|CDBEFRXE L FATHSEALTIREL,

*k 2025 6 AET (% 6 k)
* 2024 5 3 AT (B5mR)
BARF/E L E S 12E1X80009000029
Alinity®
MBRRERFRENIVA F2 4 —LHGk+y b
TPOAb « 7R k

(£RHTGER

* RN ZHHITH D . TN IO BCER LEWn T &,

- W, MBI B MR B RIE IR IS H DWW TR B RIS BT
TBHIL,

s AFICRE N RIS > THERT 2 T & AEICREEE N
R % K OREHEHRLSN T ORI DV T, AEERROEEME
FORAE L73W,

< ARETHAT ZHEHICE. © PSR DEEN TV 20N H
D, BROFEMDH 2 DTHERMEDHZEDE LTIO S T L. §7F
i, (RR-8EE (Fv FOBR)] Fid [BE-BE RMELHER)]
ZBRTBHT L,

c ARPETHMNT BEEEICE, REFFIE LT LT FU D LAEE
NTCVBEDNDH %, o THRINCANIZD KFICFE LIl
& AKTHRICHRDR T FDICEEE 21TV, BEDDNUIERDOT
YTHERZIBHT Lo dflliE, (R - BEE (Fv bOEmR)] &
& [B% - BE BFAER] 22T s2 L,

« fEH 9 BB D R L UHHHIHE 2 L <HATH ST %
i,

(2K - #EF (Fv FOER)]
Ot b

- XA Z18—F ¢ 7 )L (MICROPARTICLES)

U aveF Y MRV A F 2 =B ERG R T (oSG
MES &, 2>/ 8 7 BzaE bl (T V) A HiEHD

« 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)

(B2 BAEY) - MES BBl (075 - B
O7'L bV A—* (PRE-TRIGGER SOLUTION)
BIETL3 | i€ S
OFYH—* (TRIGGER SOLUTION)

(T EaY - KEBEF SV T L)

¥ L MU H— FUH—AFP- 7Ry b (ERAEFS
22300AMX01224000) THRRE Nz HEaSE e L THWE T,
Alinity i ¥ 27 L% T 7230, BIFED OfzbBthic BRIV GDH
FLTEEN,

(EABr]

I S MR O FURBROVA 2 X — itk (TPO $ifd) oflliE
(AERE]

L rseesuEllieik (CLIA )

(BRELDZEE

(1) AEHBOME, KEUE

1RiKTE

AFy b TCRROWAEZMHTS T ENTE S,
fOFEADRAFEDERIME L, A+ PTHHTES 2R LT
W,

jd

Anti-TPO
09P35
G08312R05
B9P35J

LS PRl
IR i

1L B D
1M AV DE RVFN

AR U F L (S ERIA D)
VAV IV ol N RVEN
EDTA
ko b MFERIMIELUAOEIKIC BT 2485y 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 )
T AT &,
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



RIEDIRFSRM
4GS Tt
i /e =il

IR
8 HifHl

Z Dl

Mefkix, M, JFRIMmER,
SEFIOECED 5T
RIFT BT EMTE %,
8 WEMILAMIC & &2 17
RORRIE, i E 21
MUED S 1M & 7o i3 i
SEEF, SRImBR, imfEE
RETBT L,

I & 721 A 5 i
Ezel By I NN ]
BR, MBI EERET B T &,

2~8C 72 IREf]

-10°CLAT 30 HH

SRR ORDIE LISHT 5 T &,

IR DEHESRM

W AR TS & O REAPEMEIC RIS U 7o ik,
s AREDPFSRMTHES T Lo

(2) WEME - hEFH
TR U T =2 I3MRENZFITH D . Fitiak ClEBRR SR 2 RT
BENH B,
F5hE
NEEPEEL

#x 343 NCCLS A1 RS54 > EPT-A It TiioTz. | TPO Hifkispsn
4507 ~ 361.39 1U/mL Ok, JEMICH2E 52 20 elk0d %
LUFOYIEERIMU TR LIz T A, WEIF T -3.6 ~+3.7% TH>
2o

ToRZl15 T &,

Ve =3
eyier 20 mg/dL
~NEJney 1000 mg/dL
RS E (IR 4g/dL
WA (RIRE) 10 g/dL
F)TUETA R 1000 mg/dL

H A SEtds K U il 1gG

BEHIOD E CSuss i ik ds & UV 1gC Mifklc. TPO ik s 131.44
~ 568.78 IU/mL 755 K DI URE Uiz, 5220 FHHaHE (%)
ZLURICRT,

FRRIRRE OB O IHHE (%)
fisdifk (ANA) 16

B <7 (RA) 16
LHMETY 7T =7 (SLE) 1.1

A VAV AfAFERERS  (IDDM) 10

ra— ¥ 2.4
EZakantl<nd 1.7

bt A LYNI 7P 15
mya7 ) iE (7 1g6) 09

Z DD NREPEL

HERA 7SR Bl 2 & SICHHIET % 7212 HAMA B & T 7 < F K%
E L. BEf L7z, HAMA Rkt KOV o< F Rk, TPO
Ptk 163.0 ~ 1843 IU/mLIC/& 5 K5I L., flEEic 52 %
B (%) Rl Uize SO NHHE (%) ZLLRICRT,

SES n EOPIIHRHE (%)

VYT ET 10 1.6

HAMA 10 2.1
AT MEEAF AR EZ N L TR0 Ted, BiHENY AT &

W IT, Wik AT (€232 By MRERRICEERZ5Z %

ATHEMEIE R,

(3) Zofth

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

(% - RE (RFEAD)]

(1) HROFEHAE
BRI TOEEH B,

*

(2) BEGRE - B - HHF

cAFy AT VEA T T AN

+ Alinity TPOADb + F+ U 7'L—% (Alinity i Anti-TPO Calibrators, %
%5 9P35-CAL-01. REF 09P3501)
(Faay v VEERER. 2237t (T, e b
iE PRI i)
Fv U T L—RORERL NIRRT,

=13

A (IU/mL)
30mL X 1 0.0
30mL X 1 5.0
30mL X 1 200
30mL X 1 62.5
30mL X 1 2500
30mL X 1 1000.0

TE DA & 2 EEEEHELBERS (ISO : International Organization

for Standardization) OMEICH T 2 FEN T DORKHDO T A K
(GUM : Guide to the Expression of Uncertainty in Measurement)
XU Eurachem Guide for Quantifying Uncertainty in Analytical
Measurement (Eurachem/CITAC Guide) ISV THEI Lz, 23
RIRUTzF v VU T L— X OILGRANED & OHEEfEIZ IR E T H
D, EROEEYE DN E R TRERSE) L THHT S
Tlick b, WERRO RN S Z2HINT 5T ENTE S,

PREAHEDNE (k=2)

FrVIL—% 1U/mL
FETIE

5.00 + 0.0660
20.00 + 0.1560
62.50 + 0.6250
250.00 =& 3.4000
1000.00 + 30.0000

+ Alinity TPOAb » 1> Fr—)b (Alinity i Anti-TPO Controls. %5
9P35-CNT-01, REF 09P3510)
(EaEaw ) VBERER, 2287 8EtH (Ovisk, e b
iMm#E A HIEHD
DUR O PR 38 4 OWEEIC T 2 8 DTH S,

IR PR

[conc] [RANGE]

Al (IU/mL) (IU/mL)

40mL X 1 0.5 =215
40mL X 1 75 45-105

FoABCHEEIN WA Oy bo—)LOEBEIFIE Ty NERNT
3x <, WERkE LTOEHFHEZ RLIEEDTH D, ShHiakicHs
W, AFISEHHMEN TV A ERFAONMIT, T & Uiz
ISV B E IR A RE T B T L BT B, Y] HEIPH A B E
T 27DICEETRELH LI E L TELLTFRRT 5N 5,
cFYYTL—Tav saryia—ioy k- EHEoy b
cFrUTL—zuy k - Heits
KR CEDay ru—IVEHIHT AL ETES,
- IR RURENR (Alinity i 2 A7 LH. 7T MUY LEETS)
FEBR OIS LB g BEIC OV TR, i 9 2 B DIk E 25
W3z e,
A VT F U RTREIREEEFIT OV TR, 9 2 B OB A
BT B L,

(3) BIEKEBRDRIEE

WD TUEZITIRNS, RKFy VAT v AT 7 ANV IR A VA
r—=Vd 3BT L,

ToEAT7ANDA YA N=VITEBXUOT v AT A—=2DE
R BHEIFEOFHNCOWTIE, T 2 BB OBEFHEZSIRT %
Te,

) Abbott



7w ARG A= ZDHRNC DN TR, M 2 s OHkFHIE 22
5T L,

FEAROIRIEICBE T 2 REMIC DV T, [ 9 2 B O BRI # 2 2
THT L,

(4) AE (B &
L Fy U7 L—% (BlFes) XMk e AR Uz il m iR Gl
Fea) 2 1119 DFETHHAL, A »FaX—hd%,
2. 1 O, WA, <A 7 a8—F 4 Z)b, avJar—r%
2:9:5:5DHETHHL. UTOLBHKIGEE 5,
o+ 1 OTFRHNIATIRIG, <A 7 0 S8—F 1 7V EMA KSEE 5,
c RISYIZGER,. VP ar— R RNA, KSEE5,
c REISWZ LS. 7L R ) A= 100 pL ZhiZ . KIGEE 5,
« FUH—300 pL ZhA ., RISERPIOF (ER 400 ~ 500
nm) OFCBEZNET S,
3. Fr U T L—ROIEEEN S TPO HUATLE & FO S ORIfHRH
RDENEBEDAEY —ITFHEE NS,
4. MIADFIOCEE R, HEO AT —ICEHEI N TV S MEHR & g
T5T LICK-> T, MifkHho TPO FUAIREE Z R % .
BIEE
HETFNEOFHIE 3 2 B DHISIHE 2S5 2 &,
TR T 2 — T 2 TRIAT 2 — T 2T 255, RikED 5
ThH2d T Lzl d 208N D %, [T 5RO BEREIE 2 2
T5T &,
FRIEERE OB o NRIC S B T2, ERIGRTICY > TV T
YR EDOY Y TSIV A-> TW0B T e EiERT BT &,
@YY TSIy T TORKZEHEBE 10
c D%, BBICHIET 25
« WIERIE D EEY > )V & 1 60 plL
s [UH YT IAy TTIBIMIIE S 25 B OB > 7 )LV 1 10 pL
CEEEY VTV R =Y v iy ML SEERILINICIIES 255 ¢
* WIERAE OEY > 7)VEE 1 150 pl
s WUTH YT IAy TTIBIMIIE S 25 & OB > 7 )LV 1 10 pL
IR YTV =T v icky MME. 3REZBEA THIET 255
UL DIELEY Y SRS %,
CABEOF YV T L—E2BIUTAY a— VO TN TTECONTE
BT BT L,
« MR B ER OB EIEIC DWW T, AT S B O BRI 2 B
T5T &,
< IELOWHPERS R 2155 72dic, (T 2 BEROBERSIIHFICE> TH
WIEA Y TF V AZ1TD Tl MadDHEN K OB A TF >
AZEDTO DG, YR OFIACHES C &,
RIEDFHR
TPO Hi4k 0 #I5E i A 1000.00 TU/mL %8 % % k&, "> 1000.00
U/mL' D7 57 WERENS, TOBRKITOWTEHETRE T4
Wz HCTHEREST 5 N TE S,
BEIFR
YU TG 2 EICHBIIE SN, PERRICHRAGR 2 DT TR
MicElEN 5,
* AR CHIE U728 > 7 VIEEEDY 2000.00 1U/mL Z#Z 729> 7 )L
&, AT 4 S HmMUTHES %,
FHER
* HESTARAEER & 4 15
#5750 pLISH L TF+ U T L—% A% 150 pL iFhId .
A — 2 —ER i O BE A 2 T £ 7213 QC 27T, mRMGREANT
5T &, MHUGHEEMEH L TY Y VIBESHBIMIC R S A, WERS
RELTHREIND, HHRESREDT ZHGOHEA 5.61 1U/mL &9
BB EICHINT BT L,
TRGEEZ A Ulsh o 72580, KR Z 8059 2 milc iy A mmas s
T BT L AR UTY > 7V ORENAY5.61 TU/mL Ak TH 2554
ZOREJUTIE LT &, WY RAHASRTHAM L. HllE S 2058
N5,
TROA—Z—HHEOFHNC OV TIE, T 2 OB =25
gz L,
FrUIJL—>av
Fy VT L— 3 YOFETOWNTIE, T 2 EIROIERTIHE S
gz L,
Harvba—zilEL, FryVUTL—arEFiiTAHT L.

—[E, BREGE LRy U T L— g VOREDERICRMEE NS L
ZOBIFWET LICF YV T L— 3 VEITI RER RV, XROEE
KRHEFY VT L— a3 VBT,
cHLvay MESOMEF Y SRR A5G
« Y b Oa—)VOREMD, AREIHEOS R THATI RIS DN T
T LTRSS A OB T 20N TV A5G
« Y b a— VOB Z R FIEICE DOV TERE L TWhiang
GiE, P et 30 HIC—EHFY VT L—a v 7o T &,
PE VS S8 NAZ T A RENED B 250 D A > 7 F > ARSI Fhi L
HEE, BEY VT L=y a U EREE TS REEN D B,
mBEEAE
Adw FORUEH (4 KR ki, REEOIY Fo—LER 1
FIEST S &,
sk DRSSO, BERG AR 3 Y b a—)VOREZEMT
Do
WEHN TR DL Ta Y b o — )VOEMHIPI 2R E ST 2855, HEIC
JBLTayra—ogay T kic, 2=y M & OB %
FRIICEZEDOH 2 2> b O— VO T LICKER TRETNETH
%o BH B~5H) MICED., 20 EL EOHIEETT-> THESNIHIE
fHZHWT, RS2 (Z2—7y M) &iX5D% i) %
RET BIREDHEND %, WYL EIRHIPIZRET 5 72DICHE KT
FEHHAR L LTI IR 5N 5,
cFyUTL—vav
sy b
cFrUTL—Zoy b
cTaby YU TEY a2 GRNT RS
- JE A
— R S P OHEE TS DWW T, CLSIH A RS54 C24-A3 %
ZOMO—FFANHENTVBHA RS vesdsc e, 4
* R OFSEEFRTIED, Lo Bicay va—)VERIET S L2
HTVBGE, B OFIECHES T &,
« Y b a—)VORERE RO TEDIZERIEL AN TV 5E
. ELWITERSEMED N TORWATREMEN S % T2, &gk Ok
JEERLEHCHE S THRIST B T 8o HF YV TL— 3 VR ELY
GWHB, bITTNYa—T 4 Y TICDNTIE, T 23R OHE)
FiHEEBRT L L,
cHLVLTy FOMERF Y U T L— 2O EBKB L%, 3V
T— )LOIERES & SIHIP 2 T 2 2 &,
B TEDzay ba—)bik, BUETCOH A R T4 20 HIAEIC
e THMT T &, Shigk TESHa Y ba—)LORIGEIAZEICEIRK
ENTVZEIRIPAE, HETEBEME LTEHT ST &,
9 % 3> b a—)bDOX—AFEDAREF OGN Uy Th 2 h
ZhifRd5C &,
REEEHAFS1Y
FEEEHDAA R4 2 & LT, James O Westgard, Ph.D. ® “Basic QC
Practices’ Z{fif1 33 LW TE %, °
THEREDIREE
AFICFRE N TV B EREOMGEZ Stk CIr o a7 a s a)uicD
W, BEEREUHIHED T v LA MHEDMGLZ BT 5 T &,

(5) #ER

HE

ARFy Mid. 4PLC L (4 Parameter Logistic Curve fit, Y-weighted) 7%
ANTEFY VT L= g v A—T2 L. #RZH T %,

729

PERRIC K > TR T T IMNCT T T WERENDGENH S, TOM
IKERENZAEENDH % 7 5 12D TR, il 2 RO BRI
H#eBI B L,

CAIEERDOHEE]

T TITRLIET—2IERENEHITH O, SR TR B 2R ERT
BEhH %,

HUSCO R ORFEIC D & BRIl U7 S ERIPI 2308 5 C &
RN 236 ZORHEMA S b M MiEMAZ RN 72, 3XTOMMAE
O TSH @3 HHEFHHNTH > 72 TORMEHD S B 9 filidfho
TPO HUAIIE T v MTBW TR RS NIz, S BRI L
Teo BRO OMAD 97.5 78—t > Z A )VIBIEIX 5.61 IU/mL TH-7, T
ORMEMIC B 2 HHEHFRIE 5.61 IU/mL K TH O, RHEMD 97.8%
(222/227) N OFPHNTH o7z, (LHT—RITELD)

) Abbott



HELDEE

- PUADOERE T, ZEAEZW T O 2B 2 EHEDO—DIBEE L
W, HURIREOZW 2175 I H Tz > Td, EEORE 2170, FK
FiREGDRETHREMICHIIT2C &,

< SEREAEME B BRE A DK 20% 1. TPO H CHUARE & 72 % Al REME DY
BB, TIUXHEIRRHEM O ERZ KL T\, TPO filkOA
RIS L7305 BEEMOER, M MBI X > TRZZ 56D H %,

« AEFUADEI L EMEEIC X 2 2RO 72, FFREREZ RS
WA ETFIET %0

 RURATE/ Ia—F )ik E W TZEENC X B2 K OTEERE 2
7o FEOMAFICIE,. HAMA (Human Anti-Mouse Antibodies : $i~7
2 MUE) BEENTOSIHEELD S, HAMA ZETSHAE, <
Y RAE/ Za—FFikEHOTWS Sy FTHIE LIRS, IELL
EMENS S NI O REMD S %o JIERSRDERIRATRIC PGS 25
A, WO RS RE L R B T WD B, 67

< b MEF ORI TG, R ORE a7 ) KB L, in

vitro DA N/ T b A8 5.2 5 b %, BRI SbrEyT
HWIMFET 6, IELWIIEMEMNME S NRWATREELN S %, Bk
121EHico>TE, MOMSHIRELEBT DD 5B, 8

OSSR ERE ORA TSRS DS E . FERFEMK G T
35 %D T, HIEHRICED < B3 OMERHIKEREZEZE LT
BEmcHmT 5 &,

Q1)

TTIORLET =2 RENERITH O, Shik CIERR 3R RT

BEhH %,

HIEEEE

AEFEPRIE, M, RS X UL 7 AW A T v h OMREFA

HAFANIC & 2 HEMEHIF U/mL) &9 %,

AFy b OREHPHIZ 3.00 ~ 1000.00 IU/mL TH %,

IEFENY - IR

JiRR PR

Mtid CLSI A RS54 > EPO5-A2 1> TiTotze 9 %% 1 1w i

WO Fy )T L—x, arho—LeEHLT, K1 ATREZTo

foo 1O Fo—)VBXT, 460t bSR3z 20 HENCHE

D1HZ2ME, Padet 2 HE LR,

TE N B
(P THEED)
SD %CV

1740 23

0228 41

0599 30
I3 3 120 20943 4076 19
ISV 4 120 85887 37466 4.4
AWENFEEE, FEEEBRE. HAEERSEET,

* FEIME (Reproducibility)
Mitid CLSI 411 K54 > EP05-A3 ICHit> Tiiotz, 108 1 1w it
O Fy VT L—%, arvro—)EERLT, #2385 THhRZT>
Too 1flOa> ra—)L 3O MM 3L 5 HRICIED 1 H 2 1),
Pl s 3EWE LT,

R

(1IU/mL)
7496

flis N EBEE
(FepgBirh) @
SD  %CV
2450 32
0290 52
0761 38
6540 3.1
44294 52

i
(IU/mL)
75.60
5.55
19.85

Y
fEEa>y ba—)b
ATV
NIV 2

n
120
120
120

*

FEEIME D
SD  %CV
2569 34

DHTRERE MmN PRI @
SO %CV  SD  %CV
1828 24 1932 26

Y7 n
> b 119
o—)b
ACSIA

0281 53
2.9

5.1

118 527 0168 32 0177
R3V2 120 19852 4043 20 4580 23 5794
K33 120 83965 35395 4.2 37671 45 42959
APHTHEE GRIENFBIME . BIEMEEE. HARBMNZ 58,
bR GIEPEED ., MEMERTE, A2EBE, st
EELs,

HIE TR

MeEHE CLSI A K51 > EP17-A2 1t > Tiio iz, 11 3w Fodidsk
BLU 250U, 3 HFELEICHE D BEf 217>, LoB (7
S22 EE). LoD GRIHEFD . LoQ GER IR OBKEAEL FITRY,

3.4

koo

[U/mL
LoB? 0.00
LoDP 0.03
LoQ® 0.21

3 LoB IXEEX DY > V% 60 ML EJIE LIz & D, 95 /38—t
A INCHIYS T ZIRETH S,

b LoD & > 7))L 7% 60 ML, EJIE Lz & Zic, 95% DIEHET
HWETE 2R NEETH S,

¢ LoQ XY > 7 )L % 60 [, FlE L TR L. HBIEC BV TR
KA CV 20% i 1= i NERE & U Tz,

EiRE

#EHE CLSI 44 RS+ > EPO6-A Icfit> CiT o7z, 12

AF v R & 3.00 ~ 1000.00 IU/mL O#fipH CEFREE RS,

RERGEE

FRIRAVICRE AR T H % L HEE S NI Mk 139 Bl KT/ B ik
125 B2 R1E U, R 2 ME Uice BRI SRR OFHEICHE S 7o
BB, INHOERNE, 29 LE Tg HARPHIRRIVA F 2 X —EH
& (TPO Hiflk) DRIRZTTICIEWIZIT> 2D TR, KiRZ2LL D

Ciz

FITRT,
REAI 3 R
n Gt (%) n Gt (%)
Mt 1 89 64.0 75 920
Wit 2 50 74.0 50 100.0
TERA S BR AR

- MiEhd CLSI A4 RS54 > EP12-A2 It Tiio e 13
AFy &7 —F77 b - TPO HUADREMZ Ll Uiz, G250 il
Wiz, AFy FTIE 31y FOMEZEH LT, 1 580 Alinity i &
AFLT, 7—FF7 27 - TPOHUATIZ 1 Ty FOREEEMHEH LT,
1 150 ARCHITECT 7"+ A #°— i2000SR T, #%% 1 HEifllE L7z,

7—F7 7 - TPO itk

Rtk Rl
(=561 1U/mL) (<5.61IU/mL)
AFv o Bk (25.6110/mL) 137 0
&k (< 5.611U/mL) 0 113

[t —2eR (%) = 100.00% (137/137) 95%CI (97.34 ~ 100.00%)
FatE—2eER (%) = 100.00% (113/113) 95%CI (96.79 ~ 100.00%)
A—ER (%) = 100.00% (250/250) 95%CI (98.54 ~ 100.00%)
YT IV A+ b) @ < 3.00 ~> 1000.00 IU/mL
YT IVORERF (7—F7 27 - TPO ifk)
1 < 3.00 ~> 1000.00 IU/mL

< MEHZE CLSI A A R 5 > EPO9-A3 I it > TIT - 2o IR TIER
Passing-Bablok 7% i 7z, 14

Mokl HQT
iy TU/mL

n  HIBREC Ul
135 100 012

T FEE ]

433 -
959.91

E
1.01

ARF v b vs
F—FFH k-
TPO #ifk

RIERAOEENE

F v VT L—2DUEEIE, NIBSC International Reference Preparations
MRC 66/387 ICHDNTWE, TNHDF¥ VT L—aZHHLTCaY
PV OISR T S,

(e LEXIZEER L EDEE]

(1) Bk L (BRERALE) OFE

ER ANE TS S ICE. v MERB KT/ I RBEW
CEREO S 2MEANGENT VS, ik, [FR - 8EF (Fv
DR 723 [BE - BE (BFAR)] 22dsT e, e b
HORYE % 7 AL E M S RIEMERE L BV T &2 0RAET B
ERIZH SN TV, IARTOE bERYEIISENICERED B
BZEEZT. TNHOMEW, b MRk, BERRIEYEIC HRE
N7z¥EFERIE. OSHA Standard on Bloodborne Pathogens (4 - THL
DS T Lo BRMEMEZ GTWE. TORWDLZWHE. BRI
HUSHRENTHS OV TR, NAF AT T4 LNV 2, Eield
s, RIS K B MDY RN A A T T o BMER T B
cr, 1518

) Abbott



¥« Fv )T L—ZB~Flcldb FHRMENZEN TS, FF—1d,
TPO HifkRG1:. HBs HUFEEM:. HIV-1/HIV-2 HikkEM:, HCV Hifkkart
THs,

%« I ha—)licidb FHERYIEDEEN TV, K=&, TPO itk
[P, HBs HikEME. HIV-1/HIV-2 HifkBarE, HCV Fifklat: ¢ %,
ARFw FOWUETIE, & MRIAZED S, MifkiE. HIV, HBV,
HCV FHOBROBNAHHEDE LTS T L, REICHTz>T
&, BROEREET B, EHOFHK, B, A7 BXOMHH
BTFEREEHL, $OKZ2EXRy T2 V73 rbRnc &,
< RN S THRINC A A ICIBK T HRIC VIR T Ho LA
BTV, BRENDLNEEMOTY THEEZITBT &,

C PUA—ETIVAVNERTH S, AICER L Tld. sUED ERE
WIKfELIZD, BICALRWESERT ST &,

c ARPPETHAT I, RIEFEAE LTI RV Y LNEE
NTVWBEDNH 5, sfllid. (B - 8EF (Fv bOER)] £/
& (B BE BMERD] 228352 L, e oiic K oIER
WCHEDRNH ADFEET B, WO P D BIFEHOBR, 1. <A
EEHEM L, 285, RAERALEWC &, NAYE X URRIRE
Yk THERT B &,

st | RODFRFHEIC U9 % fabinds SIS, VTS IE e R’ d

=5 Tz VYT AV T L, AFVAVFTIRY
=X a)

H361 ABABEE T2 IZMRIEAN DB D BZ NOREN

H317 T UIVEF—MEER GRS T BER

H402 * IKEEYICHE

H412 EIAG R X 0 kEEYICE S

REFE

P201 fEHTRC ARSI & 2 AF9 5 L.

P261 AN/ R AT L—DWMAERF BT L,

P272 BRENTAERBIEELG SIS BTV &,

P273 BEINOL 2T 5 2 L,

P280 IS / K / (RIS 2B T 5 T &,

[GREE

P308+P313 FLBFIELBOREND 5 5G 1 EHIDZ
R/FYUTEZITBL,

P302+P352 A LTty + ZROKTHS T L.
P333+P313 BRI E T2 E RSN E TGS B2
B/ FYUTERZIBT L,

P362+P364 ERSNIABRIE, BT 2855130
ZIBHT L,

FEE

P501 | / e YR T TR 5 T ks

% EC 1272/2008 (CLP) 79 235 51Ei%4 Lixu,

R RO IASAEIC BT B REMAT EIE, HE A R

*-

O

=& I hFIALCL1-15 5 2 7 )V a— )V EETs
H319 A AR

H316 % B85 OD Rz R

RETE

P264 Bizld Fe k<vko T &,

P280 REETFLS / (Rt / (R 2 BT 52 &,
ICREE

P305+P351+P338  [HUC A - 72358 L K TR IR RS YES T &,

KAy 2y LY AEZEA L TOTABICH
BIFHRENT L, FOBREEEERITIB L,

P337+P313 IROFHAGE K 56« [ERIDZE / FH T2l
Tk,

P332+P313 * S RFRNE Ul b6 - BRTDBE / T TR%
s,

BEE

P501 | /e YT TR 5 T ks

¥ EC 1272/2008 (CLP) Z7zl& OSHA Hazard Communication 29 CFR
1910.1200 (HCS) Zzi#MHd 5%aidasd L,
*FERITTEICOVTIE ) RELDIE BRI Z L, £l 2T —
23— (SDS) Wb LEIZTELEMETHBIRTHT L,
ZRT—2—bk (SDS) IZDWVTIE, HARY—HPKR—Frtr&Z—IC
BREIWEDELTZE W,

FEBRE P DL FOE DN DWTIE, FH 2 Kie Bk
HEBHTE T &,

2) FRLOZFE

—RR G EEEIE

- AR 2@ E 7 S e i LT &,

cFy PEREREES Ty FORERRESTHEH LT &,

cFA—OTy FESORHETH> TEREETEETRI LR LANVT
Lo

FEDERL

< SRR TR LTk, RO FR0MICHAERRM L THL T
& RUNSHMH DI & Blcmd, 5 mEREMT %, XKISHO
EFEMICUT, 5125 REEERRT 5, N H—FY v YDR
FIVNERRIRICITEESD K5I TH T &, A7 8—T 1 7))V,
HEHICEARER FVOHZEICTER T 2 2 e Wb 2T, DX I
MUTBIREND %,

CREMOERE LT, ¥y FOREMICH BP0 T oy T HHIC
Frv ik ANG,

CRMUZGREE A — RV v VRIEMEC TS AREND S B 728, 11T
TARRET 1 BFE &, {EDHA 2 DERFD,

NNy UREE LT LESREAR. EMVEC TV AN
MBIz, SCIZIRET 1 HFE X, JWAYHA 2 DZ1FD,

< AFy FOMKIRIEOREERZ I BIEENDH B, H— RV v VAR
HITTAMNMFIET B &, WERAIDE L b3 It oy [ 'R
JEU. IEUWOIERSRDE S NI OATRENED S %,

RO B EOTFEE OIS DWW TR, T B HEBE Ok 2 %

BT BHT &,

AEORE

PAFIRE
KREAE 2~8C

RERENE M7 LS

IR E T YCHRIKETIRET 5T &,
VCIIREE TR I N T
Tholcidh—rV vy
. AR MIC 10
mIFLERREAT L, 37T IREE
T 1 RET 5T &,

sk HORERE 30 HiM

BAEE 2~8C MR E T YTHRIKETHET ST &,
STCTREETCRIEE AT
Tho il A—Tr U vy
WBEEERT ST &,
IR DR ETEYIC K B MERE
DOHLZEBE < 28, D
Fvw TR Fy v T
BHEHLZNC &,

ARHRIIBICRE LI EET 50, H2VIHERD SIO L TR

179 %, il#A2BImMSHIO LIz Zld, LV F Y v 7 T35

ZHD, TRhEFX2~8CTHRIFT ST L, KA SHLO L TIRAF

TE5aHIE, LTRIRERMEDIZD, ELDFP ML AFTHRIFT ST

LT %,

IR R SHD I ITEIC DOV TIE, (T B K OBl

WEZBRIT ST &,

HENLHIL

Fy V)T L=y g Y TCII—MRELLEEAS. a2 ha—LojllEiE

NVEHRIHIPAZ AN TO2551E, MELNBE L TV A ATREENE Z 5N

%o FoNIEMERSREIES L L, HlEETS T & KBS CTH

FyVUTL—varETIT E,

oI a—T 4 Y TICDNTIE, T 2 EEROEEREIAH 2 2R

5T &,

) Abbott



*

*

Fv ) I L—2D%EfE

+ 15~ 30°CT 45 ~ 60 77iE L CreaicitfiRd 2 2 Lo

CfEARNC, Bz (5~ 101D §52 &Ik TIciRMmT
5T,

Fr I L—2DRE

- HEE L TEA T NS,

« HEHFERL O WEED DWW IS I I ME L RN T &,

< (ERIHR AR Z THH LRk &,

IFRE  REAFENN Tif7 EDTERRIH

REAE -20CLAT  EHHIRET

BHE 2~8TC AR 30 HIEME  #r LW+ v v 70,
MAEETH %, 1272 HREHDTHET S
L. BhUcE#HE ck.
NIMEHMIREZBEA #H%Embic2~8C
THEHLENT &0 DEERICRT T &,

FrUTL—2F, BRIy FLUTHOLIONTETH, miEEINT
WEWKRIE LT R I v F 7 ENTV3, BEERMAD SN UDHED
SNRENMZHZZ L, HRIECOF Yy ) T L—2ZHHTEEN
LHRET, mERFMIEZT v AT A= L R— MK EN T3,
ZOEMEROFENC DV TiE, i3 2 RO TILEIHEZSET % C
L,
7Y A 8T A= ZOHIFNS DWW TIE, i 2 e ORI~ %2
Hyzc e,
Fr )T L—2OFEBRFIE
cFr VT L—20uy FESIE, Fr U I L—XOMICHRME N TY
BNN—O—RZHVTRETHTENTE S,
cF Y VT L =R T —=ROREITOWVTIE, T 2 s HHkiaE
BT BT &,
cF YV T L —2DLF =X —JEB X UOERAD LY N IEICDWNT
. {HH T 2 BEROBILGIHEZSIRT 5 C L.
av ba—ILD#lE
+ 15~ 30°CT 45 ~ 60 7/iKE L THRICHEiRd 5 T L
< fEARTNC, BN (5~ 10[) §52 LIic& b HIciRmT
5Tk,
I FO—-IVORTE
< S L TEA S NB,
« HEHFERL O BHEED DWW IS I ME LN T &,
- (EHBIRZBEZ TEF LT &,
FRE  RERIEEM 7 Lo EHIE
KREIH -20°CLLF  fEHIRE T
BAEE 2~8C A% 30 HRIME HxREHDTHET
Hrecdh s, 7272 Tk,
L. RMVICRIE ik sic 2 ~8°C
NIAGHIRZ A OSFRTc RS C &,
THALRNT &,
d¥ bOo—IVOERFIE
c OV O—)VORERESTET BITE, R MVEREIC LT, BlEa
vha—)Lz 53, oy ra—Luk 5. TNENEYT B0
DY Ty T RS 5.
AV A= VOF =X —=FEB X UEIRADOE Y M FIEIC DOV T,
T 2 WEROTUEIHZBIRT 5 2 &,
< BEPET Y b a—)VOREEE R 21T 5 BRI Westgard )L—)L*® Levey-
Jennings 77 7 OBEEREH LAV &, ThHOBREREET Y b
O—VISHEH L Th, HEHCEN R T — 23155 N7E0,
HLwaryro—)bay MM FECERT 55ROV TR, T
ZHEMOIIEIHEZSIRT 5 T &,
FrUJL—%, a¥ba—-IL0%ik
W, RO, WO, Fr )T L— 3 AR ER I RV, O
¥ ha—)UHVEBIHIHZ NN B 5 EOBRDBED SNZ 55, Fr Y
TL—z29ay ka— VBt L TV B afEENH %,

() BEELDEE

« BefkHcIE HIV, HBV, HCV EDBIMED & OWEET 28NN D %
DT, FEl. MHE AR SRR MUY L (AR
%1000 ppm. 1 RRILLRIE) £723 70207 v 7e R 2%, 1
REFRIDA IRV I K2 WHFLE, H2WidA— 7 L—7 (121°C,
20 7LUIE) IT KB HWFNEETTS Tk,

B X UMESEFEET 2 HAICIE. FEEY O X U RICE
T3, KEGRY RS ORIt > THT 3 C &,

< FREEFPRADITRE LU 7255511, TRELL 72 1A TR 72 WA TR U
RIS U 723l 2 Ve ik TIRE M > 1214, & 51T 0.1 %l b
VD LIATE & OMY) s iR TRERS T & (EXEY R REM
HO(FAS, 2R, Ekiay) Lo e,

< ARPETHAT B EICE. REAE LTI MUY LNEE
NTVBEDOHH 5, sffllid, [ - BEF (Fv bOER)] %/
& (& - BE BEFD)] 22T 5L, 7V PV LIE,
BV, S ROC U TERMEOBRT ¥ FeEKT 52 ENH 2D T,
BRI LA, KBOKEIITHRT T &, ReRBEREDA
WCDOWTIE, fHT 2 BaROHLFIHEZ ST S T &,

(FriE75E. ARhHAR)

S9N EEpL |
AFEF Y b 2~8C 18 f& A
TRV H—
ru;i TL MU H—DETHL. N H—DONELRBIE
TR, S FRREN TV S,
(GBI
e SN 5475 9P35-02-01 100 [EIfH X 2
A IS—TF 1 )V 6.6mL X 2
cavYar—h 6.1mL X 2
- BRI 104mL X 2
(REF 09P3522)
« FLRYH—H 975 mL X 4
NP e 975mL X 4
% Alinity i ¥ A7 LAZSHAL 230, BIFE D Oz BRWE
b EE,
[EEEK]

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). Evaluation of

Precision Performance of Quantitative Measurement Methods; Approved
Guideline—Second Edition. CLSI Document EP05-A2. Wayne, PA:
CLSI; 2004.

#10. 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.

) Abbott



1

—

. 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.

12. CLSL. Evaluation of the Linearity of Quantitative Measurement

Procedures: A Statistical Approach; Approved Guideline. CLSI document

EP06-A. Wayne, PA: Clinical and Laboratory Standards Institute; 2003.

. 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.

14. 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.

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

sk 16. US Department of Health and Human Services. Biosafety in
Microbiological and Biomedical Laboratories. 6th ed. Washington, DC:
US Government Printing Office; June 2020.

s 17. World Health Organization. Laboratory Biosafety Manual. 4th ed.
Geneva: World Health Organization; 2020.

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.

Bro&idiconT :

*3HIT EDRY]DICZEHZ ANTWS (] © 10 000 #ifA) o
NIRRT EV A RZHIHLT0S (] 3.12%),
TARTOMEOM ARG, SHEEOFEHEEICREL X,

(FMLEbhEk]

TRy Vv INVEREH
NAIR—P K=t i—

T 270-2214 TIERMFTIRE 278
TEL 0120-031441

[BEARTTEE DBFF R UMEFR]
7Ry vV ERSH

T 270-2214 TIERMF TG 278
TEL 047 (385) 2211 ({t#)

© ABBOTT JAPAN LLC 2025

1

w

1

S

) Abbott



