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D, BROBERDH 2D TGO H 26D L LTHOIS T &, &
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NTVB2EDND 5, iRo THRNC AN D IS LIGEIc
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OFL Y H—* (PRE-TRIGGER SOLUTION)
S KE
O RV #A—* (TRIGGER SOLUTION)
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e PRINGE

17 17
17 o BEFILA D

A% EDTA 71V 7 L
S YAVNDE /NN

AR VPRI L
JIVEEF RV YL
ACD

CPDA-1

CP2D

CPD
Tavih v L
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Hifge LTHIS, MAESNTW S, T—)L Uiktkid, MEssRor
HEEDHGEE N T aRW IS Lana &,
 RROPUREFN ZEH L TV 355, REDTEIRES NS C & THlEks
FAMEDICIR B O[REMED B B
- BERE. MR ORIETE KRS B EEER R0 DT, JIEDBICIE,
MADAEICHEN TV B EHEOMIATH B T L ZMRT BT L,
RIEDE
cDIFRERA LN &,
« HOEA U TR L 7o itk
< 2L TAIML U 7k
< EREZRHIERS 2155 T2 b G & & Gk 7 « 770 > GRifER,
ZOMDAREIHEENTWENWT L 2T 5 T &, HURERIS M
WTARRANC X BIBR% 2 TV A BHEOMERAEZ, mBihseeic sy
HEL TWIRWD T 2 T U EENTHSAREMED D 5,
« AN VOB RZTTOBEBEORKIE. BEN 2RI AN S
D, T4 TV YHIERSRICHE R 52 0NN SH B, DXk
BIGE i < rzddic, R VIRERNICRRZ RIS % T &,
MR DTBERZR T2, fWDIBTOERY hERIZERY hFv T
T L,
RIEDFHR
- BRINE OMEANCER L Cld, BRINE OELE T ORWREIFEICHE S T &
EHEIC X D BRI S 2 08 L 72721 Tld. Mike LT 311
T TH5,
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C BRIKICHEA W T L 2T 5 T L, D A5 NENTIC R T
TZI DR T & MIKBOGRIER < Tz, Wik ITH LWV
WefifdaT L,

MR ER IR 2155 7e8 . ROBKGRERTICAHEE0MET 5 2 L.

< T4 7V Y HRIER T OMORNEY e ST

- FHlE 72 259 2 MefA

E DT 4TV Y RMEK T OMORNEYHRD SNBGEE.
D EET BRI, AGEDORILT v J AIFY—2H05 M, 10 [FxET
pTlickviEfdac L,

HHREIRAIZLL RIS > THEN S %

- WS BRI B RIICTERICRRT BT &,

- BUEELEE U IR, BED RV T Y 7 A FY—F AN TR
93,

- Mifh 7z HHTHER L. BIRICE> TWaEEIE. H—Ick3 Tl
3 %,

c BAD TR ENTOERVES, [E LW S a0 ATHer:
M5,

- Wik EE O EES B,

WRARD P 057

AR LF =TI L, 27&< &% 100 000 g-minutes TiEL7)
9 %,

- T OREMER T a0 BERE I & ARG ) (RCF) OflAGDED
Bl L FICRd
LB RIE RCF Znic A FORME R THRINT 32 C &M TE 5,

NI (5 — 100 000 g-minutes
RCF
FrEL Lo EERER (5 RCF (X @) g-Minutes
10 10 000 100 000
20 5000 100 000
40 2500 100 000
RCF = 1.12 X rmax (rpm/1000)2
RCF - EOOITEEHNCAS 5 N B A EO ),
rpm - 1537z b Ou—2 —[EHE (—RCEOETT

VRIVFRENTOEETE 1pm TH ),
FEO R - O BEREE 1E 0 — 2 — DRI H YD RCF X 721X
rpm IEL TS Z BT 2 X TOREE T2 T
L,
Imax - SUA=RMUVCORLIEO—2 =¥, F:HHATX
T a— (BLEETECH) DOVERHT 255
& (rmax) ZH7CHlEL GEAII YU A—R~L), RCF
EERHT 208N H 5,
RCF (X g) &bl (7)) 723 T U D AL,
BIARRE, BTy T EIIEBRESICE LIV,
NEEEMGFED b N ARIEDFE LTI, IFEZ & X EWIBIHEME
DIH=EFIT %,
RIEDRFESR G
T it IRERIAAR Zofth
i / MfE 2 ~8C 14 HIH fikiE, Ml JRifsko
HIECED ST RET B
TENTE %,
2 ~ 8 COmEMEHIMZEBA THRIFT 2E51E. s Xz miEn 5
M, iEEEA. RMBERZERE Ui, MikiR(Fd 5T &
BRI 6 B8R D IR U7z BEMERk 23 il BatEmudk Griagsin 23 i
ZWE U CTEIRIA & LRz & T A, EHENRIERRISEEIZR S
Nah-ote, Fio, ERMRAIEEO AT ORE ZBFFHNTH -
7z
BREREO VIR LIST 2 C &,
RIEDENESEE
HEARAR A K ORI RIS U Te e, £oRz

g-minutes -

N

ol
IV

T,

(2) thEWE - PhEZH

TR UTeT— 23R ENRHITH D . Bk TR 2R EZRT
Lahd %,

FH5hE

NI E

DUNITR U TR IRE O E 2 STk, Btk (BUsidin 2l
E U THEMERIA L LENTe & T2 EMMARIER RISE BT R S5 Nx
Mol

i2ed =1
F)FUES AR < 3000 mg/dL *
L ZAV4 - <12g/dL*
vyLey < 20 mg/dL *
NEFREY < 500 mg/dL *
X TERINE O 2B OHELBHRIINTH > 7z,

(3) =t

Iy 3 Alinity | A7 LOMIETH D, FElE, Bt BRVED
LI,

(A% - BE (BFAD]

(1) HEORFHAZE
FEE T OEFHVS,

(2) BEEZRE - 236 - HARE
cAREFY FHT AT T AN
+ Alinity HBsAg QT + 3+ U 7'L—% (Alinity i HBsAg Calibrators, #;
%5 8P08-CAL-01, REF 08P0801)
cFyYUTL—HA
Gy - V) VEERREE. Sk MUY L 2R LGE A
(b e (HBs FUEFEME)) 7741 © ProClin 300)
cFyYyUIL—2B~F
Gy - V) VERREE. kT MUY L 2RI LGE A
(e Fm4E), RiEEk#le S HBs BUs (U7 %A T ad)  {R1F5] -
ProClin 300)
Fr VT L—2OUEZ LI NIRRT,

bl=7i3
e (IU/mL)
30mL X 1 0.0
30mL X 1 05
30mL X 1 5.0
30mL X 1 28.0
30mL X 1 100.0
30mL X 1 2500

- Alinity HBsAg QT + 1> b —)L (Alinity i HBsAg Controls, #f#=

8P0O8-CNT-01. REF 08P0810)

s &3> Fr—)L (CONTROL -)
(FEEaW v LU Mg (/7R HiEHL ProClin
300)

s Bty o—)b 1 (CONTROL + 1) Bt > s m—)b 2 (CONTROL
+2)
(EaEhW ) VIBRER, 2 R EZEA (Dodsk, b
SO ANEERR e S HBs U (U7 2 A T ad/ay)  {RA74]
ProClin 300)
WS> b a—) Ui HBs HiERETH %,

O b u—)LVOREER X CEREIZ L FORT,

=13 i PR

NE & (IU/mL) (IU/mL)
[conTroL]-] 80mL X 1 #5000 0-0.04
80mLx1  #3 025 0.16-0.34
80mLx 1 /&P 17500 113.75-236.25

a3 Acid Blue No. 9
b {612% : Red D&C No. 33
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ICHB B EEPZRT T2 C L2 fIEd 5, i) B 2 3% E
T BIDICE BT NELAT A E LTI IART NS,
cFvUTL—vay -arvha—iay ko - EEny b
cFrVUTL—%ny bk - BaR

Hhisk CESDTZaAY ba—)V T L ETE S,

+ Alinity HBsAg QT FI#R{AT A (Alinity i HBsAg Manual Diluent,
ih7%= 8P08-43-01, REF 08P0843, 100 mL X 1)
(EREEY: 7V L e Mg (#4275 ProClin 300, HiEH])

© TR (Alinity § ¥ 27 LHL 7 P{bF B Y LEED)

AR DOEAEIC IR B LFIC DV TE, T 2 B OB £ 25

gz L,

A VTPV AT RER AT OV T, [T 2 S ORI E %

BT B L,

(3) RIEMEBRDIREE

WD TUEZITIRNS, RFY VAT v AT 7 AV BRI A VA
V9B L,

7oA T7ANDA YA N—=NVHEBXTT v AT A—2DHE
TRy BT JFEOFHNCOWTIE, AT 2 HERONEGEIHE 22T %
&,

7w AT A—=ZDHIRNC OV T, i3 22 OBIEGIEZ S
B35,

FEEROBAEICEET 25FNC DV TR, M9 2 #E8 OBURFIHE 2 50
ERCTERaN

(4) BIE (B4F) &

L FrUTL—% GFeh) XA A 7ms—7 )b, arya
F—hz3:2:208&THERL. LFOEBO KIS 5,
cFY VT L—RYBEMKICI A 7 a8—T 4 2V ENZ, KIEEYE
%,

s RISz RER, 2V ar— R ENA, RISE85,

c RSz RES, 7L R A= 100 L ZhiZ, KIGSE 5,

« FUA—300 pL ZInA . KISEBRIOFN (G ER 400 ~ 500
nm) DFCHEZRET S,

2. Fv )T L—ZORENEN 5 HBs FilfE & FEme ORI
ROSNIEED AT —ICREEI NS,

3. BUIADIOEHRE R, WEO X T —ICHET N TV S REER & g
23T Lick> T, Hilhhd HBs & 2R % .

RIEE

HEFNEOZANE AT 2 B OB E 2S5 2 &,

cTRRTF 2 — T E R T 2 — T REHT B850, RIKED T
Th2 L2l d 208N %, [T % RO IEkEIHZ 223
ITBHTE,

« BRI O R B FUINRIC T 5 728, JIERARTICY > TV T
HYIRROY TV A>TVB T EZTERT BT &,

[\ YTy T TORAKZEIEREL 10
R, BEBICET 255
* WIEIE DY > 7))V T 125 pl
CWCY YTy T CEIIE S B Y& OB > F)VE 1 75 pL
IR Y TV =Y vick Y MMEL 3 RFRHILINICHIET B 55 -
* WIETE DY > 7))V 1 150 pl
s WYY Ty T CENET BFEOREY > 7 )UEE 75 pL
Y TV R =T vicy MME 3REIZBEA THET 255
UL MELIEY Y ST %,

CAREOF Y VT L—2EBXCaY Fa—)VORDFNTEICDONTE
BT LT L,

« IR IR O BETEIC DV TR, (T 2 BB O BRI 2 2 20
ERAReRaN

IEULWERS R 2158 % Feoic, T 2 Bas O BUkEH#FIC > TH
WNIEA YT F V A%1TD T e M DBEN K OB A TF >
AZEDTOBEE, Maahia OFIHES T &,

REDHER
HBs HUHDHREMA 250 [U/mL Z 82 2 #ifkid, "> 250.00 IU/mL" O
TS TWEREND, TORKICOWVTRERINEHOTHERIET S
TENTES,
FHER
HESEZSIRAE% © 500 i
999 52 A MU TDIRNT &,
P> 7 25 pLicxt UC Alinity HBsAg QT FHBAT BRI 475 pL % i
LT, 20 f5AIETT 5. KT 20 AR LTz > 7L 20 pLic i L.
Alinity HBsAg QT FIRfAAFRIE 480 pL ZERANL C. 500 fEARZIT .
F— X O EERIAE R T F 7213 QC 2T T, HGERE A1
BT &, BPUGREMEH LT > VIESNHSIICE T X N, WS
B LTEEND, BREGEEDT ZE1OUEMA 0.05 IU/mL XY
G EBESHENT BT L,
TR E AT Uk o FE0E. SR 2 WS 3 % il b e A asR
NF B T LRI > T IVOREH 0.05 TU/mL A T %A
ZOMRITME LT & MYARRERTHINL, HET 2058
N5,
TRDA —Z—JTHEDOFHNT DOV TIX, #iH T 2 B OHEHIEE S
W3z,
Fr)IL— 3>
Fy V) T L= g YOFEITDOWTIE, T 2R OEHIEES
B3z,
Fayhro—VEMEL, FrUTL—ra U EFHMITAT &
—JE, BRREIIZ Lz vy ) T L— a Y OMENEIMC R EI NS &,
ZFOBRBAET LICF YV T L— 3 U RITOIRERZ DD, ROGE
WKIEETFY U T L—a VTS,
Ly MESOMET Y MEMHT 55
c Y ba—)VOREMD, AFITHEO R THRETFIRICE DN T
BOE LT M SR ORI 2 AN TV 556
« OV a—)VOE R 2 A TEICE DO CEEE L TR WG
Bk, Piad s 30 HMIC—EHFYy VT L—a 215 T &,
TE S8 RAZ T OTREE D B 250 D A > 7T 2 ARSI FEHi L
FeGEE, BEy ) T L—ya v EREE T ZAHENEDND S,
mBEEEAE
AKFy FOBAEH Q41D ki, 2REOIY ba—ILEH 1
[\ET ST &,
FERZ RS EEEHTHICHEN . BB AT Y b a—)LoJlE ZEmng
%5
FRHNTEICE SV Ta Y ba— VOSBRI ZRET 255, SHEIC
meTcayra—)bogay ki, =7y Ml X OB
FERIICEZEOH % 2> b a— )LD T LIS & iR TRETNETH
%o BA (3~5F) MICHED. 20 B EORIERTT> TELNIRlE
fEEHWT, RSN Z Ml (2= y M) &iZ5DE i) %
RET 2R EDTENS %, WY S Z R E T 5 72OICE BTN
TEHEA L LT IAETF 5N 5,
cFyYUTL—vav
- gk b
- FvUTL—&Ow h
cTaby Y TEY =)V GR4TBRIES)
- JIE 7
— MR S E I OHEEFIAC DV CE, CLSIAA KT 12 C24-A3 ®
ZDMO—HHANHENTVBHA RSA BTz L, |
s DBEN K DIHEIR A VT F VY ARED TN B85, Yikhiak o
FIHICHES T &s
« Y b a—)VOREREER TED SRR SN TV 5E
. ELWHTERREME SN TOERWATRENEN S % 728, & liiskOks
FEEGEICE > TRIGT 2T &0 FFY VU T L— 3 VR
ENH %, bT TV a—T 4 T OVTIE, T 2RO
HEEBRT ST L,
cHLVLEy FOMEERF Y ) T L— 2O EBB L%, 3V
O —)LOHIE R & BRI 2 TR 5 T k.
BEEBEHIFS1>
FEIEERDNA T4 2L LT, James O Westgard, Ph.D. @ “Basic QC
Practices” Zfdifid 3 LN TE %, 2
THREDIRIE
AR E N TV B MREORGE A F i TIT 2 BAO 71 h a)bicD
WX, BEIREGHIED T v LA MHEDMGLZ BT 5 T &,

) Abbott



(5) ®BR

B

ARFw M. 4PLC{E (4 Parameter Logistic Curve fit, Y-weighted) 7%
HOTFY VT L— 3 v h—T%ER L. #ERz2HEINT 5,

759

WERRICE > TR T I TS T S ITBNERENZHEDNDH S, O
ICERENDARENEDH 25T T 71DV TIE, i 2 ¥ 0Bk
HeBMT D L,

[CRIERROHIEZX]
HEMEA 0.05 TU/mL Al A, BEMEEHET S, AEMMD 0.05
1U/mL DL F Rk, [tk EHEs %,

PIEIAERER
Tl BEaRZOR ik
< 0.05 IU/mL Nonreactive A RE
= 0.05 IU/mL Reactive 2 HPAE THMAET AN
TTH5
BRERR
BEERZOR e
2 A & & Nonreactive Sk
1 A&7zl 2 K& & Reactive PRI

¥ FHMEGEMRAZ. BREIC X AR T O RETH S, L b
HBs $itk% F W 2B BV T RIS B Nk 7z Gk &)
ET %,

T L=V =B X ORGBIEHEE ST 2 58 OFE DN DOWVT
. AT ZEROIIEIAHEZSET S L, JL—Y—VBXUM
PR IE 2R ATRER /ST A— R TH B 128, Bk DELHITIEC TR
ETHT &,

HIEEDFEE

sV IaYeF Y HBsHURZMHA LTV HBV U 7 F 2V aikb L
B ARF Y B O XS R RS IR RS — R B & 72 B
CNFT 7 F e LTHREEINTHIEDNRRNTH O, w1 )L AEEIC
KBEDOTREV, TI7F X BREORERRIE, @ O%LEY
o F % 14 AMZBA Tk 2 2 2ldanaon, 352 Hi%
FTHBILIZE VS E LD D, 4 WIERSELSGIETH > TH, FK
JREBZR LTV RS &R0,

CURES T a—F Ui E O ERIENC & B2 X OTRRE R 2
7B oMtk iE,. HAMA (Human Anti-Mouse Antibodies : i< 77
At MR DEENTWAAREND D 5, HAMA Z3 0k Zz, <
AT/ ya—F)iikEHOwTWwaSEFy FTHIE LA, IELL
TEMENE S NI OCAREMD D %, BWIZITI ICHTz> TE. Mol
HWARTEL BT MDD, O6

< ARFy b OWERSRDERATRIC PGS 256, JBMORIE 2T Ol
EAERA MRS 5 C L AHERT B,

CBMETIICH o TE. A%y OJERROAR TR, BEORE
. DR E I IBHEIF R~ — I — DR & Sb B THREIITH
Wrasc &,

+ H SRR BRE ORIA TSRS OSE . FEREEN G T D
35 %DT, MEFERITHET < BWHI MO MR DR IER S 2 ZE LT
BEMCHmTa L,

[ #E)

TR U T =2 3MRENZFITH D, Fitiak ClEBRR SR ZRT
BENH 5.

RIEEE

TEFGENE. FBER K OUSA 7 AT AT v~ OPEREZFARPENIC
HBRAGEMEFEP (U/mL) &9 %,

AF v FORFEEFIE 0.02 ~ 250.00 [U/mL TH %,

IEREY - IR

Meitl& CLSI HA RS > EPO5-A2ICHE> Tiio oo T 443 By b DL,
FrVTL—%, arvhro—)LzEHLT, #3158 TheZiTo 7
FpfEa >y ha—VBX T 5 FOHL Y LR e ks L% 20 H
CiED 1 H 2@, A ed 2 HELR,

I P R B s AP B
(PTG Grarggitt) 2
P SD %CV
YT n (IU/mL) SD %CV D) (gt b)
Y 359 006 0008 130 0.008 14.1
(0.005-0.011) (8.7-19.8)
2RIV 2 360 1.19 0094 79 0.098 8.2
(0.089-0.110)  (7.7-89)
2R3V 3 360 1856 1.083 58 1.266 638
(1.154-1324)  (65-7.1)
ISFIL 4C 356 8099 3284 4.1 4121 5.1
(3.710-4.435)  (4.4-5.5)
RFIL5 360 247.78 16042 65 20.726 84
(19.103-23.132) (7.8-9.1)
By ba—L 1356 026 0011 44 0012 47
(0012:0013) (4.7-48)
By br—L 2 359 16808 5759 34 7.350 44

(6.980-7.536)  (4.0-4.5)
aENTEEE, RUERTTERY. HEREBEZ ST,

b &EIET y LI OHA DRI BT B FIMill & B AT OFEH,

C AU 2 FIRESD BTz, CLSI A RZA > EPO5-A2 IChEV, FRllE
LRI LRED LB D Th o7z FRIE LD - I G OHIENEB
P (BHTREIE) 1 CV 7.2% T Hisk P A B (Ra M) 1 CV 8.3 (5.5-9.6)
% Tz,

BIE TR

CLSIHA RS54V EPIT-A2ICHE> T, 38y FOREB LIV 26D
Beasz A U, 3 HEL RIS D M z1T > 72, LoB (75> 7 L.
LoD (RRHIFESD. LoQ GER T ORAEzELL NIRRT, 8

IU/mL
LoB? 001
LoDP 0.02
LoQ® 0.02

a LoB WBEYaDY > 7% 60 L EflE Lz ED, 95 /58—t
ZA KIS T ZWETH S,
b LoD I3EHEY > 7 )V 60 [ILL EHIE Lz & 2, 95%DISHET
WETEZRNEETH S,
¢ LoQ X KHEREY > 7L 7 60 [mILL EMlE U CTHEH U, $eTRTRE 0.025
1U/mL DL RICHIYS % i/ N & Uz,
RN
e PO PN e
A O My 45 & CMsERAGE 5113 fil, ALHEERAK 220 #17% Alinity
i AT LNTIE LTz, PR ERIIAER, Alinity © HBsAg QT - 77Ky
b (RS & WA 21T > 720 MifAlZ ARCHITECT 745
APF—=TEIERITO. M T 255 3Rz 72,
Alinity i

Alinity i Alinity i 27 1\ Alinity i ARCHITECT

AT L VAT L WS YATL T IAY—
J173 IR G4 RR G FafE? REEME R

V— n A%  2k%) GfRR%) (95% CI) (95% CI)
#3076 1 0 0 100.00% 100.00%
ikt 0.03)  (0.00) (N/A)  (3076/3076) (3076/3076)
(99.88%, (99.88%,
100.00%) 100.00%)
ftm# 2037 6 0 0 100.00% 99.95%
it (0.29) (0.00) (N/A)  (2037/2037) (2036/2037)

(99.82%, (99.73%,
10000%  100.00%)

#5113 7 0 0 100.00% 99.98%
it (014  (000)  (N/A) (6113/5113) (5112/5113)
(99.93%, (99.89%,
100.00%  100.00%)
AR 220 2 1 1 100.00% 100.00%
Hhik® (091) (045 (10000) (219/219)  (219/219)
(98.33%, (98.33%,

100.00%) 100.00%)
IR =#JmIfE, RR =fHRelift, CI={EH<H, N/A =JEmst

) Abbott




aJEhAifsEfR (HBsAg QT-7 R b (HEREatSR) 33K 2 Z i L 7 efk)
DFERM HBsAg QT - 7R + (MRS DAy M A THELLET, o
D HBs fitk GREE 1) 1 X 2D 50% L LOSHEAIC, HBs HilEiiE
FRRRBRIGE & HE Uz

b BRI D TR L T & - 7o ARtk 1 filld ARCHITECT 7
F I AP =B XU Alinity i ¥ AT LOMERRERTIICHETH > 7278,
R DT HID SRz,

MUFERRA, Z OO PpEES

& & MAEDXRT Kifk 50 il HIlE Lz & 25, FRERTEORAIT R
o izo HBV BHYELIN OEEEF Mk K ONEICHEZ 5 2 2 1ThE
WD 2N 772 &Mk 333 flZ Rl Liz& T A, 7 HIDFEHRERME T,
ZDTHIDS B 6 FllHERRERETH - Tz,

IR RR TR Rk @
H17dY— n O2k%)  Citatk%) R RR%)
i / M7k 50 0 (0.00%) 0 (0.00%) 0 (0.00%)
D IfiERR A

ZOMOBEESED 333 8(240% 7 (2.10%) 6 (85.71%)

IR =#]lf7ME, RR = FRasfaitk

aJEhfifikR (HBsAg QT- 7Ry b (HEREad3) &3 2 Z i L 7o ieh)
DR HBsAg QT « 7R b (MGEEEED) DAy AT ET, »
D HBs Hiifk GRASE 1) IS KB HIEN 50%LL LA, HBs fifiiiE
ARG & HE U Tz,

b ROMAAN 575 % :CMV Hifk (10). EBV Hifk (10). HSV #ifk (10),
HAV itk (10). HCV itk (10), HIV-1 Hifk (10). HBV 77 F 4%
53 (10). mhitk (10), Y 77 =ik (10), KIGFEZES: (10),
FERFER G (10), MidgE (10). Fikxbitk (100, V< F KT (10).
LA HE (10). 20k (10). i (163). 7))L a—)VIERREE (10)
BE

WHO International Standard Second International Standard (2003) for
HBsAg, subtype adw2, genotype A (NIBSC code: 00/588) %2\ T, 77
WIEEOMGE 21T o7z 38w FOMIE, BRU 1 OS2 L7,
Ay OHTEEEE 29.84 ~ 33.50 mIU/mL OHIPHTH - 7z,
REARIE S

HBV Genotype A. B. C. D. E. F. H#/AG 42 ffil. ZuMElIsetA 12 Bl
PBIEEIM A 215 ], s fEREIERR A 50 B, (KAEREM A 21 i, Zofth
HBs HUERFEMA 101 7% Alinity 1 > 27 LCHIE Uize FAREERG MR
144 Alinity ¢ HBsAg QT 7”8 b (FERERARD) 72 W\ TRz 17 -
7zo MifRl& ARCHITECT 75 A P —THHMEZITV, %43 5551
T2 217> 72o

Alinityi  Alinityi ~ ARCHITECT
VAT VATL TFIAY—

Witk 731 — n RR S S
Genotype A, B,C,D,E, F H 42 42 100.00% 100.00%
(42/42) (42/42)
A HBV R 12 12 100.00% 100.00%
(12/12) (12/12)
181 HBV /&R 215 215 100.00% 100.00%
(215/215)  (215/215)
Z DO HBs Uik 101 101 100.00% 100.00%
(101/101)  (101/101)
(e R 50 50 100.00% 100.00%
(50/50) (50/50)
TEAER 21 21 100.00% 100.00%
(21/21) (21/21)
&t 441 441 100.00% 100.00%

(441/441)  (441/441)

RR =R ERHE
FRRUEIE 100.00% (441/441) T, 95%(SHEXHEIE 99.17 ~ 100.00%
‘(“%’)?‘Co

tOoavnN—v 3 VEE
MO a2 8= 3 28300 32 flERIE L. OB ZTT- 72,
FIRARHEAR A > Md. Alinity © HBsAg QT » 7Ry b (FEgRaS0) #
N CHERGABRZ 1T 5 720 783 )UIE ARCHITECT 7+ A ¥ —T & HIE
AT, MY 2 HEAEERRR 2T T T,
Alinity i & A7 L&, 7839V 32 il 6 filic 38U C HBs $iliiz 2 ~ 5 H (R
MH 15 BB Uiz, ARCHITECT 7F 5 H—i&. 7$%)b 32 4
1 BN NT HBs Filiie 7 H (BRI 1 E50) BB Uiz, 3%
JU 32 ik 25 filic 38U T Alinity i & A7 L& ARCHITECT 755 A H—
DRI TID o Tz, ARERMRAER 56172 LA FITRT,

Alinity i ¥ A7 s ARCHITECT 75 1 #'—

WIER 1% IU/mL IU/mL

NRRVID OFE BE=Z0051U/mL  BHE= 0.05 1U/mL

11000-01 0 0.01 0.01
11000-02 3 0.01 0.01
11000-03 12 0.02 0.02
11000-04 14 0.02 0.02
11000-05 19 0.04 0.03
11000-06 21 0.06 0.04
11000-07 26 0.12 0.11
11000-08 29 0.18 0.14
11000-09 33 0.59 0.49
11002-01 0 0.01 0.00
11002-02 2 0.02 0.01
11002-03 7 0.06 0.04
11002-04 9 0.07 0.08
11002-05 35 44.06 42.39
11002-06 39 14.22 12.81
6271-01 0 0.01 0.00
6271-02 3 0.02 0.01
6271-03 7 0.06 0.07
6271-04 12 0.39 035
6271-05 18 2.64 263
1101201 0 0.00 0.00
11012-02 2 0.00 0.00
11012-03 8 0.01 0.00
11012-04 18 0.06 0.07
11012-05 20 0.10 0.10
11012-06 25 0.33 0.36
6288-01 0 0.00 0.00
6288-02 3 0.02 0.00
6288-03 7 0.01 0.01
6288-04 10 0.03 0.02
6288-05 14 0.10 0.09
6288-06 17 0.13 0.16
6288-07 21 0.30 031
6288-08 24 0.44 0.51
6288-09 28 0.58 0.65
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HBs FRZEAZRIKDIEH

HBV (& thod DNA & 1)L R & Bix b | WHlE5IC K > C DNA 29 %,
TR G IR IEREREDS 2\ b, HBV A )L A DFJRIRZE R R
fthd DNA A )V Z XD & 10 55500 9 F2RZFoHIC i3 HBs HilFioORE
WERZEEEZED0EH . FOFE HBs ik T Y h—T7 %Rk Lk
{122 850 H % HBs Pl ZEBkIZ (i, 7 & F i B
[RIFT R AEEERS . HBs TUERAEORHED B E N3, HBV g7
Fa FHIFIOR %2 TV EEEGTILHMOBREENTHRE SN
TWb, I16 i &> TIFZLRZE A EH T, 9 1012 HBs HisilE
Fv BB ERTIBEN D B, O

RG> TV D) av ey MEERER L 35K UZEIRE Rk Gly-
145-Arg 2 &8 7z 9 MDD HBs HUFZERALEMY > 7L 50 Bl 5% .
7151 #l> HBs HilfZesRZE 8k S 2V R U TR R T o Too J29RZE
FRY > T VIR T HIRRD HBs FiAZeRZE Bk L [/ U7 2/ BERCY ]
ROV AVEF Y MUEMEAEIN TV, U ar )y MERAR
> 7V 50 Bl 5 5 43 Bilid, HURDRER @@ O 120 ~ 145 HHD
72RO BEBRPEAE G T, B rEROY VT IVH 23
BB 2 o FOY > TV T 8 3 ~ 12 DY > T )Uh 16 il
HBs #iiD 122 HE K 721E 123 FHD T I /HEORICHIADDH Y
TIWINABTH Tz Y TIETRXTEEMEAIV D LML e S MiET
R U, fthod HBs FilE ey b TR /RS IR I T U 7z,

N T D HBs HilEZERZ B > 7V Alinity 1 3 A7 L THARE R
7R U, BEI 100.00% CTH o7z, E7z ARCHITECT 7 )T A =TT
NEOY VT IVEHE LIz E T A, KR 100.00% TH-> Tz,

HERAME N BR A
- MENZ CLSI H A R 5 > EPO9-A3 I it » TIT o fzo M7
Passing-Bablok 7% i 7z, 17
AT n AHBIGREC Uy MiE RSP
Alinity i ¥ A7 I (i, 1U/mL 123 0.99 002 103 003-
vs ARCHITECT  Ifff# 24217
7F A
- CLEIA & OB OMGET 21T 5 7o 117 BIDMADEERS Rt H
BRE r = 098, MIRERRIE y = 0.98x + 0.07 TH -7z, [l /51
(& Passing-Bablok %% iU 7z,

RIFROEEYE
F+ 1) 7 L—2&iZ, HBs$iJii WHO International Standard (7% A7
ad, 80/549) ITHEHDWT, FREICHINL THHEN TV,

(e LEXIZEERL EDEE]

(1) Bk LE (fBRERSLE) DFE

CEEANE AT AEEEICE. v FHRBET/ ERIEBEN
WD H 2WENFTENT VS, abild, R - BEE (Fv
FOWR)] Fzid (BE - BE BEAD] 28852 E, b
FHSRPNEL & 72 I3 RTE LM DY e 2GR LW T L 2 {R5ET %
BRI SN TVERY, TXRTOE ARV BN BN H
BLEZT, INLORFEHB XUt MMifkid. OSHA Standard on
Bloodborne Pathogens IZfit> THLD 5 T &, BAMMEZET, X
12l ZF DD BB DOVTIE, NA AL TT o LNV 2, &
TS 2 3 A A XA T T ¢ HHER T B T b, 1821

s aAVYa—MIHEENS C MHDRYIEIX HBs HUEEME. HIV-1 RNA
FaPE & 720 HIV-1 FibEFEME. HCV HikREE, HIV-1/HIV-2 fifkRa,
HBs §UAREMETH %,

cFr VU T =X AICHEENS & MDY HBs HUREREME. HIV-1 $i
J5BaPE % 7213 HIV-1 RNA &1, HIV-1/HIV-2 HifkBarE, HCV HifkRarE,
HBs HiARZMETH %,

*F ¥V I L—%B~FRIAE LR E N HBs HiRB LU e MERRE
o, b MERYIEIE HBs HUEREME. HIV-1 HUREREMEE 721& HIV-1
RNA [&1, HIV-1/HIV-2 FifAF&1E HCV Hifkkatk, HBs filklatcdh %,

cfEEaY hm—ncEENS © N HDREE HBs HURREME. HIV-1 5T
JEREME & 721 HIV-1 RNA B&1%. HIV-1/HIV-2 HUAREM:. HCV Fifkbatt,
HBs §ifAREMETH %,

cPEtEaY Fa— WIS e R HBs Bl KOt MHSRTEE S
F, & NHORYIEE HBs FURREME. HIV-1 HiEEE1E X 721& HIV-1 RNA
Bk, HIV-1/HIV-2 HifkREME. HCV fifkRE1E:. HBs ifkkEt:TH %,

c RIATRURICE £ N5 & b HRYIEE HBs HUEREME, HIV-1 HUsEEMTE
F 7213 HIV-1 RNA F&1. HIV-1/HIV-2 HifkkaPE. HCV HifkkarE. HBs
FUARZIETH %,

s AKFw FORETIE, b MRKZIO S, BAIE, HIV, HBV,
HCV ZHDRRDBNNHZEDE LTHO RS T &, MBICHI>T
F. EROERZET 5720, EHOBK, [WEL A7 BXITMHEN
BTFRZEM L. EROCEBEXRy T T3 ITbRNT L.

< DR S THRINC A S T BITIOK T TS eV I F OIS
B2, RENHNREMDOF Y TERZIF BT &,

s PUA—RBTIVAVIEERTH Do [ERICHEL TR, SN E R
LD, HICALBBRWESTERT ST L.

c ARHETHMT 2SI, RIS LT DT PU D LOEE
NTVBEDNH%, aflld, [FK - #BEF (Fv bOER)] 7
& (R - BE (BFAER)] 22T 52 L, Bl ofhic X v I
ICAMEDTRNAANFEET B0 WO S BUEHM DAL, I, <A
JERER L. &KL IREKRZWALENT &, WAYE ZUARRE
UIEETHET ST L,

RORAFSAC B B falRfrF LR, RSz R d

[coNJuGATE]|

O

e AFIAVFT VOGS

H317 T UIVEFMEERIGEERC T BN

RETTH

P261 SR/ LK) AT L—DWATERET 5 T L

pP272 HRENTANERIMEEG N O E TN &,

P280 TRAETLS / R / IREEIRE 2 5 I 5 T &y

[SREE

P302+P352 RIS LTeE T ZROKTHS Tk,

P333+P313 B RGHRNS E 72 13 F WV E Ul © B D% /
FUHTEZTIBT L,

P362+P364 HEREINIABRIHE. FHER T 25813
ZTBHT L,

BEE

P501 | / Bl 5 L CHERT B T L

RORAFHAC T B falfr FPER I, R g -

O

S AFIAVF TV EEZE

H317 T UIVEFMEER GRS T BN

REXH

P261 SAN/ R AT =D AT B T &

pP272 GRENTANERIEEG DO E TN T &,

P280 TRAETLS / R / IREIRE 2 55T Ly

[CREE

P302+P352 RIS LTead T ZROKTHES T L.

P333+P313 R BRI E T2 3 FEWVE Ut IRRRODR%E /
FYTERZTFART &,

P362+P364 ERENTKBRE . FHER T 2581 3T
Z3TBHT L,

BE

P501 [N / 75337 @Y 5 1k CHERT B T Lo

RO KSR BT 3 (Gt S W, TEE % R J : [CoNTROL[-]

[cONTROL[+[1][CONTROL]+]2]

O

=L AFIAVFTVA L EEL

H317 7 UIVENEER GRS T BN
RETH

P261 SR/ LK) AT L—DW AT B T L
pP272 HRENTANERIEEG N O E TN &,
P280 RAETAS / IRt / RIS Z ST 5 T Lo
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ISREE

P302+P352 R a5 LIt © 2ROKTHS T &,

P333+P313 R T2 3 FEBIVE UT e ERI D35 /
FUTEZIFBT &,

P362+P364 HRENTAEZHIE, FHERT 251300
ZITBHT L,

BEE

P501 [P / A B i) 5 7 O T B T b

ROKIIAC BT B Fr PN, e =g

&

g AFIVAVFT IO EES

H317 7 LIVF—E RS T BEN

REXE

P261 SAN/EK S AT L—DW AT BT &,

P272 R ENTAEERSIEEGD SRS RN T &,

P280 TREETFLS / (R / (RIS 2 ST 52 &,

ICRRE

P302+P352 FREICAE LTeht 280K TkES T &,

P333+P313 BRI R 72 13V E U TG G« RO Z%E /
TYTEZFZT L,

P362+P364 ERENTASAZE, FHER 253U
BT L,

BEE

P501 |EY /el L TR 5T L

WBRT—R2Y—1 (SDS) 1DV Tk, HARY—PKR—rtrZ—IC
BREWAEDEL I,

FEERETN DL R EOTEDOFHNC OV TIE, i 2 Bis DUk
HEBMTD L,

2) FERLDFE

—RR R EIE

« (ERIIR 7238 & 7o s S 2 (i L 2 &,

v MNEREEES Sy bOEREE T LT &,

ci—Dmy FESOMMETH> T ETEET LI LANVT
Lo

SHEOHERL

< PRI T2 LTk, KB OF FREOHICHIEAEIRML THL T
& RN DI % By, 5 REERRAT %, XKISHO
LEFZESICUT, 5105 BEERRAT %, R — 1) v DR
FIVNERRRICITEED K OTET BT &, A7 8—F ¢ 7))V,
HEEHICEER FVOHZEICTERT 2 2 e Wb 5Tz, TOXIICE
ML THELIREND S,

RMORERE UT, ad3EFy FORERICH 2UANF = v ZHFIC
Frv AN,

ARAU TR — R Y w DIEEC TV B HEEEDN S B 128, 11T
TIRRET 1 RfE &, JaAH A % DZRFD,

A — MYy UEEE LT LES A, @M ET T ATHENE
MBI, SITIZIRET 1 BFE X, JWAHA 2 DZ1FD,

< AFy FOMKRIEOWEEZIZGEND D, H— RV v IHNOR
HITTADEET B &, WERHDE L frbn 3 itk s [BHAR
JEU., IELWIIEREMES NRWITEESD S %,

IR O P FOVEE OIS DWW TIE. i % HBR Ik %

ST B &,

HEORE
A7
KEIH 2~8C

REREHIE M7 oS

fEHBRE T LCRRETHET ST L,
NLTTRREETCHRIEE AT
Tho i3 A—1r U v Y
. AR ERMIC 10
mIEAERREAI L, 37T REE
T 1 RHEKET 2 &,

e BIOREEE 30 HiY

BAEE 2~8C FHBIRET LTRRETHET ST L,
VITHRIREETHREE N T
ol —1r U v Y
WBEERT ST L,
IO GG K B 1ERE
DOHLZEFE < 128, RFED
Fvw TR F Y v T
WM LanT L,

PRI IIHEAMCERE L E EMET B0, HBVIBHEIN SHO LTI

1759 %, A2 BmADEO LIz Zd, FrLOIHEy v o3

ZED, ITRkEFX2~8CTMHRIFT ST L, B SHLO LU TRIF

T BatHIE, LTIRER DD, EEDER ML AT THFET ST

LR HERT B,

I R SHD HIEIC DOV TR, (EHT B B O Bl

HEZBIHT BT L,

HENHIL

Fy )T L=y a Y TCII—PRELRGED, aY ha— Vol

NERHIPAZ AN T2 5E1E. MEDNBE LTV A ATREIENE Z 5N

%o FoNIMERKREHS E L, HlEETS T & BBITISUTH

FrYUTL—varE{ToT Lk,

I TNy a—TF 4 VT DNTIE, i3 2 Bk O NS = S

ERCTERaN

Fr)ITL—20%(H

« ZOX XA TRERIIATH %,

« 2 ~ SCOMAELEAM D th LTcts, I ICHERATRETH %,

 (EHATICEER M HRBIRAIT 5 C &y

FrUIL—20DRE

- (EHBIZBEZ T LN &,

TRAATREE IR ORI (XA A
KREEH 2~8T AR E T
FEE 2~8T AR E T LW+ v v 7T,

#H2E O THRIET S
&,
fEH#%IE 2 ~ 8 COMRTE
N e
Fr V)T L=, BRIty FUTHSEONTETH, WEINT
WiEWKIE LTIy F T8N TW5, BERBDND 5D CHED
SNRERMZ#BZ 2 L, EIICOF YU T L—2EMHTE R
ERET, RERMIZT v A/8F A—Z L E—MIREN TV,
ZHEEHIROREMIC DV T, i 2 s ORUGIHEZ BT 5 C
L,
7wl AIRT A—ZDOARMIC DOV TIE, (HHd 28 OEHkFiHE 25
Mz e,
Fv¥ )T L—2OFERFIE
cFrUT =20y hESIZ. Fy U T L—ZOMICHME T
BN—O—REHVWTRET ST ENTE S,
cFP VT L—RTF—ZOBEICONTIE, 9 23O B 2
BT BT &,
cF Y V)T L =2 =X —JEB R UOERAND LY N LDV T
&, (T 2 HEROBILGIHEZSIBT 5 C k.
av bOo—ILD#(E
* ZOFEFMEHNRERRIA TH S,
« 2~ 8COMFLITTAh LD LTcth, § QICHEHRRETH B,
EFHRNCAERMICEEEIRATT 5 T L.
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O baO—ILORE
fEFAEIRZE A TR LanT &,

CRIFIRE R A7 EOTER R
KREAEH 2~8T FERIRE T
BEE 2~8T MR E T =2 PO TRIET
iy
% 2 ~ 8 COIRTE
BN R G T &,

J¥ bO—IVOERFIE

OV A= )VOREERESET SICE,. RMVEREEICLT, BEa
Yha—)V% 63, Mtkar ro—)L 1 Z 6§, MitEar ro—L2
6. TNTNZUT BMEDOY > IV T TS %,

OV hA— VDX —X—FEB X UEIRADE Y M TIEIC DOV T,
T 2 BEROTHFIHHZBIRT 2 2 &,

FyUIJL—%, avbto—Ibn%e

. WRNOB, Y., Fry )T L—ya VIR ETE S kv, O
Vb a—)UVEHRI NN S T EOBSRNEH SN B EE. Fv )
TL—a2pay ba—)VhBHE L TV AEENH %,

RIEFBRBEDO%ESH

« ZTOX EMEHATRERIIETDH 5,

« 2 ~ 8COMEHATM IO H LT, 3 ICHHINEETH %,

RIEFERBRDREF
- fEHBIRZEA T LAV &
CRIAIRE IR ORI {7 L DT

KREAE 2~8T IR E T

B 2-~8TC ERIRE T w20 < S TIRFT %
Tk,
VLTI IRRETIR1E 9 %
Lo

% 2 ~ 8 COIRTE
B Rd T &,

RIBFIRBRDSHE
L, RO, D DD SNB LA RIKFIRIEAHILL T
BAHEMED D % o

(3) BEELDEE

« MifkANCIE HIV, HBV, HCV HDOBHMDE OWEET 2N H %
DT, B, HHE A IR SR ) v L (AR
£ 1000 ppm. 1 BFRILLERE) £2E 70207 0vTe R 2%, 1
REMILL BIRED IS K2 WEWE, S50 EA— M7 L—7 (121°C,
20 PLLE) 1T KB WMFEIIRZTTS T k.

B X UBRESEFEET A3, FEEYOUME X UTERICE
T B, KEHEGIEESEOREICH > TUET 5T &,
RO RMA DR U 7235801, TRER L 72 787 W NS TR L
TR U 7= 35 2 vl CRUE L - 7245, & 51T 0.1 % X5 I
VY LA 7R & Oy el T E IS T ko MFREEEY) R ER
H O (FE, 22RE kaE) ZEHLTUTI T L,

C ARUBETHAT 2l I, RIFERE LTI PV O LG
NTWBEDONH 5, dfllid. (K - 8BEF (Fv bOER)] £/
& [BE-BE BEAD)] 2RI EC L, 7V RU DL,
. B LG TEREOBIRT Y R2EKT 2T ENHEHDT,
FEEET B AICIE. KEOKEIITRT T &, BRBFEETIEDZ M
WCOWTIE, T 2 EIRONULHiIHEZSIRT S 2 &,

(FriEiAE. BR0HAR)

P T 1 EER il |
AEEFy b 2~8C 12 t& A
TR H—
}U;i TU M) AH—DEFERL. N H—OINEFRSH

FERIARRIE, SR EN TS,

|(GE3=-LiT)|
e oA B4 3K 5 8P08-02-01 100 [EHx 2
A TIS—TF 1 7)) 6.6mL X 2
cavYak—k 316mL X 2
(REF 08P0822)
R B BT S 8P08-12-01 600 [EIFHX 2
A TIS—T 1 7 )V 32.1mL X 2
cavYal—h 316mL X 2
(REF 08P0832)
« FLRYH—H 975mL X 4
N 975 mL X 4

#3%¢ Alinity i A7 LHZSHALZE W, HlFeD Ozt BRWE
b T,
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