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WMTHEEZF BT &, G, [k - #8EF (Fv FOER)] %/
& [ BE BMEAD] 22KTEC L,

T AHEERORMT CEB X CRILFH AR Z X< GATH ST %
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*[FoR - 18EF (v FDER)]
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- A Z718—F ¢ 7 )L (MICROPARTICLES)
HBc V) a> e F > MHiERERER 7 (tho &4 © TRIS FEEiR
#1455 : ProClin 950, 7 {bF RV D L)
«avYa%— (CONJUGATE)
7)Y MESRe b AL a7 ) I AE S 7 a—F U
& (hdEHY) - MES FRER. 2>/ EZE s #FH] © sodium
alkyl paraben, 7 {tF FV W L)
< 7 A T (ASSAY DILUENT)
(EHEHEY - MOPSO #BEWE. X > /87 BLELH (7 XHK)
{R1E# © ProClin 950, 7 4tF b VU o L)
- MATHME (SPECIMEN DILUENT)
(FEAEHEY) © MOPSO #E@ik. &tk
OZL kY #—* (PRE-TRIGGER SOLUTION)
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O RV A—* (TRIGGER SOLUTION)
(EA=2 =17/ M/ i A7 FN)|
#¥% LMY H— MU H—IFAFP- 7Ry b (KBEFE
22300AMX01224000) THAGRE N2 B e LTV ED,
Alinity i ¥ A7 LHZ L 7280, JIlFED Ot BRVWED
HLIEEW,
Y MEARMIVARTHR SN TS0, MEA—FU v 2
KN TV, TEDKEIZAEA— Y v IR 2 L bR Y -
ERCTERaN

(e EA]

(s S Mg O B BUAFHE ™ A )V X a7 fiitk (HBe Hiitk) ot (B
R A VA (HBV) EROZWOMIIE)

CRIERE]
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07P87
470694R05
B7P87J

wx (BREEDER

Kk

(1) BESBOME. HEE
RE
ARFw M TEROMAEZEHT 5 LN TES,
MDD BAARDERIME E. ARFw P THHTE S L 2R LT
A4
TR ATE PRI
RG] ik
& 5T EERIA D
I} ~RY T FRUTL
~ARY U F L (PST)
EDTA 771V 77 L3
JIUEFT RU T L
DRI AVNN
CPD
CPDA-1
ACD
+ ACD A Z i U7z mBEE. ifnyd & bl U TIEMED R A 20 % &
{EZHHEMD D %,
< WRDOTURE A Z M L TV 256, MIEDTIRE NS T & TRIER
HEMEDITTR B A[RENED S S 6
ATy MIFECHE OIMEIEE) 24 RERILAMITERI U 72 iR &I Dv
TH, MHEDHI SN TV S, |
+ 48 BFRILIAIC 2000 mL 788 2 % - IB Bl 0% 572 2 1= 84
F 71 1 RERLANIC 2000 mL 7z 8 2 % SEIR O 572 2 T B35
(BBVIFTNEOMEE) DIECHRITERIL IRIKIT DV TE, i
MHRENTOBBNDH D ARFy FOMUERIEHEI TN TVRN,
c RRIAORE, E, ORI DWW T, —RINERITIEICHES T &,
- BEERIE MRIRKOREETZ XA 2 MBEZ2 £ 720 T, JlEDERICIE,
MAPNARICHE SN TV L EEOMKTH 2 T L ZERT ST L.
RIEDEG
s DUMEEH LW C &,
« INEAL TN L U 7o klk
o =)V LTk
- FHLU LM U 7 Mtk
- S MTHAEYIGRDEES 5N 5 Wik
- b Mg, & SIS O
- ERERERS R 215 5 7o, Mg 36 K GRS 7 « 77D > JRifiik,
ZOMDAEMNEZEN TR L 2R T 5 T &, PUREHIS M
FRVBIRANC & 51887220 TV 2 BEOIMERRIE, EBN57eIcy
HELTWIRWED T 0 T U EENTHSAEENEDN D 5,
c RARIOERE S Teth, EVBETOERY hERZIFEXY bFv T
ZMEHATET L,
RIEDFHR
BRI OMEAICE L CiE, FRmE OSLEcOERGIHEICHES T &,
FRENC & D BRI S 2 08 L 72720 Tk, Btk LTER T %121
AT ThHb,
KIS RNC LR ERT B T L, @D SRR IERICHET
W2 O BRL T & MIKBDOIEHZRA S TedIT, MIAT EITH LWV
HzHHTsT L,

) Abbott



IEMERER R 2155 78 ROBIRIEERNC HERLTEET 2 2 L,
< T4 7V, JRIMER, DDA FLSHRA
- FRIEZ 2T Sk
F LT 4TV Y, RIER FOMORNEMNRD bNHLEE. HEE
DEET 2RI, GHOR)VT v 7 ZAIF =250, 10 Bl
LT LICKDEMTE L,
BHERRIAIZLL RIS > THERS %,
- SRR, R SRS RICRET 2 T &,
© BORGRELE U 7oAk, ARED RV Ty 7 A F =205, 10 [
HRfild 2 2 2K O HciERId %,
Wik AR HETHRL, BRICZ>T02IEIKE, HMIck2 ETR
9 %,
c BAD TSR E N TOARWIGS ELWRMNE S R0l EeE:
N5,
- WAz IO HES B,
FECAZICEREL U T Mg R IZ L RIS > CHEfii 9 %
- PIEEE OB DUNIOR S AL TREZE O EES %,
- WIEBE O EEE S ISV BEZ I T D A WEEEIE. FEZ 2 L.
JRIMER, DEEAIZRRET 2 T &,
TR D iz 00
R U ek zismnF 2 — 7B L, A< &% 100 000 g-minutes
Tl HES %,
+ T OHUEZR G T2 9 iE 0o BERE R & MR T (RCE) OflA G HE D
B2 LA FISRT
ELOITBERE RCF Z7tic A F ORI THINT 2 2 L TE 5,

Sl () = 100 000 gminutes
RCF
OB (0)) 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 - JEL IS B N 2 A E DT T,
rpm - 1 3fd 7z 0 Or— 2 —ElfisE (ISR TT

VENVEREN TV rpm TH5B),
JEOD BRG] - a0y B I3 0 — X — D AR AV H 90 RCF & 721
rpm ICE L TH S0 Z RS 2 X TORE &35 C
&0
I'max - SUA=RMVCRUIza—2—0 1%, F: A7
T r— (BLEEERES) DA eHHT 258, 8
£ (rmax) ZEDTHMEL I3 Y A—T)L), RCF
ZRHT 208N D S,
RCF (X g) LDl () 723 U7 B fEDHAL,
CBIHEMIA R, BTV h Y T ERIEBRE SR LIIEICHW 5,
NEEE AR S NTRADE O BT, IEE T E R OB MA
DHETIT %,

g-minutes -

IRIRDIRFSRM
AN Tl RERESIE Zoft
i /1% 15~30°C 3 HRH Befkid, M, AR ifek,

DEERI OGO 59

15~30C, 2~ 8CxNZThDREMRENNZEZ TIHRIFT 251,
I & 72 Mg 5 M, FRfmek, EERlzRA Lictg, -20CLLRT
HAER(E T B T Lo

CRASHLEZ 6 [l D& UcBatEmmih, Btttk (i ZE LT
PRI IA L N2 & T A BN RER RSB S hiah > e,
FECARIC BRI U 7o itk (B2PE & 72 3 HUATRID 1ICDWT, ik
2R 3ERE DR LT SHIE Uiz & T AE MR HIER RIS 213
SNIEh T,

TARTOMMHIC B THAHARORE D IR UId#ET 5 C &,

TR DERRMF

iR A TS & CREME BN IS LTealsk, F#onzfto T L.

2) WHEWE - HERH

C ISR U T — KA RENEGITH D | SR TR R BT
e 5.

FiinE

YT

LURIE R Ui R O SRt Rk, BRI I L C 5 g
Wik & HNTe & © 2, AR R I R B N - 72,

e =3

[N A< =< 20 mg/dL
M) TVUETA R = 3000 mg/dL
EZAV4 | <12g/dL
~NETREY < 500 mg/dL
(3) Z it

AFw M3 Alinity | A7 LORIETH 5. Efllld. B BRIVED
LI,

(A% - BE (BFAD]

(1) HROAEFIE
HALITOEFHV 2,

(2) BEGRE - 834 - HBE

cARKEFY MAT AT 7 A

+ Alinity HBc » &+ U 7'L—% (Alinity i Anti-HBc II Calibrator, ##&
5 TP87-CAL-01, REF 07P8701)
(EHEEY )V LUt b (HBe HitkRTE) Al
ProClin 950, 7 (k> b U T L)
Fv )T L—XDREEZLFITRY,

i1 [cone]
R f (PEI U/mL)2
30mL X 1 kb 05

a PEI U/mL = Paul Ehrlich Institute units /mL
b (ngz . 4 (Acid Yellow No.23. Acid Blue No.9)
+ Alinity HBc + 1> b m—)U (Alinity i Anti-HBc II Controls, #f#& =
7P87-CNT-01, REF 07P8710)
sfEftay ra—u
(FEaEY vy LM b st #1474 - ProClin 950, 77
IbF RV TL)

FT 5T LM TES, Y rE—)L
2~8C 14 HiH MR, Mm@ ek, (FEHEEY - V> LR e S fsE (HBc ikl RIFH -
SYEER DA I B 53 ProClin 950, 7 ¥{kF bV L)
RIFT 2T EMTE %, O b a—) VO R X CE I 2 L ICORT .
LRI 15~30°C 3 HRE BIELE O B9 < IS bl3)c (=it
L 7z 1fnyd / BRI 2T DI W [TARGET| [RANGE]
il & FEZSIU. i, e t (S/CO) (S/CO)
ég%nik THEEAIZRRZE T [contROL]-] 80mL X 1  JHE& 0.00 - 0.80
i [ContROL[+] 8OmLx1  #2 273 1.50 - 3.96

2~8C 7 HIE BIElE O B9 <L
BRI R T DRV
A Bz m L. it
FRIMBR, 5 ek 2 bR S
5T,

a {3 © Acid Blue No. 9
FoARICHEIN TV A Oy ba— )OSR IE Ty NEERNT
375K, B2k E LTCOEMFIHZRLIZEDTH S, Fhiskics
W, AR EN TR EHFIPAONMIT, I X U8
ISV 2 EHHFR A R ES B T & RS B, WY PR 2 5%
T BeDICEETNEEFEUR L LTI TINS5 NS,

] Abbott
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BIT5T &,
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Tk,
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B35,
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(4) RE (8F) &
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T4 7. AR, 3P a7 —b%23:9:10:9: 10 O#IE
THEAL, LFOLEORKILEE 5,

CFy VT L2 UMK, TR A TR, YA 08—F 1 7))L
M OBARIRZ KIS EE 5,
c REEIZGRES, v ar = EINA. KSEE 5,

2. REIEIZERES%, 7L RY A= 100 pL ZhnZ . KISEE %,

3. bUA—300 pL ZMA, Fv U T L—2IMEOFE (EEN
400 ~ 500 nm) DFHREZNIET %,
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HBIEE
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< [WUCH YTy TTBMIES 25 B O0EY > 7)UE 25 pL
Y YTV R =T ricy ME, 3HMZBEA TET 255
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IELWITER R 2135 7o, [Hd 2 3RO BERSIHEICIE > TH
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AZEDTWDIGE, MM OTFIAICHES T &

BRIEDHR

¥y FOWIE T, REZTHRT 2T LIETERD,
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Fy )T L= 3 VOFECOOTIE, H1T 2 EEmOTEkHIHEZS

Hyzce,
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—E, B ZW Licd vV 7 L— g VORI EEI NS &

ZTORIFPET LICF YV T L—2 9 V27D BBIERVD, ROBGH

WKIEFHFY U T L— 3 072179,

oy b

cHLwvay MESORMIES Yy MY 550

« OV ha—)VOREMD, AESHEOSHR TR TR DN T
T LTRSS U OB 20N TV B85S

« OV M a— VOB REPAZHE N TEICE DO TREE L TR
alE, A et 30 HIc—EFRFY VI L—ya v Z2{ro T L,

PE VS 587 NAZ T A REE D B 250 D A > 7T > ARSI FEhi L

et HEY VT L—ra e B e AR D S,

mETERZE

AFw bOZRAEH Q4 FRFD) ki, REEOIY M a—LZE& 1

[mET S &,

JERRORE EEE T EHCHED, RERG AT Y b a— )LOIEZEINT

%o

WEHN TR D VO Yy Fa— VOB MHIPI 2R E ST S5 A. HEIC

jGtcaryra—)bogay cI LIS, Z—7y Ml X O FREiFE

HERNCIEFEDH % a2 b a—)VDRE T L ISR TRETNETH

%o BH B~5H) MICHED., 20 L EOHIEEIT-> THELNIZIIE

HZHWT, RSN (=7 y M) Lid5D% Hip) %

RET BIREDHEND %, WY EIRHIPIZRET 5 2DICH TN

EEHEAN L LTI TR 5N,

cFyYUTL—vav

¥y b

- FyVUTL—&Ow b

cTaky VTRV -V GRUNT RS

- ME R

— R S P OHER TS DWW T, CLSI A RS54 C24-A3

ZOMO—FICNHENT VB HA RIA v BBT s L, 2

iR OMEERTIEN, XoMHEIcay ha—)LzlET 5T ExE
HTWBIGE, Ui OFIECHES T &,

« Y b a—)VORERSRIER TED IETIAL AN TV R 5E
. ELWITERSEME DN TORWATREED S % f2tb, &tisk Ol
JEERLEHCHE S THRIST B T Lo HF YV TL— 3 VR ELY
BB B, NI Ty a—T 4V TIDOVTIE, [T B0k
FiHHEEBRT L L,

cFLLTy FOMERF Y U T L— 2O EKB L%, 3V
H—)VORERE & ERHIPH 2R T 5 C &

BEEEHAKS14Y

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

Practices” Z{ifl 9% C LW TE 5, 3

TEREDIREE

AFICFHE S N TV B HREDOMGEEZ Sz T a7 v haicD

WTE, BB D 7 v L A HREOMEI 2 BIET 5 T &,

(5) #BR

)

BMABEICIY b a—)LORIEFRRE LT, U2 T IVOFRE L J1
M AT (S/CO) MR X BEHE N5,

F1w RATli=F+ 1) T L—& | DFOEREOFEX 1.0

1w AT, FiFEay b licF v T L—v g VRERE LT
17E¥N%,

S/CO =Y TIVOF L / F1y b A Tl

759

TEHERICK > TR T T ITMCT ZINERENZLENDH S, TOM
WCERENBARENEDBH B 7 5 1DV UL, T 5 HE OB
HEBMTE L,

(RAIERBROHIEZ]
S/CO < 1.00 DIAIIIZNE L HIET B, S/CO = 1.00 DRI & H]
EE RN

HIELAIERSR
S/CO FEARZOR R
< 1.00 Nonreactive FRRAAE
= 1.00 Reactive 2 HPE THMETRETH D
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RIHIE

EEE WS E O RO SReRIE
BE PR A T
Rtk SARDIPED S B 2 KM S/CO < 1.00 B2

BARDHUEDS B 2 AMS/CO=1.00 [

T L= =Yg Ml 255 0OREDFMIC OV T, T 5%
MROLERFIHEZ SRS S b,

FL—V =V DRERT> TORWEEEITIE, FEROHEMIC T L —
V=R FERENIR N,

HIEEDZEE

< Ay~ OWERERDEIRIT IS PIET 256, BINORIEZi T Ol
EAE AR B T L RHERT B,

C MERSRIE, SER, ORERE. BIRTR R E LG THRAEMIC
Hlrd s &

- b MMEF ORI ETUAL, BEROMRE T T T ) VKB L, in
vitro DAL T A BER G525 LhdH b, HEMCEE
EEPMEHOREGIC E 5 SNBEBETIE, TOXI B THEZIT3
BENH D, IELOIFEMEMME S N WIEEEN S %, EHiEITS I
Hreo TR, MOBRNREL 5D ENDH B, 4

c XU RE/ T a—F Wik E O EENC X BB X ORI 2
7o FEOMAFIZIE,. HAMA (Human Anti-Mouse Antibodies : $i~7
Ak MR DEENTOBAHEEND S, HAMA Z58Hkz <™
AE/ 7 a—F)UFRE DTS E Y B THIE LSS, ELWH
EMEPES NIRRT B, 56

+ H OSSR ERERE OBIA TR RIS OS G, FEREEN G T D
5 %DT, HEFERICIHED < BRI OMRERHIRERSEZZFE LT
BEMCHmT 5T L,
HERERMNENTH->TE, YAV Ry « EUF R GEREHIAD R
HTEZRE TR WMD) U REHAEK FIC X 0 FifkmEEFEDMIK
TLTWBHADHZDTHEET ST &,

gl O - 9|

TR LEF—RIIRENLFITH Y, SR TR SRR TR
BENH S,

IRl - BIRM

iR PR EE

FiEHE CLSI HA RS A > EPO5-A2 1> CiTo e T %3 1w kD,
FyVUTL—%, arvba—)LziH LT, ¥R 18 THRIZIT- 72,
2floay ra—b, 260k M3V 20 ARICED 1 H 2 [,
Lird e d 2 EwillE Uiz,

TIRE AR filia N FF B
(BHTHERD) (FepgHir) @
SR il SD %CV
Y27V n o (S/C0)  SD %CV (A ©) (4 )
fetar 359 012 0.009 7.2 0.010 83
~a—b (0.008-0012)  (6.2:9.5)
My 357 278 0062 2.2 0.095 34
~a—b (0.092-0098)  (3.3-3.5)
%L1 350 083 0020 2.4 0.029 36
(0.027-0.034)  (3.3-3.9)
832 358 123 0032 2.6 0.045 3.6

(0.042-0.049)  (3.4-3.9)
a WPENEBIME, FIEEBIE. HAEEEE R S,
b KHEIET Y b L RO A B DRI BT B Ml & i A AEOFF,
RN
715391 flo i H Mk, ABLBEMIAZ Alinity | Y X7 LBXT
ARCHITECT 7 I A Y —Z2HWTHIE Uiz, BERERMMRAICDONT
. BB 72,

ARCHITECT
Alinity i ¥ A7 I T7FIAY—
IR RR

B 7 d Gif4r Geb4r sahmidir  ResRfE 2 R 2
V— n k%) %A% Bt (95% CI) n (95% CI)
g 2625 6 4 0 99.85% 2627  99.92%
i 0.23) (0.15) (2621/2625) (2625/2627)
(9961 - (99.73 -

99.96) 99.99)

ftmE 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)

fhiEEr 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 = FfReEltk. CI = S

A BHIEAER TRATED R E NI HMRAERG MR, s OREMD SR
ALz,

Gt 408 Bl Zu:, 18 K OB / mfE O HBV BELEE O HBc itk
FaPERA%Z . Alinity i ¥ A7 LB XU ARCHITECT 77 5 1 H'—% HIv
THIE L7259, B 100.00% (408/408) TH - 7z 95 % AZHE X [
1£99.10 ~ 100% CTHH ., WFEINZEEEL LT 100%%EFA TV,

ARCHITECT
Wik A 7 3 Alinity i ¥ A7 L 7F IV —
U— n RR Ry s
HBc fifkRitE 408 408 100.00% 100.00%
RR = AR

DIREEE [ B/ VRHRRE

WHO 1st International Standard for anti-Hepatitis B coreantigen (anti-
HBc), plasma, human NIBSC code : 95/522 DFHRY! 7z FU T orhEeE
DFHliZZ1 7> 72, 1.00 ~ 0.05 IU/mL O T MR L7zH > Tz 31y
FOFEE 1 BORSZMEH L TRRE LIc L T5, /ohi&Eid 0.54~0.56
IU/mL TH -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) I U CRHili L7z & T 5. PEI units (PEI U) (3 [EREHS
i (V) RS THo I OWERDH S, 8

ZDHDRESE

AKFw +OWEICHE 25 A % ATRENED B % HAREED G 21T - 7o
LU OffAE 104 B2 5E Uz fikkditk (ANA). Epstein-Barr -1l
A (EBV HUARSME) . ABIFFSS AV A (IgM B HAV FifARH1E) . C BUAF
RIAIVA HCVHURBHE) . & MUBEARIEY VA (HIV-1 Hifkl;
. Hiv v Ak Mk (HAMA), « 2 7))V HT 5 F U HdE#E, Ik
T A VAP, U U TR MR, ST ) 7 =7 X (SLE),
IgG T bV TSy, IKEHHREE Y VA (VZV AR . K
A, BERHESL, NS DRMIKDART v M & 2 EPE R HIER R
& HEIEF S ERCTH o T,

o IR (FETRIRGE)

FECARICERIN U Tz ifn i 45 & T sk 30 i, “Efh R —oligks LT
MR R 30 11l HBe HiiAZIRI L T ARIRE ORI PEY > 7 V72 diEl L
Teo BV TN, TNENI Ty FORMIET 6 HELLLICHEDY 1H 1
FRAE L. i3t (% CV) 2RI LT,

KR 2
WitkA 731 — HEEe 1A (S/Co) SD %CV
FEC AR 540 3.08 0.123 40
Ak R — 540 3.03 0.117 39

@ FRZEENCIE, BIRIIZE), vy LS, vy b - BRI AR ZE
WNEFEND,

) Abbott



o AFRE (FETRRGE) (A LSRR EDFE]
SECARICIRIN U 7z i 35 & OMiinifeRRiA 65 B, ik B —omis £ O

AR 65 BIZHET 5 C LI X D RREOME 21T > T B ilkZ (1) Bk E (fERERSLE) DFEE
ZNFEN 3Ty FOMIET 1 BIIIE Uiz, SECHMIAD S B 6 fil, ik < EER AETHAT SEEHICE. v FHERBX T/ £EEEN
RF—HMefhd 55 9 filld, BHRLER TR & HIE E Nz e DR DOH WCERED B 2MENGTENT VS, FfllE. [ - #BEE (Fv
HNSERI LTz, D) 723 (R BE BEAE)] 22dse, b
R HRINE R 72 3RS A D e R BMERE LI T L 2GR %
=) N ~ Sy AR [ HEIEHIEN TV, TRTOE b HSRYIEIZBEIC RN B
ﬁ@;;; ) [?\y/]\]\l B?f s Z‘Aﬁﬁl‘g& 05 l/o{gji(lyzm) HEEZTC, INSOMFHEB XU MfAlZ, OSHA Standard on
R Bloodborne Pathogens IZfit> THU D5 T &, BAWMEMEZZT. £
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