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TEDRITBREEEDEVEIA K /EERGEREEAVRE
HEAEFEAL. 1L/70 MEPEREETREREDEWVRH
HEOFERICHT- TS, RAOICBETZT L.

2. BRERE
RAaWmE LTREBEIN SRR - HEGREAEICSVT, BY
LHESTNIIBETEH, BEIGLCTESICREREDE WV EH
AETHBRET ST LEHET S,

3. BRIFX LSBT EEDRBRRGE
EIA & /EZRNE, BEEX AL/ 707 MEEVThOAZE
ERAVEREHAETOLERTESH, B LGSR KVIRE
BREDSWMEEHECHEIRT ST LEHET S,
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NI TR KO HALA TOEHICDOWTIE, JEEROE
FEE I ARAE LRV

< APETHAT 2. L MR EEN TV R EDOHH
D, BROBERDH 2D TGO H 26D L LTHOIS T &, &
Mg, [FR-#8EE (v bOER)] £/ [BE-BE GRESD]
BT BT &,

< ARPETHAT I, REAE LTI PV YLD EE
NTVB2EDND 5, iRo THRNC AN D IS LIGEIc
&, KTTRICVEVIRT FOIS2HE 21T, RENHIUSEROF
BTHEZITBT L, Hillk. [FOR - 18EF (Fv FOER)] X7z
& [ BE BMEAD] 23RT5T L,

- (T 2 BIROE IR K UTLEIAEZ X <FATH B HIHT %
ek,

(oI - #8&F (v FOER)]
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« a>¥ a7~k (CONJUGATE)

7o) Y MEEHTHBs YR Za—F Uitk (o EEY)
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ProClin 300, #i#AlD
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T,
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1 o BRI D
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YAV VNN
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a7 5 RN
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CPDA-1
CP2D
CPD
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CFECTRICERIL U Teffh, £7213 e Mg iELN OAEIRIC B 5 AR
F v FOMEREIFEL SN TR,
cARFy ML L DOBFEREE S FE RO MRS MO RIE %
HIE UTHT, MREEN W5, =)L LcikiE, JEksRor
MEMEDREEE N TWARWESMEH LR &,
* WEROFUREF ZHH LTV 255, MEDTHEIRE NS < & THIER
RIMEDIT IR B AHENEDN D %,
- BRI, MADREEZ KR 2 MEEZ 270D TL JIIE DFRICIE,
MADAZICHIMENTOBFHOMATH S T L EiERET ST &
RIEDEG
cDIRMERLENT &
- AL TATE(E L 7245k
« F UL AL Mk
« (EREIRERS R AT 5 123D, i 3 X Gk 7 « 77U > FRilER,
FOMDAENDEFNTOERNT E 2RSS T L, HiEF M
FRVAIRANC & % 1872 21 T 2 BEOIMERIAE, mBFH eIy
HELTWEWES T 2 T UG ENTOWAAREEND 5,
« ) YOG TV B BHEOMKIE., BENREEEGENH
D, 7470 UHERERICEEE 52 20D D D, TOX IR
BiGzBi<tzdic, ~ N BRI Z RIS 5 Z L,
c RARIDIERE; S Teth, FOVETOERY FERIZEXY hFv T
T AT &,
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RAEDTS

< BRIME OMERICER LTI, $RILE ORLE T OBERGEIIFICIES T Lo
FHENC K O BRI 2 08 L 727200 Tl Mtk & L CERT 211
A0 THB,

s MRISIEN RN T 2R 5 T L. 180D B A MERTIC KT
A2 R T Lo MIKBOERZE S Tedic, kS IS LWl
Wfifda T L,

IEMERHIER R 2185 7o, ROMKISHERTICHEROIET 52 L.
< T4 7V ARILER, T OO REY)Z E TRk

* FHEZ 20T % Wik

E 747V, KRiMER ZOMDOREAGRD SN B, FHEE
DS ZEMC, GEDR)VT Y 7 ZAIFH—Z2H 0% H, 10 [EEEHG
BHTLICKDEMTB T &,

HHSRARIELL RISt > THENi T 5,

- BERERUAE . IRATT BRIICTERICRIRT B T &,

- PSR U 7oAl RO RV Ty I A I R —2 VTR
9%,

- WAz BHTHEZR L. BIRIC R > TV AR, H—Ickbs TR
g5,

R TICTEMENTO WS, ELUWKIRME S ixwalgENt:
N2,

- WAz O EES %

T oD i Lo e

s MAZIELT =TI L, 27&< &% 100 000 g-minutes Tigblhsy
i %

T OEHETR i T 9 b o) BT & AL ) (RCF) OflAEDE D
Bl LL NI g,

EL O EERERIE RCF 2 tic U R ORIRATRINT 5 2 W TE S,

Sl () = L0000 gminutes
RCF
OB (0)) 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 - JEL BN B N 2 AR O T,
rpm - 1537z 0 ou—2 —mEigE (—RICGEOETT

VENVERENTOBEEE rpm TH ).
JEL R - R0y BERER 1E O — 2 — D [l fE N H W O RCF % 7z 1&
rpm IE L TH 502 Fhd 2 X TORE &35 C
L,
I'max - SYUR=RVCRLIEO—RZ—D¥ R, FHHATX
T a— (BLEEEREN) DOV R T 2550,
& (rmax) ZHCHEL (RIS A—F)L), RCF
ZHEINT 2080 H 5,
RCF (X @) &mbOyirBiRe] (57) %23k U7 RO HAL,
CBHERAE, YT IV TEGRBRESICE LIEIHV %,
NEEENFED b NTARIADE LT HECIE. TEEZ & X EWVIBIHGEMIA
DIHETIT %,
BRIEDRFERM
[T b Ais B Zoft
My / 1mi4E 2 ~8C 14 Hi# ALk, M, RinEko
ARICHEDLITHRITET S
TENTES,
2 ~ 8 COmEMRFIMZEA TRIF T 2% a1E. s £ 72 idimiEn, 5
Mm@k, METHEAL ARMERZFRE Ui, BRI ET 52 &,
WAL 6 (Al 0K U 7zt etk 23 il BatERk CGusashn 23 6
ZRE UTEMERR & ez T A, @ Ernaileis I BIERS
NixhhoTze Fio, ERAVRIIEED 2B H ONELBHPANTH -
7o
WASEMR OO IR LT 5 T &,

IRERDEESRM
MR AT & CREAEENICRIS LTc ik, #onzfro T &,

g-minutes -

(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) VEEREE. Sk MUY L 2RI LE A
(b e (HBs FUEF2ME)) 7741 © ProClin 300)
cFyUIL—EB~F
Gy - V) VERREE. kT MUY L 2RI LGE A
(e Fm4E), RiEek#le S HBs BUR (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 -)
(EEaW v LU S g (/7R BiEHL ProClin
300)

s Bty ho—)b 1 (CONTROL + 1) Btz s —)b 2 (CONTROL
+2)
(EaEhW ) VIBRER, 2 R EZEA (Todsk, b
D ANERR e S HBs U (U7 X2 A T ad/ay)  {RA74]
ProClin 300)
BHED > 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

) Abbott



FABCHBEEN WS Y ha—)VoOEHEEIZ Ty MEERNT
Fa<, BEeke UTOEHEMAZRLIZEDTH S, ShiRics
WT, AFICHEES N TO 2 EHFONMIT, P K U& sk
ICHB) B EMEPZRT T2 C L2 fIEd 5, i) B 2 3% E
T BIDICE BT NELATHEAE LTI IDRT 5 NS,
cFvUTL—vay carvha—iay ko - EHEny b
cFrVUTL—%noy bk - BaR

Hhisk CESDTZaAY ba—)V TS L ETE S,

+ Alinity HBsAg QT FI#R{ATAK (Alinity i HBsAg Manual Diluent,
ih7%= 8P08-43-01, REF 08P0843, 100 mL X 1)
(EREEY: 7V L e g (#1425 ProClin 300, HikEH])

© TR (Alinity § ¥ 27 LA, 7 PbF B Y LEED)

BRSO EAEIC IR B LTS DV TE, T 2 B s OB 225

gz L,

A VTPV AT RER AT OV, [T 2 S OIS 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) &

1. FvUTL—% Qe XA A 7a =74 ), avya
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,

« MUA—300 pL ZInA . KISEBRI ORI (FER 400 ~ 500
nm) OFECREZIET B,

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

3. MARDIOEEE R, HEOAT) —ICHEI N TV B HRERR & L
23T Lick> T, Hilhhd HBs & 2R % .

HEIEIRZTT 9 Haid. RIRICHIR U2 iaEnm Oll7ety RO

7y A TR N Z T 500 fEICAHIR U7 ARk z v, AR KIS

s =

2179,
BIEE
HE TIOR3 2 R OBdS T Z2Md 5 T &,
TR T 2 — T I TR 2 — T 2 AT 55, RIKED T
TH2T Lzl T2 0END %, T % s OISIAE 22
5L,
- FFIROW B 5/ NRIC T B 723, MEBMERTC Y > TV T
YR BOY Y TV A->TNB T L ZERTEHT &,
s[> T IV T TORKZEREEEL : 10
< VR, BEBICHIET 55
* FIEHRALE DRAEES > 7V 1125 pl
s WUH YT IAy TTIBIMIIE S 25 & OB > 7 )V 1 75 pL
Y YTV R =T vy ME. 3 IBILINICHIE S B 5
« WIERE DY > 7))V & T 150 pL
s WUY YT IAry TTIBIMIIE S 25 E OB > 7 )i 1 75 pL
Y YTV RV vicy ME 3IEZBEA THEST 255
cHLLMELIY > TN %,
CAEOFY )T L—2BRTIY ba—)LORD N ITECDONTE
BT B L,
- R OB ERIC DV TG, T 2RO BURFIIE 2 2]
THT L,
< IELWIIERER 2132 i, (9 2O BURGIHEFICHE > TH
WNEAYTF Y AZITD T L, M DBEN & DRI A TF
REEDTOBYE, MR OFNNNES T &

REDHER
HBs HUHDHREMA 250 [U/mL Z 82 % #ifkid, "> 250.00 IU/mL" D
TITNEREND, TORKITOWTIZEHITHIRE G TRRZHY
THRMWET 2 ENTE S, BIOHEL 7> 30T, WRREREZ
HEImIRA RS 2 2 N TE S,
BHEIER
Y27V 500 FHCAIRIE SN, JIERRICHIREGRZ DI T RED
HEicHEHE N5,
HEIIROFE RS 124 925.00 IU/ m L ZH X 725518, TR 999
ETCFERBUC K DMERITS T &,
FHER
HESEASRRUAE - 500 % (HEIAmM K O FRMDALE LWL
HESETRUAS 0 999 15 (U 7VIEIEMNY 124 925.00 IU/ m L 22 C
WBIGE)
999 2B A A HHEIThiRnT &,
500 7R @ Y2 7L 25 pLicxt LT Alinity HBsAg QT FIRMATIRIK
475 pL 2L T, 20 fETRZETT5 . RUC 20 BERINRLIY > 7L 20
pLiSx LT, Alinity HBsAg QT FMUAT UK 480 pL ZixInL T, 500
ERRZIT o
999 57 © ¥ 7L 25 pLicxt LT Alinity HBsAg QT FIRHATFUK
475 pL 2RI LT, 205/ z17 5, RIS 20 [ L 7= 9 > T
10 pLicxf LT, Alinity HBsAg QT AIMuATR Flik 489.5 pL ZiInL T,
999 f5HIRZELIT I,
A — A —VERR i O BE A R T £ 7213 QC X 7T, HRGREANT
BT &, FWHUGREMH LT > VBB ASIIC R X N, HEES
WL TG ENG, BPEGEEEDT ZE1OHEMA 0.05 IU/mL &Y
mlEBESIHERTB L,
TR RZ A Uish - I Gaid, MRz WG 2 sy mmis s
N B T L AU T2 > T IVOREEA0.05 TU/mL A TH 254
ZOMRITME LT &, MYARRGERTHNL., HillEd 2058
W%,
TR F —H—JTEDFHNT OV TIE, i 2 s DIk E S
ez L,
FrUIL—Tav
Ty V)T L— a3 YOIFEICDOWTIE, i 2R OEEHEES
Mz k.
Haryba—zflEL, FyUTL—arziiidTs L,
—F., BREHIELERvy U T L— g VOMEIERICMEEND L
FORBHET LICF vV T L— 3 V2T BRIV, RO%GE
WKEHFY VI L—3 %179,
sHLvay MESOMEF Y SRR T 555
c Y ba—)VOREMD, AFICHEOE R TR FRICE DN T
RO LTRSS OB HHE I 2 AN TO 555
- a2 M a— VOB 2 HE N TREICE DO TRGE L TWhiRWng
Alid, D es 30 HIMC—EHF Yy U T L—ya k{15 T &,
TE M 587 MAZ T A REE D B 287 D A > 75 > ARS8 Fhi L
Feat, HEy ) T L—y g v EREE T AAHENDND S,
mEEEAE
AKFy FORAEH Q4FHD ki, 2BEOaY  a—LEH 1
[\ET ST &,
JERZ R EEE BT EHCHEO, BB AT Y b a—)LOIE ZEng
B
FEHWFEICH SV Ta Y ba— )VOEREIPHZRET 258, KEIC
JSLTaryra—ogoy R kic, Z—7y Mk & OB BiE 2
FERIICEZEOH % 2> b a— )LD T LIS KMk TRETNETH
%o BH B~5H) ML, 20 RILLEOHEZETT> THSNZNE
HZHWT, RSB A (22— y M) &id5D& (Hip) %
RET BIREDHEND B, WY EIHIPIZRET 5 72DICHRTX
FEHENE UTERU TR SN,
cFyYUTL—vav
CEEEE Y
cFy VT L—&uw b
Tty U TEY 2V GR4T RS
- ME R
— R SR BLOHERE TS DWW CiE, CLSI A R4 > C24-A3 %
ZOMO—RITNHENTVBHA RS v asEdsc L, |
MR OFEEEIFIED, KoEEIcay buo— )V EET S L &E
HTVBIGE, UEHEROTIEICHES T &,

) Abbott



« Y b a—)VORFERS R R TE DT E IR SN TS5 5
. EUWDHIERBENME S NTORWATREEN D % 128, ik O
FEEPTEICHE > TRIGT B T &0 FFY VU T L— 3 VDR ERG
GhHB. bITTNYa—T 4 2 FIEDNTIE, #iHT %3RO
HHEZZRT BT L,

cHLLEYy FOMERF YV T L—2OMHAERB LRI, aYv b
O — )VOHIEREF & PRI 2 R 5 T &,

BEEEAAFZ1>

FEEEHD A RS54 & LT, James O Westgard, Ph.D. ® “Basic QC

Practices” Z{§ifid % C LW TE %, 2

TEREDIREE

AFICFE N TV B MREOMGEZ Sk CITo Hao 71 k. auicD

W, BEREHEED T v v A REOWGTZ BT 5 T &,

(5) #&R

it

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

739

WEFRRICE > TR T T IMICT ZTMRREND LGN LD, TOM
KERENZAEENDH % 7 5 71DV TR, il 2 s ORERDIH
HeBT s L,

(AIEHEROHEZE]
HIZEMAY 0.05 TU/mL KO MfkiE, BEIELHIET %, HIEMA 0.05
IU/mL LA EoRRE, Bitk & HlEd 2.

PIEIAIERSR
HIE Haror M
< 0.05 IU/mL Nonreactive FRAERE
= 0.05 IU/mL Reactive 2 HHE THME TN
XTH3
BREER
B e
2 A& & & Nonreactive (53
1 K& 7zl 2 K& & Reactive TR

X FHMEGEMRAZ. PREIC X DR EITORETH S, L b
HBs $ilk% W I iEEatBc BV T RIS B Nk 7z ik &)
ET %,

L=y =B XU HEZ ST 255 OREDHMIDONT
. AT 2EROIIREIHEEZSRT ST L, TL—Y—VBXUM
PR I ZZEH ATRER /ST A — 2 TH B 128, Bhiak DELFITIEC TR
ETBHT &,

HELEDEE

V) aYEF YN HBsHIRZMHA LTV HBV U7 F Va5 L
B AF Y FOXK S SRS TR ORISR e 5 B
CNFT 7 F e LTHREINTPIEDNRRNTH O, U1 )L AEEIC
XZEDTI RV, T7F X BIEMEOHEEIE, @HOLAE
7 F % 14 AMZBA T#ET 2 2 2idhwaon, 352 H%
FTHG LIZ L VS MELH B, 4 IERERDBIETH > TH, IR
JREBZER LTV IR S R0,

« RURE/ 7 a—F)UHiRE WA & BN X e R 2T
T2 EOMARICIE, HAMA (Human Anti-Mouse Antibodies : $i<"7
2 MUK BDEENTOBAMBENDH . HAMA ZE5ESHik%E, <
AT/ ra—F)iikEHOwTWaSEFy hTHIE LGS, IELw
TIEEIG S NEOARENEN D . BWIEITS ICHTz> TE. ol
HWARFELRB T ENH D, 56

< Ay N ORERSEDEERATRICPIET 255, BOEEZETOH
AR TR T 5 T L AR T 5,

CBWIEITIICH o T, AF Y ORIEREOR TR, BHORE
. ORI E 7B R~ — I — DR & b8 TR
WidaT e,

- H ORI E ORI TIRERIGDOE G, JERRNEEN T
5 %0DT, MERRICHD < BWHIMMOME LIRS 228 LT
WO 5T &,

[t #e

TR U T =23 MRENZFITH D . Fhitiak Tl 2R 2R d
BENH 5,

pillat x|

TEFEEE. FEER K UUSA 7 AT AT v~ OPERETFARPENIC
HBRAGEMFP (U/mL) &9 %,

Ay b ORIEHEFHIZ 0.02 ~ 250.00 IU/mL T %,

IERE - BIRME

MetE CLSI HA RS > EPO5-A2ICHE> Tiio 72, T 443 By b DSk,
FYVTL—x, arviru—)LzEHLT, #2318 TheZiTo 7,
fErEay ha—)LiB XU 5 DALy LWL e Mg 3 )V% 20 H
HCED 1 H 2@, A ed 2 HELK,

JUE N R JEE N B
(PHTHEED (RaTFBIME) 2
S SD %CV
FT n (IU/mL) SD %CV  (#iFgbd)  (&Epm D)
RESA 359 006 0008 130 0.008 14.1
(0.005-0011) (8.7-19.8)
RS 360 119 0094 79 0.098 8.2
(0.089:0.110) (7.7-8.9)
SRRV 3 360 1856 1083 58 1.266 6.8
(1.154-1324)  (65-7.1)
ISV 4C 356 80.99 3284 4.1 4121 5.1
(3.710-4.435)  (4.4-5.5)
)L 5 360 247.78 16042 65 20.726 8.4
(19.103-23.132) (7.8:9.1)
Bitka> hm—L 1356 026 0011 44 0012 47
(0012-0013)  (4.7-4.8)
Batka> hm—L 2 359 16808 5759 34 7350 44

(6.980-7.536)  (4.0-4.5)
A PEA R, WERERE. HEREEZ 3T,
b atm y b LB OMB S DRI I B i Ml & I KA O,
C M AUED 2 BIFESD BTz, CLSI A KA > EPO5-A2 ICHEV, FHfllE
L7 FRED & B0 TH o 7z FRIE Ush o 75 OHlENHEE
T (GHTREIEE) 1% CV 7.2% TN FERME R B & CV 8.3(5.5-9.6)
% TH->7z,
BIETR
CLSIHA RS A VEPIT-A2 ICHE-> T, 30w FOREBXU2H5D
B2 U, 3 HRLL RIS O Bt 2T 5720 LoB (7527 EIR).
LoD CRRHEEYD. LoQ CER ) DRAMEEL FcRd, 8

IU/mL
LoB? 001
LoDP 0.02
LoQ® 0.02

2 LoBXBEXYTOY > )% 60 L EHlE Lz ED, 95 /83—t~
AA KIS T ZWRETH S,

b LoD IHEHEREY > 7V 7% 60 L EHIE Lz & 2l 95%DISHIET
WETE2NEETH S,

¢ LoQ X EHEEEY > 7 )L 7% 60 [mILL e U THEH L, $aTFAE 0.025
IU/mL LU FICHS 3 20 NgE e Uz,

SEM

ftim#E B & U AREE

ki DM & CMSERAGR 5113 #il. ABiEE Ak 220 7% Alinity
i VAT LTHIE Ule AR TR AIL, Alinity @ HBsAg QT « 748w
b (SRS 2 W TRz T - 7oo #fklE ARCHITECT 75
AP—=THUEEITV, LU T 2EA MRS 1T- T2

) Abbott



Alinity i
Alinity i Alinityi 272 Alinityi  ARCHITECT
YR L VAT L MR YATL TFIAT—
Vabatat IR G4 RR (of  Fatk® LSE=Ea ESZ=Ea

U—  n k%) Zfk%) GHIRR%)  (95%C)  (95%C)
¥ 3076 1 0 0 100.00% 100.00%
b} (003  (000)  (N/A) (3076/3076) (3076/3076)
(99.88%, (99.88%,
100.00%  100.00%)
i 2037 6 0 0 100.00% 99.95%
i 029  (000)  (N/A) (2037/2037) (2036/2037)

(99.82%, (99.73%,
100.00%) 100.00%)
ftm# 5113 7 0 0 100.00% 99.98%
al (0.14)  (0.00) (N/A)  (6113/5113) (5112/5113)
(99.93%, (99.89%,
100.00%) 100.00%)

Abe 220 2 1 1 100.00% 100.00%
HMfkD (091) (045 (10000) (2197219  (219/219)
(98.33%, (98.33%,

100.00%) 100.00%)

IR =AM, RR = MzERtt. Cl =1SHEX M. N/A =#EfH4s
aJEpAisik (HBsAg QT- 7R b (HEREatd) #lE 2 2 L 7 iek)
OFEEM HBsAg QT » 7Ry b (Rt i v bAZHUET, &
D HBs Hifk G¥E 1) 12 & 2 HRIED 50% LA D% A, HBs Hil
FRRRBRIGE & HIE Uz

b IR M DD AR R T dp o 72 AR Mtk 1 filld ARCHITECT 7
F I AP —BXU Alinity i ¥ A7 LOEZRGAER CHICHETH > 72728
R DR HID SRz,

IMUERRR, Z DMt RES

M & MSEOXRT Kilk 50 FlZHIE Lz & T A, HRERIEOMIAIL %
o fzo HBV BHYELIN OIREEF MK K ONEICHEZ 5 2 2 1ThE
WD 2 W72 &Mk 333 flZE LIz T A, 7 HIADEHRERE T,
ZDTHIDS B 6 FINERAEBIETH > Tz,

IR RR TERR BRI 2
H17dY— n C2k%)  Citathk%) R} RR%)
I3 / mAEX7 #k 50 0 (0.00%) 0 (0.00%) 0 (0.00%)
DR A

ZOMOFESED 333 8(2.40%) 7 (2.10%) 6 (85.71%)

IR =#JEIRGM. RR = FRErG

aJEhfifRiR (HBsAg QT- 7Ry b (HEREaSE) 33K 2 Z i L 7o iek)
DFRERMHBsAg QT « 7 A b (FEH) DAy M ATELLET, &
D HBs fiiftk GAEE 1) 12 X2 HHED 50%LL EDBEIC, HBs sk
FRRRERIGE & HE Uz,

b ROMAAN 575 % :CMV Hifk (10). EBV Hifk (10). HSV #ifk (10),
HAV $iitk (10). HCV $itdk (10). HIV-1 itk (10), HBV 77 F %
52 (10), @itk (10), 33V 75 APk (10) KIGHEEG: (10),
FERERIESE (10). Misg (10). Fiddilk (10). V< FK+ (10).
ZFEEERE (10). 20k (10). e (163). 7))L a—)UIERREE (10)
BRE
WHO International Standard Second International Standard (2003) for
HBsAg, subtype adw2, genotype A (NIBSC code: 00/588) 2T, 77
W OB 217572, 30y hOIE, BXU 1 5OMERZMH L,
Ay FOHTEEEE 29.84 ~ 33.50 mIU/mL OHiPHTH - 7z,

R AL

HBV Genotype A, B, C. D, E. F. H#uAGI 42 fil. SRR 12 fil
MBI A 215 ], SRR AR A 50 B, (KAERE M A 21 i, 2 ofth
HBs Hiilsila ik 101 17 Alinity i & A7 LCRIE Uiz, FHRARGIER
1413 Alinity ¢ HBsAg QT+ 7" R b (FERERAHD) 72\ TSz 17 -
Jeo MiMAIE ARCHITECT 7 F F A4 P —TEMEZITV. %47 2551
E@Ihh\”i%ﬁ%{] D fgo

Alinityi ~ Alinityi ~ ARCHITECT

VAT VAT TFIAY—
WtkA T3 — n RR J S
Genotype A, B,C,D,E F. H 42 42 100.00% 100.00%
(42/42) (42/42)
A HBV Y 12 12 100.00% 100.00%
(12/12) (12/12)
181 HBV &Y 215 215 100.00% 100.00%
(215/215)  (215/215)
Z Oftl HBs U1 101 101 100.00% 100.00%
(101/101)  (101/101)
ek 50 50 100.00% 100.00%
(50/50) (50/50)
TEAER 21 21 100.00% 100.00%
(21/21) (21/21)
at 441 441 100.00% 100.00%

(441/441)  (441/441)

RR = fReslm
KL 100.00% (441/441) T, 95%{SHEXEIX 99.17 ~ 100.00%
ThH-otz,

tOoavN—IavEE

MR R—Y 3 27830 32 GlZHIE L, EEOKG 2175 12,
FRREREER A > M&, Alinity © HBsAg QT - 7Ry b (ifaZifs) %z
MO THERRERZTT 5 720 733%VIE ARCHITECT 77 5 A %' —T & HlE
%ﬁ’b\ uxé'a‘%)t;}ﬁ iﬁﬁwuuﬁ%ﬁ%ﬁ’? 720

Alinity i & A7 L& 7 33%)V 32 6l 6 Bilic W T HBs iz 2 ~ 5 H (%
MmE 15 RSB Uze ARCHITECT 775 4 W —1x. /3% 32 ffi]
HFIBNCHBNTHBs HUEZ 7 H GRIME 1[50 RO U, 78%
JU 32 fiilh 25 FllCF8UC L Alinity § & A5 2 & ARCHITECT 7 F 5 A H'—
DIREFAETH - Too REMRAER 5 B2 LL FIcRd,

Alinity i A7 ARCHITECT 7 F 5 A ¥'—

EER % IU/mL IU/mL
783V ID DOH#E  BEE= 0.05 IU/mL 5= 0.05 IU/mL
11000-01 0 0.01 0.01
11000-02 3 001 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
1100203 7 0.06 0.04
11002-04 9 0.07 0.08
11002-05 35 44,06 4239
11002-06 39 14.22 12.81
6271-01 0 001 0.00
6271-02 3 0.02 0.01
6271-03 7 0.06 0.07
6271-04 12 0.39 0.35
6271-05 18 2.64 2.63
11012-01 0 0.00 0.00
1101202 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 25 033 0.36

) Abbott



Alinity i ¥ A7 ARCHITECT 75 1 #'—

W% IU/mL IU/mL
733V ID OH  BEME= 0.05 IU/mL [ = 0.05 TU/mL
6288-01 0 0.00 0.00
6288-02 3 0.02 0.00
6288-03 7 001 001
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 0.31
6288-08 24 0.44 0.51
6288-09 28 0.58 0.65
HBs FRZEAZERDIRH

HBV [&Athiod DNA 7 A )V A & Bk b, W5 K > T DNA ZH#T 5,
RS I IRIEREREN IR T, HBV A )V A DGR BRI E I
thd DNA WA VAL D & 10 5, O Ze9RZ8 Badrhicid HBs HusioRs
WEEETEZ2ED0EH 0. TOME HBs FilAD T Y F—T %238 Lk
{55566 H % HBs FUHAZEMRIE (il . 7 & F 4 BT A,
[AIFT AR AR . HBs FUERGEORBED HEFE N7, HBV ik 7
Fua RO 52 TO 3 EEZ ECILHMOEREEN TRE SN
TWh, 16 i ko TIFZeRZEmRA KT, 9 1012 HBs HiltjlE
Fu MRt RTEERH B, Ol

RS> 7V D) av ey MEERKK 1 35K OZEIRZE Rk Gly-
145-Arg 2 & 87z 9 FEHHD HBs HURZERA ST > 7L 50 il 5k % .
7t 51 Bl HBs il ZHRZ Bk STV EH U TG ZTT o 7o J20R%
BRRY > IV RT RO HBs HilRZeRZE Sk L M U7 2/ BERCY
ROV AV Y MEMEFH SN TV, Var e MERER
B> 7V 50 B0 5 B 43 filid, HUREDGERE @@ O 120 ~ 145 HHOD
72 BRI OB A G AT W, B 1 Oy T IVH 23
B, B2 o DY > TV T L 81 3 ~ 12 7Y > T )UhS 16 il
HBs D 122 /E X 721d 123 FHD T X /ORI ADD 2 Y

cFr )T L—%B~FIEANE R b HBs FREB LU bHRIE
oA & MHDRYIEIE HBs FUskEME. HIV-1 FURREME E 721 HIV-1
RNA B&PE, HIV-1/HIV-2 HifRREME HCV $ifARZzME, HBs A&t TH %,

cEEaY b= cEENS © SR HBs HUREREME, HIV-1 5T
JEiREME & 721 HIV-1 RNA B&1. HIV-1/HIV-2 FifkRat:. HCV Fifkbatt,
HBs FilAREMETH %,

Ty b —VIE R eRSS e s HBs Hiis X Uk MskE 2 &
H. b MHRYIE L HBs HUEREME, HIV-1 HUsEEME % 721& HIV-1 RNA
&Pk, HIV-1/HIV-2 Hifkl2ME, HCV BuARErE. HBs fikkEMtTtdH %,

- BRI E N5 b b HERIEE HBs HiUEREME. HIV-1 JUEREME
%7213 HIV-1 RNA &k, HIV-1/HIV-2 FifkkaM:, HCV Fitklat:, HBs
YRRt TH %,

ARFw FPOWUETIE, & MRIAZED S, MiikiE. HIV, HBV,
HCV HDBROBNNHZEDE LTHOIFS Tk, MEBEICHZ-T
&, ROz 5720, FEHOELNK, R, A7 BIOTHW
BTFRESEHL, $OKZ2ERy T2 V73 rbRne &,

< D S THRINC A S AICIBK TR DIR T H oL 2
BEITO, RENHNEEMOT Y THEEZITET L,

c PUA—E TV VAR TH S, AICER U Cld. sUED ERE
WKLY, HICABRWE S HEET ST &,

c ARPETHAT I, RIEFEAE LTI PV LNEE
NTVBEDNH 5, sfllid. (B - 8EF (Fv bOER)] %/
& (B BE BMERD] 228352 L, e oiic K 0IER
WCHEDRNHT ADFET %, WO BIFEHOBR, 1. <A
7%EEHM L, ZK. RAERALEWC &, NAYE X URSIE
Yk cHERT BT &,

ROFIBUC BT B b H MR, R

[ CONJUGATE | [ASSAY DILUENT |

&

VIS A BITH o0 T IEF TR IL S Y LB b i C =5 ATNAYTT B E A
% ol T NCEEAIL Y Ling =
7 — / IC e 35

FHL. 0> HBs FUSGEREF v b TIRBHE R R 3 e S L7z, 17 LRSS TR
FRTD HBs FUSZERATIEY > 7V Alinity | S 25 L TR RENH _ E— _
%L, B 100.00% T o fe, %7z ARCHITECT 75 A #'—TC P26l SAR IR ATL—ORAERIZ T L,
NSOV NWERlELIZE T A, BEIE 100.00% TH- 7z, pP272 R ENTAEERIEEGh O HE T &,
ORI ERER R P280 {RIETAS / IR / REIRSI 2 AT 5T &,
< MENE CLSI 74 RS 4~ EP09-A3 I fiE > THlr o oo [ JTIEIR ICRAEE

Passing-Bablok 1% H\ 7z, 17 P302+P352 SRS HE LTty © ZmOKTHES T,

WAL n MBS I fEE P P333+P313 RIFRIME 72X BN E UGS EDZ

Alinityi A7 L 7, IU/mL 123 099 002 103 003- G/ FHTERIBT L,
vs ARCHITECT  Iff 242.17 P362+P364 HRENTASERIE . BT 2551008
TFIAP— EEBT L,
- CLEIA i & QMBI OME 2175 720 117 BIOMIAOEHETIE, 41 BEE

BARED r = 0,98, [IFIEHIZ y = 0.98x + 0.07 TH -7z, [k /51 P501 |V~]’§% | RN Y7z L CHEET B T &,

{3 Passing-Bablok 7 v 7z,

RIERAOEENE
F+ 1) 7 L—=&&, HBsHiJit WHO International Standard (7% A7
ad, 80/549) IZHDWT, FEEICHINL THHEN TV,

(e EXISEER L EDER]

(1) BkWE (fErERSLE) DFER

CEEANECHAT AREEICE. b MBRBXUT / EREBEN
WD H 2WENETENT VS, SHE. (R - 1BESE (v
FOWRR)] F7zid (B BE (BFAB] 23Rdsce, b
HEME & 7 AT UM EI D e I B LN T & 2R T %
HEBIH SN TVERY, TXRTOE b HRYIE I3 BN EGME N B
BEEZT, TNHOMEEB XU MMafkld, OSHA Standard on
Bloodborne Pathogens IZfit> THU D5 T &, BAMMEZET. £
72 ZF DRV H BB DOVTIE, NA AL TT o LNV 2, &
T3 A A T T ¢ BRI BT b, 1821

cavYa—h, Ty FERBICEENS & b HRYIEE HBs FUE
B, HIV-1 RNA B % 7213 HIV-1 Fiikatt, HCV Fifkkat:, HIV-
1/HIV-2 HifkR&t:, HBs HikEMETH %,

cFr VT L—XAICEENS E FHRYIE IS HBs FUEREME. HIV-1 i1
JFREME % 721& HIV-1 RNA B2, HIV-1/HIV-2 HifARE M, HCV Fiikkat.
HBs HiAREETH %,

KOG S B falrs SN, SR 53 d -

O

=g AFIAVF TV EEGE

H317 7 UIVEF—E B IGEREC TBER

REXEK

P261 AN/ RS AT L—DWMAFRF BT L,

P272 GRENTAEERIEEGh O HE T &,

P280 TREETFLS / (R / (RS2 ST 5 2 L.

ICRRE

P302+P352 A LTty + ZROKTHS T L.

P333+P313 BRI E 2 RSN E TGS EBliiOZ
R/ FYTRZITIB L,

P362+P364 BRENTASAZBE, TR 258 3T
BT L,

BEE

P501 | / e REY) T TR 5T L

) Abbott



%

K3k .

ROFIEHUC T B AT W, EEfHZRd

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

O

=5 AFIAVF TV T

H317 T UIVEFMEER GRS T BN

BERE

P261 SAN/ELK ) AT L—DRMATRT S T L,

pP272 GRENTANERBIEEG D B S N &,

P280 PETAS / ER / (BRI E ST 5T &,

[GRHEE

P302+P352 IS LG  ZROKTHES T L,

P333+P313 BRI E 72 RN E UGS EiiD2
8B/ TN TERITBT L,

P362+P364 ERENTABRIE, THER T 2581 3T
BT L,

BEE

P501 [N / 73337 Y5 1 CHERT B T L

KOS BT B FMr PN, e =g

< AEFy b ORI B ERT B5 G0 D5, 1— U v VDR
SIVADFAET B & WA IE L <7D IS SRS [ B
B U, EUWHIERRDE S RV AN D %o

FASEEY O 0 EOHREDFEHIC DWW T, S 2 Bk O Bk 2
ST 5T L,

HEDIRE
PRAFiRE RECANE /7 EOIERTH
wok REgE 2~8C FERRE T L CIAIRETRES 2 2 &,

SECTREECRIFE T
Tho i3l A—T U vy
. AR RERMIC 10
L ERA L, 32 C IR
T 24 IET 5 T &0

HEEROFENE 30 HIH
2~8%C fERMBRE T

Has
R &

SECTIREETIRIFT 5 T &
VICTRIREECIRIFEE T
Tholcid¥h—rV vy
WBEEET A L,

IR DGR K B MERE
DOHEZER < 28, iRSED
Fry IOy T
EHEEH Lana &,

&

s AFIVAVFT IO ERES

H317 7 UIVEF—EERIGERC TBER

RENE

P261 SR/ AT L—DWAERT BT &,

P272 GRENTANEERIEEGN SRS RN &,

P280 TREETFLS / R / (R 2 ST 52 &

IC2RE

P302+P352 AT LTty 1 ZROIKTHES T L,

P333+P313 BRI E 72 3R N E UGG EliDZ
B/ FUTERZIB L,

P362+P364 BRENTABZBE, TR 2583
BT L,

BEE

P501 | / 533 WY 5 7k CHERT B T L

BEHTEICDOVTIE ) BELDIR 28T 2 L, £l . 27—

2 —bk (SDS) MbALAIEZTELEIETBEI BT L,
ZRTF—2Y—h (SDS) IZDOWVTIiE, HAMIY—HPKR—rtrZ—Ic
BHEWEDbELTZE W,

AR ErR O L4 FEOTEOFHIC OV TR, 9 % B O Bk
HeBRT s L,

2) FERLDZFE

—RR G EEEIE

o (EFIHRR 7238 & 7 sk S ] L s 2 &,

cFy PERZERESF Y FORERESTHEH LN &,
cfH—noy FESOMBETH> Tl ETEERET LR LANT
Lo

SEDEURL

< REIINER TR LT, RBEOF FREONICHARMLTEHL T
o RYNCHMIEOIAN T2 w5 EHEERERIT 2, RICFD

EREMICUT, 5125 RERERRAT 5. N H— RV v YR
FIVNERERICITEES X 5FRET R L. A7 8—TF 1 7))V,

HE ISR MVOMEICHBT 2 2 &b 57, TOXI IR

MUTBIRDEND S,

RAIORERE LT, ¥y FOBEMICH BIUHNT =y ZHIC
F vl AND,

BAUTZ 3 — R ) DIV ECTOABTRENEDH B 728, 17T

TARHET 24 WRififiE & . JADHZ % DZRFD,

RN — RV UEEE LT LE o GEIE. @A EL TV S AEEN:
MH BTz, \LTIKET 1 FE . JEINHZ 5 D%,

AR REIRICRIE L X OMET 50, HAHVIIHEEN SO L TR
79 %, RN LIz Fid, LWL+ v v 7 T#
ZMS, LTREE2~8CTHRFET 2T & BN SHD L THLE
T HEEE. LTIREZRDID, & E DRI LA TRIET 5 T
LT B,

FRHEF Y BRSSO RIS DV, MY 2 s O R
HEZBMT BT L,

HEDHIE

FrVTL—ya Y TCLIT—MRELEAGR. Oy ha—)LoHEM
WEBFHZANTO 255, AEPHLELTOEHREENEX 5N
%o RONIIERRISIER & U, HEZTTS T Lo REISISCTH
FrVTL—vareiis2,

FITNY a—T 4 Y TICDVTIE, WY 2RO 22
g5 L,

Fv VI L—2D%(H

c TOXIMEHATRLHIEATD %,

+ 2~ 8CORELAN BHD LTt I IMEHWRETH %,

- fEHRTICERRRMMCIREIRMd 5 2 &,

FrUITL—2DRE

AR B A TR UL &,

CRAAIRE  IRIRLRAAIIR TRAF LDV I
KEAE 2~8T AR E T
FEE 2~8T FERIRE T HLWSHRHF v v 7T,

EHERELHADTHRIEFET S
&,
i #%1& 2 ~ 8CORE
WANCIRd T &,
Fy VT L—xiE, BRIy FLTHOSHIO T ETH, mEEInT
WEWKHEIE LT Ry F 7 E3NTWV3, EERBDASH SN CDED
ONERENMZEBAZZ L, BRI cOFy ) T L—2E{HTERD
ERET, REMMIZT v AR5 A= L R— M Inh T3,
ZHEMEHROFHNC DWW T, i T 2 HER OIS INFE Z 583 % T
L,
7w AIRT A—=ZDOHIRNC OV T, i3 22 OBIGIEZ S
B35,
Fv )T L—2OFERFIE
cFrUTL—2ony hESIE, Fy U T L—ZOMICHRE T
BN—0—REHVWTRETEHTENTE %,
cF Y )T L—RF—ZOFREICDOVTUIE, T B RO
BRI EHT L,
cFr VT =D =R —=FHEBI IO Y M AEICDONT
&, AEHT 2B OGS Z BRI 5 C L.
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av bao—ILD#(E

- ZOFEZMMAHEARIATH %o

« 2 ~ 8 COLRMFELITMBED I LTt%, 3 ICHERTEETH %,
- FARNCESSICHZEIEMT 5 2 &,

ar bO—ILORTE

- AR Z A THHA LN &,

ARE  IRESRENN 7 Lo g
KEH 2~8TC fEFR £ T
BAEE 2~87C fERHABRE T EZxE D THRIFET 3
&,
fEH#%IE 2 ~8°COMRTE
WHTCRT T &,

ar bOo—IVOERFIE

c OV ba—)VORXREEESTET SICE,. RNV EREICLT, B
vha—)L% 6. tkay ra—)L 1 Z 65, Fitkay ra—)L2
T 61, TNTNHKYT BAEDY > Iy T R 5.

Ay A=A =R =B X UHEERADOE Y FFEICDOWV T,
T 2 EIROIHFIHEZBIRT 5 T L.
FvyUJL—%, ar tao—Lo%ie

T, RO, WY, Fy )T L—ya VIR ERTE SRy, 3
¥ b a—)UHWVE IR A NN S T EOBEN R SN B GEEE. Fr )
TL—z29ay ka—)VhHbL T3 afEENH %,

RIEBIRRDESE

c ZOFEFMHHNRERRIATH S,

< 2 ~ 8 COMRFHATM B H LT, 3 ICHEHRTRETH %,

REFRBRDRE
- fERBIRZEA TR LAV &,
TRIATREE IO (AR A

KREEH 2~8C FERIRE T

FEE 2~8T AR E T w2z S HOTHRIET %
c&,
VTCTZRREETRIFS 2 C
Lo
%1 2 ~ 8 COLRTE
SR T &,

RIBFIRBRDSHE
I, RN OB, D DRD 5N HAE. RIKFIRIEDHIEL T
ZHREMED D 5 .

() BEELDEE

« BfAHICIE HIV, HBV, HCV HOBRMDE DOMMFET 28NH0H %
DT, FEl. MIFE AR SIEXRMEEBT MU Y L (AR
£ 1000 ppm, 1 KERILLHIRED £33 7V 7)VTe R 2%, 1
WEFEIDL IR0 I K2 W s, b2 W0WidA— 7 L—7 (121°C,
20 7LUE) 1T KB MFEAEETTS Tk,

B X UBMESEFEET AR, FEEY O XU
T 5EAL KEGRYIEE S ORI > T3 T &,

BB MA DRI U 7235 301, TR L 72 T8 72 W NS T L
R U T3 2 Vil TR E M- 214, & 51T 0.1 % RMEZERE T b
VY LVAS & OEYIaaA TR EIS T & MERIGHEY) R REH
H (TS, —Z2eIRB Raka ) ZEML T T,

C ARPBETHAT I, REFERE LTI PV LNEE
NTVBEDNH 5, sk, [ - 8EF (Fv bOER)] %/
& (A& -BE BFEAD] 22RT52 L, 7T FU T LG,
. B S L TTERIEOSIET Y KL KT 5 T ENHEHDT,
BT AT, KBOKEIITIRT T &, LRBRFEEEO M
IZDWTiE, AT 2B ONURFIHEZ2RT 22 &,

(Bridi7&. AshHiE)

ik )5 i AR
Al b 2~8%C 12 f&H
TR A—
FU;— TU MU A—DECE, b Y A —DIEEEIRSI]

ERMRRIE, EEICEREN TV S,

(2REfi]

e oA B4 3K 5 8P08-52-01 100 [EHx 2
A TIS—TF 1 7)) 6.6mL X 2
cavYak—k 316mL X 2
© 7w A FIE 80mL X 2

(REF 08P0852)

cEEEY b %S 8P08-57-01 600 [EIfHX 2
AT WISN—T 1 )V 32.1mL X 2
cavYVak—k 316mL X 2
© 7w A FE 422mL X 2

(REF 08P0857)

« FLRYH—H 975 mL X 4

« Ry AH—H 975 mL X 4

# 3% Alinity i A7 LAZ I 7Z2E W0, HlFe b OfzdEtIc BRIVE
bELTEEN,
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