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ZDMOR AW EFCIES KU MEREIE, ERTISROIHT ST L.

BT v I AIFHY ="M THDICEMT %, ERERHE

MRZRS 0, BfRGICRINER. A7, BYENRSNS Y Y TIUE. EHT
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RISR LT BIREOWEZ MG 2 ME L, RO 2T fc e Ta, AFy

h DRGEMEIC 52 25 #IE 10% AR TH > 72,

RUIE =3

vyjer 22 mg/dL

NEFHE Y 550 mg/dL

AT 1.8~ 132 g/dL

rTYEIA R 3300 mg/dL

kR D ARF Y MIEAF UALHURZEH L TWanizd, BERY X7 05T, M
kot F > (X3 By) MERRICHEZ 5 X % WTREMEIZ R0,
(3) zoft

Ay & ARCHITECT 7 F 5 A ¥ —35 K U TBA fufEifiliet 7' a Y O TH %,
FEAlE. FAHICBBLADE LT,

(A% - BE BFFD]
(1) HEDORHREZE

BilZZDFEEH N5,
Q) PEHEE - 3254 - AR

s AFy FHT AT 7 AN
+ ARCHITECT CEA + F+ ) 7'L—% (ARCHITECT CEA Calibrators)

(B5hES 1 7K68-02) 1 4.0mL X 2

(EREaEY ) VRS, 2287 HRGELA] (7). CEA (B Msk)
TRAFAI © FUAAD
Fy )T L—& 4 (ng/mL)
1 0 (0.00)
2 10 (10.00)
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W E O A il A & 2 [ B A HE (L # F5 (ISO ¢ International Organization for
Standardization) OWEICHI AN EDREDH A F (GUM : Guide to the
Expression of Uncertainty in Measurement) 5 & U* Eurachem Guide for Quantifying
Uncertainty in Analyical Measurement (Eurachem/CITAC Guide) (ZEEDWTHHY
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HEYEORHENE FIHATRERSE ) e TRRAT S Lic kD, WEMROS
TR S 2T 2T LN TES,

National Institute for Biological Standards and Control (NIBSC) IZ &% &, WHO
Reference Reagent Carcinoembryonic Antigen (CEA), Human 15t International
Reference Preparation NIBSC code: 73/601 1259 2 JlE DRl EIEH S MITx >
TV,

PREARHENE (k=2)

FrUTL—% ng/mL
1 A
2 10 = 0.63

+ ARCHITECT CEA + 1> ha—)b (ARCHITECT CEA Controls)
(B35 TK68-12) 1 8.0mL X 3
(EREHW U VERER, 2 >3V ELERA (Ui, CEA (b H i)
PREEA © HLRAD
ROEPFEPHIAE 2 DFEMISH T2 LD TH %,

=N =) % (ng/mL) FERIEP (ng/mL)
L 5 (5.00) 3.3-6.8 (3.30-6.80)
M 20 (20.00) 13.0-27.0 (13.00 - 27.00)
H 100 (10000)  650-1350  (65.00 - 135.00)
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cF YU T =R UIMIKICR A 7 S—F 0 2V EINA, KIGEE 5,
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2. AIEE
c aY b= VOREMNVERRIEZ AN TV A EE, RENHEL TV R H, BIE
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CEA OHIFEMEA 1500 ng/mL 2 #Z Bk, * > 1500.00" DT T I HEREN S,
CORIKT OV T BTN E 72 d FARE AV THRIEES 5 LATE S,
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2) BEMAA — X —Hif £ da Y hu— )bt — X — WA RERZ A5 C
Lo TREERZ A UTeiikid, IXTHEIRT 52 &, MRV > TIVIEED
HEIMICHEH SN, IERERE LTS E N5, BRZOREMA 4 ng/mL X
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DIEND B, EY)E R 3T % 12 dIC T N LR E LTRUT
MHEFENS,
s Fr VT L= a VR
B A=A NS
s Fy VT L—&noy MEE
s Taky YU TEY a— )V
- E R
BONTEMEPZ ., SO MEEHEFIHCEHTANETH S,



6. #ER
H
AFw R TiE. 4PLC i (4 Parameter Logistic Curve fit. Y-weighted) 7z W CF v
VT L=y aryh—7MEkE N5,
759
+ ARFy BT B MERIRO I OWIMRE I ng/mL TH %,
WERBRIC K> TR T T IS T Z T WERRENZD 56055, COMicEREn
ZAREMEDH 2T Z 71DV TR, MY B ORREITEZ ST 5 T L.

CRAIEERDHIEZE]
1,141 BIOMKIC B BAF v FOREMAiIE. RO LD TH-7X,
A kD CEA HIEE A

K=tk (%)
0-3 >3-5 >5-10 >10
FRAREL (ng/mL) (ng/mL) (ng/mL) (ng/mL)

[[ETBPN
vt 159 74.2 18.2 6.9 0.6
JFpE 149 83.2 11.4 54 0.0
Ant 308 78.6 14.9 6.2 0.3

FEENERE
TR R 50 72.0 20.0 4.0 4.0
B —7 78 83.3 10.3 5.1 13
Jilis g 60 61.7 20.0 13.3 5.0
JHEZE 110 473 30.0 15.5 7.3
JiF4¢ 60 70.0 16.7 11.7 1.7
B 20 60.0 15.0 15.0 10.0
KIia 150 24.0 10.7 10.7 54.7
HHE 37 62.2 54 10.8 21.6
il 110 473 19.1 9.1 24.5
FLE 117 62.4 11.1 10.3 16.2
IS 41 78.0 7.3 2.4 12.2

¥ T TIORUIe T — 2UEREMNEHITH O &l TR R R T HEahd %,

C ORMFTIE MR (n=308) D 93.5% T CEA JliEfEAY 5.00 ng/mL LA FTH -
7zo

BhiReiE, 5 & n % RHERICH U BHEZ T T 5 2 L,

SRR O EMEBERICIE, AT GREBEITORIRTTR S D) BROIEEITE (RE
HEITORIRATR A L) OliffOEBRENZTEN TS, BEORMBISPICHEL 2L
HYHEEE. %hi’(&ﬁL’Cb‘f:iﬁw?ﬁb:ou“(E/\a‘;@’(zﬁﬂmﬁ:ﬁb\ T il
ODJ\—Z74 VRERT BT L,
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C RURE/ T ua—F)UFikE O BANC X B2 K R 22 Te R Ok
rhicid, HAMA (Human Anti-Mouse Antibodies : 1~ At FMjifk) BNEENT
WBATHEIED D . HAMA ZGOHRikZE <Y A€/ 7 a—F)uikzvizEy k
THE LTz 6 . IE LOBEMADMS S N WHTHEMN D S 5. i2Wi 2175 I dh Tz > Tid
O WABEL 55 LhHs 45,

AFy MiE HAMA OB Z 28N T EN TV S D, BFICIZOERA
FWeRBHT DB,

+ & MFETORUET A AERPORIE S 1T NSKIE L. invitro DA LN T
YA 525 EhH 5, HEMCEIE IEEYiEhelhicE 53 n
BEH T, TOXIBETWEZIZHANH O, IELWITEMNE S NE0nlfEE
MDH %, BWZITICHI>TE, MORRAREEL 55T DB 6,

cRKF Y MEEDOAT Y=V FIEH LENT &,

CEDER S NZBECBOTE, BRI OMA CEA fEAMERELA L7 U LRIV ETR
FTTENLELEH S, Wi, il CEA EIGIEEIE R ERWEE T ERT 3
TENH D, TOH, MG EFMmEERO CEA fHIZHI b 59, EEEED
HIOMEFZRME §% T I3 TERV, CEA X, BENGHIRK X TZofthoz
WiTEh B sNIEREAbETHNE T &,

(1% &
(1) BIREE
Ay FORBME, 8%LL N TH S, FBIPEE. Clinical and Laboratory Standards
Institute (CLSD 7’1 b =1L EP5-T27 ICfit > TR L7z, it/ S3L 2 filis & Ura >
ba—)V 3D 52 B 55 BlOY > TV B ERICEWT 1y ORI T,
20 HRIC¥ED 1 H 2\ 2 WGE LIz G927 EDOVTn=80), Fv U7 L— 3
V1o Te, fERERTRTH,

Ay hOEEN
S CEA B ENFEBIE FaFRERE
YT fize  (ng/ml) SD  CV(%) SD CV(%)
gy hto—LL 1 5.05 0.180 36 0202 4.0
2 4.79 0098 2.1 0.178 3.7
3 4.86 0110 23 0.162 3.3
avro—LM 1 20.17 0512 25 0641 32
2 19.08 0515 2.7 0629 3.3
3 19.99 0605 3.0 0685 3.4
avro—LH 1 99.45 3074 3.1 3182 32
2 93.97 2082 22 2559 2.7
3 9951 2.898 2.9 3072 3.1
RESTR 1 417.34 9587 23 10483 25
2 30570 11313 29 13995 35
3 41993 11591 28 13870 33
RESOF 1 120472 40660 3.1 46508 36
2 118503 21570 18 26286 22
3 1309.28 29760 23 38030 29

¥ T TITRUL T —2I3NENEHITH D SR T RE SRR a0H 5.
dk JEIME (Reproducibility)
20y FOME, 1By FOFY ) TL—% 1y boayba—)LEHEHLT,
B2 B TR ZITo 72, 3floary ba—)b, 2flok b3S )L& 20 HENCHED 1
H2m, 2 et 2 mE L, REWZDY FORREZU TSR,

PE B
TEME  OHTRD  HERATBE? D
Y7 n_ (ng/mL) SD  CV(%) SD CV(%) SD CV(%)
A VI78| 239 41023 9422 23 9.888 24 13766 34
I8V 2 239 124092 26.294 2.1 29351 24 44775 36

arbhwu—)VH 239 101.12 2275 22 2460 24 3349 33
arbhua—)VL 239 504 0152 30 0.161 32 0212 42
arhua—)LM 239 19.72 0466 24 0.509 26 0.650 33

a MERNAEFBITRE, OFTRIEE GIUEWNEBIE . JEREBE, FAmBEZ 3T,
b BRI, OHTREEE GAUEATERTE . RUERMEETE, FZEmBE, B rEiE
ZE.

(2) FINEMRER
R M S & OIMUSHC BRSSO CEA 27N Lz, T O CEA I #AF v b
FAWTHIE Uy dRhnEER 2 B L,

ES RNOLIITES
TRIOATIENME CEATRIIEEE  IRhDfRIIE M
BT ) (ng/mL) (ng/mL) (ng/mL) [EIINHR (%)
it
1 0.86 94.76 91.00 95.1
2 1.07 4.49 5.56 100.0
3 0.94 94.76 94.53 98.8
4 1.11 4.49 5.85 105.6
EEIICE ©99.9%
4 (EDTA)
1 0.81 94.76 91.77 96.0
2 0.70 94.76 92.29 96.7
3 1.10 4.49 5.77 104.0
4 1.72 4.49 6.21 100.0
SEHEIE © 99.2%
e (AR )
1 0.93 94.76 94.60 98.8
2 1.26 4.49 6.10 107.8
3 0.92 94.76 95.24 99.5
4 1.17 4.49 5.92 105.8

SR 103.0%
¥ T TITRLIT— 2 I3REMNEHITH O SR TR IVE R RS hand 5.
TR RER (ng/mL) — ARIETHIAE S (ng/mL)

[ (%) = X 100
CEA ¥R (ng/mL)

(3) HIRRRE

K b OB, (SHEE 95% T 0.5 ng/mL KilicH % Gl 18 [,

R, P 0 OY Y T IVt S 2SD ICHIST ZILETH D, Lr L KHIT
X BRNREEET,
4) Fv)—F—N—

CEA 7Y 43,630 ng/mL OV VIV ERE LI L TA, Fv U —A4—N"—3HH
TNtz (12 ppm Al
(5) ZvoxT7zVh

TwIT Tl b EiE, JEEICE S OMROTIE M, RE R AL O e

R 5BI51ET . CEA A AR 60,000 ng/mL DY > F)VfiliELizb T A, 7w
JLT 7 NI EN G o T,
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(6) RIEEH

PPN, PRI, BRI, FIBIES K UUA 7 AASICAE v b OIEREIA
EBNIC & % PE R (ng/mL) &9 5.

Ay ~OMFEFIFHIE. 0.50 ~ 1500.00 ng/mL TH %,

(7) BRIERDOEEYE

Fy VT L—ZOBEEFHENEERICEDOTHBEEIN TV S, #EEEEESE,
World Health Organization (WHO) First International Standard 73/601 for CEA |4
DVTHREICHTHUEINT VS, Fv VT L—REHRFAR Ui, tEARTE ST
LGBz 7> T %,

O Fa—)LOEEE. World Health Organization (WHO) First International
Standard 73/601 for CEA IZHDN TN 5,

(e EXIFER WV EDEER

(1) Bk E (BREFALE) DEFE

s AFy FOWETE, b MAZED S . Fifkld, HIV, HBV, HCV & DELD
BNhHHE0L LTHOES T, MEICHTz> T, EROEBRZEHT 2728,
HAOHER, BE, SRA7BIXCHECBTTESESHAL, FLMckEXy 7o
YIITbENT &,

CREE D ORIECHIAY BEEEEICIE. b FEBRB XU/ R RBBEMIC RGO B
ZYENGENTVS, FyUTL—%2, ¥ bo—)licide MiletkbkoHi
JEMEENTNS, b MR E 23S EME D e I BMERE L s T &
EHRET ZBUE A 5N TOAEV, TRTOL ERYIEIRIBTEMCIRREN S B
LEZT, TNOORMEH, b MRk, BRI R E NI RER &,
OSHA Standard on Bloodborne Pathogens IZfit> CTHUO 5 T &, BN Z
W, ZTORODDZWE, BRIV EISERENTIHEIC OV TR, NS4t
AT T4 L)L 2 Tl E Hilsk, fERRIC X B MDA A A T T o B
iz L 811,

< AEENE S THR S A - AR T TR IEN R T HE OIS 2 E 21T, 24
WRHNEERMOTY TEHEEZIFZT &,

« ARIETHET ZREEICE, MEAE LT LT MUY LR EERTVWE LD
Nd%, FHllld. (RO -#8EF (Fv FOER)] E723 [BE-BE GRFEAR)]
EBIT BT L, M OBAIC & 0 IERICHEEOBO A ANRET B, IS B
FHAOBR, B S A7FEFAL, &5 REEZRALRNT &, WEMS
FUBRMTHEY) L HETHEET S L,

s MUA—BT VAV EBERTH . HHICELTE, P EEREICE L0,
HIZABEWE ST BT &,

© ROGVFFNC IS 2 WA HENR, DEFEZR,
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