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WERRE LR,
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(FEAEHEY) © MOPSO #E@ik. &TH)

OZL kY #—* (PRE-TRIGGER SOLUTION)
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ACD
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{EZHHEMD D %,
< WRDOTURE A Z M L TV 256, MIEDTIRE NS T & TRIER
HEMEDITTR B A[RENED S S 6
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MADAZICGIRE N TR FHOMATH 2 T L ZiERET ST &
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o TV LTk
« F U LA U T ik
- S MTHAEYIG RS 5N % Wik
< b b, b MmO KRR
- FRERERS R 215 5 7o, Mg 3 K CMBERIAIC 7 « 7D > JRifiEk,
ZOMDAEMNEEN TN L 2R T 5 T &, PUREFSR M
FRIARANIC X 2368 22 TV 2 BEOMiEMARE, mSih7eaicn
BELTWIRWED T 2 7D U EENTHSAEENEDND 5,
AR DIERE S Teth, fEVETOERY bEZIFEXY bFv T
ZEHTET L,
U E{ENOFEES
s PRME OMEICER L Cld, $FRIME OBLE cOBIRGHIATICHES T &,
FEC K D BRI S 2 08 L 72720 Tk, Bk LTER S %121
AT THs,
KIS NC LR ERT B T L, EHD B AR IERICHET
W2 O BRL T & MIKBDOIEHRZRA S Tedic, MIAT EITH LW
MM s L,
IERMERNERE R 2152 7o ROBRISIERTIC R OIEES 5 2 &,
« 747V, FRfER, EOMOREYE G Tk
- FE 2T 2 Mk
EI T 4TV, RiMER ZOMDREMNGED SN D HEIE, FEE
DS ZEMC, ARHORILVT Y 7 AR —2 V20, 10 [
5T LICKDIEMTZC L,
BHEMIAIZ DL RIS > THE S %
- HESHTALE . RAT BRICSERICRIET B T &,
© HUSRLE U 7R, EORIV Ty 7 A F—Z2 VS, 10 [
L7l <R Tl ) By 5 M 57 1 e

) Abbott



- Mtk Zz HHTHER L. BIRICE> T0aHEIcE. H—Icks Tl
3%,

s BAD TR ENTOERVES, LW S a0 ATHer:
M5,

- WlkZz FEEEL 0T EEY B
WRAARD P 057

SRR U7iA @0 F 2 — 7B L, 27&< &% 100 000 g-minutes
TEOIHES %o

- T ORHER T 9 E O BERF & HDE S (RCE) OB & HED
Bl L FICRd

LB RIE RCF Znic A FORME R THINT 32 2 A TE 5,

(& - BE (&FHR)]

(1) HEOFHAE
BRI TOEEH B,

(2) wEZRE - #M - HHF

s ARFY N7 RAT 7 AN

- Alinity HBc - F+ U 7'L—% (Alinity i Anti-HBc II Calibrator, %%
5 7TP87-CAL-01. REF 07P8701)
(EaEEY vy D WL e b e HBe HifkBitE)  frezH
ProClin 950, 7 {tF FV Y L)
Fv VT L—RDRERL NIRRT,

. 100 000 g-minutes
=N A e IN) — s
s NE DI EERERE (53) RCF i
TR HERE (50 RCF (% g) g-Minutes il @ (PEI U/mL)*
10 10 000 100 000 [cat[1] 30mL x 1 fkP 05
20 5000 100 000 2 PEI U/mL = Paul Ehrlich Institute units /mL
40 2500 100 000 b 3 ¢ (Acid Yellow No.23. Acid Blue No.9)
RCF = 1.12 X rmax (rpm/1000)2 + Alinity HBc » 1> b @—/L (Alinity i Anti-HBc I Controls, &&=
RCF - DTSR BB ABE O, 7P§7IfNT'C;1‘ - 07PETIO)
- NI — < [EET a—
rpm - 1 B 72D Or— 2 — [ (—RSEO TS BiEo s e

VRIVFRENTOEETE 1pm TH ),

JEOD B - 35050 BERF R I3 1 — X2 — O [EliE Y H YO RCF F 7214
rpm IZEE L CTH S IEZ G % £ TORM &35 T
Lo

I'max - SYA—MVERLER—Z—D 8, F:HEH7 X
T a— (BLEEFECH) DOVERHT 255
& (rmax) ZH7CHlEL A2V A—R~L), RCF
BEIT 208N H B,

RCF (X g) &byl (53) 723 U7 2o B,
CEBRERIAE, YT IV TERBRBRESICE LIEICHW S,
NREJENERD BN MA DR BETIE. IREZ 3B F R0 MlAk
DIH=EFIT %,
RIEDRFSRM
TR iATE e
s / e

g-minutes -

REREHIN 2 oft

15~30C 3 HM RBefkiE, M, ARk,
RO H I D 59
RESTZIENTES,

Bk, i, AR il R,
SIEERI DA I 59
MFET B ENTED,

15~30C, 2~ 8CENZTNDREMEIMZHZ TIHRFT 251,
M5 F 72D S Ml ARIMER, 2 8EFIZBRA Lctg, -20CLLRT
HRSRFS B2 Lo

RAGHELR 2 6 [ IR U7z 2 thmik, BPERE (Buidashn Z2HIEL <
PORIERIA L U2 & T A B RER RIS EIR R S hiah > e,
TARTOBMMIIC B THAERRORRD R UIdEET % C &

TR DERSRMF

FiR R TS & CREME BN RIS LTealsk, #onzfT5 T L.

2) WHEWE - HERH

C IR U T — R RENEPITH D . SR TR BT
BaNB 5.

FibiE

Y

LURIE R Ui SR O SRRt Rk, BRI I LTS g
Wtk & HNTe & © 2, R R I R B N - 72,

2~8C 14 HfH

e =3
vyrey < 20 mg/dL
FUTVESA R < 3000 mg/dL
EZAVE-| < 12g/dL
NEJHEY < 500 mg/dL
(3) Z oAt

AFw M Alinity i A7 LOETH D, FEllE, B BRVED
BLIEE,

GEREAY - vy L M (#1754 : ProClin 950, 77
JeF RV TL)

Yy ro—iL

(FExREHEY vy LE e Mg (HBe HikRE) (15 -
ProClin 950, 7J{kF rVU L)

O b a—)VOUEE R X CERHIF 2 DL IORT .

=i i PR
[TARGET ] [RANGE]
e t (S/CO) (S/CO)
80mL X 1 M5t 0.00 - 0.80
8.0mL X 1 Ha 273 1.50 - 3.96

a {3 © Acid Blue No. 9
FoAEIGGIHEN TS Y ba—) VOEHEEHIET Y MEFRNT
B, BESARE UTOEMEMZRLIZEDTH S, Sk
WT, AFICHWEN TV E MR ONMIT, i K ORI
ISRV BEIHIPAZRE T B T &2 HEET B, Y] B A 3
T 5DICERTNEAFHHERE LTI INET NS,
cFYUTL—vav cavim—ibay b
cFrUTL—xnov k- R
Kifisk CEHIEaY ha— L EFHTE L ETE S,
© IR ENR (Alinity i 2 A7 LH. 7T MUY LEETS)
FEBR OIS LB g IS OV TR, i 9 2 B DIl E 25
B3z e,
AT F VRSB EEFIT OV TR, 9 2 B OBk A
BT BT L,
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TRe ZFJTEOFNCOWTIE, AT 2 EROBEGEIIAE 22T %
ze,
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[ PR

FEARDIREICE T 2FEHIIC DV TIE, T 2 Has O HUkEIIAE 2 2R
5T &,

(4) BE (BE &
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DFFRIEL F1y R A TEOLE (S/C0) ¥ 2 ZHHT 5,
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% 2 S/CO =MuADIIHRE / 1y M ATl
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TH2T Lzl d 208N %, [T % HEOHREIE 22
5L,
- FEFEISE OB e NRIZ T B T b, ERIARTS Y > 7V Ay T
WY)EROY >V TIVNA->TWE T L EIERT ST L,
[\ YTy T TORAKZEIEREL 10
C O BEBICHET B
« FIIEHALE DAEY > 7))V 75 pl
WU YTy TCEIES 2580 EY > 7))V 1 25 pl
CHEEY Y TV =Y vick Y MMEL 3 IFRHILINICHIEDT B 55 -
* WIEEE DY > 7))V & T 150 pl
[T YTy TTCEIES 258008 > )b 1 25 ul
I YTV =T v icy MME 3REZBEA THIET 255
UL DIELIEY Y TSRS %,
cAEOF YV T L—EZBLUTY ha—)VOED N JTFIEICDNTE
BT LT L,
© IR IR O BEIEIC DWW TR, (T 2 BB O BRI 2 2 20
T &,
IEULWERS R 2152 7o i, T 2 Bas O BUFiHFICH > TH
WHEAYTF Y AZITH T s MROBIENK OHEEA YT
AZFEDTOBEE, U OFICHES C L,
RIEDHR
AREy FOWETIE. MAZFEINT S LETER,
FrUJL—>av
Fy )T L= a3 YOFETOWTIE, EHT 2R OTEGIINE 2
gz,
Farrua—)LzEL, Fr V)T L—a v aiHiTa T L,
—JE, BRREIIZ Lz vy ) T L— a Y OMENEIC R EI NS &,
ZTOBIAES LICF Y ) T L— 3 U ETIRBREIRZRVD, ROLE
WKWEHEFY YV T L—3 0279,
HLvay FRSOMIEF Y N EHHT5E
« Y ba—)VORIEHEA, AREFICHO SR TR TR DN T
ROE LTS OEHRMZAN T2 55
« OV a—)VOE R Z G TEICE DO CEEE L TR WG
Bk, Piad s 30 HMIC—EHFYy VT L—a 2115 T &,
IS R RAE T A REMED B B0 D A > 7 F > ARIEHI R i L
7S aE. BFYy U T L—ya v aQREE T RAEEND B,
mBEEEAE
AFy bOFHEH Q485D ki, BEEOIY bO—)Lz% 1
[FHES ST &,
ek DRGNS HEV, BRI T Y b o — )L ORIE & B
%
HRtTEICE DWW Ca Yy s n— VOEHEHZ#E T 555, KB
JBCTayro—)boFny T kic, 22—y Ml X OBz
FIRMICEERDH 20 b O— VO T LICE iR TRETRNETH
%o BtA (3~5F) MICHED. 20 B EORIERTT> TELNIRE
iz VT, BifFE 5 P (=7 M) &E5D& (i) %
WET 2R EDSEND B, MYVREIHPZRET 2 OICEF TN
ELEMTEAX E LTRYUFHEFENS,
cFyYUTL—vav
c Ty b
cFrUTL—Amy b
cTaky IV A=)V GRET B
- JIE 7
— 7 S B OHERTNEIC DWW TIE, CLSI HA RS54 C24-A3 %
ZOMO—MUAFHENTNBHA RS v EBRTB L, !
- MR OREEETFIEN, XKoHEcay ru—)V2RlEdT 2 & Z2iE
HTWBEG, YEMEROFIACHES T &,

« IV Fa—VORERRA R TEDIE T SN TV B 55
. EUWHIERS RS SN TOIROATRENED B 5 728D, SOk
FEERTTEHNCE > TS T 5 T &0 i+ U T L— g Y IRER
GhHD. bITTINY a—T 4 Y TICDNTIE. T % B OB
ME 2B 5T L,

sHTLvE Yy FOMERF Y VT L— 2O ZME L %G, a3V b
1— )LV OIS JL & BRI 2 il 5 T &

BEBEEAAFS1Y

FEIEEIDNA T4 2L LT, James O Westgard, Ph.D. @ “Basic QC
Practices’ Z{lifi 4% LN TE 5, 2

TEREDIREE

AFICRHWMEN TV B MREDMGEEZ SR T2 Hrao 71 kb
WTIE, HEEREURSIIHED 7 v A HREOMGETE BT 5 T &,

(5) #R

E

BMABLIUIY Fa—)VORERRE LT, U2 T IVOFRE L F1
M T O (S/CO) M X O BRHE N5,

J1y bATE=Fv V) T L—% | OFEREOFEE X 1.0

S bA TR, Baldoy hTEIKFY Y T L—v g VESRE LTE
FENs,

S/CO =¥ > TIVOFIEHEE / F1v b A Tl

759

HERRIC K > TE T T IS T S T WRERENZGENH S, TOM
ICFRENDABENDDH 5T 5 7S DNTIE, HH 2 Kde DO EEkH
HeBMTD L,

(RAIEBRDHEZE]
S/CO < 1.00 DRAIZRENE L HliES B, S/CO = 1.00 DRIAIXEHIE L H]
T %o

PIERIERER
S/CO FEERIOR PR
< 1.00 Nonreactive TR R
= 1.00 Reactive 2 HIE CHMEITNRETH S
=EH)E
HIEE YA 3 K MR OR5R ACHE
R FRRAAE R
[71E3 3ADHED S B 2 AMS/CO < 1.00  BatE

3ADREDS B 2 A0 S/CO=1.00 Mt
L=y = HEERMHT 258 OREDFHNC DOV TIE, il 21
MROIURHIHEZ ST S b,
FL—Y =V DFRERIT> TOERWEEICIE, FEROHEMIC T L —
V= HERERE N,

HELDEE

< A S ORERSEDERAT ISP ET 2855, IBIORHEZ O
ERERAMER T 5 T L AHERET B,

< MERERE, EIR, MOMREREER. BRATRAR E & EbE TRAMIC
FIWrd BT &,

c b MMEF ORI TG, SR O a7 ) VKB L, in
vitro DA LN/ T v AW B 52 5T ENH 5, HEMCEYE -
FEIMTE RIS E 5 X NBEE TR, TOXI B THERZTS
BEDH D, IELOIIEEMME S W aEEED H %, BHEITSIC
Hlz-> TR, MOBRPREL 55T ENH B, 3

* RUAE/ 7 a—F)UFiRE W ZEENC X Wi X OiREE 2
72 FEOMAFICIEZ,. HAMA (Human Anti-Mouse Antibodies : Hi< 7
A MUK BNEENTVBENEND 5, HAMA ZETHRikE< Y
AT/ I a—F iR ERNTH S 3y S TRHlIE LSS, IELW
EMEDES NI WA B B, 40

- H OSSR R E ORIA TIRERIGDG A, JERFRNEIEM R T b
35 %DT, PEKRICIED < B ORERHIKERSEZEZE LT
WOl 3 &,
CHPERRDENETH->TE, WAV Y - EUA R (RSB UED TR
MTEZREETICRZHIM) KUREREEI RIS X 0 HiAEAREAMK
TLTWABEENSZDTHET ST L,

) Abbott



[t #&

TR U T =23 MRENZFITH D, Fhiiak ClE R 2R 2R d
LEhd 5,

IERENY - IR

JitiER G

Mt CLSI H A R4 > EPO5-A2 ICHE> T o 72, 0 % 3 1w Dk,
FrVUTL—%, arviru—)zEHLT, # 1 B THRaZ2iT-o 7.
2@oar ra—)b, 240k S SRV 20 HEICHED 1 H 2 [8),
Pix &y 2 HmllE L,

TIE N B it as N R
(BHTHEED GramaBitE) 2
SR SD %CV
Y n (S/CO)  SD %CV (P b) (P )
Bettar 359 012 0009 7.2 0.010 83
hE—b (0.008-0.012)  (6.2-9.5)
Btkay 357 278 0062 22 0.095 34
[ =t (0.092-0.098)  (3.3-35)
K31 350 083 0020 24 0.029 36
(0.027-0.034)  (3.3-3.9)
K32 358 123 0032 26 0.045 36

(0.042-0.049)  (3.4-3.9)
a MEANFEERME, MEMEEE, HEEREZES,
b KTy b & B A B DRI B B Ml & SO FER,
SR
715391 Fl Ot m#H Mk, ABtBEMIAZ Alinity | ¥ AT LEBXT
ARCHITECT 7+ AW —ZEHWTHIE Lz, FRRERRIEMRAICOWNT
&, BEERETTo 72,

ARCHITECT
Alinity i ¥ A7 I TFIAY—
IR RR

h 7 d Gifgr Geb4r sahmidir  ResefE e R 2
V— n k%) %A% Bt (95% CI) n (95% CI)
g 2625 6 4 0 99.85% 2627  99.92%
1% 0.23) (0.15) (2621/2625) (2625/2627)
(9961 - (99.73 -

99.96) 99.99)

#2548 7 7 4 99.88% 2548  99.84%
i 0.27) (0.27) (2541/2544) (2540/2544)
(99.66 - (99.60 -

99.98) 99.96)

fhifEEr 5173 13 11 4 99.86% 5175  99.88%
(0.25) (0.21) (5162/5169) (5165/5171)

(99.72 - (99.75 -

99.95) 99.96)

Abt##E 218 7 7 7 100.00% 218  100.00%
ik (321) (3.21) (211/211) (211/211)
(98.27 - (98.27 -

100.00) 100.00)

IR = ¥llElf51E, RR = FReElHtE. CI = (S

a BHIEAER CRATED R S NI HMRAERG ML, s OREED SR
LTz,

BE

At 408 BiloZk, 18t X ORETE: / mIEHAD HBV Yk O HBc Hifk
FaPERRA% . Alinity i ¥ AT L3 XU ARCHITECT 77 5 1 H'—7% v
THIE L7255, B 100.00% (408/408) TH - 7z 95 % AZHEX [
1£99.10 ~ 100% TH O, WHFEINZEEEL LT 100%%EF ATV,

ARCHITECT
Wik A7 3 Alinity i ¥ A7 L T7F IV —
U— n RR Ry s
HBc fuiARiE 408 408 100.00% 100.00%
RR = PR AR

DRE / R/IMRHRRE

WHO 1st International Standard for anti-Hepatitis B core antigen
(anti-HBc), plasma, human NIBSC code : 95/522 OFMZRY7Z T
W ORI 217 > 72 1.00 ~ 0.05 IU/mL O#ifAT HR LIz > TV
Z38y FOME, 1 BOBRZHHLTHELE A, &
0.54 ~0.56 IU/mL TdH > 7z,

¥ 1st WHO International Standard for anti-Hepatitis B core antigen
(anti-HBc), NIBSC 95/522 7%, Paul-Ehrlich-Institute (PEI) anti-HBc
standard (PEI 82) ICKf L CRHilli L7z & & A, PEI units (PEL U) & EERH
i (0) L% TH 7L DWMEDH B, 7

ZOMDEEE

ATy S OWEIH Bz 5.2 % WTREMED B % IR IREO MG 217 72,
LUF OffAEE 104 FilZ2001E Uiz - ildifk (ANA). Epstein-Barr &7 - )l
A (EBV HUARGIE) . ABIFFR Y A VA (IgM B HAV HitkRE) . C BUATF
RUA VA HCV HFUARGIE) . & MUEEREIEY VA (HIV-1 Hifkls
). fix v At Mk HAMA), A Y I NVT YD U F U HkEE, Ik
DAV ARFRE, U U FIRF M, 2T ) 7Y =T X (SLE).
IgG Y 3y 75 A Filk, ASEHHRIEE Y A VA (VZV kbt . K
JRRTUA, BHEEY, N5 OBIADARF v MK 2 E MR RERR
. HESHRFY PR TH > T,

TR ERAE

EIA V& & D—BER O 2 108 Hl D 1fiE Az v T1T - 7z EIA
L DRA—BEIE 100% (108/108) TH o iz, Batk—BEEIE 100%
(54/54), B2ME—ECRIE 100% (54/54) TH-oTz,

EIA
(2 1k feitk i
) Rk 54 0 54
i) F2tE 0 54 54
it 54 54 108
BRIERDOEEYE

Fr )T L—% 1 DOJEIE. Paul-Ehrlich-Institute (Langen, Germany)
OfEHER (Anti-HBc IgG) ICHDW T3,

(e EXIZEER L EDEE]

(1) Bk E (fBRERSLE) DFE

© GEEAWE AT BEEEICIE. b FHBRBX T/ £IGBEN
WD H Z2WENETENT VS, sHlE. (R - 1BESE (v
FoWR)] F7zid (B BE (BFAB)] 2z3dsce, b
HSRE & 72 X R LA DY 2 2B LW C L 2L %
HEBITH SN TVERY, TXRTOE ISRV 3B BN B
%LEZT, TNHDORFHB XUt MMifkid. OSHA Standard on
Bloodborne Pathogens IZfit> THU DS T &, BAMEMEZZT. £
72 ZF DRV H ZMEICOVTIE, NI AL TT o LNV 2, &
TIN5 A A A T T ¢ HER G BT L, 811

cFr V)T L—X 1ICEENS b MHYEE HBe FifAl1E. HBs s
BEPE. HIV-1/HIV-2 HifkRaEr:, HCV HifkREME. HIV-1 RNA &Mt E 721
HIV-1 HiIEETH %,

oY he—)UlcEENS e MERYEE HBe Az, HBs Hi
ek, HIV-1/HIV-2 HiAREME. HCV HURBEME, HIV-1 RNA &1 721
HIV-1 HisEETH %,

oYy ha—icEENS b S HSRYIEE HBc HiAR M, HBs HiE
[z, HIV-1/HIV-2 HifkB2ME. HCV HifkB2ME, HIV-1 RNA B2t % 721
HIV-1 $iEREMETH %,

cARFY FOWETIE,  MRAZIRO LS, BiKkIX, HIV. HBV,
HCV ZEDBREDRNAHZEDE LTHOS T Lk, MEICHIz>T
. BEROERAE T 20, HEHOER, B I RA7BIUHN
BTFSESEHL. 0K EXRy 740 V7 tbARnT &,

< FEEDH S THRMC A I IBK TSR DIR T H O SG a
BRI, RERHNEEMO T THEEZTLT L,

c FUA—E TV VAR TH B, AU TE. SN E
KB LZD, BIGASHRWESHERET ST &,

CARUBETHAT 2 EICE. RIFERE LTI PV Y LEE
NTWVWBEDONH 5, ik, (oK - 8BEF (Fv bOER)] /-
& [ BE BMEAD] 2RI 5T L, B oic koI
WCHEOBNH ADFET B, WO BRIFFEHOSR, REE. <A
IEEHH U, 285, RAEWA LRV &, WAYIE K ORIEE
YR ik THERT B T &,

) Abbott



ROFFIFUC BT B b TR, 2R

ROMFFAC T B AT BN, R R

[SPECIMEN DILUENT |

@ H316 RO R RS
P332+P313 BRI E U« ERIORSSE / FUTRZ
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