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- /I 1S
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LbE] Lk} SYRTSFY 165 pg/mL
57 BEAILA ryrakyy— 0.3pg/mL
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~SKYVF UYL TFYRALI 10 pg/mL
EYAUNAE SyNN NP A< 1.16 pg/mL
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« HAMA 58X TV IR F KT, ARF¥w OMEMICE Z 228 7%5H1E Lz, HAMA
FptEmik 5 Bl &K OV 7 < F 7RI 5 flic, CA125 % 35 U/mL B LT
250 U/mL OWEIC/E2 KSR L TRE L, BIICRZHH Uz, PRIz
ISR,

W7 TR TR (%)
HAMA 10 96
VR F AT 10 97

¥ TR LT —2ISRERNEHITH D | Fhiik T3 R 2R e R HBaNH %,
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A&y M ARCHITECT 77 5 A ¥'—FH X U TBA @iElliE 4 7> a v O TH %,
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7l - 7 2{kF b U Y L, ProClin 300)

FrVIL—% 2 (U/mL)
A 0
20
75
225
500
1000

mHm O o w

W E DA filg A & 72 [ B AS HE L B K% (ISO : International Organization for
Standardization) OWEIC I T 2 RN S DXBIO A A F (GUM : Guide to
the Expression of Uncertainty in Measurement) 3& U Eurachem Guide for
Quantifying Uncertainty in Analyical Measurement (Eurachem/CITAC Guide) (%
SuTHLE L2,
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RIS AR E 2 FI T2 T LN TES,

RN E (k=2)
FrVTL—X U/mL
A AL
20.0 £ 0.3520
75.0 = 1.0800
225.0 = 5.0850
500.0 £ 7.2000
1000.0 £ 25.6000
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- ARCHITECT CA125 I » 1> F 11—/ (ARCHITECT CA 125 1I Controls)
(WHFES © 2K45) © 8 mL X 3
(E7R &6 TRIS 8RR, 2> S BLEEH (D). CA125 (b hHsk)
fReg# - 7Mbb U L ProClin 300)
ROE PP 2 ORPEMICHTZ2EDTH %,

ayra—) P (U/mL) PRI (U/mL)
L 40 28.0- 520
M 300 210.0- 390.0
H 650 455.0 - 845.0
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2) BERAA — X i F 72ld 3 Y b —)bA — X — il ARG R 2 AT S C
Lo HMFGTOYT > TIVIRENABIMICT S, WERRE LTREEN S, W
REZDRAGEMA 20 U/mL KD &< 52 XS ICHMIT BT &

A — R =T DOV TOREMNE, fIFT 2 2R OTRHAHE 2S5 T L.

4 FvUJL—vav
s FY VTR A~F 28R 2EIET S, Fv VT L—RE5H#%, HHICHNE
B L,
s RBEOIY Pa— LR 1T EEEL, Fr VT L—ra VEHiT AT L, TV
=)L ORFEHENATICERE N TV B RIS A > TW5 T L RS %
« Fy VT L— 3 Vi 1 0~ 1000 U/mL
s L BRSZENTE LieF v U T L— Y 3 VORISR E NS L. 0%
WEZLICFY ) T L— 3 Y2 BRIV, ROGEITEHEFY Y T L—
PEPZ AN
HLvay BRSOMESF Y M2 555
« Oy bE—)VORERIVERTHZ AN TO S5
s Fy )T L=y a YDV TORRNE, (EH T S OIRGIHHE 22T 5 L.
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< AFy FOFREH (24 FEED S LIS BREOa Y br—)Le& 1 FEET 5T &,
mEﬂk@*’él“mﬂiﬂlﬁb‘ J: DIEIC Y ba— )V RIET 2 L ZED TV BGE,
MELHRL DO FMEICHE S
cavh D—}b@?ﬁﬂi{ﬁb‘ﬂii ICRE N TV B EBIHIPHIC A > T3 T L 2l d
%o
- HEEE, pEICECTaY ba—bogay T, BT LIS TRIE
TNRETH S, B (3~5H) HICHED . 20 FLLEOWEZTT> TRET 275 E
DN D %o EY)EEPREHZROE T % 7o DICE T NEEFHER & LT
NEF5NS,
cFvUTL—va UE
- Rty B HE
cFyUTL—AFmy M
s Tty Y TEY VI
« JE R
FSNIERFEIZ, SO M EHFIE $XETH 5,
6. &R
E
AFw F T 4PLC % (4 Parameter Logistic Curve fit, Y-weighted) ZMHW\THF+
V7 L—yayh—7MMEREN S,
739
WEMBICE > TR T I IMNCT ZTMERENDLONDH S, TOMICLREN
BAMMENDH % 7 5 T2 DNTIE, T 5 EEROERGHIHHE 22T 5 T L,

(RIEREROHEE]
811 BIOBIKIS BT BAF Y FORWEEN TR, ROLBO TH 1.
AF -y RO CA125 WEHF

N—t >k (%)
0-35 35.1-65 65.1-100 >100
MifA% (U/mL)  (U/mL) (U/mL)  (U/mL)

TEERERR
e (PARERD 99 89.9 6.1 4.0 0.0
otk (Bt 97 99.0 1.0 0.0 0.0
PR
e 166 49.9 14.3 4.8 32.8
7L 50 80.0 20.0 0.0 0.0
il - EE 50 84.0 4.0 10.0 2.0
FE B 25 96.0 4.0 0.0 0.0
A 50 60.0 18.0 10.0 12.0
FEENERE
GRS 100 90.0 9.0 1.0 0.0
WAPRAEBHARR AR 49 83.7 14.3 2.0 0.0
EIE / EEREIRIEOZE 100 88.0 11.0 0.0 1.0
FETPBUE 25 84.0 8.0 4.0 4.0

COMET TR, (@HEZMED 94.4 % T CA125 & A 35.0 U/mL (1= 164,
SD=13.0) UFTH-o7e
HhiaiE. 05 & 7 B REEMNCHE U I a2 RE T 5 T &,

FEABIEIC B 2 RIS OV TR, HARER AR 2O 75 AIBSERE B
CidtEh g 15,

IEEREDFIBERR

SRR ORGBEISUC I 5 CA125 WEMOZIE. ORI TLE L &DET
T AT &,

G B R ORBBEBIZ OB & L T OARMIEOH AN ZMET 2 72dic. 63 #DHE
B SRR IR E NIz VS Z VT, CA125 IEMDZL & BE DRIE (O
PO &L UTz, BHEFITDE Y 4.9 BORGEZEFTV, AEF 306 BIORIEFE 21537,
CA125 JEMED 10.75% LA @0 (375 BERFHBINED CV% (4.3%) D 2.5 15722 %)

B, CAL125 JEMMAARIC ER LIz e Bx Uiz, JWIROMEFTNRSD SNz BE DM
RO 77% (85/111) 1 CA125 WD EFANE SN, FEIROMETNRD S Nixn-o
T BEDOMIAD 61% (81/132) Tl CA125 JEEicAREZAEAONEh oz, T
DR TO—EHIE 68% (166/243) THoTzo —HRDFERERDEITRT,

R 7 RARRNC 350 2R D2 b

CA125 PEfEDZEL  FIRDHETTSH b WRDMEITE L S
=10.75% 85 51 136

< 10.75% 26 81 107
aaf 111 132 243

RO, EH T & OFHIHGTERZ RS o JIRDETHRID 5 NI BED 98% (46/47)
I CA125 MIFEMEO A EA EADNR SN, SHROMETHED 5 Nixir o T B#E D 38%
(6/16) Tld CA125 JIiEMHICHE AR RS hah > Tc. TOMGETTO—BERIE 83%
(52/63) THolz,

B(E T L OFIRDZS L
CA125 PEfEDZE(L  FIRDHETSH D WRDMEITE L Tk
=10.75% 46 10 56
< 10.75% 1 6 7
aal 47 16 63

CYHET—RIc k%)

—F 77 b®D HE4 OKFEFES  22800AMX00029000) LT 5T Lick b,
FiliZz TE LU T2 E S B ashiis 835 0O bR RN SRS A N & 5 M OHEEICH
WBTENTE5,

HIELDER

- H AR IEE OBA TIRIERISON G, JFRFRINRIGMHEEC D 5 % D THlE
FERUICHESD < WM O RLERAEIRE 25 U TREICHIFTT 5 2 &,
HIERRE, SRR, MOBERSR. BRI L L abe TREMICHIFT 52 &,

< ARFy - OWERERDEIRI RICHF G 555, BIMOHEZTTS T Lz2#itd s,

« b MER O BEFETUAL, BEERORE T 1T ) SR U, invitro DA NS T
YA EEE 25T Nb 5, HENCEY X ZEEmEdRfMcE 53 h
LBETIE,. TOXIHBTFBEZIR5EMH 0. ELWIIZEMEAE S IR0 AlkE
HERH B, BWEITIICHI> T, MONHARE LB DB 3,

Y RE/ T u—F )ik O RANC K B K OVER 2 2 T IRE ORTA
Hicid, HAMA (Human Anti-Mouse Antibodies : #i~™ At Mifk) NE&EENT
WAAREMEDN D %, HAMA ZETMiAkZ~< T A€/ 7 ua—F)UikZzHvizFy b
THEL75E, IEUOHBEEDG S R OATREMD D 5. 2N I3 O TSR
HLRBHTENDHB AE,

- DHEEAMERR E NI EBEIC BV T, IBHRTO CA125 fEAMEERRA & 17 C L)L
TERT T EMBH B W i CAL25 HIFIEEIERERHE TE LHT 2T ehdb %,
D8, CAL25 HIEIC D 5T, HIREOEMOMRZRNE T5 T L ik

TERV, CAL25 M. HRRMIFHINE & T2 OMOBK ik IG5 N R e &
DETHWS T &, AFY MEEDRY ) —ZVJIERLENT L,

- RENEMRET — 2 7% [AEREROAEZE] (HEE] 1R Uiz, SR TIRRL5H

RerdTHand 5,

[t #E)
(1) BIREE

AFy b OMEBITEE. CVIO%LAFTH S, HBIMEE. Clinical and Laboratory
Standards Institute (CLSI. [HNCCLS) 7'& k2L EP5-A7 12> THET Uiz, 7 +
TV VIR )L 3Bl 2 1y R OIEE, 2 BOERE VT, 20 HEICED 1H 2
B2 EHE L, Fv VT L—ya VEEREny b EIC 1 BT . fEREXIC
R,

RREN E P B FRH B

g o B o (UmL)  SD CV(%)  SD CV(%)
A VIV 1 1 80 435 1.1 2.4 1.7 3.9
2 2 80 49.7 0.8 1.5 0.8 1.7
VA1) 1 1 80 303.3 9.8 3.2 119 3.9
2 2 80 340.7 5.6 1.7 6.7 2.0
I3V 3 1 1 80 598.0 18.8 3.1 25.8 4.3
2 2 80 678.3 124 1.8 135 2.0

¥ TTIORLIT— 2 I3REMNEHITH Y | Sk ClIRE R e R hanib 5.

sk FEIYE (Reproducibility)

31y FORBEMNLT, 3 ATHIETT -7, 3HIOL Mk SV 5 [
MHCHED 1 H 21, A75< &6 3 ElE L, REMED Y FORBREL FISRT.
g DHEREEE MERAABIE B
Uz n (U/mL)  SD CV(%) SD  CV(%) SD  CV(%)
SV 1 312 43.3 1.51 3.5 1.74 4.0 1.74 4.0
Nk 312 3074 9.83 3.2 11.94 3.9 17.65 5.7
NRxb3 0 312 6004 17.61 2.9 24.33 4.1 31.51 52

a PHTREE GRIENEBITD . AERESLE. BEmBE2E.
b PHTRIE GUENEEND. WEREEE, HAmBE, MEmmke 5o,




(2) AMNEIYRE

Ay R OTMEIRGRZ, 100 + 15%TH 5, BRI, Tietz Textbook of
Clinical Chemistry8 12t > Tgaf L7z BERIIIED CA125 ZIEH & MY > 7z
FL. AFw REFINT CAL125 g 2TIIE L, FUREHET Uz, Fak5Re 2RI
R,

TRIMATHGESE  CA125 TRINJRIE  shnillE i

57 (U/mL) (U/mL) (U/mL) IR (%)@
1 36.8 165 193.7 96
715 704.7 94
2 313 165 160.2 82 Hok
715 618.6 83
3 40.2 165 186.5 91
715 695.8 92

LRCRE RO TR = 90%

) TRINEEHIE i (U/mL)
a AR (%) = X 100
TRANAGALE R (U/mL) + CA125 FshiiiiE (U/mL)

* T TIDRULIET— 2R REMEHITH D | SR TR BRI RTHAND S,
) BREMRM

Ay b OFREHIEE. T 100 £ 15% TH %, FHREEEZ. CLSI /1 ko ok
1V EP6-P29 It o THR L7, CAL25 iffilfA% ARCHITECT i Sl kT A i
WTHIR U215, CA125 JEEEDMEZIT > TRINESMEZ B Uiz, EasszE
R,

PR fE M
BT [GLNERS (U/mL) (U/mL) FFRERRE (%)2

1 FETTRR 846.4 846.4 —
1:14 604.6 631.4 104.4
1:2 423.2 468.2 110.6
1:33 256.5 282.8 1103
1:5 169.3 182.8 108.0
1:10 846 92.7 109.5
1:20 42.3 46.0 108.7

2 AR 903.8 9038 -
1:1.4 645.6 631.6 97.8
1:2 451.9 446.4 98.8
1:33 273.9 274.0 100.1
1:5 180.8 186.7 103.3 Kok
1:10 90.4 95.4 105.5
1:20 452 475 105.0

3 BTN 935.3 935.3 —
1:14 668.1 645.9 96.7
1:2 467.7 450.4 96.3
1:33 283.4 284.7 100.5
1:5 187.1 185.6 99.2
1:10 93.5 95.8 102.4
1:20 46.8 50.0 106.9

AR O WRRERE = 103.6%
FEAME X ARG
——FFFFFFF X 100
IR
¥ T TITRULIE T —2IERENEBITH D | #hiiR TRIRA LR EZRTHAaND 5.

(4) DRRE

Ay R OSHIEEE. 1.0 U/mLLLFTH % (10 EIEZ 24 [T 72) o 0 HTEEE I
95%ZHXMD LI E L, P L XAIT&E % NEEEET,
5) ZvoIT7xzU

Tw LTy bl IEFEICEBEEORKOMER A, B HEPH AR O fE &
BB TET, CA125 BEMNRAK 180 000 U/mL O > TVl Lz T A,
Tw LTy NI E s o7,

(6) RIEEEH

- WIERPHE, 1.0 ~ 1000 U/mL TH %,
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