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NEEE DR 5 NTeRIADE LTI, FEZ & R EWEIa Mk %LZOVT@%M‘ U7ehtisR 72 A NIE R d o
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@ﬁ%nﬁf‘%o TR (%)
REDREFEMN B TR 20 mAU/mL 200 mAU/mL
TR iATE piTYiS REGER Zoft 7 AV Vi 0.5 mg/mL 2 2
Mg /i =il 24 W MfkiE, M@, RIMmER, A=V 0.4 mg/mL 3 3
STHERI O B 55 TERTI) Ty 0.6 mg/mL 3 4
fRiFg R LATE R, TRF VY F VR 0.5 mg/mL 3 5
2~8C 7 HIH MR, Mm@, JRifnEk, ¥4 3VBI1 0.14 mg/mL 4 1
g%ﬁﬂgf‘ ffigfg 2 v EAIYB6 025 mg/ml. 4 2
T c N C ° .
: "~ CAIVBI2 0.5 mg/mL 2 2
7 BRI HIE 2D o e ) ;
AU & Tl 7 TR mg/m
20 CLLFTHRIET 5T AT T R=A 2 mg/mL 3 2
Lo AYA—T 0V a 3000 IU/mL 4 1
20CLLF 541 1L % 72 3 AR S i Av2=7z07p 3000 1U/ml. 3 3
B, FRIER. SEERI 2R 0% S F 2= 3000 IU/mL 4 3
E¥aTl, Y A755 > /CDDP 7.24 pg/mL 3 2
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FipE CA 153 760 U/mL 3 2
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Teo RFRIR LT TFHE %, PIVKA-T JEEAH) 20 mAU/mL, 200 Cyfra 21-1 95 ng/mL 6 2
mAU/mL@[fﬂ(ﬁi’SJZ?Jiﬂi'ﬁ“f ?/7°}bbl{?ﬁbﬂbf’co "j_\/j}l/%(ﬁll‘ﬂf L/\ AFP (Ll) 95 ng/mL 3 2
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HAMA 91 - 6220 ng/mL 6 2 AFY TV RAT T AN
(n=20) + Alinity PIVKA-T1 + % U 7'L—2% (Alinity i PIVKA-II Calibrators,
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30mL X 1 30 000
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PIVKA-Tl (& M) {#175] : ProClin 300)

) Abbott



a2 b a—) VO K CE P2 LU NIORY,

YL B
R (mAU/mL) (mAU/mL)
80mL X 1 50 32.5-675
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GHHD. bITTINY a—T 4 Y TICDNTIE. T % B Ok
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BEEEBEAA 1Y

FEIEERDNA T4 2L LT, James O Westgard, Ph.D. @ “Basic QC
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it

ARFw ME, 4PLC{E (4 Parameter Logistic Curve fit, Y-weighted) 7%
HOTF Y VT L— 3 v h—T%ER L. #ERz2HEINT 5,

739
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KERENZAEENDH % 7 5 71DV TR, il 2 s ORERDIH
HeBT s L,

CAEEROHEE]

TTITRULIEET—=2I3RENEHITH O, Sifk Tla A 2R ERT
BENH 5.

HIE R RHEM ORISR D& | SRl U 7SR 23 E 5 T &,
AFy b OWPEEHARDMEEERA DS L 72 193 ik Z T,
CLSI A RS54 C28-A3c ITHE> TiTo e /3T XA MU w 7k (P
+ 1.96 SD) ZMHWT. BEMOREMH /A O HYE 95 % & BT HiPH &
ez Lz, 5 QU7 —Ric k%)

HEE O HhYE 95% %
BLSHPH
RS (mAU/mL)
s n  (mAU/mL) &/h TN TR R
A 193 18.87 8.58 40.24 11.12 32.01

HARENTO, —f#7&7y A 7E LT, 40 mAU/mL DA S h
T3, 6
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- AFy b OWPEREIDERAT ST IE T 256, BIMOREZITS C
L HERET B,
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BE 5720,

* RUAE/ 7 a—F)UHiRE W ZEENC X s X OiREE 2
7z FEOMAFICIEZ,. HAMA (Human Anti-Mouse Antibodies : $i<7
At MUK WEENTVSARENENDH 5, HAMA ZE5THikz <
AT/ I a—F iR ERAN TS 3y S THlE LSS, IELW
FEMEMESNZOAREMEN D %, ZWiZiToICdhiz> Tk, fDIEH
PRELRB T ENHB, T8

- b Mo SRR, R oRES a7 Y YIRS L, in
vitro DAL/ 7 v e A ER G525 ND D, HENICEY 72
FEWIMTE RIS E 5 X NBEE TR, TOXSI B THERZTS
Bahnd o, IELWHIEMMES N 0WnlgEENH %, ZWiETT9 I
Hlzo T, MOFRIREL LD DD B, O

e MEFOV U FIRTIE, iSO /a7y VKB L, in
vitroDA I/ T v BB Z 2 ENb 5. 2WizEiToIchliz->
T, MDHRPREL B ENH B, O

- B4 XV KHLUAZ ZTHEY OBHUE PIVKA-T DEICEDINA T A%
I EEITAREMEN D B, PR, C2 IV KPS, 232 KER
TREOBHE, £E7IVaA—NVZERL TW3 7))V a— )V IEHEREZ R
B, PIVKA-T OEEDINA T ARTE T e Wb %, 10-12

- H CRIER R ORI TIRRERIGDOE A, RIS T O
5 %0, PIEMFICED < BRI hOMELIERIEIRSE 2 EE L T
WOl 3 &,

(t #E

TSR T =2 3IRENEHITH D . B TIIHEBHRZRT
Bahb b,

RESRE (REFTHEEEH)

ERTI LoQ) BXURMBEA (LoD) DREMNZT—ZDHIMSH
HY L 72 BIEREDH (GRS el Refibe) 2 LU MR d

mAU/mL

SE R E P 2 7.60 - 30 000.00
FRIE i b 30 000.00 - 3 000 000.00
R T REHIH © 3.02 - 3000 000.00

a ERMERF (AML Analytical Measuring Interval) (&, LoQ ~E&
FIRTH 5, B BBMES KTNA 7 ADITART Y - OTERERTA
HPANIC H 2 RHEMEH (mAU/mL) &9 %,

b FRPEHEN (EMIL: Extended Measuring Interval) (&, 7t IR~
B ERXTHRERTH %, ZTRAWNERZ 100 5L Uiz L Z OHiHZ
RLTWV5,

¢ #EnIHERIPH (Reportable Interval) (&, LoD ~#FRIEHIFAD R T
%,

E T wRAT 7 AV EOERRPERE TROMIEE I 3.02 mAU/mL
TH%,

IERENE - BIRME

TR PR

MEHE CLSI 1A RS+ > EPO5-A2 IHit> TiToTe, 13 % 1 1w FORk
O Fry )T L—% ariru—)LzZEHLT, #H1 5THRZT->
7o 3D hE—)b, 1HIOE b SFOb, 2 flo e b S
V72 20 HIENCIED 1 H 2\l e &b 2 HHlE LT,

HENFBIE SN ABIE
JHEE (D THERE) (FapsitE) @
Y7 n  (mAU/mL) SD %CV SD %CV

avbhru—)LL 120 51.22 1.082 2.1 1.164 2.3
avbho—)bM 120 50561 8.836 1.7 10.219 20
avho—)JUH 120 1033313 175644 1.7 215713 2.1

RFIV 1 120 2597 0816 31 0842 32
AV 2 120 938037 152219 16 174059 19
7RIV 3 120 2616113 531460 20 607698 23
& PENFEBNE, WERERE. HEREE ST,

AETHR

Wit CLSI 714 RS 1 > EP17-A2 IZfit> TiTo72. 14 3 1wy Foadsk
BIU2B0OKEPHH L. 3 B EICHEY it 2T7>7. LoB (7
F 27 ERD. LoD (RIHIESYD . LoQ GER R DmAfEz L FISRT .

mAU/mL
LoB? 1.27
LoDP 3.02
LoQ" 7.60

2 LoB gL a oy > 7 )L 60 [ ERE L ZD, 95 /3—t >
AA KIS T ZIRETH S,
b LoD (3MEHEREH > 7L 7% 60 B EHIE Liz & 2lc, 95%DIEHET
WETE2NEETH S,
¢ LoQ I EIBIEY > 7 )V % 60 [l LilE U CEH L, MFraE 30%
IS S 2 NEIEE Lz,
B
MiEHid CLSI 414 R4 > EPO6-A ICHit> TiFo fz, 19
Ay M BEMNHEHEFTH S 7.60 ~ 30 000.00 mAU/mL TEf#E:
ZIRY o
TERI A BR AR
< MiEHE CLSI A A RS A >~ EPO9-A3 It > Tl > oo [ T3
Passing-Bablok %\ 7z, 16
WAL n MHBAMRE YR fEE O JERSHIpE
Alinity i ¥ A7 L\ ffif§  mAU/mL 127 100 -141 100 11.01-
vs ARCHITECT 29 868.76
7F5A P~
« ECLIA i & OMBINEORG 2175 720 290 Bl AORRERAE T,
BB r = 0,98, [IRERIE y = 0.96x - 1.49 TH -7z, MIFITHEE
Passing-Bablok %% AU 7z,

) Abbott
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(1) Bk L (fEBRBALE) DFE
AR ANE MY BEREEICE. b MBRBX T/ £IGEBEN
WD H 2WEDNETENT VD, HE. [FR - 1BES (v
FOWR)] Xz (B BE (BESD] 28852 e, b
FHORPIEL & 72 (X R TE LA S 2 2B PMEE L T L 2R %
HERZHSNTVAEY, TRXTOY ~HERYEIZIEERIC RN B
BEEZT, TNHORFEEB XU FMafkid, OSHA Standard on
Bloodborne Pathogens Icfit> CTHUD 5 C &, BEMMHZ ST, &
72 Z DR H ZWHEICOVTIE, NA AL TT LNV 2, &
TAIMDMEY) 23 A A A T T ¢ BB FHd B &, 1720

cFy VT L—ZB~FICEENS L MIYIE L HBs FiFEEEM:, HIV-
1 RNA &1, HCV RNA &P, HIV-1/HIV-2 HifkEEME. HCV Hifkkat:
ThHs,

Oy ha—)VicEENS e MHERYEE HBs fisifEME. HIV-1 RNA (2
. HCV RNA [&M:, HIV-1/HIV-2 Fifklatt, HCV Fifklat: Tb .

cARFw FOWUETIE, & MRIAZED S, MifkiZ. HIV, HBV,
HCV HDEROBNNHZEDE LTS T L, MEBEICHZ-T
. BERORERZ T D20, FHOEK, IR A7 BIUHN
BTFREEHL, $OK22EXRy T2 V73 rbiRnc &,

< RN S THRINC A IR T HRIC VIR T H oL 2
BT, RENHNIEMOT Y THEEZTET L,

C PUA—E TV VAR TH S, AICER L Tld. sUED ERE
WKAE LD, HIABRWE S HET ST L,

c ARPETHAT I, RIEAE LTI PV YL EE
NTVWBEDONH 5, sfllid. (oK - 8EF (Fv bOER)] %/
(B - BE RMEAD)] 22T 3L, B oORmic Xk IFE
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