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(2) WHEME - HEEA
CRTRUESBEONETOC Y, CULEY, FUTYET AR, XY HN
Ay P OWEEC G A BB 10% FTH B,

s ANETBREY = 500 mg/dL
YR = 20mg/dL
s FUTVETAR =< 3000 mg/dL
B AT/ 4 =2g/dLBXT 12 g/dL

< Ay b ORI, FEAERHO TSH 233 b M MiRikic, RUTR U7c&RED
WEZRIN LT E, 2O T 10%KiGTH 5.

« FSH = 500 mIU/mL
- LH = 500 mIU/mL
« HCG =200 000 mIU/mL

* 7E D ARF Y MIEAF UALHUAZEH L TWaEWes, BENY A7 L0 5 [T, M
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V) ARfEA D 7O R U L)

RE
FrYTL—& (uIU/mL) (mlU/L)
1 0 (0.0000) 0 (0.0000)
2 40 (40.0000) 40 (40.0000)

W O A il A & 72 17 B AR HE L B K% (ISO : International Organization for
Standardization) OWEICIT 2 AN EDXRBD /A F (GUM : Guide to the
Expression of Uncertainty in Measurement) 35 & U Eurachem Guide for Quantifying
Uncertainty in Analytical Measurement (Eurachem/CITAC Guide) 123D\ THIMY
L b2,
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NIST WHO Standard

81/565 i 2 BAEAREN E (k=2) X1

mlU/ 7> 7))V FrVIVITL—% pIU/mL (mIU/L)
11.5 £ 0.38% (cv) 1 St

2 40.0 + 1.128 (40.0 *+ 1.128)

XK1 BEORHED T, K 95 % DIEFEL TR G2 71/3—9 % Tz b O IE T
B9 2R E NIAENETH S,

2 RiEWEE. 7Y INVOEHEROET L H Z 50 %, NIST WHO Standard
81/565 I&. WHO TSH 80/558 M HiR4L T\ %,

+ ARCHITECT TSH » =1 b —)L (ARCHITECT TSH Controls)
(B35 7K62-10) : 8 mL X 3
(EaEHY)  TRIS iR, %>\ HZGELR (Vo). TSH (Var e
V) RfEAD D Tk R U T L)
ROEPFEPHIEAE 2 DPEMI T2 LD TH %,

TERE EEgLi e =13 PP
I ko—)b (uIU/mL) (mIU/L)
L 0.1 0.065- 0.135 0.1 0.065- 0.135
M 6 39 - 81 6 39 - 81
H 30 19.5 -40.5 30 19.5 -40.5
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TSH ORIFE#A 100.0000 plU/mL Z#Z 2#ikiE. > 100.0000" D7 T FHER

END. TOBMKICOWTIRHBRMNEEFRNEZHCTHIMET 2 LN TE
%o

BEIFR

FiAIE 5 IS IRE SN D TIRFTOMRIKIREDN FEIFNC T E N, JERER &
LTHREE NS,
FHR

HESETIRGR 1 10 45

10572 Z 2 TRITDEVE ST ST &,

1) #4430 pL 1<k LC ARCHITECT i M@k fli 270 pL Z27INd %,

2) BEMRAA — Xl E 721d 3 > b u— LA — X —lifiic mRERE A5 T
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PFEILTSH « ZAF 780 I BKC FPFEIL TV — T4 ZAF73 7 OREMEH
HEFEPAN DGR 549 B2 W TZBER R D B35 N7 ARF v b OREERIFHIZ, 0.35
~ 494 plU/mL (99%fEHIXE) TH-Tz.
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HMEREPRIE IR, A, B, B SOOI X O R RS EMENICK 5 T

L5728, SMEICE LR A e T 5 T b,
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- H OSSR EF ORI TIRERISOR G, IFFRIKISHET D 5 20 THlE
FEFUCIED < B O M DB R S 2218 L TRATNCHINTT % T L.
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C Y RE S T a—F iR O RENC & BB & O 2 e B O Mk
FiiciZ, HAMA (Human Anti-Mouse Antibodies : 1™ At bHifk) BEENT
WBARENEN S B, HAMA ZGTRikE< ™Y ZE /7 a—F Uitk flnizF v b
TIE LIBr 1F LOIE DS 5 MW ATRENEAN S 5. I 21T 5 IS B 725 Tl
ORI L 525 T L hd B 45,

« b b o0 BAFHER AL SR 05 0T SRS U invitro DA I T
CANCHBEEGZ D END D, ARIICEIWE - dBmE s mic 53N
BIETIE, TOXSIETHEZIBHEANH D, ELVHIEHIES NV ATHE
WhH 5, BWEITIICHI> TS, MOERAREL LS b3 6,

(& &E

(1) BEHEM%

AFy h OB, CVIO%LLFTH %, M3t Clinical and Laboratory
Standards Institute (CLSI, [HNCCLS) 7’H k)L EP5-AT 124t Thiif L7z, 3 o
Wi SV (1, 20 3) BXU 3oL b/ SV (4, 5, 6) Z 21w FOik
SERFNNT, 20 HEICIED 1 H 2 [ 2 \lE Uiz, SR XICR*,

Fe s BRI HE N FFETE RN

by b B n (WU/mL) SD CV(%) SD CV(%)

1 1 80 0.0907 0.00160 1.8 0.00210 2.3
80 0.0879 0.00121 1.4 0.00171 1.9
80 0.0876 0.00135 1.5 0.00225 2.6
80 0.0888 0.00440 5.0 0.00469 53
80 5.7062 0.08187 14 0.12184 2.1
80 5.4750 0.09116 1.7 0.12761 2.3
80 5.5153 0.08122 1.5 0.11008 2.0
80 5.5320 0.08176 1.5 0.12501 2.3

%
1
1
1
1
2
2
2
2

NN = =N~
N = DN =D = DN

sk P PN B KRB
Sxboy b B n @il/mL) SD CV(%) SD CV(%)
80 284388 044471 16 082863 29
80 27.0156 076916 28 103741 38
80 272486 058176 21 075194 28
80 280434 055278 20 092480 33
80 05217 000655 13 000894 1.7
80 05024 000751 15 001128 22
80 04998 000653 13 000973 1.9
80 05070 000562 1.1 001156 23
80 20057 002380 12 003367 17
80 19318 002679 14 003842 20
80 19060 003844 20 004405 23
80 19369 002747 14 003499 138
80 165485 028856 1.7 038175 23
80 158935 027310 17 041347 26
80 159947 025055 1.6 038375 24
80 163632 023302 14 041631 25

w
—_

D OO OO GO Qs s B W W W
NN = =[N = =[N = =[N =
DN = DN =[N = N =[N = DN =[N = N —

¥ CTTITRLIT—2I3RENEHITH O\ S TR 2MR2 R HaDH 5.

* BIRME (Reproducibility)

iR NS KO HBEOME Z1To 7z, 1 oy FOMIE 1oy ML EOFv Y
TL—4.1ay bOary ba—)bzfH LT S 3 B ThREZITo 7. 3HIloARF Y
roaryiro—)b L. M, ) & 3Eofkoay rao—)bz, »ixded 5 HiH
D 1 H 2 [\ (FRE 2 REELLE) D e < &6 3EE L (L 0¥ > T )Ly T,
BHEARICDE 30 ML EORER R 22, MRZLL IR,

DHTHRE RN @ AP
RRE[ Ccv Ccv cv

P T ) n_ (ulU/mL)  SD (%) SD (%) SD (%)

Jrhua—)LL 90 0.1008 0.00267 2.6 0.00299 3.0 0.00416 4.1

aYbhu—)VM 90 58941 0.14345 24 0.14645 25 0.16974 29

aYbhu—)VH 90 29.2498 0.97097 3.3 104448 3.6 1.04448 3.6

Milka> bo—)L 90 0.0557 0.00136 24 0.00140 2.5 000177 3.2

L1

Hilka> ha—)L 90 4.0310 0.08252 2.0 0.09080 2.3 0.12661 3.1

L)L 2

Milga> bo—)L 90 19.6015 0.50034 2.6 050285 2.6 053230 2.7

L)L 3

A fERNEEMEE, OHTRE GUENBBITD . JERESRME, HEERTEZ 58,

bOEBIME, PFPREEE GBI . MR EIME. ASmEIE, HORRI R

ZE,

(2) FhNEUYER

Ay b OTIIFINEIEEE, BEEIEEED TSH Z7RITL 72454 100 = 10%Th 5.
10l e ik, WA IE 2 I 0 TSH 2RI L 7%, A%y R
WT TSHEEEZIE L, BUCRZEI UK, Ay FOREINERZ, 91.8 ~ 104.3%
TV 99.4% ThH o1z,

K TTUTRLIET— 2 ERENEHITH b SR TR R BRI AN D 5.
() BE

KRNRE

TR, WERI O FBIED CV20% LU R ORS I THIE MTHEZ TSH iz & Lz 8,
AFy FOFEFEEIE, 001 plU/mLLLFTHD, ThdWbHd 25 = TSH liE
DEMZ LTV,

FERCHRI 2 T > 7e & T A B E NI2INEEL 0.0038 plU/mL AR TH -7 (L
95 % fEHEBRSE - 0.0042 pIU/mL), & 512, 2 By OB KT 2 BOMIRORE
FERD B1FE NIRFBIED CV %72 el FEE 2 Rl L7z & T 5, 0.0036 p1U/mL
LIFCH-oT (L 95%E4EM 1 0.0038 pIU/mL), Mimhic ik, TSH iR 0.0007
~0.2365 pIU/mL D& b i3 K CUERFE A MMz AWz, $9 > Hlid 2ay
FOMFEI LU 2 BOBHENNT, 35 ~ 42 HIICHED . SRS I UOREo Y b
T LI 10 FIRL B 2T o f2e T0D OWIEfED 5 REEIED CV %35 & ClE R
BPED CVeZFH L, SFEBEICH LTy ay b Lz, 7By b Uic7— 2ok
5 CV20%ICHHY 9 2 IREZ T L, SR L Uiz,




AF Y ~ORBEIC K BRINEE
FEZ2Ow b #ER258)

40_
35 -] l l
30
s
g 2
]
15 ]
0
5]
o
0.0001 0.0010 0.0100 0.1000 1.0000
FERE (ulu/mL)
---- CV20%  — [EREHR  ---- ElIFBRERDI5 % SRER AR
EIFET IV : Reciprocal - X Y= a+b/X
FRRRE 1 0.0036 4 IU/mL. 95% EFEXE (0.0034 1 1U/mL. 0.0038 L 1U/mL)
TRRE

A%y b O, 0.0025 pIU/mL L FTH %,

SIHTEEE L, PEE 0.0 pIU/mL DY > )LD Pt 5 2SD ISHIGT I E R T,
SRR (S & AFw DT vl A8 A—% FTiE. 00025 plU/mL &
ENTVB,

(4) RIEEEE

*  MPERIPHIZEENZNTA—2THY, BB, FEWKE, Fr VT L—2 g U
FCHEDN TS, A% b OBIEHEPIE. 0.0038 ~ 100.0000 pIU/mL TdH 5,
(5) +HRIMEEBRRER UBIERADEENE

1. AERMEEERAE

AFw b & FFEILTSH XA G780y 7 & OFHBIMEE, #F 1.0 £ 0.2, HBI%E 0.95
L ETH5,

AR b EPFEIULTSH « XA F780y 7 TRIKZGE U, HBIYEORG 2175 72,
IR HEE . fIN 2 Felh L Passing-Bablok i 9 2 iz, #EHREICTRT R,

ARFy b vs, PEILTSH « XA F 739 2

[ElGPaRES Wk Gk iz HHBEEREL
o 2 Fei: 534 ~07135 0.96 0.987
Passing-Bablok 1% 534 0.0098 091 0.987

FaEtd, MEBAZ O T o7, AFw MCBUT 2 BIADIEEHRIPIEL, 0.0109 ~
127.9816 pulU/mL TH > 7z,
¥ CTIWORUIET— ZIEMREMNRGITH O . HEIPESHABCR REE I OAHESIC
WEEND D, B TIEREIERZRTHEND S,
$O% Y T)LE K UM RE ORI B U CRE R A 72 2 L s O s 9,

2. RIEADOEEYNE
¥ FyUTL—%, arho—UE, BEEEOY a2 ke k TSH ZRIL T
SPEICTE LTV B, #4IE1E NIBSC WHO 80/558 12531 T W3,

(e EXIFERWV EDEE]

(1) Bk E (BREFALE) DEFE

s AFy FOWETE, b MUMAZED S . #iikld, HIV, HBV, HCV FDELED
BNDHHEDE LTIDOIES TE, MEICHIz> TE, EROBEMRERET 5 /28,
HHOFEK, B, YAV BIOCMVRBTFERSZHHAL, £ROICKZEXYy T o
YR ThRNT L,

ko« EREIAFY FOMETIE. € MREEIRODES , TARTOL HBRYIE., TR

FPEPEICTE R E NI FERSIBHEIIC A B % £ # 2 T, OSHA Standard on
Bloodborne Pathogens IZfit> THU DS T &, BAMMIE ZEOWE. T ORWA
HBME. BPEEMEICHERENIECOVTE, NI AT T2 LNV 2 &
Tl M, FERNC k2 MDY/ 81 Ak A 77 ¢ HE R T 5 < & 1013,

< AEENH S THRMC A > B AITIIKT VR T H OIS 28 B2 1T0, &
TENHNULEMOTF Y TCEHEEZITIHT &,

c MUA=BTVHIEABRTH S, ML TIE, A BRI 5 L0,
HIZASRWE I FEET BT &,

< ARETHHT 2SI, RERIE LT IEF MUY LRAEERTWSED
N2, FHild. (AR 8EF (Fv FOER)] £/ [BiE-BE BEHD)]
BT BT &, ML OREMNC X D IFFICHIEOBRNH ANFET S, WO B
BHEHOFK, Wi ~A7EZHEML. &5 REZWA LKW &, NEYE
K UARBRIHY) L CHRET DT L&,

« ROAFFUCEIT 2 b F IR, EEREEZ R,
cFYVITL—X
s aYho—ib

7IMF MUY LG

EUH032 fils & DI & D IEFICH OO A ANFL T B,
P501 WA / Aen7e st CHRET 5 T L.

s BERTEICOWTIR Q) EELDIBRZSMT S &, /e KT — %> — (SDS)
NHZLERZTHHLHETEMISET L,

cBRT=2Y—F (SDS) IKDVTIE, ARX Y=Y R—htrZ—lcEBHnab
BELTEEW,

© IR ER OL A EOTE OGNS DOV TIE, S 2 B 2RO B G E 2 21 g
BTk,

(2) FRLDEE
« (AR 3 & o i A LT &,
s Fv bMRERIBELZSFY FOREEZRETERLEWNT L,
cfil—omy ESORETH > TEMEATE LT LR LAENT &,
CBEICS A I S—F 4 ZIVEGSD TRy b BEAE. kT LT AT
HEMED B 20 17725 5 CHHIEET 2 08N D %, XA 7 08— F 1 7 )VDIEF
HicowTik, (% - BE (RFEAD] Q) AlE (8F) EEslddsc L,
- BER MVAPER, ARORRBREFREZEIT, REOBEH S fHHTE
BT 3TL. PEEFEDRTEY ILFERLED S BEE. AEEROEEEILF
SECERLY,
c TR B Tedic, ISR MVICHE IO (N % & X E, ERAETREERH
LTiTH T &,
s F vy TS LR BVIChEZED (%, R MVERBEEEWT
&o AIEMIRH L. MESROGEENME DN S,
C BERIAYED & RN TPEAT TR LTI T % 2 e A% 50 EICIZFEL

NN
» BEREAErR ORE O EOTROFHNC DOV TIE, A 2 RO BEkEIE 2 2 d
THT LS
* RO LRIESRA 2 RIS

RRRE
RIEFBE HAr RELOFESE

R/ 2~8C R 2~ 8 COLRIESFTA BHLD L 7k,
(EESEEe T I IHTRETH %,
M b PEEROBGE 30 A 30 A& E /Bt dpEREd 5 L.
T/ BENIC BT B REMO ~ T v+ 7
IZDWTIE, S % AR D HAFI
2BRTHT L,

MO HACRE LTe X ERET 20, HE2WIEHEEHSIO L TIRET %,
IR DI LTz e &, GEER VA EB X UMER FVAF v v
TEIWOMNITIREET) U ThFE2~8CTIRET ST &, BEADHOIIL
THFET Bakdfid. U CHRIRER DD, £ LDRY 7 ABXT M LA HFTH
1792 Lz2HiRT 5, WEBEHPSIMWHE LA 7O/NN—FT 1 7IVKR MUH, 2
~ 8 COREBACIUTCRETRESNGED > LIBE (REZIY [FIFfoIREE
T). TOREFY MIFEET ST L, aldiF v FEERN S0 g5 DV
T, AT 2EROTHGIHEZSET 5T &,

cFrUT L= av =) V3RSV IRE LR O o 728G [EABIRE T

WETH %,

s FYVUTL—%, arvba—id, 2~8CTHRIEFET ST L,

© TR, TR, WD, Fy U T L—y g YAEIREE SRy, ay ha—b

IWERHIPA Z AN 2 5 EDBRMBD ENH LB, Fr )T L—2parbu—

IVINBEL TV B ATHENAD D % o

(3) EELDIFE

- WAHICIE HIV. HBV, HCV OO & DTS 2BNHH 2 DT, FEl,
A E B R ERE T SV Y L CEAEZEREE 1000 ppm, 1KLL E
2 @V ZOVT7 VT R (2%, 1 BHHEL R 1<k BMHLE, H5H0
FA—k 27 L—=7 (121°C, 20 77LLE) 12 KB MEIEEEITS T &,

c B X URESZERT 255010, RO X UTERICET 2158, K
G ESOREICHE > TUHT 5 &,

« FRIEEPOMADTREL U 723, TRELL 7218 2 WRINA T U, TRECL 72557
EUHFRCTRER > 728, & 5HIC 0.1 % RMHAERET U 7 LiEH7R & QY)Y
HEITHENS T &, FRIEY RGN E (TR, ZPARE. ikl 25
HLTITH5 T &,

< ARPETHAT 28 8ICiE. RERME LTI MUY LAEENRTVWEED
NHb. iHld. (R -BEE (Fv FOER)] 723 (BE-BE (REFR)]
BT ST L, TUMT MUY LR, $E B EKICL TEREEORET VR
BERT DT D BHZDT, FBETIHEAICIE. KEOKEHICHT T &, 728k
BERTHEOFEIC DV TR, (T 2 BESORHEIHR 22T 5 &,
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W T 2~ 8C 18 fiij]
T — TLRYA—DBFEL, F Y H— DI ETFBI

IR, SHEICRREN TV S,

|Gt |
O ifFF v b BELTES TK62-25 1 100 [l
AN —T 4 7))V 6.6 mL X 1
cavyals—=r 59mL X 1
« MR 80mL X 1
O al#eFy BIEHTES 7TK62-35 1 500 [Alf]
A= T 4 7))L 27.0mL X 1
cavYakl—h 26.3mL X 1
- AT 40.7 mL X 1
O ldEFy B FHFS TK62-30 @ 500 [ X 4
A TIS—F 4 7L 27.0mL X 4
cavYak—h 26.3mL X 4
- AT RO 40.7 mL X 4
O FL by H—* B FRE GE23 - 975 mL X 4
O R~y H—* TS 6055 975 mL X 4
% ARCHITECT 7 I A4 % —H%ZHiH < 72E W, JlFeD Ofzbittic B WEbE

{TEEW,
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R, Bt BRIV EbE {IEE W,

(€234

1.

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

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.

Thienpont LM, Van Uytfanghe K, De Grande LAC, Reynders D, Das B, Faix JD, et
al. Harmonization of Serum Thyroid-Stimulating Hormone Measurements Paves the
Way for the Adoption of a More Uniform Reference Interval. Clin Chem 2017; 63 (7):
1248-1260.

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.

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.
Boscato LM, Stuart MC. Heterophilic antibodies: a problem for all immunoassays. Clin
Chem 1988;34(1):27-33.

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.

Burger HG, Patel YC. The value of serum thyrotropin measurement in the diagnosis
and management of hypothyroidism. Med J Aust 1972; 2:293-297.

Passing H, Bablok W. A new biometrical procedure for testing the equality of
measurements from two different analytical methods. Application of linear regression
procedures for method comparison studies in clinical chemistry, Part 1. J Clin Chem
Clin Biochem 1983;21(11):709-720.

10. US Department of Labor, Occupational Safety and Health Administration, 29 CFR Part

1910.1030, Bloodborne pathogens.

11. US Department of Health and Human Services. Biosafety in Microbiological and

Biomedical Laboratories. 6th ed. Washington, DC: US Government Printing Office;
June 2020.

12. World Health Organization. Laboratory Biosafety Manual. 4th ed. Geneva: World

Health Organization; 2020.

13. 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.

BroXLIONT -

3T EDXYIDICZEHZ ANTNS (] 1 10 000 £,

NGB E VA AL TS B 2 3.12%),

TANTOMEDOIHIER, SREOITAREECREL £,

[BAW&heik]

TRy b v INVEARERM
HARI—HYR—bE2—
T270-2214 FEEMBEHNRE 278

TEL 0120-031441

[B5EIRTTEEE D AF R UMEFR)]
TRy by NUEERH
T270-2214 FEEMFAHIRRE 278
TEL 047 (385) 2211 (K&K)
©ABBOTT JAPAN LLC 2025

) Abbott



