s
THENTES, MEDX OO PSA &, B4 BIBRECIFEE LT 2 alREM:
DB, TNOOFIMIAD PSAIEE. IR, Fv U TL—yay, @D
FREPE, PSA OJBIEDEWC & b ik v b IR LA L B 52 LB 5.
B> T RO NS ST 2 BCIE, T 2l E O W5 <
EWEETH B,

- NS (DRE) Ik D, MEICK>TIE 7 ) — PSA BB L O F/T e, B
KHBEZMECE T EMb 5 15, Eolc, pinzi~ vy —, MG, 1
egskds. HEMTIE. 7V — PSA B K O F/T LA ERIICEIHIC LR 250
BB 15 16, 71— PSA M@ O MG, FnzARICEd 2 B ORTICERT % &
Lo BHRSRICE PSA D LHT B AN H5 17,

< AR, VSRR T U — PSA AMEEL TS & THIERI T 1) — PSA & ifiii
077 —tA Y a—, Kica 270707 v e HERER LIZ5REICIE,
PSA I AR 2T I R 3 C e hd 3 18,

< RIVEVHHEZ, PSA DFBUCHERZLIZT T ENH B, 1E> T, FIVE VFEEE
SUTRHRIC PSA DI & 75 > T AICIE, SRS K CHFER TR L
TUVAEWITHEEN S 3 19,

« 7Y — PSAflE 72l F/T Fd, TEPEIES M7 iy Cld7au, PSA flld, Hik
AR BWI BIFS N CER. BRI, AR, SRR
B LIMCEET ST b, BOBIICRINIIROEMPLETH S,

(-
R CIE R BHERE KT REN BB,

(1) BEM
(LUFi& ARCHITECT 7+ 5 A ¥— i 2000 TIE LN R TH %.)

Ay FOMIIER, 8% AN TH B, MBiMEE, National Committee for Clinical
Laboratory Standards (NCCLS) 7't + =)L EP5-A20 g - Tt Lz, 3 Bl
R e3floary ba—ih5%% 6 HloY T )VE, 11y FORE 350
FRZFVT.20 HEICIED 1 H 2 [ 2 \BRIELE ($Y 2 7DV Tn=80), F+
VT L= a viE | BTt #5RERIORYH,

Ky FOEEM

10952  0.3054 2.8 0.4507 4.1
10.726  0.2662 2.5 0.4284 4.0

RREN N B Farg BTt
YT Hese  (ng/mL) SD CV(%) SD CV(%)
= =L 2% 1 0.397 0.0076 1.9 0.0093 2.3
2 0.400 0.0079 2.0 0.0085 2.1
3 0.383  0.0080 2.1 0.0104 2.7
aY bha—)IlM 1 0.992 0.0130 1.3 0.0154 1.6
2 1.000  0.0182 1.8 0.0209 2.1
3 0.962 0.0248 2.6 0.0265 2.7
aY hua—)VH 1 6.787 0.1175 1.7 0.1642 2.4
2 6.966  0.1630 2.3 0.2094 3.0
3 6.802 0.1241 1.8 0.1565 2.3
JAE VI 1 0.136  0.0029 2.1 0.0035 2.6
2 0.139  0.0033 24 0.0035 2.5
3 0.133  0.0030 2.3 0.0032 2.4
I8V 2 1 2.808  0.0447 1.6 0.0626 22
2 2.887 0.0641 2.2 0.0788 2.7
3 2.778 0.0591 2.1 0.0673 2.4
A% )7K] 1 10.500  0.1853 1.8 0.3772 3.6
2
3

¥ T TIORLIET—2I3REEHITH b Bk Tl SR 28R 2 RS hHand 5.



s« BIRM% (Reproducibility)

kK

kK

ek

3y FOMEE, F1ay FOFY )T L—2, aryia—)bz@H LT, #i3

BT ZIT> 1, 3floary ra—)L (arra—)VL aryra—)V M, aY ka—
JVH) ZRIE Uz, 3RXTOay ba—)u& 29> )b, 20 HEICIED 1 H 2 A,
Yixd & 2 @mIE Uiz, ARCHITECT 7775 A #'— i 2000SR T35 Nz &7z m

F OfER AL ISR,
Wl P FFB
gy DFITRINE)  HERRIBITE 2 LD
PN N (ng/mL) SD %CV SD %CV SD %CV
aYbha—)VL 240 0403 0.0121 3.0 0.0128 32 0.0253 63
arho—)PM 240 1.003 00303 30 00328 33 0.0602 6.0
arho—)VH 239 6799 02028 30 02139 31 03812 56

a fE N FBIE . OHTRSIE GIDEAEIE) . JDERIAEIE, HARBRIEZ 5,
b FEBIEIE GHTRIEE G A ERTE) U R AR, F 22 PR B R R i B 2 3 o
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