|CDBEFRXE L FATHSEALTIREL,

EADEAEED *k 2026 & 4 BMET (887 hR)
* 2025 F 9 AHET (B 6 hR)

BIHEIRFERAEIES 21600AMY00061000
Alinity®
B EIFT&™ (LR e HifEF v b
HBeAb - 77K

[efiEEE

c REIAEAZBITTH D, TNLANOHMICHRLENT &,

- W, O REH T 2 R A TR ARIE IR IS D WD TR B IS T
g5k,

BRI NI AECHE - THFIT 5 T &, AFICRHE
NI B X CHHHALA TOM IS DOWTIE, HEEROE
FEMEIZLRAE LRV,

< ARWIETHHT 235, L FHBRIODZEN TV B EDONH
D, BEROERDH 2D TEMEDOH 26D L LTS T &, #f
ML DBIR-#EF Gry FORERD]) 72 URE-AE 5]
EBRTEHT L,

CARPBETHAT I, REFERE LTI PV LNEE
NTVWB2EDND 5, 1o THRNCANT D EFIC(HE Lihaic
. KT TFRIEVIRT FOINZHEBEZITV. DENHNEEROT
WMTHEZF BT &, GG, UBIR - #5E% (v O] %7z
& OB - HE BEAIR] Z22RT5C L,

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

[FoiR - 18EF (Fv bDER)]
@5 VAN
- XA 78— F 1 7))L (MICROPARTICLES)
i HBe U A€/ 7 vu— )RR ERG MR~ (o &HEY - v >
R, 2 >R BLERH] (U Hk)  R1FHF] - ProClin 300,
PUHAD
+a>Y a7 — bk (CONJUGATE)
7)Y LMEHT HBe ¥ A€/ 7 a—F Uitk (oEaY)
MES $Efliite, 2 > /87 BZE el (7Y Hk) #1474 : ProClin 300)
« FPIEASE (NEUTRALIZING REAGENT)
HBe it (> &Y TRIS MEMEHE. 2 >/ &GELA] (7 HK)
A - A
OFL Y H—* (PRE-TRIGGER SOLUTION)
il Wi e S
O R Y H—* (TRIGGER SOLUTION)
EaEaEY  KEEF YLD
% LU MU HA— bMUH—IFAFP- 7Ry b (KREFS
22300AMX01224000) THGRE NIz Hlask e LTV E T,
Alinity i ¥ A7 LHZSHEHALZ2E 0, HIFED Oz BRWED
"L 7ZE W,

(e E /]
ok M S MAEP O HBe fitkOfRt (B BURFR D A )V AR O ZWiifEh)

(Al RE]
LA FeesuEliEis (CLIA )

(R LDEE]

(1) AEEHROMEE, FREE
1RfkTE
AFy b TRERROBFEHEZHHT 2 EMNTE S,

OO BAFELRINE X, AFy FTHEATE 2 L2MEREL TV
T,

jd

Anti-HBe

07P63
472048R02A
B7P6DJ

LRENE PRIME
i EDTA 77U LM

JIVIEF UYL
AV E WAVNN
ACD-B

CPDA-1

CPD

DA VIDAVIN

e PRIME
i 15
15 o BRI D

- b MMER ML OUIRIC B 243+ v ORI Eh T
AN

- BERIL BAROTERZ XA 2 MR 2 R e DT, JIEDRRICIE,
MADARFICRIMEN TV B IEHOMATSH % L 2T 5T L,

TRAFDSAF

cDUFEERL RN &,

- IOEA U TR L U 7o Mtk

- F—)L Ltk

< LA U 7 kfk

< IS MM VITE RN R B N B Mtk

< IEREZRIERS 215 5 T2 b ik 3 & Gk 7 « 770 > ORIk,
ZOMDANAIHEENTHNERNWT EEERT ST &,

- MiEE. MBFATERICHB LTV T EZ2HE L TH DEL D EEZIT
5 T &o FHSHUREFIS MRTARHENC X 2 G E 2T TV 3 BE DM
T, BHEDEES B AREMN S % D CHEEAET %, SeR IR
T BANHIRAR RO BE LIS, 7« 70 U DIER RIS R 5
Z T2 0 . WKL KRS TS5 —D34Ed 2 AN B % o

c AN VOB RZTTOBEBEEOBRKIE. BEN 2RI AN S
D, T4 TV UHIERSRICHE R 52 0NN H B, CDOXS K
BIGE i< tzdic, ~RY VIRERRNCHMRE RIS 3 T &,

MR DTBERZR T2, DIBTOERY hERIZERY hFv T
RIS L,

RABDTE

 BRIME OMEAICK LTI, Bl QRS CORERFIIFICHE S T L.
FHEC & D MBRR S5 2 0B L 727200 T, Mk e LT 51l
A TH %,

CRIRICITENIR N C L EERT B T & 1D D 2 EIEMERICHIET
1BZED RS T &o MIKBOBERZE S Tedic, BT LITH LA
WafiMdaT L,

IERERRERIR 213 2 728 ROMAKIGIERTICHHEE OIS 5 T L.

< T4 7V FRIER, T OMONEY R F ORIk
* FHEZ 2T % Mk

74700, FRIlER. ZOMORNEMNED 5N BLEI.
LT HEES 2R, HEDRVT Yy 7 ZAIF =250, 10 [EH5fHd

HTLICKDEMTZT L,

HRESHARIE DL FICHE > CHEGT 5,

- HESHKIE, BT AR sE RIS B T &,

o BRESEAE U 7o MIRIE, 10 [mERERERT %,

- Bk HRTHEZE L. BIRICE > TR AR, BW—Ich3 £ TR
M2,

AT TR E N TORWES, IEUWFEERDES N Fek
Wb b,

- Wtk FEDE O EES %o

TR D P 0oy B

- WAEIELF =TI L, 27E< &% 100 000 g-minutes TiEhJ7)
9 %,

) Abbott



« T OHAEZ i 7o IR D BERE R & ARhE D) (RCE) DA B DED
B2 LA RIS
ORI RCF 2 Cic AR OFHRATHING 5 2 LN TE S,

SIS () = 100 000 grminutes
RCF

OB () RCF ( X g g-Minutes

10 10 000 100 000

20 5000 100 000

40 2500 100 000
RCF = 1.12 X rmax (rpm/1000)2
RCF - JaL D BTG S N B A RE D o
rpm - 1 3f® 7z b Or— 22—z (—RISELETT

VENVEREN TV rpm TH B ),
AL EERER - SO EERERT X 1 — 2 — D [l A H IO RCF F 721
rpm [ZEE L TASHGEZHIGT 5 £ TORE T2 T
L,
'max - SUA=MVTRLIER—Z—D 1%, 1 HH7 X
T a— (BGEEEEEN) VR 255,
£ (rmax) ZHATHEL I3V A—1)L), RCF
2RI 20N D 5,
RCF (X g) &bl (7)) %23k U BED B,

g-minutes -

(& - BE (&FHR)]

(1) HEOFHAE
BRI TOEEH B,

(2) wEZRE - #M - HHF

s ARFY N7 RAT 7 AN

- Alinity HBeAb + &+ Y 7'L—% (Alinity i Anti-HBe Calibrator, 5%
5 7TP63-CAL-01. REF 07P6301)
(FEEaY) - vy L e Mg RE7) 0 7 21k fY Y L)

A &)
30mL X 1 fha

a {62 %k (Acid Yellow No.23. Acid Blue No.9)
+ Alinity HBeAb » 1> b a—)L (Alinity i Anti-HBe Controls, &&=
7P63-CNT-01, REF 07P6310)
- f&ta> ra—)L (CONTROL -)
(EREEY AV M Mg (R85 7 U D L)
[t > Fa—)L (CONTROL +)
(ERHEaEY : )by LML e S s (HBe Al (174
7L U T L)
O bu—)VOERHIFAZ L NORT,

i i
BRI, YTV T E BB LIS B,
NEEENRD & NIRRT HETIE, IEEZ S KRV BIH A 7 @ (S/CO) (% Inh)
VAN
@Jf%nﬁfjéo 80mL X 1 fE%ta  1.30-2.70 -350-35.0
BRAFDIRTFSRMF [coNTROL]*] 80mL X1 2 0.21-0.80 60.0-89.5
Wi I SR Zofl @ 3% : Acid Blue No. 9
N - o B _ % 1y = - Acld Bl .
i / Mg 15~30°C 3 HR M & 72 i3 MR 5 i) VARSI EN TV A Yk O— VOGO Y MR
o RS A 75, B LCOBREMERLIbOTHS, SHRICH

2~8C 7 HIE* Bikid, i, FRimERD
HHEICHEDSTHRFET S
CTEMTES,

X FRMBRZEREESIC 2 ~ 8°CT 3 HRIZH A TF LIz MRk,
ERERNERS RS2 720, WERNCHEROIEET 22 &,

2 ~ 8COREMENBZEZ THRFT 25 AR, IFE £l 5
B, (7S5BS, AR IERZBRZ: U724, -20°CLL R OS5 T &,
1F &AL OYIHAIE, 20CTARL LB EUERIZ L ETh B EEZ BN
T, !

WSRO IR LIS 5 T &,

TRIEDEHREM

EEARRUATS K OB EIC G UTcads, Rzfro 2 &,
*ARARDIRIFIANED T Lo

) THEWE - EH

TR LT =2 I3RENRFITH O, Fhid T RE 2R ERT
Bahd s,

FHhE

NP

DURICR U SR OYIE 2 5Otk Btttk i 7zl
E U TEMERIAR L ENTe & A ENAIERSRISE I R S5 Nk
Motz

et R
vyjey = 20 mg/dL
F)ZVESA R < 3000 mg/dL
ERZ2AV4 - < 12g/dL
ANEJHEY < 500 mg/dL

L ATy MEEATF ALHURZEH L TORW D, BIENY A7 &
WO RT, MilAFOEATF Y (EXI Y By) MIEMRICEEZ5X%
ATRETEIE R,

(3) ZDfth
A i Alinity | VAT LORETH B, . BrticBWED
LI,

VT, AFICREN TV 2 E B ONMNIT, FHEfES & U=k
ICHBT B EMEMZRES 5 C L2 d 5, W) P 2 30E
T 2DICEETNELHERNE LTRUTIAET 5N,
cFv)TL—ray carvio—iboy ko - EFEny b
sFYUTL—ZOw k- R

Bhigk CEdzay ha— VTS L ETE S,

- BHERHURENR (Alinity i > A7 LHL 79 MUY LEET)
AR ORRIEICR BRI TICOVTIE, [T 2 WA ORULHIHE %25
gz e,
AV T VAL RERREFITOWTE, T 2RO 2
ZTsT L,

(3) BIEKEBRDERIEE
WD THEZITIFNS, AFw NHT v AT 7 A IVEBEIRICA VX
V93BT L,
TovAT7ANDA YA N=VITEBXUCT v EANRTA—=2DE
TRe ZFJTEOFNCOWTIE, AT 2 EROBEGEIAE 22T %
Té,
7w AT A—=ZDHIRNC OV T, i3 2 e OBIGIEZ S
W3z,
FEIROBEIC T ZREHIC DWW T, (S 2 RO Bl 2 % 201
5T L,
==tk 3
Ay PTG B HER RO BEAOYIHREZ S/CO (V2 T IVDFN
WIEL Sy MATHEOLEER) THB, 7 vA/35 A—=% HEROHA
% Inh (BUER) ICZHT B L, Fy U T L—X& 1 OFERED T
fEICRT 2 > T IVOFEEHRIED %Inh DI X D EHEX N %,
2k

Ty VT L—& | OISR P
% Inh = — T IVOFRE X 100

F v VT L—2R | OFEHREDFE

(4) AE (BE) &

L Fr U7 L—% BFEs) XMk, hfEtsE, <~ 7 7 a8—7 1 7)),
aAYTVay—re, 2:1:1:108E&ETHHL, UFDO LB G
D,
cF v VT L2 UIRRICHRERSE < 1 7 08— ¢ 7))V RINA
MISEE %,

) Abbott



RS ES, OV ar— N EINA. KISEE 5,
s RIISWIZRER. 7L R A= 100 gL ZhNZ . KIGEE 5,
« MU A—300 pL ZIA, KIBERPOFE (FER 400 ~ 500
nm) OFFEHERNET 5.
2. Fy VT L—ROIOEREN DB E NI Ay A T & BiikD
IO R T 5T ik b, HIERITI,
¥ Ay bATl=F v VT L—& 1 DICBEDFIEX 0.5
BIEE
WEFMEOZHMIIER T 2 BEeROTULFIHEZ ST 5 2 &,
cTURIATF 2 =T E I FRET 2 — T EMAIT 255, BIEED S
TH5T LaRT 208N H %, T 2ERONILTIHEZ SR
g5k,
IO B yINRIC T % 728, JIERARTCY > TV Ay T
WY EDY Y TIVINA-> TS T e RiERT T &,
c [Jl—H T Iy T TORKELERERE 10
TR, EBICHIET 25E
« WIERE DY > 7)VEE T 150 pl
< ALY Ty TTEMHES 235G 0LEY > 7)VE 1 100 pL
Y YT R =V v ity Mg 3 EFRILIAICIIET B 5E
« WIERAE DY > T7)VEE T 150 pl
< [WUH Y Ty TTEMHES 253G OLEY > 7))V g 1 100 pL
Y VTR K=Y vy ME 3IRIZEA TIET 255
cH UL DIELEY Y TINS5,
cAEOF XYV I L—EABLUIY ba—)VOED N IFIEICDONTE
BT ST &,
« R EIROBRERIC OV T, T 2 EIRO RS S ]
5T L,
CIELWIINERSRZ1S B 7201, (RS 2 BEROBUREIAEICHE > TH
WINGEA YTV AZITS T & M DHENK DEBEA VT
AEEDTODIGE. Uik OFIECHES T &,
RIEDFHIR
AFy FOWE T, MAEETHIRT ST LIETERNY,
FrUIJL—vav
Fr V)T L= 3 VOHETOWTIE, [HHT 2 HEEEORRHIAEZ S
Bz,
garviro—VEIEL, FrV I L—arEiHidTST &,
—E, BRI LR v U T L— g VOREDSREEICRIEEND &
ZOBIFWET LICF YV T L— 3 VEITI RER RV, ROLEE
WKIEHEFY Y T L—ra v z2i19,
cHLvmy MESOMEF Y AT A5G
« a2 b a—)VOREMD, ARFITHEOE R THRETFIRICE DN T
FOE LTRSS B OB R 2 AN TV 2 55
« Y b a— VOB Z T FIEICE DO TERE L TWhiang
. P EE 30 HIIC—EHFy V7 L—a v &5 T &,
JE V57 NAZ T A RENED B 250 D A > 7 F > ARSI FLhi L
7ZHas, BEYy U T L—ya v ESRE LT SAEEEND B,
mBEEAE
Ay FOBHEH 48[ Tric, REEOaY FO—LEK ]
[BHIET ST &,
iR R EEEFTEHCHEN, RERG AT Y b a—)LolEZEng
%o
HEHTEICE SV Ta Y ba— VOB 2R ET 285G, HEIC
JBTcaryhra—Logay I kic, =4y Ml K OB Z
FERIICEZEDOH % 2> b O — )LD T LIS KR TRETNETH
%o BH B~5H) MICED, 20 EL EOHIEETT-> THESNZHIE
fHZHWT, RSN (Z2—7y M) &iX5D% (i) %
RET 2R EOHEND S, WY EHHIPZRET 5 72DICE KT
EEHER L LTI 5N 5,
cFy YT L—r v
sty B
cFyUTL—Zowv b
Tk VTRV -V GRNT RS
- MERAE
— R R E M OHEE TN OV T, —RICAENTWAEHA R
TAVEBRT LT L,

- flEEk OREEETFIED, KOMBICay ba—)Lz2ET S L2 E
DTVBHA, UMD FNUHES T &

- OV P a—)VORGERRA R TED B, SAN TV B 5E
. ELWHIERBREME SN TOIROATREED D 5 728, SHi Ok
JEEHEHCHE S THIET BT &y FiF v U T L—3 3 VTG
GhD%B, FTITINYa—T 4 Y TICDWTIE, T 2 HEEROHE
SHEZBHT BT L,

cHLVEY FORMERF Y U T L—2OEHERMG LK, av b
)L OMERR & ST 2R 5 T k.

BEEEAMFS1Y

FiEEMOA A RS AL LT, James O Westgard, Ph.D. @ “Basic QC

Practices” Z{lifHi 4% C LN TE 2, 2

TEREDIREE

AREICHBME N TV B EREDOBGREZ & iz T 5 Han 7| b bicD

DT, BEERTLESIAED 7 v A REOBGI Z BT 5 T &,

(5) #ER

E

MBI Iy ba—)LORERRE LT, Y TIVOFRIETRE L J1 v
MATEDLER (S/CO) MBI X b HIE N5,

H1y b T =Fv 1) T L—% | OFEGREDO T X 0.5

A1 bATZEIE, FidHay hTEicFr V) T L—v g VRERE L TR
fFicNhs,

S/CO =¥ > T IWOF L / 71y b4 Tl

WA OEHUC DOV TIE. () HIEBIOEEE WAIOLHESIKT %
Z&,

729

WEMBICK> TR T T I T T INERENDGEEN DD, TO/M
ICFRENBAREIEDH 27 5 71DV TIE, i % Has ORI
HeBWTBH L,

CAIEEROYEE]
S/CO > 1.00 DRAKIZEENE L FIET B, S/CO = 1.00 DAL & ]
EYd B
VIELRIERER
S/CO (%Inh) FEARER PR
> 1.00 (< 509 Nonreactive — FFFRATANEL
< 1.00 (=509 Reactive 2 HE THMEINRETHS
a faE. PEMAE VST A LRI RONEEITS. il ZIE,
49.8% Inh 1&, 50% Inh & LTIt HEE N5,

S/CO > 3.0 ¥72ld % Inh < -50 DY > 7 )L, HBe HilEkHIED ATHENE
M BT, HBe Hi DM 21715 NETH 5,

RIHIE
HEAE FHRTTAEIR IRAEHE
[ FRE AL 53
7163 PHRTORA 2 AL BIETE [(=]E5
1 ARFKTIE 2 AL BRHITE Pt

T L=y = RN 2B 0REDFHIC DV T, 1T 258
MOBILSHEZSIT B L, FL—Y —HEIRETREG 3T
A—=ZTHY, HHERTLITRET BT &,

HELDEE

< ARFy b OWESRDEIRAITRICPIET 256, BIMOEZRTTS
LT S,

CHBERERIE, BB ORI, iRt BT R~ — I — DR
EEDYETHRAINTHINIT S T &

- BRAGRELE U7 RiA, JRimER, @t RA e S OmklE, ETTICE
DT 5T L,

C XU RE S T a—F Uik E O EENC X BB X CiERE 2
Te B FORARICIE. HAMA (Human Anti-Mouse Antibodies : i<
Ak MR DNEENTVARARENDH 5, HAMA ZZTSMkz <™
AE/ 7 a—F )ik E AT Sy B THE LSS, IELWLH
EMDME SNV ATREMED D B, BMIEITIICH Tz > T, ONH
WREL 55 Ehb D, 34

A Mk, HAMA O MZ 2MENEENT V5, BHiElT
I H Tz TIMMDMERD R T L 2% T WD %,

) Abbott



- b MO R ETRE, AP ORES a7 ) SISKIS L, in
vitro DAL 7oA B 5252 Wb, ARMCEE -
EEHPIMEHERICE 5 ENEBE TR, TOESETHEZITS
BENH O, ELWLIIEEIES NEWATEEED D %, Bz 1
Hlzo T, MOTEMIREL LS EHH B, O

- RIS A EEHIEIC OV T, URE ForE] (1) flEdeo
WE, FHGEEBROT &,

- B OSERREE ORI IR IER S OB G IR S T D
5 %D, TEAIICED < BWHI MO MR RIE RS 2 2% LT
AN HIWTT BT &,
CHERSRDRRMETH > TE, IA YRy - UL R (EPETUAD B
HMTE2RBETICHZ W) RUTISHEAER NI & © FUAREEREMME
TFLTWAREEDHZDOTHEET S &,

(-1
CTITRLET—R23RENEHITH D, SHRTIIHREBHERERT
BENH S,

IRl - BIRM

iR AR

FEHE CLSI HA RS A > EPO5-A2 ICHE> TiTo 2, 8 &3 1y kit
Fy)TL—&, avra—LEHERLT, #iE1 A THRHZT- .

a OHTREE GUENBBID . WEMESITEZET,

bOBHTREE GUEANEBIND . ISR, BRI AT,
gl OHTRIE  RERATEEIE S PEMED

YT n (%Inh) SD %CV SD %CV SD  %CV

ok 126 10 229 NA 249 NA 282 NA

o—)b

Ptk 124 775 049 06 081 10 081 10

o—)b

AV 126 930 033 04 036 04 037 04

A ) 124 878 049 06 053 06 053 06

AT I 124 770 104 14 108 14 110 14

7RIV 4 123 586 155 26 183 31 191 33

R30IV 5 124 222 313 141 321 144 346 155

a OHMTREE GUENEBID . WEMESIMEZET,

bGHTREE GUEPAEERMD. TR, BN 3T,

HEM

il 884 flofkimF Mtk (fMiEH X T % Alinity i Y AT LEBXT

ARCHITECT 7 F I AP —ZHOTIE Uiz, FHRARED 1 filid, 8

IEkER T HB HiAZME Uiz & T AN RS Niah > Tz,

2floary ru—)b, 2ot M SxoLz 20 HEICHED 1 H 2 (8], ARCHITECT
Wi s 2 HE Lz, Alinity i ¥ A7 I 7FIAY—
TE N B JitiE N B R R
(BHTHEED (RamgBite) @ T n IR RR (95% CI) (95% CI)
S it SD %CV HilnEkAk 884 1 1 99.89% (883/884) 99.89% (883/884)
Yo7V n (S/C0)  SD %CV (R P (fpR) b (99.37,100.00)  (99.37, 100.00)
fzta> 358 197 0037 19 0.048 2.4 IR = ¥, RR = FHREE G E, CI = {EHEX [
hE—b (0.044-0053)  (2.2-27) 2t 239 flEfAMA% Alinity i & A7 L35 & ARCHITECT 751
WPk 357 045 0011 24 0014 32 Y= HNTRE LTz HBV HUARGED 2 lE A 5B Lz, &5
ra—)u 0013-0016)  (28-3.4) 12 5 B FARRERG 2R U 3BIIEER T HBe HiAZNIE L7z & C AR5
Kbl 359 109 0031 29 0034 31 MR E Nz, TDIDELT HlZ 7T BRI Uiz,
(0.032-0035) (30-32) ARCHITECT
Axb2 360 079 0019 24 0023 29 Alinity 1 ¥ A7 1 7FIAY—
(0023-0024)  (28-30) RESE RESFE
- — MARE  n IR RR (95% CI) (95% CI)
BUEPEEHE HLpy B WKk 239 5 5 100.00% (232/232) 100.00% (232/232)
UL (RS (98.42, 100.00) (98.42, 100.00)
S SD %CV
Y7 n (%Inh)  SD  %CV  GEEED) b GapE) b IR = #lIal3PE, RR = FRRAFE, Cl= (SHXHE
fefa> 358 17 185 NA 2.39 NA BRE
N (2.19-265) *HBV D AN 55 L CIIEHOBIKE BT, MiHNE X / £
By 357 772 053 07 0.70 09 IRFTRIC X > T HBV E&# & T N5 HBe HilARG M AR Z 3 1y DK
=B 061-078  (08-10) KL BORBERVTELE,
Kol 1 359 456 155 34 167 37 FifAiZ. ARCHITECT 77 A ¥ —T&llE L7z,
(162-1.73) (35-38) Alinity i ARCHITEC‘T
K32 360 603 095 16 115 1.9 k7 YATL 7T I
(L12-1.19)  (1.9-20) V- _ n RR ﬁx’go ‘@ZEO
NA S HBe ikt 217 217 100.00% 100.00%
RR = FRE R

a ENFERME. IERERE. BEREEZ 30,
b &ESED Y N LS OA A DRI B B RIME & A EDRIF,
* FAME (Reproducibility)
Efld 2 By FOMEB X UG 6 BZliH L TITV. 21y hOF vy
V7 L—&E1may boayva—VefiflLiz, 26loay ka—),
5ot M SF IV EEIRT LI 3 M, Dkl e 4 EEL, 12
[ DL EOMERER 2 1Hz, REMRT Y S OFERZ LI NIRRT,

gl MRS MiReATEEIME R FEELMED
BT n (S/CO) SD %CV  SD %CV  SD %CV
fatka> bk 126 198 0046 23 0050 25 0056 28
o—)b
Ptk 124 045 0010 22 0016 35 0016 35
o—)b
A8 126 014 0007 52 0008 54 0008 55
A ) 124 025 0010 41 0011 45 0011 45
S VI 124 046 0021 45 0022 47 0022 47
AL ! 123 083 0031 37 0037 44 0038 46
INRIV 5 124 156 0062 40 0064 41 0069 44

HREREE 100.00% (217/217) 95 % (5 [H1E 98.31 ~ 100.00% T >
7zo

FRRE / s MEHRRE

I L LT A1y b A THEICH YT 2 IS OMGS 21T - 72, st
WHO International Standard Anti-hepatitis B virus e antigen (anti-HBe;
PEI code 129095/12) 7% 3 11 kO3 i UClliE Lz, &1
0.14 ~0.15IU/mL TH o7z,

¥ 1st WHO International Standard Anti-hepatitis B virus e antigen
(anti-HBe; PEI code 129095/12) &, DO #FE HBe HifhF v ~ 7z
Wz #i51 C Paul-Ehrlich-Institute (PEI) reference serum 82 anti-HBe IgG
standard 123 U CREHliE TV %, 7

tRavN—YavEE

LRI VN=Y g3 VRIKICH S B OME 21T S 7o, dilkotra
YN—=T 3 2839V T Hl7z Alinity i A7 LCHlE L. ARCHITECT 7
FIAP—DFER LI Uz, 7SIV T HID S B, (RENTREREZLLT
ISR,

) Abbott



ARCHITECT 77 F 5 A ¥'—
P PEER Ifn H 2K
(=1.00S/CO F7zl&

Alinity i ¥ A7 I\
[ZERPH =~
(=1.00S/CO £7i&

783V ID Z 50 %Inh) Z 50 %Inh)
43527/3453

1807/3463 6 6
26022/14518 21 21
13867/3482 20 20
SCP-HBV-001 9 9
SCP-HBV-004 14 14
SCP-HBV-002 12 12
ZOMDEREE

HBV YU A DRI A2 IO THIEMIC G X 2 50872 3l LTz, 7
5173 HBe HifAR#1: 72 R U HBe Hilk &tk CH o oo MiikDA T TV —!
CMV, EBV. HAV fiifk, HCV #ifk, HIV-14ifk, HSV, J&)E. HBV 7~
FoRGH, Miag, RESEYYE, VU< FRF. FukAChE (ANA),
bRV TS RE, TV a—)VIEITEZE, fEhw, SRR BIE, 2,
BHTEE. b Ak Mk (HAMA)

MR NA U A 7 Btk (BRSNS X 2 3EEH#E (VDU), Bk
FEEE MSM), MAGREE) 75 BllcDNT, WEZIT> 7. 1561
A2 R U, HBe Filkb G TH > 72,

ATV — n WIEBEE PRI BRI
WEICE SR 52 %0 155 7 7 7
OB R TR ES

LRI

MREINA ) ATEE 75 15 15 15

itk

a FRRERMERRAOENEE & LT, HBc FUADREZRTT- T2,
HERA S BR AR

Adw S B XU EIAEZ VT, #ifk 2605 il (Btim#Fik, ARt
Wk, WIS Z 52 2 REMED B 5 N2 BB HIA, MREGR A
U Z 7R, 20k HBV B IA, 180 HBV Bk, 10> HBV 5
PRk, Eaa =3 23%9) ORlEZRTT - Te. MERRDO—IK
HiZ, 99.19% (2584/2605) TH-7z,

* AV O—)VOEENE

Y bua—)VOREIE, Paul Ehrlich Institute (Langen, Germany) 0
reference serum 82 (anti-HBe IgG) ICHDWN T 5,

(e LEXIZEERL EDEE]

(1) Bk L (fEBRBALE) DFE
* o TR L OARHIE O 2 aSIC . b FHBRB XU/ £ EEN

WD SH Z2MENTENT VS, dHlliE. UBIK - g% (Fv b
DOHEROY 7213 [HE - AR BEA] 28KT 52 L, M
RYNE F 1 I RHE LD 2RI EGURIE LV T & 2R Bk
BIZNSNTWARY, IXTOL b HRYE BN ERRED B B
EEZT, TNHOMEI, b MRk, BEMRASEYEICEREN
7zi4¥EAME. OSHA Standard on Bloodborne Pathogens 4t THLD
W5 T b, BRMMEEETE. ZORWDH 2YHE, EPEYE
WCHHERENTIEITOVTIE, NAAEATT 0 LRV 2, EEH,
Higk, IR & B MDY A A T T ¢ BRI B T b, 81

cFr )T L—RICEHEEND & M HDRYIEIE HBe fifARRME. HBe fil
£, HBs JUEEEME, HIV-1 RNA B2 721 HIV-1 HUEEEME. HCV itk
&bk, HIV-1/HIV-2 Hilklat: c5 %,

cEMEaY hr—UcEENS  MHRYIEL HBe HifABEME. HBe A
[k, HBs HUREEME. HIV-1 RNA &M 7213 HIV-1 fibatE, HCV i
k&P, HIV-1/HIV-2 Hilklat: 5 %,

oy ha—licEENS b N HERYER HBe HiAREME. HBe Hi5
&P, HBs FUsEME, HIV-1 RNA &M% 72 1d HIV-1 filFarE, HCV #i
ARz, HIV-1/HIV-2 HikEETH %,

cARFw FOWUETIE, & MRIAZELD S, MifkiZ. HIV, HBV,
HCV HDBEROBNNHZEDE LTI Tk, MEICHZ-T
&, RO B2, HHOBL, B A7 BXOHN
ETCPFREEHL, EOICE3EXRYy T4 V73 bRV &,

< BN S THRIMNC A IR T HFRIC VIR T H OB A
BEETO, BDENHIEEMOT Y THEEZ TS L,

c PUA—E TV TH S, AICER L Tld. sUED ERE
WIKELED, BIRALHRWESHERT ST &,

*

*

c APETHMT BEEEICE, REFRIE LTI IMEF PU D LAEE
NTVBZEDONH%, afli, DEIK - MiEE (v bOREO] &7z
& UHi - HE GR51)] 2209 2 2 &, ke OfEfillc X D IER
ICAFIEDTRN A AMFELET B0 IO S BRI DS, B, <A
JHERBFML. B RRZWALIRNT & WAEYB K UARRIE
O TECHREST ST L,

ROFRFAENC BT B fEra S, P R

223 AFIAVFTVaY, RYVIZFL YT a—)b
FIFINT 2 IV T—T NG

H317 7 LIVF—MERIGER § BN

H402 * IKEEACEE

H412 EIREE 28I X ok EEYICES

RENER

P261 SR/ AT L—DW AT BT &,

P272 GRENTANERIEEGh O HE T &,

P273 BN Z T2 L,

P280 TRAETLS / R / IREIRE 2 55T Ly

[CREE

P302+P352 BRI E UTee T ZROKTHS Tk,

P333+P313 RIEHEE I RBNE LGS EMOZ
RIFYTEZIB L,

P362+P364 ERENTRBRE . FHER T 2581 3T
ZTHT L,

BE

P501 [N / 75337 @95 1k CHERT B T Lo

% EC 1272/2008 (CLP) %A 5G4 L,

RO T 3 MR, R -

&

=g AFIWAVF T IV EEGE

H317 7 UIVE—EERIGEREC TBER

H402 * YA H

H412 EHIkBI BT X 0 KA E

REXEK

P261 AN/ RS AT L—DOWATRF BT L,

P272 GRENTAERIEEGh O HE T &,

P273 BREAORUIZ T2 L,

P280 PRAETAS / it / (RIS 2 BT 5 2 &

[SREE

P302+P352 RS LTeE T ZROKTHS Tk,

P333+P313 BRI E 3 HEE N E UGS B0
W/ PUTERIBZB L,

P362+P364 HERENFABRE, FHER T 25813 TE
ZTHT L,

BE

P501 | / B 5 L CHERT B T L

% EC 1272/2008 (CLP) Z@EAd 25 E%S L,

RORIFU T 5 b T PN, R R

TILF NI Y LB

EUHO032 W & DR & O JERICHIEDIRN T ADFEES
%o

BE

P501 |NAY /AR EY) R T TR 5 T ks

ROMIIN M B fabo BN R RS

[cONTROL[+]

TALF R T LEED

EUHO032 fif & OPEfiC K 0 IEFICHE DR ADFEE T
B

) Abbott



BEE

P501 | / A3 WY 75 5k CHERT B T L

FFEEHIECOVTIE B) FELOTEE ZBBTEC &, T D27 —
22—k (SDS) Wb3LARZEL LTSI ST L&,
GRT—2Y—1 (SDS) 1DV Tk, HARY—HPKR—rtrZ—IC
BEOWEDEL T,

FEEREN DL R EOTEOFHNCS OV TIE, i 2 Bis kN
HEBIRT LT L,

2) FERLDZFE

—RR R EIE

« (EFIRR 230 & 7 a2 (i L 2 &,

v MNEREEES Sy FOEEEECHET LT &,

cfi—Doy FESOMMETH> Tl AETEET LI LANT
&

ERe-40):)'E A

< REIIMERR TR LTtk RBE O F FRELMICHEAIRML THL T
o BANCHNmDIANG 2 By, 5 EHEERERIS 5, RICH D
FRZEMICUT, 515 RERERRAIT 5. SN H— RV v YR
MVNESRHICTEED KO FERT 2T &, RA 7 8—T ¢ 7))V,
FA PSSR MVOHEICHBT 22 e W dh57H,. TOXI IR
MUTBIREND S,

RAORERE LT, M3y FOBEmICH BIUMNT oy ZHIC
F v AND,

CRMUZRE— R Y DIREMNECTOWABAREEN S 5728, 17T
TIRRET 1 REfE &, JaAH A % DZRFD,

A — M) W VERELE LT LESEEAR. @ TS HeN
MH BTz, \TIKET 1 FE . JEHNHZ 5 D%,

< AFy FOMBRIEOREEZILLEND D, H—FV v IHOR
SITTADEET B &, WERHAE L < b3 Icitsio s [BHR
U, IEUWIERS DG S IR ATREMED H 6

SAIEE O W ORI ORI DOV TR, [T BB O A

BT BT &,

HEDORE

7R
KEAE 2~8C

RERIFHAM (M7 L OEEFIE

MR E T SCIIRETIHREST B T &,
MTIIREETHRIFENT Y
Ao leiddEl— U v Y
W&, AT BRI 10
LR L, 32 C IR
T 1 RHES % C &,

ek RSO 30 HM

REE 2~8TC WAMRE T CRETRIET B T L.
MTRETREEATY
B o lcidEA—T Y v Y
BRI BT L,
FIEDZFEGYIC K B TERE
DHLZR < Ted, GAHED
Fvy TRy v T
EHER LT &,

AIEHIC A L E EMET B, HDVIEHIN S IO U TR

H9 %, SN I LIz 3, H LS+ v v 708

ZPH, UTHERE2~8CTHRET BT Lo Bl DID L THRE

9B, LTIREZR RO, LLOFIR P LANTRET ST

EEHEEES B,

Ay b DI RIS DWW TR, 9 S BRSO Bk

HEZBIMI BT Lo

HEDHIL

FrVTL—aryTII—MRELREAY, Oy hao—)LollEd

WEHEIAZAN TV 2551, BMENAHEL TV 2 TREENEZ 51

%, [FDNTPNERERIIEN L U, FHIEZTTS T & RBEIISTTH

FrIVTL—rareis52,

FITNY =T 4 Y TIEDVTIE, MY 2B OTHRFIIE 2 2

BT,

F¥ U T L—2 D%

- ZOFEFHHARERHIA TS %,

2~ 8CORELEN B MU Ttk, § CICHMAEETH %,

* (AT AEPINCHRERRA (5~ 101D §5C L.

FrUTL—2DRE
EHBIRZEA TR LEnC &,

CRIFIRE R {f7 EDTERRIE
KREAEH 2~8T FERMIRE T
REE 2~8C IR T HUWSHRHF v v 7T,

ZxEHOTHRIET %
Tk,
%13 2 ~ 8 CDIRTF
WANCRS T &,

Fr )T L—2E, Ry FUTHSEROATETH, MmN T

WEVHE LT RSy F 7 ENTVS, BERELH S LHED

SNRERMZHEAZ &, ERECOF Yy T L—2ZHHTEEN

ERET, mERMIET vEA NI A=Z L R= MK N T3,

ZOEMEIHROFENC DV TIE, i3 2 B OTILFIHEZSHT % T

L,

7w A8 A= ZDHIFNS DOV TIE, i3 e OHE I EE S

Bz &,

Fr )T L—20OFERFIE

cFy )T L—2ony FESIE, Fr U T L—XO/MICHRE AT

BNN—O—RZHVTRETHTENTEZ %,

cF v )T L—RF—ZDOFRFICDONTIE. T B IOk

EBBTEHT &,

cF YT L—ROA =X —EB X UEEADO Y b FEICDONT

W&, AT 28R OBHEIIAEZ ST % &,

av bao—ILD#lE

c ZOFEFMHNRERRIATH S,

« 2 ~ 8COMRFGATM B H LT, 3 ICHEHRTRETH %,

- (AR MTHREIRM (5~ 10M1) §52 &,

av bO—IVORE

< EFHBIREBZ Tl Lana &,

PARE  RESEE 7 Lo HE
KEH 2~8TC fEFIRE T
BAEiE 2~8TC fERHIBRE T HZxE D THRIEFET 3
&,
%X 2 ~ 8 COMRTE
BANCRT T &,

ar ba—)VoERFIE

c Oy ha—VORERERSTET B, R MVEREEICLT, BiEa
vha— )L 45E, Btkay Fa—LE 4 EENFNES T AAED
YNy I T %,

Y A=A =R =B X UHERADOE Y FFEICDOWV T,
i3 2 EIROTULFIHEAZ BT 5 T L.
FvyUJL—%, av bao—Lo%ie

W, RO, WO, Ty )T L—a YIRS RV, O
¥k a— ) UHVEBIHIH 2 NN B 5 EOBRDBED SNB 5. Fr Y
TL—a0ay ba—)VhHH b L T2 RN H 5.

() BEELDEE

« BfArcIid HIV, HBV, HCV HDOBMDE DIMFET 28NH0H %
DT, FEl. HHE AR S XRMEEBT M) Y L (AR
J% 1000 ppm. 1 WILL R £ 370207 b 7e R 2%, 1
WEREIDL IR I K2 WHELE, b2 W0WidA—r 7 L—7 (121°C,
20 DL I X BIMEILEEZITS T &,

B X UBMESEFEET 2 HAICIE. FEEY O X U RICH
T 5FEA, KEGEY RS OREICHE > T3 T &,

PR MADTREL U 7235 BT 1, TRE L 72 T 72 W NS T L
R U T3 2 Ve CRE M- 7214, & 51T 0.1 %R RE ) b
VT LA E OMY)IREA CTIREINS T Lo MEREGHEY) R RAEH
H (T4, —ZLIRBE Rka ) ZEMRL TS T,

c ARPPETHAT I, RIEFEAE LTI P D LNEE
NTVBEDNH 5, affllik, DEIK - #HEE (Fv FORED] 7=z
& (A - HE EAR] 22352 L, 72 MU DL,
. B LIS L TRERREORE T Y REERT 2 EDHZ DT,
BT AT, KBOKEIITIRT T &, LRRBEEED M
WCOWTIE, T 2 BaRONULIHEZS-T 5T &,

) Abbott



(FriEiAE. BR0HAR) (ALabtEE]

5 9aRR AR TRy FIvNVERRH
GIE S 2~8%C 11 %A HARY—=YR—htrZ—
FL R H— ] ] R o T 270-2214 THEEMF G 278
= TV MU H—DE TR, bV A—ONERRBIR TEL 0120-031441
(HEFHEARR L. IR REN TNV, [i%iﬁﬁﬁ%%%@%ﬁ&bﬁﬁﬁ]
(GEEE ) 7Ry by NUERER
< #kgEF Y b WERS 7P63-02-01 100 [ X 2 T 2702214 THIURF LR 278
A D= 2L 66mL X 2 TEL 047 (385) 2211 (1k%)
YU a B 6lmL X 2 © ABBOTT JAPAN LLC 2026
- FRATRARE 6.3mL X 2
(REF 07P6322)
* o« GREEF Y b B FS 7TP63-10-01 500 [HIFX 2
A ZIS—TF 1 7))L 270mL X 2
caAVVal—hk 26.5mL X 2
- FRATRRE 26.7mL X 2
(REF 07P6332)
- LY HF 975 mL X 4
- hUA—H 975 mL X 4
¥ Alinity i ¥ X7 LHZ AL 72X 0, Jil780 O7zdFdHc BV
bEL T,
(€3¢

1. Harlow E, Lane D, editors. Antibodies - A Laboratory Manual. 1st
ed. Cold Spring Harbor, NY: Cold Spring Harbor Laboratory Press,
1988:285-287.

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

3. 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.

4. 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.

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

6. 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.

7. Knauer O, Volkers P, Nick S, et al. Report of the WHO collaborative
study to establish the First International Standard for detection of
antibodies to hepatitis B virus e antigen (anti-HBe). WHO Report,
WHO/BS/2013.2229, October 2013.

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

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

% 10. 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.

By DL DVT !

* 3T EDXYIDICZEEZ ANTW A (B 1 10 000 Hifd).,

MIGUISIZEV A RZERILTHS (B 3.12%).

TRNTOMBOFTARER. SHEOFTAEREEICIREL £,

1

—

) Abbott



