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- Ak F oy TR SN CEA ORPEMEE. HHEREES K UFRSEORE M
DFEWNCED, BT LERCHEZERT LIRS R0, MERSRZ KAl
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RIEDE
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E T 07V, RiuER, ZOMORAYINRD 5N BHGEIE. HEE
D HES ZEGC, GEORIVT Y 7 XA FH—F VS H, 10 [EizH 9
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« DRESREE U 72 MiR L, RO RILT Y 7 A IR —E PN THICE
Mm%,
- BiAZE HETHZEL. EIRICR > TO0BEEITIE, B—Ich3 £ TR
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4GS TRIARE IR Zofth

Mg / m4E  2~8C =7 HM 24 WER LIS & 7= 17
PRERVRIAZ, Mg E 7k
W isED S, Mgy
A, SRIMERZFRET %
2k,

7 HEDNICHEE ZT 7D 7R Rk, -20°CLUR THRERFT 5 T Lo

w8 2 TV DOELD 0 E T DN TIE, CLSI GP44-A4 B8 5 &

ETCED, |
HESELROE DR LIBET B T &,
IREDEIREA

AR A S & CRERIEENCOS L Tc @k, RRzlir5 T L.

HHIRADLRAFSEATFITNES T &

Q) hEME - IHEZRA

CTRLIeT— R RRENEHITH D, SR CEREBRRZ RS
Bahd%.

FiE

LUMISR LIS M OME A ST MG ZHE U, RO 2175 7
LThH AFy FOUEMICEZ 2 HEIE 10%AKTH - Tz

et I
vy < 20 mg/dL
NE/HEY < 500 mg/dL
o AVAE <12g/dl
F)TUETA R < 3000 mg/dL

LRy MREA T ALHUAZER L TWiRned, IENY X7 &

kK

kek

WO RT, MilAhoEAFY (EXI Y By) MEMRICEEZ5X%
ATREMEIE U,

(3) Zofth
AFy ME Alinity § AT LOMIETH S, FHlE, BEALCBRIVWED
LT,

(& - BE (&FEAH)]

(1) HROAEFIE
FHRETOETN 2,

(2) wEGRE - B8 - FHBF

cAFY FHT v RAT 7 A

- Alinity CEA - F+ U 7 L—% (Alinity i CEA Calibrators, #&%
7P62-CAL-01, REF 07P6201)
Gixa ) R, 2 >80 BEHl (U2 dsk), CEA (b
FHER) PR SEAD
F¥ VT L—RORERLITICRT,

IS
(ng/mL)

30mL X 1 0 (0.00)
30mL X 1 10 (10.00)

HIE DA & 72 FEFEEE(LAEHE (SO | International Organization
for Standardization) DRIEICHITF ZAHEMNE DRHEDA A F (GUM :
Guide to the Expression of Uncertainty in Measurement) &8&U
Eurachem Guide for Quantifying Uncertainty in Analyical Measurement
(Burachem/CITAC Guide) ICEDW TR LTz, 23

RITRUIZF v U T L— X OPLGRAED & OHEE RGN MET D
D, @ROEEEYH O NS FIAWRERSE) LTS
Click Dy, WERRDO RN E ZFINTHT ENTE S,
National Institute for Biological Standards and Control (NIBSC) IiC k%
&. WHO Reference Reagent Carcinoembryonic Antigen (CEA), Human
15! International Reference Preparation NIBSC code: 73/601 I3 %
TE DR EFHS NI TWAEL,

i

LR E (k=2)
ng/mL

FrVIVTL—&
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10 + 0.63

+ Alinity CEA - 2> ba—JL (Alinity i CEA Controls, &% 7P62-
CNT-01. REF07P6210)
Faa: ) VRS, 2 >80 e il (7 2k CEA (k
MHBR)  LRAEA  HUERD
LUROEFREPRIEAR 4 OMEEICNT 286D TH S,

ok Wy B
FaS- (ng/mL) (ng/mL)
80mLx1 5 (5000 33- 68 (330- 680)

80mL X1 20 (20000 130 - 270 (13.00 - 27.00)

80mL X 1 100 (100.00) 650 - 1350 (65.00 - 135.00)
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cAEOFY )T L—EZBXCIY A= VOB DN FIETONTE
ST BT L,
« RV EIROIELIC DOV T, T 2 EIRO TG IHE 2 5]
352k,
c IEULOWIIGERS R 2135 7z dic, (T 2 BEROBREIHEICHE> TH
WHEAYTF Y AZITH T o HERDOBENL OFEEA YTV
AZEDH TV DA, Uk O TS T &,
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CEA OHIEMAY 1500.00 ng/mL Zi#8 A S #ifkld, "> 1500.00 ng/mL"
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ez,
Haryba—)zlEL, FyUTL—TarziidTs e,
—F., BREHGIE LRy U T L— g VOIS NS L
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FEHEAN L LTI TIHARET 5N,
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« Y b a—)VORESRINER CED IERTIEL AN TV R 5E
. ELWITERSEME DN TORWATREED S % 2, &kl
JEERLEHCHE > THRIST B T &o HF YV TL— 3 VR ELY
ENDHB, bT TV a—T 4 T DOVTIE, T 2RO
FHHEEZBRT L L,

sHLvay FOBRERFY VT L— RO ZME L %E. a3V b
O —)LVORIERS R & EERI 2 iR 5 2 Lo

Bfif CEDIZaY ha—id, BEITDOAA R A R IHIC

P TS % T &, Siitist TEDT 3> b —) L OEIRFIAEICH

TNTVLEHEHE, HETBEMELTIHNT ST L,

923 FE—)VDON— ZIERDAZ ORI U THEYTH 20

ZMERT 2T Lo

BEEEAA R4V

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

Practices” Z {195 LAV TE B, 5

TEREDIREE

AFICEIME N TV B EREDMGEZ S T3 e 7| k a)uicD

WTIE, HEREUREIHED 7 v LA PEREOMGEF 2B 5 T &,

(5) ®BR

HE

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

759

WERRICE > TR T I IS T S IBERENZ AN DD, O
ICERENDARENEDH 5T T 71DV TIE. i 2 ¥ OB
HeBMT L L,

(RIEERDHIEE]
TR LT T — 23R ENRHITH D . Bk TR 2R ERT
o %,
U REERORHIIC D & | Sl U/ B2 T35 2 &,
1141 BlOBAIC B ZREMAEIZ LLTO LB ThoTz, C4ikT—
22k 3)

CEA BIE(ED T

N—t 2 (%)
0-3 >3-5 >5-10 > 10
MAE  (hg/ml)  (ng/ml)  (ng/ml)  (ng/mL)

(LS EDIN

LddiE 159 74.2 18.2 6.9 06
Pl geit] 149 83.2 114 5.4 0.0
it 308 786 14.9 6.2 03
JEBMERIE

BRI 50 72.0 20.0 40 40
ER) =7 78 83.3 10.3 5.1 13
filigese 60 61.7 20.0 133 5.0
2 110 473 300 155 73
JHF 4 60 70.0 16.7 117 1.7
B 20 60.0 15.0 15.0 10.0
Wk

Kl 150 24.0 10.7 10.7 54.7
B3 37 62.2 5.4 108 216
i 110 473 19.1 9.1 245
A 117 62.4 111 103 162
P 41 780 73 2.4 12.2
OB T, ERA (n=308) ®93.5% T CEAMIEMA 5.00
ng/mL DL FCTH -7z,

IARROESEICIE, T REETORRIRTTRS D) B X TIEE
itk EEEIT ORI A L) OlifORENTENT VS, BHED
FEHBISICHIELE 22 25018, TNETHH L TWIillERc
DVTEEDLETHERZTTO, WEMDN—ZT A V2l 5T L.

HIELEDEE

* RYUAE/ 7 a—F)UFiRE W ZEENC X B2k X OiRlEE 2
72 FEOMAFICIE, HAMA (Human Anti-Mouse Antibodies : Hi<7
Ak MR DEENTVBRARENNH 5, HAMA ZETSHkz <™
AT/ 7 a—F iR ERN TS 3y R TRlE LSS, IELW
A S DRV ATRENA S B 6 7 A+ Mcld, HAMA O27%
MABMENEGENT VB, BWIEITIICH Tz > TIMOFRH LI
LB ehHb,

) Abbott



- b MiER O BEFETUR K, REh R aT Y VKIS L, in
vitro DAL T o AR L2 5 Wb 5, HMCEMmE -
EEIE RIS E 5 ENBME TR, TDXSHFHEZITS
BEMNH O, ELWIEMEAES IR WTTEEED B 5, BHiZTT5 1
Hleo T, ORI BEL B ENH 5B, 8

cARFY NBOAZ ) —Z IR LENT &,

CJEMNRERE NIEFICBV TS, FREEiOMH CEA fEAMERERA & 17
CLANVERTTENLIELIED S, Wi, i CEA il IEm Pkt
BERBLTE AT BT eND D, DR, s E g
O CEA (I EIC A D 5T, EMREOHEOMITIRNE TS L
I TERV, CEAEIZ, RIS & O F DDk 5155
nrEfMEAbETHNE T L,

- B OSSR REE ORMIA IR IERS OB G IR S T D
25 %D T, WEFIICHD < BWHIMOME D IRIEIRE 2 ERE L T
AN HIWTT BT &,

(& &El

TTUTRUIe T =2 3IRENEHITH D . B TIIREBHRZRT
Bahb b,

s FIRESEE (SR FIREEEE)

ER TR (LoQ) BXUMMBRA (LoD) DREMNZT—ZDHIMSH
HY L 7CHIEREDE GRS T REftibe) 2 LU R d

I ¥ & UMM A ng/mL
SR AE R 2 1.73 - 1500.00
TR i 1500.00 - 15 000.00 (10 f5HEFAR)

1500.00 - 150 000.00 (100 f&FAHD
0.42-15000.00 (10 fEEBHFHHD
0.42-150000.00 (100 f&5FAHD

a EmMIEHPE (AML Analytical Measuring Interval) (&, LoQ ~i&&
FIRTH B, B, HEEB XU 7 ABHICARF v S OMEEIE
HFNIC B 2 WEMEEF (ng/mL) &9 %,

b FBEFE (EMI: Extended Measuring Interval) (3, & LR~
B ERXTARERTH 5, RTEIHHEFEZ 10 SHEEHRE 21 100
GFRRE Lic bk EOHIZRL TS,

C R TREHIPH (Reportable Interval) &, LoD ~7RUIEHIFHO_EBR T
b5,

IEREM - BIRM

TR PR

MEtid CLSI 414 R4 > EPO5-A2 ISfiE > CTHiToTze % 1 1y b O,
FrVTL—%, arbua—)VZ2EHL T, #1158 THRZITS 7.
3 FIDOREE W D> S —)VB KT 2 flD ke M SR IVZ 20 HIHICH
D 1H2E, Aa et 2 \BELR, O

R ] REREPH ©

I N JitiR N B
SRl (P THE D) GhargEitt) 2
¥ n (ng/mL)  SD %CV SD %CV

arypu—bL 120 475 0121 25 0.140 29
aybhE—)LM 120 1899 0414 22 0503 26
ayhu—)LH 120 9764 2182 2.2 2748 2.8
ALV 120 46262 11379 25 12937 28
ISRV 2 120 126638 31595 25  37.701 30
& PEAEELE. BNERAERE. RAEIEE 5T,

sk M (Reproducibility)

20y FOEE, 1oy bOFYy VI L—%, 1oy bOaYha—)b
ZHEHLT, K6 BTHRNZITo 2, 3Hloay rao—ib, 3ok
MSFVERIRS i 3, Dixd & 5 EE Lz, RENZTY b
DFERZLLFICTRT

BN BE
M (DHTRSED) MR MBI FERED
YT n (ng/ml) SD %CV SD  %CV SD %CV

avbho—)VL 125 512 0155 30 0163 32 0205 40
arvrue—)UM 126 2033 0474 23 0606 30 0844 42
avbho—)UH 125 10448 2222 2.1 2447 23 3805 36

ATV 126 589 0174 30 0195 33 0241 41
AT 124 1127 0296 26 0299 27 0462 41
AT )3 126 31060 6.598 2.1 8558 2.8 12003 39

@ fa NI, DHIREE GUENRERM . JENBITEZ S5,
B, GHTRSEE GUEENTEBIE), JEMIFEIE, MR mEit e
EEAS

AIE TR

CLSIHA RS A 2V EPIT-A21ICft> T, 3By FORELXT 2 H5D
sz L. 3 HIMLL RIS D a2 170720 LoB (75> 7 LI,
LoD (KRS, LoQ GER FHY) Okl FIcrd, 10

ng/mL
LoB? 0.30
LoDb 0.42
LoQ°¢ 1.73

@ LoB ZiBELHDY TV 60 FILLEIE LIz D, 95 /83—t~
ZA IS T BIETH %,
b LoD 1KY > 7 V7% 60 BILL EJIE Lz & ¥, 95%DEHE T
WETEZRNBETH B,
¢ LoQ (FMEEREY > 707 60 \ILLEMIE UTHEII U, FEFAEE 25%
I 2 N & LTz,
Bl
Miala CLSI #1 RS > EPO6-A ICiE> TiTo o 11
ARFy M 1.73 ~ 1500.00 ng/mL OFIFACHEAREZ RS,
Fyl)—F—/N—
CEA J/5 A% 42 372 ng/mL DY > T IVAERE LIL T A, Fx ) —F—
N—FHEnah->7% (0.02 ng/mL),
JvyIT7xV b
Tw i T Tz blid, ERICEEEOBIKORIEMA, IE AR
DAL 7528152 59, CEA BEEMRAR 60 000 ng/mL DY > 7
NWEHELIRET A, Ty 77 7 NI ENah - 7z,
HERAME BRI
< MiEHE CLSIH A R F o EPO9-A3 It > THi > oo I /T75 1
Passing-Bablok % il 7z, 12
HAL on MEBIMRER U WX REEREDR
Alinity i A7 L\ [ ng/mL 187 100 014 097 187-
vs ARCHITECT 137222
7F AP~
+ EIA ¥ & OMBIMEOMET 21T > 7zo 1070 BIOMRIKROERAS FIE. FHEE
FEH r = 0987, [MIFEHRE y = 0.97x + 0.28 TH o oo [t /5ik
(& Passing-Bablok %% JHu 7z,
BERAOEENE
Fv )T L—ZOBEERHPUEERICE DO TRE SN TV 5, P
#Efi&. World Health Organization (WHO) First International Standard
73/601 for CEA IS DV THIBEICHB I N TV S, Fv 1) T L—%3,
TG U7t tENEHERICN U CGlR2 11> T 5,

#k Y b a—) VO, World Health Organization (WHO) First

International Standard 73/601 for CEA IZFEDWT W5,
(R LXIERL EDEE]
(1) Bk LE (fERERSLE) DFE

sk o SER D ANIE TS 23 BICIE. b FHBRB XU/ K7W

RO B 2MENEGENT NS, F¥ U TL—%2, avia—
UiciE e MR HDEOPUE N Z EN TV S, . [FOR - Bia%
(Fv bOHER)] £723 [BE - BE BESR)] 28Iz L,
Y b ERPE & 72 3T UMD I BRAEIE L a0 T & 2 ORGE
T EABIHSNTOEV, TRTOE M HRY B I B
Dbz EBEAT, TNHORFH, b MK, BIEMEREY—ICTE
PINTGFEMIE. OSHA Standard on Bloodborne Pathogens IZfié >
THOHD T &, BB E 2 STWE. T ORONH S, B4R
MWW RE NSOV TR, N A A T T LRV 2, &
Tl i, HERRIC X B MDY R NA A T T o HHER T
Zzy, 1316

cARF Y FOWE TR, b MRAZID # S, #ifkid, HIV, HBV,
HCV FDBEDORNNHZED L LTS T &, MECHZ>T
& EROERZRET BTz, FEHOBK, JWEL A7 BITHEN
BCFSEEML, KB ERy T2 VT3 ThRNT &,

< DS THRHICA S AR T IR0 T S OIb 2
EEITO, BERHNEEMOTFY CEEZIFET L,

s PUA—BTIVAVEERCTH S, EHICERL T, SR E R
KELZD. HICASRWK I HRT 5T &,
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