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6. #ER * B (Reproducibility)
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BARENDBH 2 7 5 FICDVTIE, T 2 HEOIILFNTEZSIRT 5T L, VTN n_ (ng/mb) SD CV(%) SD CV(%) SD CV(%)
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JHVL Ty A THOEBGDEERDI LTS, RTY /Y 114 70 ng/mL YV WEH S (ng/mL) (ng/mL) (ng/mL) (%)
KN ORT Y )51/ T30 KiliTh- L MEEhTws 7, 1 1 1 305 174 482 102.3

BRI ORESICHE LR e RET T b, 305 86.4 1248 109.2
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f1iciZ., HAMA (Human Anti-Mouse Antibodies : 1< ™7 At b ifk) BEENT 425 86.4 131.7 103.3
WABABEEDN S B, HAMA Z G T HkZE < A€/ 7 a—F)uiikzE vz 5 2 2 30.7 16.5 48.2 105.5
FCHIE LISA. ELVHEEMASE S NaW I EElEA s 3 910, AFw ik 30.7 85.9 119.5 1034
HAMA Q8% IIZ 2MENTENTVE D, BHITII OO REL R T & 6 31.6 16.5 49.0 105.1
55, 316 85.9 118.1 100.7
b MM, MO SEEETAE . IR OSES T ) SRS L, in vitro DA 7 36.0 16.5 53.1 1037
L7 v A BREA BT WD 5, NHINCHIYIE 72 @B ks fic 36.0 85.9 1238 102.2
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WD B %, BRIEITSICH> TR, MORH, B DMK & 75 38.9 859 124.1 99.2
BT LHBD. 9 2 3 30.9 17.9 51.2 1135
30.9 89.2 1143 935
| nE, 10 31.2 179 51.2 111.1
(1 &l ‘ ) \ 312 89.2 1188 98.2
FECTIWRLET—RIEIRENEHNTH O, JiiRBIXOCRAERIICE > TIFRES 11 372 179 54.7 976
HRERTHEND B, 37.2 89.2 123.7 97.1
) B 12 42.8 17.9 60.8 100.1
42.8 89.2 134.5 102.8

HERPARE ST © 104.3%

FBIELZ Clinical and Laboratory Standards Institute 71 k2L EP5-AL1 12§t > T

Wt Uize i/ sl 3B E 0Oy ho— 3l 53 6 flod> Tz, 24 WRINEETIE R (ng/mL) — YVRANAAIER (ng/mL)
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2 489 1143 23 1365 28 .
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2 480 1402 29 1493 3.1 * EREEEENE ST A—2THY, R, SHRE, FrVTL— g Vi
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REYR 1 1 147 0408 28 0443 30 1. AEEEMRER A
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2 142 0292 21 0368 26 A | vs CLEIA i
ISRV 2 1 1 67.8 1.971 2.9 2.552 38 [EIUERES WMARE  HUT n  FHBIREC Yy EE pi3icxelii]
2 666 1500 23 1786 2.7 Passing Bablok  Ifili _ng/mL 62 097  -1.04 110 155-164.0
2 1 732 2224 30 2399 33
2 66,5 1.603 24 1890 28 2. BIERAOEENE
BESE) 1 1 1146 3.824 33 4367 38 ¥ FyVUTL—%, arba—)VOREEZ, HREHERICIEDW TV S,
2 1134 2738 24 3532 3.1
2 1 1256 3901 3.1 4282 34
2

1141  2.757 24 3.322 2.9
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LTir5C &,

+ F vy TRM S il EAR MU ZI D (e %iE, RMVEREBEEEWVT
o SEEH L, MEREROERIEME DN S,

- RERIARED &, BB HEEREI TR LTINS 5 T e B 20, MBI &L
AN

- BEEREERR DR EOTEOFENC DWW TIE, 2 IR O HERFIHE 2 2
ERCYeRaS

* RO LRIESRA 2 RIS

AR RICEORE LI D o T8 5, (IR E TRETH B,

BERE
REEE B RELDFESE
KB#H/  2~8C MW 2 ~ 8COMRLEFTABELY L 72tk
RAE EXG I IR TH B o
MTHREEMETE &,
st BaomsE 30 AR 30 HEZ B E 1B Ak fese T 5 T Lo
iy BRAIC BT BIREEO b 5 v F Y

IZDWTUE, S % s O HkEE
2BRTHT L,

KASRIIRARICRIE L e TR OHAT 20, HBWVIIHAD SO H U TRIET %,
AEEZ I SO LTz L 23, GUEER MOV E S &K O RV F v v
TR TARET) VTl 2 ~8CTHRIFT BT & Bs IO IL
TIREFY ZilS8d, U TIREZRDOTcD, LEDRY ZV ABXT LA PR
795 2T 2, BENSMYH LRI 7ON—FT 1 7ILRFILH 2
~ 8 CORFHA CUTIRETREFEENGL o IIBE (PEZEY A TIREE
T). TOREFY MIFEET B &, Al¥EFy PRSI g AEICOn
Tl&, T 2 BEOHINFINEZ BT 5 T L.

s FX VT L= aviha—)bid, fFRICHEOVRE LIRD Ho 7a, TR E

THETH %,

s Fy VT L=, avirua—)liE, 2~8CTHRFETHT L,
s FyUT L=, aryha—ibid, 2~ 8CORFELITMSED U, 3 QIcfi

FFTRET H % MRS MTHRERERT 5 T & (BRI EZE < BHH. 2 ~8C
TMFd 5T &,

< VL IR, WO, Fy )T L—2 g YABIE S Ro, ay ba—b

WEREAZANZ G EDOBRMRH N, EE, Fv )T L—&vary bn—
IWINBEL TV S AIREED D % o

() BELDEE

+ MefAHICIE HIV, HBV, HCV SFQRRED E DWMFHET 28NN H 2D T, FER.

AP AR EE R RRE T ) Y L (R 1,000 ppm, 1 FEELE
) BTNV ZVT VTR (2%, 1L R IS X B0, H20
FA—=r27L—7 (121°C, 20 53PL L) T KB WMENEZ TS T L.

s B X UHRESZFERT 250103, BERMOUME KU 21, K

BGH IESORE I > T35 &,

* AlEEFPP AR L 72 ic i3, R L T a2 IR TR U AR L 72 37

PR I E M o Teth, & BIC 0.1 % XA IET B Y ¥ LARS & O Y) &y
AT EMS C Lo MERIHEYRRENE (TR, 22 ZRAEL) 215
MLTIT5 T &,

< AWE TR 28I, REAE LT DM P LNEENTVWE 8D

NdH B, . (AR -BEE (Fv b)) X723 (BE-BE BELFH)]
BB L, TVEF P YL, WE, WE RIS TERIEORET P F
KT BT ENHZDT, BRI 2HEICE, KEOKEHITRT T L. Xk
BERITEDFHC DOWTIE, fU T 2SO E 2205 2 Lo

(BriE7AiE. BRnHAR]

TR A
AHF Y b 2~8C 15 & H
T A TN A—DBFEL, b H—OIF B

EHBIRE, IR EN TV S,

|CE:3=L v

O W+ b B 8D07-26 : 100 Al
AT IS—T 4 ) 6.6 mL X 1
caAVVak—k 59mL X 1
- AT B 10.0mL X 1

O i+ b WS 8D07-36 : 500 M
A= T 4 7V 27.0mL X 1
caAvYVas—hr 26.3mL X 1
- WA R 509 mL X 1

O 7L by H—* SR ES 6E23 1 975 mL X 4

O Ry H—* BUBFRE 6C55 0 975mL X 4

¥ ARCHITECT 77 Z A4 Y=z S EE W, b DlzditicBRVvabE

{IEEW,

T 28I, £y FTEZRMIEF Y MDRESNZ LGB O ET,
. B BRIWEDE L TEE W,

(FEXH]

1.

Clinical and Laboratory Standards Institute (CLSI). Procedures for the Handling and
Processing of Blood Specimens for Common Laboratory Tests; Approved Guideline—
Fourth Edition. CLSI Document GP44-A4. Wayne, PA: CLSI; 2010.

ISO/BIPM Guide to the Expression of Uncertainty in Measurement (GUM), 2008.
www.bipm.org/en/publications/guides/gum.html.



3. Ellison SLR, Williams A, eds. Eurachem/CITAC Guide: Quantifying Uncertainty in
Analytical Measurement, 3rd edition, 2012. ISBN 978-0-948926-30-3. www.eurachem.
org.

4. MikiK, Ichinose M, Shimizu A, et al. Serum pepsinogens as a screening test of extensive
chronic gastritis. Gastroenterol Jpn 1987;22(2):133-141.

5. Miki K, Oka H. Significance of determination of serum pepsinogen. Naika
1986;58(3):716-718.

6. Miki K, Ichinose M, Furihata C, et al. Evaluation of serum group I and II pepsinogens
(PG I and PG II) by radioimmunoassay (RIA) in normal controls and patients with
various disorders. Nippon Shokakibyo Gakkai Zasshi 1982;79(11):2071-2079.

7. Oka H, Miki K, et al. Medical application of pepsinogen RIA kit. Rinsho Seijinbyo
1989;19(4)531-537.

8. Nishizawa M. An outlook of gastric mass screening (2nd report). Nippon Shokaki
shudankenshin gakkaishi 1988;78:100-103.

9. Primus FJ, Kelley EA, Hansen HJ, et al. “Sandwich’type immunoassay of
carcinoembryonic antigen in patients receiving murine monoclonal antibodies for
diagnosis and therapy. Clin Chem 1988;34(2):261-264.

10. Schroff RW, Foon KA, Beatty SM, et al. Human anti-murine immunoglobulin responses
in patients receiving monoclonal antibody therapy. Cancer Res 1985;45(2):879-885.

11. National Committee for Clinical Laboratory Standards (NCCLS). Evaluation of
Precision Performance of Clinical Chemistry Devices; Approved Guideline. NCCLS
Document EP5-A. Wayne, PA: NCCLS; 1999.

12. Clinical and Laboratory Standards Institute (CLSI). Measurement Procedure Comparison
and Bias Estimation Using Patient Samples; Approved Guideline—Third Edition. CLSI
Document EP09-A3. Wayne, PA: CLSI; 2013.

13. US Department of Labor, Occupational Safety and Health Administration, 29 CER Part
1910.1030, Bloodborne pathogens.

14. US Department of Health and Human Services. Biosafety in Microbiological and
Biomedical Laboratories. 5th ed. Washington, DC: US Government Printing Office;
December 2009.

15. World Health Organization. Laboratory Biosafety Manual. 3rd ed. Geneva: World
Health Organization; 2004.

16. Clinical and Laboratory Standards Institute (CLSI). Protection of Laboratory Workers
From Occupationally Acquired Infections; Approved Guideline—Fourth Edition. CLSI
Document M29-A4. Wayne, PA: CLSI; 2014.

DUFOAEHFFFE. ARCHITECT 7 F 4 W —FlzldzDaryR—x > M5
DT FacllIHT b, [ARRDRFIFPREEF A KE B KU Z OMDORICSH D 9,

5468 646 5543 524 5545 739
5565570 5669 819 5783 699

FNTOMROFTAENE, SHROFTAENSICREL T,

[AUL&heik]
TRy b v INVEARERM
HARI—HYR—bE2—
T270-2214 FEEMBEHNRE 278
TEL 0120-031441

[B5EIRTTEEE D AF R UMEFR)]
TRy b v INvEAERH
T270-2214 FEEMFAHIRRE 278
TEL 047 (385) 2211 (K&K)
©ABBOTT JAPAN LLC 2024

) Abbott



