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TgAb « 7R I

[efiEEE

c REIAEAZBITTH D, TNLANOHMICHRLENT &,
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g5k,

c AFICHEH S NIAER B > THET 3 2 &, AEBICRHIEENT
53 KO E LY TOMRIC DWW TIE, ITERS RO SN
WERRE LR,

< ARWIETHHT 235, L FHBRIODZEN TV B EDONH
D, BEROERDH 2D TEMEDOH 26D L LTS T &, #f
Mg, FR-#EFE (v bOBR)] £/ [BE-BE GESD)]
EBRTEHT L,

CARPBETHAT I, REFERE LTI PV LNEE
NTVWB2EDND 5, 1o THRNCANT D EFIC(HE Lihaic
. KT TFRIEVIRT FOINZHEBEZITV. DENHNEEROT
WMTHEEZF BT &, G, [k - #8EF (Fv FOER)] %/
& [ BE BMEAD] 22KTEC L,

s T A HEROE IR B XTI IIHEZ K< GATH ST %
2k,

(2K - #EF (Fv FOER)]
Ot b
- XA Z18—F ¢ 7 )L (MICROPARTICLES)
v by u Ty VERIERER T (Mo EEY) @ MES fRER. &
VNTEEGERA] (PR A BiEED
« avYa’— (CONJUGATE)
7oV Y=y LMEE e N g6 XU AT/ yu—F Uitk (fthoEf
Yy MES #EMii, 2> 87 E&EeHl (7 D HR) SRR HiEED
« KA G (ASSAY DILUENT)
(BB - MES R, 2> /87 L@ (vEhsk) 75l
FBHD
OZL kY #—* (PRE-TRIGGER SOLUTION)
(K5
O RV #H—* (TRIGGER SOLUTION)
(€ e=x1/ BN |l AZFN)
% L MU H— FUH—WEAFP- 7Ry b (KEFS
22300AMX01224000) THEREE NIk iz HEilsk e LTV ES,
Alinity i ¥ A7 LHZTHEHL 7280, JIFED Ot BRWED
BLIEEW,

(ERB)

i i iR OY 1 v a7y v E Ak (Tghik) OBl
CAIEREE)

L2 CSEAlER: (CLIA 1)

(#fE LDFE]

(1) REHMOME. FIE

1Ri5TE

Ay b TERORKREIENG 5T L TE B,
{BOMBHORKIEDIRME . A%y b THATESC L EHALTY
U,

jd

Anti-Tg
09P34
470698R06
B9P34J

LS PRl
IR i

1L B D
1M AV DE RVFN

AR U F L (S ERIA D)
VAV IV ol N RVEN
EDTA
* o b MFERIMIELA OIS B 485y S OMRERMTL SN TV
W,
- RaRES, [ CHEEORKEMHT S &,
- BEERIE. MAOREEE KR 2 MEEZ R 270D T JIIE DRICIE,
MADAZIHMENTOBHOMATH S T L RiEET ST &
RIEDEG
cDIRERLENT &
< IEAL TR L U 7o itk
« S MTIAVITE DD BN B Wik
« (EREIRERS R A1 5 123D, s 3 X GRS 7 « 77U > FRilER,
FOMDAENDEFNTOERNT L 2RSS T L, FiEF M
FRVAIRANC & 2 1872 21 T 2 BHEOIMERIAE, BTy
HLTWEWES T 2 T UG ENTOWAEREEND 5,
s AR OB STz, HVDBETOERY FERZERY vFv )
EMHEHATEC L,
RIEDFRE
 FHME OISR L Cld, M OELECORIFIHEICH S T &
EMENC K O BRI 2 0B L 727200 Tl Bk e LTHERT %I
L1 THs,
ISR NS ERTERT 2 T L, HAD S5 IIERICHET
WAEIO PR T & MIKBOERER; S Tzdic, Bk LITH L0
RT3 L,
IEERER R 215 5 128D, ROBARIGEFHIC TR 0T 2 2 &
T4 7V, FRIMER, FOMMORAYE STtk
- O WD BN B Rk
FE 74TV, FRINER, ZOMOREYNGED SN DA, HEH®
DT BRI, (REORILT v 7 ZAIFH =25 H, BEohicl
HT BT LICKDIEMTST &,
BHERAIZ LU RIS > THERT %,
- SRR, AT BRI SERICRIET B T &,
o BRESENR U MR, REORIVT Y 7 A F Y=V, B
MICHEE T B T eI &K O HIciERTT %,
- Bk HRTHEZE L. BIRICE > T BEIE, BW—Ich3 £ TR
M2,
AT ITIERME N TORWES. IEUWFERDE S Nz Fek
Wb b,
- Wtk FEDE O EES %o
[EAUNAIEET NGy -
cRAEELTF =TI L, mOVEET %,
< WBIHEMIAZ, YT IV TERIGRBRESICE LHEICH WS,
NREE NGRS b NIRRT EETIE. TREZ B RO BHR Rk
DRHZITET %,

) Abbott



BRAFDIRTFSRMF

4GS Tt REREHIE  Zoft

My /e =i 8 IRFfH] Betkid, M@, ARk,
DEFRI OGO 59

RFTBTENTE D,

2~8C 72 I 8 M LLNICHIE 21T
ORI, MmiEE
MMUAED 5 IM3E F 7z i
SHERI, SRImER, e

RETBT L,

-10°CLLR I & 72D 5 il
KM Rl

BR, B fREd B Lo

30 HfE

SRR ORDIE LISHT 5 T &,

IR DEHESRM

W AR TS & O REAPEMEIC RIS U 7o ik,
*AREDPFSRITHES T Lo

(2) wHEWME - HEFH

TTITRULTeT =2 I3RENEEITH O . Shlisk Cld R s 55 R 2 Re
BEDH 5,

FisinE

N

MEHE NCCLS A K51 > EPT-AICHE> TiTo e, | Tg HkisE
53.41 ~ 320.25 IU/mL ORI, FIEMICHERE 52 26O H 2
LUROWEZRFIMU TG LIz T A, R -38 ~ +1.7% TH -
7o

BRETS T &,

et 35
eyier =< 20 mg/dL
NETREY < 1000 mg/dL
L DAV W33/ 19) 4g/dL
EISTHE (EiRE) 10 g/dL

AR ZEN

H A SEtds K U il 1gG
BRI A SR A s KUV [gG Mifkic, Tg HikZz i 175.58 ~
235.86 IU/mLIC7%% XS ICiRhiU. HlE Uiz, O oE (%)
ZELURICRT,

= 2000 mg/dL

FRRIRRE OB ONIHHE (%)
fikadtk (ANA) 12

MY <+ (RA) 18

LHMTY) T b—FA (SLE) 2.1

A YA AKEEERE RS (IDDM) 30

ra— ¥ 25
EZakantl<nd 3.6

bt A LYNI 7P 2.6
m7u7) ViE (8 1g6) 4.5

Z DD NRMEYE

RERI SR FLME 2 & SICFHITS 5 7e I HAMA 5K TV U F K172
WE L. M L7z, HAMA GPERAS KOV w7~ F ARk, Tg
YAz IRE 218.05 ~ 235.86 [U/mLIC7& 5 X SIS, & Eic s

Z B (%) ZiHMIi LTz, PO VIFHEHA (%) ZLLRICRd
SR n SOBDRERE (%)
VTR 10 18
HAMA 10 1.3

*E L ARF Y FREFTF ALHUAZEA L TORWTZD, BTENY A7 L
W RT, MlAPOEATF Y (BRI Y By) MIIERRICEEZE52%
AlReEE R,
(3) Zoft

AFy M Alinity | AT LOMETH 2, FlllE, EticBRVED
LRI,

*

(& - BE (&FHR)]

(1) HEOFHAE
BRI TOEEH B,

(2) wEZRE - #M - HHF

s AFY M7 vEAT T AL

- Alinity TgAb - F+ 1 7' L—% (Alinity i Anti-Tg Calibrators, 5%
5 9P34-CAL-01. REF 09P3401)
(FEaEaY ) VBRI, 2 S EEeR (T vdk). e b

Mg LR HURHD
F¥ VT L—ROREZRLLFITRT,
=dieS
i (IU/mL)
30mL X 1 0.0
30mL X 1 50
30mL X 1 62.5
30mL X 1 1250
30mL x 1 500.0
30mL x 1 1000.0
HE DORED & 72 EFEEAEEAHE  (ISO : International Organization
for Standardization) OMEICI T 2 RHEN T ORI D T A K
(GUM : Guide to the Expression of Uncertainty in Measurement)
¥ LU Eurachem Guide for Quantifying Uncertainty in Analytical
Measurement (Eurachem/CITAC Guide) 12DV THIH Lz, 23
KITRUTeF v ) 7 L— X OHERA D & OHEE fEI RN E T H
D, EROIEYHEDOANE FIAWRERSLS) LM TR %
Tric&k b, WERROZARNEAENE ZHINTH T ENTES,
HEEAHENE (k=2)
Fr)TL—g* IU/mL
T
50 + 0.5650
62.5 + 0.8875
1250 + 1.7750
500.0 + 11.2000
10000 + 47.4000
¥ F v )T L—ROEIEHOIAEYEIC OWTIE, WIED RN &1
REHENTVERL,
- Alinity TgAb - 1> F—)b (Alinity i Anti-Tg Controls, #m#& 5
9P34-CNT-01, REF 09P3410)
(FEaxaa v VERER. 2287 ELeed (Do), e b
Mg LA PR
DUR O BIGEH A < DREMICH T2 LD TH 5,
R (et |
A (IU/mL) (IU/mL)
40mL x 1 05 <215
40mL ¥ 1 150 90-210

E ARG EN TS 3y o —)LOEHFIE Ry MR T
1375 <, WAL L TOEMFHZ RLIELDTH S, Fiikick
VT, ARG EN TV R EHFHONHIT, 1k L Ui
T 2 MM 2 RET 5 T L2 HIE Y B, Y] E R 2 5
I RIEDICERTNELHEF L LTI TFARTENS,
cFYTL—ray caviro—ibay b EHEay b
cFy)TL—2nmy b - R
B CED Y ha—)VEHHTEI L ETES,
- IERERBUEENR (Alinity | & A7 LH. 79MEF B Y LZ2ET)
FEARDEEIC B AR EFIC OV TR, I 2 BER DBk E 25
gz e,
A VT F Y ACREIEAEFIT DOV T, S 2RO BRI & %2
BT BT L,

) Abbott



(3) RIEHBRDBRIEE

WD TRUEZITI RIS, RFEY VAT v AT 7 ANV 2RI A VA
r=ld 52 L,

ToEAT7AINDA VAN VFEBXUTT v AT A—2DE
TRy ABHEITEOFEIC OV T, [T 288 ONEEIHE 22T %
&,

7w AT A= ZDHIRNCOWTIE, i3 22 OBIGEZ S
B3z,

AR OB EICBET Z5EMC DV T, 9 2838 ORI & 2 S
5L,

(4) AE (BE *

L FrVUTL—% Gleh) XIIHk, BERHRRK. <170 3—7 1
), AV aF—r%23:18:10: 10 DEEGTHHL, LUFDE
BOKIGEES,
cF v U T L— 2 XM, <A 7 03—7 ¢ 7))Lz
Z. KISEE %,

C RISERZER, 2V a s — M RINA. KGER 5,

c REEIZ RS %, LU A= 100 pL ZINZ, KISEE %,

« MU A—300 pL ZINA, KIBAERPIOFF (FER 400 ~ 500
nm) OFFEEERNET 5.

2. Fy VT L—ROIREN D Tg FUAERE & 7O OBIRAAR
DENEEDO AT —ICREEI NS,

3. BRI EE R, HEO AT —ICREI N TV S REii & g
TBHILICKS T, MilhHD Tg HilkEEZRD %,

BIEE

WEFMEOFTEMIZMEH T 2 B OTFIHEZ BRI 52 &,

c TEMAT 2 — T E 2 TRIAT 2 — T &2 T 255, RIkEN 5
ThH5T LaiRT 208N H 5, T 2HEROIILFIHEZ 5]
T &,

- FRFEBHE OB R NRICT 2 728, WERIGRTICY > TV hw T
YR EDY Y TN AS TVB T L FiERT BT &,

s [Jl—H Ty T TORKLEREREL - 10
R, BEBICHET Z5E
- WIEHIE D EEY > 7))V G 1 75 pL
< [WUCH Ty TTBIES 29800 > 7)UE 1 25 pL
CEEY VTV R =Y v iy Mg SEERILINICIIE T 25 E ¢
* WIERAE OREY > 7)VEE 150 pl
< [WUCH > Ty TTBIIES 29500 > 7)Uk 1 25 pL
ST U TIVR R =Y v iy Mg SERIEBA THIET 254
UL GIEL Y Y TN EHS %,

cAEOFY )T L—EZBXCAY A= VOB N FIETONTE
ST BT L,

« RV EIROIEEIC DOV T, T 2 EIRO TS IHE 2 5]
ERCTRN

s IEULWHPER R 2155 72dic, [ 2R OBURFHIHEICHE > TH
WHEAYTF Y AZITH T & MROBENK OFEEA Y TFY
AZEDHTOBEE. Uk O TS T &,

REDFER

Tg HiADMIEN A 1000.00 IU/mL Z#8 % % MifkiE. "> 1000.00 [U/mL"

DTS HTNEREND, TORIKICTOOTIZHITHIRE 2 TRRE/

WCTHHIES 22 & TES,

BEIER

2T 10 FHSHEBIIE SN, ERBRICHERGRZ D 7D

HEIcBEHE N5,

EENT R CHlE L7z > 7 VI AY 10 000.00 IU/mL 8 A =Y > 7L

3. FHRWNT 20 BTN THIET 5,

FHER

HESTARINE R 1 20 1%

YTV 10 pLISH L TF YU T L—% A% 190 pL I 3.

F—Z— VR O BE A R T £ 7213 QC 27T, BRGREANT

BT &, FIUGREMGH LT > DVIBESASIIC R X N, RERS

RELUTHME SN, HREEREDT ZH10OHEMA 3.00 ITU/mL & D

BB EICHNT B L,

TG RZ A Ush - F550&, MRz WG 2 sy e mmeis

T BT bo MU TY > 7V ORGEERERFEO FER 3.00 [U/mL

KiiTHBEHE. TORBIZIE LT &, @YIRRRGER TR,

FES 20805 %,

TIROI —Z—=JFHEOFHNC OV TIE, [T B 2RO IR EE S
B3z,

Fr)IJL—vav

Fr VT L=y aryOMECONTIE, HiHT 2E2BOLHIAEZ S
B3Iz,

Harviro—VEHEL, FrV I L—arEiHEdTST L,

—FE, BREGIE LRy U T L— g VORI E NS L
ZOBBFIWET LICF vV T L— 3 VEITI RER RV, ROEE
KRHEFY VT L= 3 VBT,

cFLvay MESOMIEF Y MR 555

c Y ha—)VOREMD, AFICHEOE R TR TR DN T
P LTRSS B OB M 2 AN TO 355
« Y b a— )VOEIHIPZ R FIEICE DO TERE L TWhiang
G, P et 30 HMIC—EHFY U T L—3 U zfiH T &,
PE VS S8 NAZ T A REE D B 250 D A > 7 F > ARSI FLhi L
AL, HEY VT L=y a U EREE TS RENEND B,
mBEEAE

Adw FOREH (24 KR ki, REEOaY bo—LER 1
[FRES ST &,

fili% OFEEEE R B HCHEN, BRI EIE T Y b a—)VOREA BN
Do

WEH TR DL Ta Y b o — )VOEMHIPI 2R E T S5, HEIC

jGbcaryba—)logay hI LIS, Z—7y Ml & O IR
HERMNCIEZEDH S 22 b a—)VDRE S L ISR TRETNETH
%o BH B3~5H) MICHED, 20 EL EOHIEEIT-> THESNIZIIE

fHZHWT, RSN (=7 y M) LiX5D% i) %

RIET BIREDHEND %, WYL EIRHIPIZRET 5 2DICH TN
AR L LTI TR 5N 5,

cFyUTL—vav

¥y b

cFyUTL—Zoy b

cTaby VTRV )V RUNT RS

- MER A

— R S E BLOHERE TS DWW CIE, CLSI iA R4 > C24-A3 %

ZOMO—FFBNHENTVBHA RS vesidsc e, 4

MR OFSFEEEMFIED, K osBIcay ha— L EHIET 3 L 2E
HTVBGE, Ui OFIECHES T &,

« Y b a—)VORERS R TE D IZETIHAL AN TV R 5E
. ELOWITERSEMED N TORWATREED S % f2tb, &tisk Ok
JEERLEHCHE S THRIST 2 T &o HF YV TL— 3 VR ELY
ENH B, bT TV a—T 4 T DOVTIE, T 2RO
FiHEEBRT L L,

cFLLay FOMERF Y U T L— 2O EKB L%, 3V
O— )L ORIERS R & SRR A iR 5 C &,

R TEDaY ba—)bid, ZEETOH A BT A 2 OHERFHIHIC

M- THHT 2T &, BHiRTEDZT Y b a— VORI EIC AL

ENTVZERIPAIE, HETSEME L TEHT T &,

M9 % 3> b a—)bDOX—AFEDARE ORI LTy Th 2 h

ZliRd 5T &,

BEEEBHIFZ1>

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

Practices’ Z{§if]3 3% LW TE 3, °

TEREDIREE

AFICFHIWME N TV B MREOMGELZ Sk CITo Hao 71 k. auicD

WX, BEEREUHIHED T v A HHEDMGLZ BT 5 T &,

(5) B\R

HE

AFw M, 4PLC L (4 Parameter Logistic Curve fit. Y-weighted) 7
AOTFYy VT L= g =T 2L, #RZHEIET 5,

759

MERBRICE > TR T T IMICT T TNRRENDHEN DS, O/
IKERRENZAEENDH 2 7 5 JICDN TR, i 5 Has O HURHIH
HesidaT L,

(AIEERDHIEE]

TTUTRUe T =2 3IRENEHITH D . Bk TIIHEBHRZRT
HBahbH 5,

) Abbott



HS> RHEFIORFEIC D & | Sitiaic il U 7z BRI 23 E T 5 T &,
TR 234 ZORMEMD 5 b b MIEMAZ RN L /2, X TORHAD
TSH HEEIFEERPHANTH > 720 TOREMD S B 6 filldfthod Tg it
HHIESF Y MBS Nizizd, BRI LTz, 50
ORRD 97.5 78—t > Z A JVIEEIE 4.11 TU/mL Th-Tco TOREM
IV B HHERIPAL 4.11 [U/mL AT  RHEMD 97.8% (223/228)
M DHPANTH o720 CYHT—RIC L D)

HELDEE

- FUADHIER I, SEAEZN O RSB 2 HEO—DIBE S
Vo HURIEBOZW 2175 ICH Tz > TE, HEOBREZITV. IR
FiREGDRETHREMICHET2C L,

< (IR REM O Tg HCUARERN5EZ 5 L. K20 % O IE
MAADMFIES % HIREMEDYD %o Tg HIADARIT ISR & 75 % REEM D
tEEA, PRI, HUSIC & o TRE AN D S,

« A EFUADEI L EMEEIC X 2 2RO 72, FRERER RS 7
WA ETFIET %0

R RATE/ I a—F )ik E W TZEENC X B2 K OTERER 2
feEBFEOMAFICIE,. HAMA (Human Anti-Mouse Antibodies : $i~ 7
2 MUE) BEENTOSIHEELD S, HAMA ZETSHAkE, <
Y RAE/ Za—FFikEHOTWSF Y FTHIE LSS, IELL
PEMENE S NI O REED S %o JIERSRDERIRATRIC PGS 25
B BT EAREE RS T WD B, 67

< b MmEEF ORI, R ORE O T ) KB L, in
vitro DAL T A BER 525 L hdH b, HEMCEE
WEEPIE R IC S 5 SNEBHE TR, TOKI BTz 5
BEDH O, ELWIEMEMNMES N WAEENNH %, ZHiZ1T5 I
Hlco T, MOFEMIREL 2B ENH B, 8

© H OSSR R E ORIA TR RIS OS G, JERFERK G T D
5 %DT, WIERRICIED < BRI OMERHIKERSEZEZE LT
a3 L,

[ #E)

TTIOR LI T =2 I3MRENEFITH O . Shidk Cld s 2502 Rd
BEDH %,
+BIESEE (REoIaEEHE)

EEFRE (LoQ) BXUMMRES (LoD) OEMNZT—ZDHIHh5HE
HI U 72l fipE (R rTRERTPH) 2 LU FIC/Rd, CLSIEP34 1st ed. ICfiE>
T3, 9

IU/mL
TE R IIE P 2 3.00 - 1000.00
TR g b 1000.00 - 20 000.00
S R AP © 0.11 -20000.00

a ERIHIERPA (AML Analytical Measuring Interval) (%, TEARMEAIPH
O R~ FITH 2, BRI S KU1 AT A Sy
~ DVEREFFAHRIBNIC D 2 MEMEHREE (IU/mL) &9 %,

b FRBEEPH (EMI: Extended Measuring Interval) (3, 74t B~
B ERXFHRERTH S, KTRETHERERZ 20 f5& Lz 2 OHiIZ
RLTN5,

¢ S ATRERIPH (Reportable Interval) (. LoD ~7SHUAIEHIPHD BT
5,

IEREME - BIRM

TR PR

Hatid CLSI A1 RS+ > EPO5-A2 IhE-> T o7z, 10 % 1 1y F ik
O FyUTL—&, aribo—)E@HLT, B 1A TR 2T
Teo 1Bl Fua—)VEBXT, 4D M 3oLz 20 HEIC
D1H2ME, Pallt 2 EWELR,

WEP B
e (OHTRIED

ftiR N P
G Bife) @

YT n  (IU/mL) SD %CV SD %CV
o> be—b 119 15983 3.038 1.9 3.408 2.1
A V8! 120 4.67 0.121 2.6 0.130 2.8
)b 2 120 1931 0.406 2.1 0.451 2.3
AT V¢ 120 46203 9.715 2.1 12.945 2.8
AT 120 79765 19.231 24 22.230 2.8

APEANBBIE, AHEMAEERE, AREREEZ S,

* HEIME (Reproducibility)

Mt CLSI A RS54 > EPO5-A3 it > TiTo 7z, 111 myw b ik,
1ay bOFy)IL—% 18y bOay ba—)LEMHEHLT, i
3ETHRAZET- . 1Hloay ha—LiBXkUT 260t M L
Z 5 HECHED 1 H2E, Aaed 3HEME L.

M DHTRSEE  MEERPIFEIME e FEMED
Y n IU/mL SD %CV SD %CV ~ SD  %CV
f P2 >k 120 15088 3530 23 3871 26 4713 31
o—)b
A IV 120 394 0172 44 0.172 44 0217 55

I83)L 2 120 47040 15981 34 18935 40 19156 4.1
& fise BTG PHTRSEE U AEFEITE) . DERIABINE, FE S
i Zca=yap

DB, PHTREE GIAEATEEIE . HUERIEEM. FAETE, B
AREEBRNEZ E TS,

HBIE TR

FEHE CLSI HA RS A > EP17-A2 It CTiTo Tz, 12 311w FEsE
BIU 250882 EHL, 3 AL IS Y MEt 217> 7z, LoB (7
Z 7 FR). LoD (BHIBEYD. LoQ (E& TR DAEZ LI FITRT,

U/mL
LoB? 0.05
LoDP 0.11
LoQ® 033

3 LoB (ZWEL T OY > T )V% 60 ML EHE LIz ED, 95 /88—t
AAICHHET BUETH 5,

b LoD &5 > 7))L % 60 ML, EMIE Lz & Zi2, 95% DEHET
HETE2RINEETH S,

€ LoQ (& KiEY > 7))L 60 ML EflE L CHEH L, ARECSO TR
KA CV 20% & il § /NI & Uiz,

Btk

#iEH& CLSI 414 RS+ > EPO6-A ICft> Tl o iz, 13

A& M 3.00 ~ 1000.00 IU/mL OFEPH CERMEZ 189,

REBRIGEE

IR HEASN T % % L HEE E NIl 68 filds L T/ R iitsfk 85
B2 I U B2 i U reo IR S iR OEHEICHE > 7o 7255,
CNEOIERNE, 29 LS Tg kL HURIRVA F 2 Z—Ehifk (TPO
k) DRI Z T ZTT 5 72D TidEV, M2 FORITRT,

WA Nt RR
n Btk (%) n Btk (%)
68 75.0 85 75.3
AR/ i 7

Tw Tzl bl FERICEIREOMKOTIEMA, Tl P
JEDMKE & 72 5 Bi% 2159, Tg FUARENRAHK 100 000 [U/mL O
VINEMELIZET A, Ty T T 27 FRBRHE N Eh 5 T,
TERS R AR
- Midhd CLSI A1 BS54 > EP12-A2 IcHt> T 7, 14
AFy b7 —FT7 b - Tg PUADOMEMZ L UTze G278 il
Bk, AFy FTE 3y FORIEZMEM LT, 150D Alinity i >
AT LT, 7—F77 b - TghilhTiE 1 vy FOMSEZRLHLT, 1
£ ARCHITECT 7775 4 ¥ — i2000SR C. &4 1 HifllE L,

T—F7 7 k- Tg Hilk

(713 (£33
(Z 411 1U0/mL) (< 4.111U/mL)
AFy b FEE (=411 10/mL) 156 6
M (< 4.111U/mL) 0 116

[E—2eR (%) = 100.00% (156/156) 95% CI (97.66 ~ 100.00%)
et —2eR (%) = 95.08% (116/122) 95% CI (89.60 ~ 98.17%)
kR (%) =97.84% (272/278) 95% CI (95.36 ~ 99.20%)
YUV ORERP RFw ) @ <3.00~970.31 [U/mL

YT IVOREER (7 —F7 7 b - Tghifk) @ < 3.00 ~ 980.40
IU/mL

) Abbott



- BN CLSI H A R 5 1 > EPO9-A3 ICfit > TI7 o fzo FIRITIE R
Passing-Bablok 7% fiu 7z, 19

RORRE BN n AHBAGRER Yl MEE DA
AFy ks My IU/mL 157  1.00 034 104 3.63 -
T—%F Tk 920.19
Tg Hiifk

BIEFAOEEE
F v )7 L—2 DI NIBSC World Health Organization 1st
International Reference Preparation 65/093 IZ3DUW TV %,

*IY b=V, ERETHE L%, Fv U7 L—2cu LU GliE
T>TW%,

(fEA EXIZEER L EDER]

(1) BkWE (fErERSLE) DFEER

* o SER D ORHIE T ARFEICIE. b MRBX T/ TR
ICHEREDH BMENTENT VS, FEE. R - 188 (v b
D)) £k (B - BE BEAD] 28Hd5C L, Ml
M 1 3 A D S R ERE LN T & 2 REET B
BRIZHSNTHIRWV T XRTOE MHRYEIXIBENICER( NS S &
FBAT, TNHOMESA, & MR BB RE N
FEMHIE. OSHA Standard on Bloodborne Pathogens IZfit> THUD 25
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caVYVa—h 6.1lmL X 2
- BUAT 104mL X 2
(REF 09P3420)
A F e 975 mL X 4
« B HH 975 mL X 4

¥ Alinity i ¥ A7 L2 TR ZE 0, {720 Ofcdihic BRVE
DELIEE,

(FEXH]

1. National Committee for Clinical Laboratory Standards (NCCLS).
Interference Testing in Clinical Chemistry; Approved Guideline. NCCLS
Document EP7-A. Wayne, PA: NCCLS; 2002.

*2. 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. Clinical and Laboratory Standards Institute (CLSI). Statistical Quality
Control for Quantitative Measurement Procedures: Principles and
Definitions; Approved Guideline— Third Edition. CLSI Document
C24-A3. Wayne, PA: CLSI; 2006.

5. Westgard JO. Basic QC Practices. 3rd ed. Madison, WI: Westgard
Quality Corporation; 2010.

6. 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.

7. Primus FJ, Kelley EA, Hansen H]J, 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.

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

#9. Clinical and Laboratory Standards Institute (CLSI). Establishing and
Verifying an Extended Measuring Interval Through Specimen Dilution
and Spiking. 1st ed. CLSI Guideline EP34. Wayne, PA: CLSI; 2018.

10. Clinical and Laboratory Standards Institute (CLSI). Evaluation of
Precision Performance of Quantitative Measurement Methods; Approved
Guideline—Second Edition. CLSI Document EP05-A2. Wayne, PA:
CLSI; 2004.

. Clinical and Laboratory Standards Institute (CLSI). Evaluation of
Precision of Quantitative Measurement Procedures: Approved Guideline—
Third Edition. CLSI Document EP05-A3. Wayne, PA: CLSI; 2014.

12. Clinical and Laboratory Standards Institute (CLSI). Evaluation of
Detection Capability for Clinical Laboratory Measurement Procedures;
Approved Guideline—Second Edition. CLSI Document EP17-A2. Wayne,
PA: CLSI; 2012.

. Clinical and Laboratory Standards Institute (CLSI). Evaluation of
the Linearity of Quantitative Measurement Procedures: A Statistical
Approach; Approved Guideline. CLSI Document EP06-A. Wayne, PA:
CLSI; 2003.

*1

—

1

w

) Abbott




14. Clinical and Laboratory Standards Institute (CLSI). User Protocol for
Evaluation of Qualitative Test Performance; Approved Guideline—Second
Edition. CLSI Document EP12-A2. Wayne, PA: CLSI; 2008.

. 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.

16. US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.
#%17. US Department of Health and Human Services. Biosafety in
Microbiological and Biomedical Laboratories. 6th ed. Washington, DC:
US Government Printing Office; June 2020.
#k 18. World Health Organization. Laboratory Biosafety Manual. 4th ed.
Geneva: World Health Organization; 2020.

19. 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.

BrOLLITONT -

* 3T EDRXYIDICZEFE AN T WS (il 1 10 000 #ifk).,
MBEITIR YU A R LTV il 3.12%),

TR TOMEDATEMEE. STEOFTEMEEICRELE T,

([ =Y ekcw )

TRy b vV ERRH
AARY—YR—brLri2—

T 270-2214 TR TS 278
TEL 0120-031441

(BERRTEEE DR R UMEFR]
7Ry bV v INUERER

T 270-2214 THERMT TG 278
TEL 047 (385) 2211 (k%)

© ABBOTT JAPAN LLC 2025

1

w

) Abbott



