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BLERFEAERES 21800AMX 10442000

Alinity®
FLRR—< Gy b
TPAb « 775Kk b
[efiEEE

c REIAEAZBITTH D, TNLANOHMICHRLENT &,

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

c AFICHEH S NIAER B > THET 3 2 &, AEBICRHIEENT
53 KO E LY TOMRIC DWW TIE, ITERS RO SN
WERRE LR,

< 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)
MiEg b LRZ—=< « )XY —& L (TP) U ar ¥ MHUsERIERTE
ki (oOEEY) © HEPES #RfEE. FmigtAl s 0 7ok b
U L, HUEAD
+a>Y a7 — bk (CONJUGATE)
7Yy LE#E b g6 U RE/ yu—F )ik, 70 Y
= LS E b IgM Y R/ Ja—lUfiitk (o EHY - MES
R, 2o ELELE] (7 Hsk)  FER T e R DL
PUEAD
- MARRRIR (ASSAY DILUENT)
(CEAEAYMES fBEW., FisEs 17 ProClin 950, HiFAD
OFL +YH—* (PRE-TRIGGER SOLUTION)
M bkE
O RV #H—* (TRIGGER SOLUTION)
(€A v=r=ty/IIN sl MIAYEN)]
% L MU H— FUH—BAFP- 7Ry b (KEEHFS
22300AMX01224000) THGRE Nz Hlidsk e L THVWE 9,
Alinity i ¥ 27 LHZ TR &0, BlFE 0 Ofzditic BRIVWAD
L 7EE W,

(EREN]
M7 S MAE R OMEE b LR R —= - 730 —Z LFikOBE (%L
K==« 8 =X LERDOZWBIE)

CRIE FREE)

AflE, U2 RAw FIEICHE DO AR EENEZ (CLIA) 1K
Bk LRI —< - S —ZX L (TP) HilkMiiA#TH 0. B/F i
WAXREMERL 772 FIW T UV B,

BARICRE TR B X O~ A 7 a/8—F 4 7 )V EIZ 2 L. Kifkdho TP
Yikig, A7 a8—5 1 7))L TP VY 2> ¥ > b HUSEI R
bir e RIGT %, KT 7V Y= LEpie b 1gC XU A€/ Fa—
FUARRTT 70 ¥ =9 LEGRie b IgM <=9 A€/ 7 a—F )itk
EFHarvyar—bemis &, TPV Y+ MUEEHR{ERLE
Hi—TPHUA—T 7)Y =0 LG b AL/ 7a7 U Y (Ig6 &k
U IgM) JUADOY > R A FRIOKEEMZRIERT %0 RKISWZBRER.

jd

Syphilis
07P60
470740R07
B7P60J

WK RZZT T L MY H— KOG I H—ZMAZ e, 77V T=Y
LMEZIISIC & D FEET B, TOFOETRIEIL, MIATPICAAES % TP
FUARDNZNEERE L L%, Wik TP FikDA R, [ARF X721
HENCHELIF v VT L—2 GlZEd) Doikdiciy M4 7Lt
WUHIEST %,

(B LDEE]
(M REABOME, FIUE
RIKTE

Ay P TEROBAREZLH T2 ENTE S,
ORI DO BATELRINE X, AF Y FTHATE S L2HREL TV
AN

S PRl
IR i

M B D
iM% EDTA AU ¥ L

YAV VNN
YAV IV ol N RVEN
JLIVEEFT RU T L
CPD
* WEROFUREF Z M LTV BI5E, MEDTHEIRE NS T & CHER
RIMEDIT IR B AHEMNED D B
- BRI, MADREEE KR 2 BEEZ R 270 T, JIIEDBRICIE,
MADAZIHWMENTOBFFOMATH 5 T L EiERET T &
RIEDEG
cDIREMERLENT &
< IEAL TR R U 7otk
« F UL AL Mk
< S MTIAYIG DD B N B HiAk
- IERERBIE RS RZ1S 5 726, G B K CIAEMRKIC 7 « 7D > JRifnEk,
ZOMMODENNEENTVWRWC LIRS 5 C &, HuREH i
FVAIRANC X 2188523 TV 2 BEOIMERAIE, mBiHs ey
HELTWiRWzD T 0 T UWEENTWBARENEN D %,
c RIAERDIERZE; S Tetb, HVETOERY hERIREXY hFv T
TS L,
RO
< PHME OISR U Cld, $MmE OBLETC OB ICHE S T &,
EHEIC & 0 MR S 2 08 L7272 ¢, itk e LTS %120
R0 THs,
cBIRICIEDN RN T L EERT 5 T &, 1aND LA HIERNCHIFET
RO FRL T & MIKOERER S Tzdic, MIAT LIS L0
HzfifdTsc L,
IERERERE R2153 % 128D, ROMAIGRE RIS EE OS5 2 &,
T TV, SRR, FOMDORIAYE Gk
c FEZ T SRk
7407V, FIER, ZOMOARIEHED 5N B LA,
DEES BRI, (NHORILT Y 7 ZAIF =25 H, 10 [
HTLICKDEMTZ T L,
BHERAIZ DL RIS > THERd %,
- SRR, BRI ARiICTERICRIRT 5 2 &,
o HUERLE UL, EORIVT Y 7 AIF—2 WS, 10 [
B9 % 2 Lic kD HIciRRIY %,
AR HETHR L, BIRICE > TOAIEEIKE., M—1cks TR
M %,

) Abbott



s R TRRIE N TOERWEG, 1B UWRRDMG S Nz alhe:
N2,

- WAz RO EES B

T oD i Lo e

- Mk LF 2 —7ICB L, A%< &% 100 000 g-minutes Ty
9,

+ CORHMEZ 7 9O BN & ARG T (RCE) Ol BHE D
Bl LA IR g,
O BRI RCF Z25tic UR DA TRING 5 2 LA TE B,

N SR (5) — 100 000 g-minutes
RCF
FREL OB (90 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 - JELOIT IR 5 N B A O T,
rpm - 150d 7z 0 ou—2 —EiE (—RGEOETT

VENEIRENTO DT tpm TH5B),
JEOHEREE - 380 BERER IS 1 — X — D [EiE AV H 90 RCF % 721
rpmICE L TH S Z RS 2 X TORE L35 C
L,
I'max - SUA—MVTRLIER—Z—D 1%, 1 HH7 X
T r— (BGEEETRES) DA eHHT 255 ok
£ (rmax) ZENTHMEL I Y A—T)L), RCF
2RI 508N D B,
RCF (X g) LDl (0)) 723k U7 BfED HfT,
BRI, BTV h Y TERIEBRE SR LIEICHW 5,
NEEEMRD 5 NI DE L HETIE. IEEZ S KRV IBIHA A
DHEDIT %,

g-minutes -

RIEDIRFRM
LGN T IR Zoft
1M Eti 72 I RERFMZ B A %5

A, ME» Sk SR
MmER, DB ZRRE S %
halp

RERIAINZBER %5
a3, MmEH» S M, AR
MER, EERZRE T %

2~8C 7 HIH

i,
1 et 72 I IRERFEIRZEZ 25
A, MmEED Sk SR
Mk, DB ZERE S %
haip
2~8%C 30 HH RERIAINZ B R %5

a3, ME» S M, AR
MER, DEERZRE T %
i,
2 ~ 8 CORERAINZBA THRIFT 250, M X723 mEn» 5
M, MG oEEFL RMERZFRA L7ctk, iSRES 22 &
FRASRLROR DR LT 2 T &
DL S
PRI A TS & CREAEMEIC RIS LTealsk, #onzfT5 T L.
*AREDLRASFITHES T Lo

(2) thEWE - PhEZH

TR LT T—2IIRENZHITH O, Stk TR 2812 Rd
Lahd %,

FHE

NI E

DURIOR U RIBEOYIEN AT v S ORFEMIC G A 5 80E. BRIEMR
1A S/COITHT L T 0.40 il B EAR{AD S/COITHT L T 20%Aiifi T >
7o

et =3

M) FVETAR < 3000 mg/dL
vy =< 20 mg/dL
CZAV4 <12g/dL
~NEJney < 500 mg/dL

#E D ARF Y FREATF ALHUAZ IR L TORWTZD, BENY AT &
W T, MiAROEATF Y (BRI By) MIEHRICEEZE52%
ATREMEIE 2w,

(3) Znfth
AFw & Alinity | VAT LORETH S, 3. FrticBEWED
BFLTZEN,

(% - BE (&FHD)]

(1) HEORHSZE
HARITOEE S,

(2) BEIRRE - 884 - HBE

cARKFw AT YA T ANV

+ Alinity TPAb + &+ 1) 7'L—% (Alinity i Syphilis TP Calibrator. &5}
#5 TP60-CAL-01, REF 07P6001)
(FEREEY: AT LAV LFE e S it (TP FitkBate) ()
7IALF R UYL, FiEEHD

Fas &)
30mL X 1 fha

a {1 Acid Yellow No. 23, Acid Blue No. 9

w WEDARMED E ZEBSHE LR (SO © International Organization

for Standardization) DREICHT BN E DERHDH A F (GUM :
Guide to the Expression of Uncertainty in Measurement) XU
Eurachem Guide for Quantifying Uncertainty in Analyical Measurement
(Eurachem/CITAC Guide) ICEEIWTHEH LTz, 12
DURICR UTed v ) 7 L— X OHERANED & OHEE M IZ SV 2T
HY. FBROFEYHEOAR NS FIFHWRER &) L TR
BT LICED, WERRORANEMEN S ZHINTE T ENTE S,
71w B A TS BT BRI E (k= 2) OHEEMEF. S/CO 1.00
=+ 0.027 TH %,
- Alinity TPAb - =12 F—)b (Alinity i Syphilis TP Controls, &&=
7P60-CNT-01, REF 07P6010)
- &3> Fr—)L (CONTROL -)
(EaEaY VD LW e Mg RN 7 21 BU Y L
FUEAD
- Btk b e—)L (CONTROL +)
FaEaaY  RAE vy Wi e S ifE (TP Skl (RAF
Al o 7L UYL HUEAD
Y )L OE P2 DL MR Y,

=22 Eliii
a5 t (S/C0)
80mL X 1 piliz ) < 0.40
[coNTROL[+] 80mL X 1 Ha 1.25-3.75

a {125 ¢ Acid Blue No. 9
W ABICHEEN TV DOy ba—)LOEBREFIE Ty NFRNT
3ix <, WERkE L TOEHFEHEZRLIEEDTH D, SHiRkics
VT, AFICEHBEN TV S EFHIAOAMN T, TIIE T K Uik
B B EHERE T 5 T & HESET 5, Y] 750 i B R 2 5RO
T 2DICEETRELHEEE L TELLTRRT 5N 5,
cFrVITL—vay cayio—my b oy -
cFyUTL—Fov - R
Bk CESI-ay ha—)Veffifds2 e TE%,
- BEEAIEEET (Alinity i & AT L. 7S M) D LEET)
FEAR OIS A B /R R B IC OV TIE, 9 2 Bt O BdliiiEE S
Wyzc e,
AT F VR EIR BRSSOV T, i3 2 s OB E =
BT BT L,

) Abbott



(3) RIEHBRDBRIEE

WD TRUEZITI RIS, RFEY VAT v AT 7 ANV 2RI A VA
r=ld 52 L,

ToEAT7AINDA VAN VFEBXUTT v AT A—2DE
TRy ABHEITEOFEIC OV T, [T 288 ONEEIHE 22T %
&,

7w AT A= ZDHIRNCOWTIE, i3 22 OBIGEZ S
B3z,

AR OB EICBET Z5EMC DV T, 9 2838 ORI & 2 S
5L,

(4) AE (&) &

1. FvUTL—% (FlFeh) XEHA, AR, <17 m8—7 0
), AVV 2 — b E3:9:5:5DEATHHL, LUFDEBD
KihEH 5,
cF U T L= 2 EHIA, BRI O A 7 1R —F 1« 7 )V
FISEHE %,

c RKISYIZGER, VP ar— R ENA, KSEE5,

2. REIEMZERES%, 7L RU =100 uL ZhNZ ., KISEE %,

3. FUA—300 pL ZMNA. Fv ) T L—2IBREDOFNE (EEK
400 ~ 500 nm) OFHREEHIET 5,

BIEE

WEFNEDOHE M T 2 B ORI ER 2S5 2 &,

CTRTF 2 — T E TR TF 2 — T RER T B850, IKED
T2 Lzl dT 2080 H %, (/T 2RO EIRGI 222
g5k,

« FEFPESR OB o RIS T B T b, ERIGANTIS Y > TV Ay T
WY BEDY Y TIVINA-> TS T e RiERT BT &,

[ YTy T TORKEZERIERLL 10
C DT, BEBICHET A5G
- WIEIE D FEY > 7))V 1 80 pL
< [WUCH Y Ty TTBMHES 235G 04EY > 7)UE 30 pL
IR Y TV =Y vic kY MME 3 RFREILINICIIES B 55
« GIEIHIE DT> 7))V EL 1 150 pl
< [WLCH Y Ty TTBIMIES 25 B 04 > 7)UE 30 pL
Y TV R =T ricty Ma, 3HMZBA TET 255
CHULSDIEL T > NSRS B,

CAEOFY )T L—=ZBXT I Fa—)LORD WITEDOVWTE
BB L,

« — IR ER OB EEIC DWW TR, AT 2 B O BRI & 2 20
T &,

IEUWIERSE R 219 % 7eoic, 9 2 BEs O BUlkEHHEIC it > TH
WNEA Y TF Y A%ITD Tl MROBEN K DBHBIEA Y TF >
AZEDH TR A, YihiisDOFIICH S < &,

RIEDFHIR

AFy FOWETIE, MAZHRT ST LIFTERN,

Fr)IJL—vav

Fr VT L= 3 YOFECONTE, AT 2 BEROIHHGIHEZS

gz,

HaAV = VEEL, Fry U T L—a U EFHIITS T &

—E, AT L v ) TL— a Y OREREIEEICMEES NS &

FORFMET LICF v VT L—a 2T REIR RV, RDGE

WKEHFY VI L—3 %79,

sFLvmy FRSOMEF Y ST 5E

« OV b a—VOREED, ABITHENE R TR TR DV T
R LTRSS R OB BRI 2 AN T RS
« Y b a—)VOEMREIHZHE AT DO TRE L TWiaWng
A, 2Ly 30 HMic—El/Fy V7 L—ya v 2752 &,

HIE M8 2 KAZ T A REMED & 287 D X > 7 F 2 ARE 2 FNi L

et BFEy VT L—ya Bl 50N D %,

mEEESE

Ay bOFHEH Q4851 ki, BEEOIY ba—LE% 1

[FET 2T &,

iR OFEEES B EHCHE, BRI AIE Y b —)LORE & B

%o

Wt TFEICE DSV TCa Y ba— )VOEHHEIZRET 355, HEIC
JBCTCayba—)bogay hT i, Z—7y Mk X OE IR
FERMCEZOSH S a2 FO—)VOJEE C L ICK MR TRETNETH
%o BH B~5H) ML, 20 RLLEDOHEZETT> TS NZNE

HZHWT, RS2 A (2= y M) Lid5D& (Hip) %

RET BIREDHEND B, WY EIHIPIZRET 5 7DICHERETX

TEFWAR L LTI TR 5N S,

cFy I L—vaYv

ey b

cFyUTL—&uy b

Ty TRV a2 GRNT B0

- e R 2

— AR S BLOHERTFIAIC DV TIE, CLSIAHA R4 C24-A3 %

ZOMDO—RICABENTOEHA RS A VBRI L, 3

- iR OREEEETIEDS, KoMEBIcay va—)VENET ST &2 E
HTVBRIGE. SO FIFICHES T &,

« OV FuE—)VORBER R R T DI E RPN AN T 55
. EUWDESENMES N TOWIRWATREED B 5728, Fhiat DR
EEHTENCIE > TRIGT 2 2 & FF Y VU T L— g VR EGL
EHHB. VT TINYa—T 4 Y TIDNTIE. [HHT S HEIRORHL
FAEZZRT ST L,

Ly FOMERF YV T L—2DMHZMIA L /%I, av b
O —)VOBEERS T & SR 2 T 5 T &,

BEEBAA N1

FEEEDOANA FI 42 LT, James O Westgard, Ph.D. @ “Basic QC
Practices” Z{ifl 9% LW TE 5, ¢

EBEDIREE

AEICFH S N TV B REOMGEZ SR T Bdo 7w h aicD
WX, BEEREULGEAE D 7 v L A EREORGTZBIRT 5 T L.

(5) #ER

E

BABEICIY v a—)VORERE LT, U2 T IVOFERE L F1
FETEDLER (S/CO) MR X EENS,

J1w bAT=F ) T L—& 1 OFEGREOTFEME X 0.20

J1w bA IR, FadFay b EIcFr I T L— g VRERE L TR
1FENns,

S/CO =Y T IVDFEHRE / /1y b4 Tl

779

HIERRICE > TR I ST T S TNERENDGENH D, TOM
ICFRENBABENDDH 5T 5 7ICDNTIE, HiF 2 BSOS
HEBRTEHT L,

(RIEERDHIEE]

J1v b A 71X S/CO 1.00 TH %,
S/CO FE
< 1.00 (S
= 1.00 (7148
HELDEE

* o AF oy bTRRME & HE S NIRIAIE, oA X 28 EEE
FINETH B, MOMEHIECIE, KFw RSO N LREZ—
BRI LVRR—SMAE G EREFDHZIRNETH S, FHOITHHEIC K
BHHEFEDBIHNCHES T &

c EDEX S EF vy MTBOTEHBEGIEONERRNE SN S RN &
%o BT R 2 BAOEIEE, Fy FOREME, MAOMER, AR
T BMMATEORIEIC K D FBixd,

< ARF S OWERSRDERAITRICPIET 256, JBIMORIEZ 7 il
ERSREMERT B T L BHEET B,

ORI IEABEE VT E, BRAWIHFICA LN S MED TP fifk
PRAKICEFEN TV RN EEBRERICHAET 2T EIETERY, TO
728, BEEORESRASBRENILGETE, MmO HEMZ R
N BT EIETERY, BWIZITIICHIz> T, MOERIAHEL
B5TEND B,

© H OSSR E OBA TSRS DS E . FERFRMK G C D
35 %DT, MERERICIED < ZWHI MO DR RIEIR S 2 Z % LT
a5 L,

) Abbott



HERERMNENETH > TE, YAV RY - EUF R GEGUEH AL
HTE2RE TR WMD) ORI FIC X 0 Tk EREDMIK
TLTWAREANHZDTHET ST L,

ET T 7)) U ERGUIMEEAIZ RS EN TV R EE TR, 53N
TeBIFNC X BRMERSZ 295 BB DT, HIEICKHLEET S
2k,

[ &)

T TUTRLIET—2IERENZFITH O, SR TR RERT
BEDH %,

MR HRRE

TP KIS DOV TIE, ERIIC D DN TAZHER A : | R E R T&
TTENTERWED, R IMIHEZIEREE TE R0,
IEREN - BIRN

TR PIAS

EHE CLSI A RS A > EPO5-A2 It > TiTo 720 %% 3 By kD,
Fr )T L—%, arviu—)LEEHLT., i1 B THRHZT- 7
2Fl0ay ra—)VBXT5HO AT LB ki 3L 20
HENC#Y 1 H 21, il & 2 BlE Lz, °

T A B JitiE N B

(BHTHERE) (Kamggir) @

S SD %CV
YT n (S/CO) SD %CV  (EEFED)  GEEb)
fafta> hm—)L 359 003 0003 99 0.004 121
(0.002-0.005) (7.7-14.6)

o> ba—)L 355¢ 265 0067 25 0.117 44
(0.109-0.127)  (4.2-4.7)

ISV A 352 051 0014 28 0.022 43
(0.021-0.023) (3.9-4.6)

)3V B 360 1.18 0031 26 0.045 39
(0.043-0.048) (3.7-4.1)

783V C 352 338 0149 44 0.180 5.3
(0.112-0267) (3.3-8.1)

AESI2)) 360 631 0123 19 0.200 3.2
(0.189-0.221)  (3.0-3.4)

ISHIVE 360 008 0007 87 0.007 95

(0.005-0.010) (6.7-12.7)
aEANEEE, REEHIERE. AERBEE ST,
b REIET y b LI OHA DRI BT B FuMill & AR,
CHENFRD BNz, CLSI A KT A 2 EPO5-A2 ICfEw, FlE L7
FERIZ ERED B TH o Tz FRE Lsh - 72355 ORE N FEEE (G
1THEIE) & CV 5.6% C. iR NHEEIE GREBIME) 13 CV 6.4% TH- 7,

* HEIME (Reproducibility)

20y FOMEZMHL T S 6 B THE 21T 72, 2floar Fu—
WEBXUCSHIOAV YT L e bSOV EEIRT LI 3 [, D
CeH 4FEMEL, 12 L EORERERAER 2, REMNZT Y b OKS
WL IR,

Sl DHTRSEE  RERRAERME D pEELMED
YT n (S/CO) SD %CV SD %CV SD %CV
BPay bo—L 125 004 0003 7.1 0003 87 0007 19.2
By bo—L 126 288 0046 16 0099 34 0126 44

733V D1 122 645 0104 16 0199 31 0259 40
7831 D2 126 378 0067 18 0118 31 0169 45
733V D3 126 190 0035 18 0081 43 0131 69
733 D4 126 075 0016 21 0035 46 0061 82
AEREE SRV 126 1698 0224 1.3 0532 31 0842 50
AOMTREE GUENEBIE . WEMESEZ ST,

GRS GIE TR, MERI I, HERT A2 &,
HRM

FEMEOtmE A 5119 Fl. BEMEABUEE A 531 #il7%Z Alinity i > X7 L
THEL, 38y FOR#EE & 1oy rOFvyYTL—% avba—
WWERMHL T, 4 5O CHlE LTz

YIEIIEOREE, gk 3 HINARIEZ R Lz, SNHIZDONTE
MR E T 72 & TABRETH > Teo ABLBEERIKICIIBITER R U
WlklE iz no 7z,

Alinityi  Alinityi  Alinityi ~ ARCHITECT
VAT VATL  VATFL TFIAY—

IR Gi4 RR Gitae  Fesdfke LT

HAFdU— n k%) 2 4% ) (95% C) (95% CI)
HhinEEk 5119  3(0.06) 2 (0.04) 99.94% 99.98%
(5116/5119) (5349/5350V)

(99.83% - (99.90% -

99.99%) 100%)

funFimE 2424 2(0.08) 1(0.04) 99.92% 99.96%
(2422/2424) (2618/2619P)

(99.70% - (99.79% -

99.99%) 100%)

(bm#FmAE 2695 1(0.04) 1(0.04) 99.96% 100%
(2694/2695) (2731/2731Y)

(99.79% - (99.87% -

100%) 100%)

AbzE#BIA 531 0(0.00) 0 (0.00) 100% 100%
(531/531%)  (523/523)

(99.31% - (99.30% -

100%) 100%)

IR = WIEIRME, RR = FRZERIE, CI = (24X R
AYNEESS R B LTV 3,
DSEITTRIE LI2MikiE TR THIRIEIETH - 7=,

Btk & MR E N TV 2 A% Alinity i ¥ X7 I THIlE U CREE & 31 L
7z TAh, 100% (675/675) TH -7z TP HUAGEKEE 4 0y
DR, K20y bOFX VI L—%, arviho—)LzfffLT, 35
DT 1 EHIE Lz,

F7=. [A L TP FilklGEMiA% ARCHITECT 775 A ¥'—THlE L TK
R LIz T A, 100% (675/675) THolz, Mahids 2y +
O, Fry )T L—&, arra—)LEHNT, 2H50KETK 1
e LTIz,

wk DI, MR BERBIENC D D Wtk LR S N7 BRIAZ 8] L T

THEtZT1To 72, ARCHITECT 7 I A Y —%ZH L. 2 1w hOA¥E,
#20y bOFy ) TL—x, oY ba—)LEAVT, 2 50KETH
ELTREZHIiL7ze T A, 99.83% (576/577) TH o7z,
IERMY

WERSRICE B2 52 5RO H 5 INF2 5Ok, I K UHHR-ES
JELINDPERBE RIS OV TR &2 1T T2,

Ay b LMo CLIA DT TRAMEZ R L7z 6 i, WERERERIC B
THME (FED ) FRBHERY (FLD D) Thol, MIKIHE
FRRIRIEEDIEHUCH DV TIHAEE N SIEA L7, b LRx—<
ORBEAERIIBFTHE 5T, MR MR & R 2R E B T2,
CMV IgG #fk 10 05 B 1 il HIV KK 10F0 55 1 Fl, Hra—
VR 1gG IMERHA 7 @D 5 B 1l HFURIEE (E. coli) #ifk 10 il 5
B1HIE (FEDOP) AF v MEETH -2 DD, ARHCHIA LT
fthd s L AR R —<RELEE 7213 IE b LRI —< L TR L iR E
nixh -t

WEIRR 11 Bl 5 5 16, HTLV-IT#R(K 6 flD 5 5 2 filld (FED ©)
ARFy MEETH -T2, BEFENIMHEDOR TH > Tzizod, Mok
(CLIA ¥, Rapid Plasma Reagin (RPR) i%. Particle Agglutination (PA)
1%, Fluorescent Treponemal Antibody Absorption (FTA-ABS) i) Tilll
ETBHTENTERNST,

sk - dY)— n AT SR
5397 15 12
CMV IgG 10 1P
CMV IgM 10 12
i dsDNA H itk 3 0
Y VAIRE A 15 0
EBV IgG 10 12
EBV IgM 24 0
KIGH (E. coli) Hifk 10 1b
s 11 1¢
HAV IgG 10 0
HBc IgM 4 0
MiEHT 10 0

) Abbott



sk 1Y) — n ARFw MG
HAV 10 18
HBV 10 0
HCV 10 18
HSV 10 1d
vy Ak Mk (HAMA) 10 0
HIV 10 1b
HTLV 10 0
HTLV-I 6 2c
A VTNVIWT I F 20
L7 M A T%E
LT R ZAET IgM 5 0
T4 LR 10 0
B m— P 1gG IMdE 7 1P
Ttk (ANA) 10 0
%7 a— Pk 1gG i 3 0
i it 90 0
VIR FINT 10 0
JBS 1gG 10 0
RHWTY T BT A 10 0
Toxoplasma gondii 1gG 12 0
Toxoplasma gondii IgM 3 0
BRiLY eIy b 10 0
IKEEHFRIE D A )V A 10 0
it 424 13

afhoPEF Y b (CLIAJL, RPRiL. PAL, FTA-ABSiE) ThGMkEE
XNz,

b fthdBE+F v b (CLIA ¥, RPRE, PAE, FTA-ABS %) Tl3MMEL
SRE NI T,

CARFw MGETH > Teh, IRREMUONESF v &+ (CLIA 75, RPRIE.

PA {4, FTA-ABS i) DHIERSRTII b o>iiz, MEABEITS T

EMTE Mo Tz,

dfihod CLIA 3£ TIERHE. PA & FTA-ABS i CIRHIEMEE TH > 72,

TERA A ERAE

BT & O—BEROME 7 120 HlOImiEHiAZz VW TiT- 7z,

BT & O —ERIE 100% (120/120) Th-o Tz, GE—ECR

13 100% (60/60), Katt—EeRIZ 100% (60/60) TH -7z

Ri IR T
(7 1k feitk i
. (2153 60 0 60
AEVR 0 60 60
it 60 60 120
RIERADOEENE

*F v VT L—& GtEay ba—bid, PRI DN TR LT
W, BRI, EOMORIENEEZ R ¢ b A D HEPES #%f
WCHMUTHHL T 5,

(R EXUIEER L EDEE]

(1) Bk E (fBRERSLE) DFE
s o TEEOAHIE TN 2EKEICIE. ¢ FHRBX T/ FIGBEN

IO S 2MENTENT VS, dHiliE. DB - S (Fv b
DOHRPOY 7213 UL - s BEAR] 28I 5T L, L M
RME E 72 3 NE LA S R ERE LD T e 2 REET B
BRIZHSNTHWIRWV T RTOE M HRYEIRIBENCER N H 2 &
EZT, TNHOMEIE, © MR, BENEBEEEICERE Nz
H#EMNIE. OSHA Standard on Bloodborne Pathogens I fit > CTHUD 25
T, BAMMEESOWE,. FORONDLWE, RIS
PENTIEICOWTIE, N A AT T 0 L)L 2, T3, Hisg,
HERRIC & B MDY ENA A A 77 ¢ He i s 52 &, 69

cFX U T L—RICEEND b MHRYE I TP HifkPE. HCV Fifk
[P, HBs fisba1E. HIV-1 RNA B2 % 721& HIV-1 HUEEME. HIV-
I/HIV-2 HilkREMETH %,

*

*

cEMEaY bo—cEENS b MHRRYEX TP JifkBErE. HCV difk
[P, HBs JUREME. HIV-1 RNA B2ME & 7213 HIV-1 HUREEE. HIV-
L/HIV-2 §ifkREMECH %,

koY ba—c G ENS b MHERYE X TP JURRE. HCV itk
[P, HBs JUREME. HIV-1 RNA M & 7213 HIV-1 HURBEME, HIV-
1/HIV-2 FifkIz1ETH %,

cAFy FOWETIE.  MRAZIRO LS, BikiX, HIV. HBV,
HCV ZHDEROBNAHZEDE LTHO IS T &, Mtticdhiz>T
. BERORERZRET B0, FHOBEK, IBE. A7 BIUMHN
BTTFEREEHNL, £ROICK2EXRy T 0 VT3 rbianc &,

< RED S THRIMT A2 S AITIIK T HFRICIR DR T H OGN AR
BTV, BRENHNLEMOT Y TEEZ TS &,

s PUA—EZETIVAV R TH %o HAICEL T, alSEh Y g
WK LD, HIALRWE S TET 5T &,

C ARPPETHAT 2 HEICE. RIEFERIE LTI PV O LG
NTCW2EDNH 5, FEE. UBIK - #55% (v FO/BO) £7
& UHE - HE EHD)] 22835 b, e ORilic X 0 IER
WCHEOBNH ADFET B, WOW S BRKIFHEHOBR, R, <A
7 EHH U, 285, RAEWA LW T &, NAYIE K ORIRE
YL THRT B &,

ROFRSAENC BT B fEr SR, P R

[CONJUGATE]|

=L RKIVZFLVTV A=)V A 7F)VT =)V T—
7 )V (Triton X-405), 7 {bF bV LzET

H319 AR HRF

H316 % LIS

H401 * IKAAEIC Bk

H411 EWfkersz 20 X o kAN w1k

EUHO032 fits & OFEfIC K © IEFICHE OB A ADFEAT
%

REFH

P264 Bizid Fe X <vko T &,

P273 BREAORUZ T2 L,

P280 TRAETLS / R / IREIRE 2 5T 5T Ly

[CREE

P305+P351+P338  |HRIC A 7256 @ K TEO IIEREL S T L.
Ricary 2y b LY XEFEHL TOTEBICHE
BHABENT T L, ZOBENEERIBT L,

P337+P313 NROFRHAE < 56« EREIOBE / T4 T2l
52k,

P332+P313 * R EREAVE CTina L ERORS/ TYTE%
F5ck,

P391 IR 2T 5 &,

BE

P501 [N / 75337 @975 1k CHERT B T L

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

ROREIAC I 2 e B, S R~y

RKUVZFLvF)a—) #7F)V 7 z=)bT—
7 )V (Triton X-100), AFIVAVF7VAVEE

jusy Ranh ol Jaoy s g
Al lw|lw|w
—|lOol=|=]|—~ UF
==l ©

&

AR HRAF

7 LIVF—M KSR T BEN

R JEE D JE I

IR

EUMkERENC X o kAN Bt
REXH
P261 SR /K AT L—DWAZERT BT &,
P264 g FE X <PES Tk,

) Abbott



pP272 R ENTANERBIEEG D B S N &,
P273 ROtz 2 T &,

P280 IREETR / RREK / (REEIRE 2 5 I B T &
[SREE

P305+P351+P338  |MRIC A 723y @ K CEOM T EES S T Lo
RICAV R B LY RAEER LU TOTEZICHE
HLERNT T L, TOBRBTRERITS T L,

P337+P313 MROREAE Ha ey ERIDR%SE / FU T2l
5Tk,

P302+P352 AT LTty 1 ZROKTHES T e,
P333+P313 BRI E 72 3R N E TGS EliiD2
8®/ TN TERITBT L,

P362+P364 BRENTABZBE, TR 283U
BT L,

P391 HPZEINT 5 &,

BEE

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

% EC 1272/2008 (CLP) Z@EAd 253544 Lxu,

ROMIHU T 2 et N, TR RS : [oAL[q]

TILF NI Y LB

EUHO032 itz & DT X 0 JEFICHEIEORRN A ADFEA S
B
P501 INEH | B Y T CHEET 5 T b

RO AFHBU BT 5 o PN B, B IR [conrmot]-]
CONTROL | +

TIALF P Y LB

EUHO032 fig & DN K D IERICEEDRN AT ADFEET
%o
P501 N | R s ik CHERT 5 T &,

*PERITIEICOVTIE B) FERLEOTE ZBRT 2 L, . Ze2T—
Z—bk (SDS) NbAHLAEZTHELEIETBET ST L,
ZRT—2—b (SDS) IOV TIE, HAMY—HPKR—rtrZ—Ic
BHWEbELZE W,

AR ErP DL 4 FEOTEOFHIC DOV TR, 9 % Hds O Bk
HeBMT s L,

(2) FERLDEE

—RR G EERIE

- IR 2@ E 7 S 2 i LT &,

cFy PEZEREESF Y FOREEESTHEN LT &,

cfH—0ay FESOMBETH> TEEATEERET LI LAV
Lo

FEDERL

ARSI R TR LTk, RO X FR0MICHIERM L THL T
o RONSHBIE DI T 7 Ficmly, 5 EEEREAT %, ISHO
EREMICUT, 5125 REEERRMT 5. N H— RV v YDR
FIVAERERICITEESD X 5FET R L. A7 8—F 1 7).
HEHIC RSN FVOHZERICTER T 2 2 & WH 2T, TDXSICHE
MUTBIREND S,

REMORERE LT, ¥y FOREMICH ZIUMNT =y T HHIC
Frw i AND,

CRAMUTZaE A — R ) w DIREBEC TV B ARENED B B 128, V1T
TAREET 1 BFE &, JEDH A 2 DZRFD,

RN — RV w UL LT LE o GEIE. @A EC TV B AlEEN:
MH BT, TIIKET 1 KEE . [EAHZ 5 D21,

< AKF vy ORI OEER ZF BEENDH B, H— RV v IHNDHR
HITTADMAET B &, IR E L < frbn 3 Ity 8K
JEU. IEUWITER DG S NI ATRENED B % .

SR O HWD FOTEEOFHIIC DWW TIE, i B HE R Ok i %

BT BT L,

HEORE
BRI
KEE 2~8C

REREHE M7 oS

fEHBRE T LCRRETHET ST L,
NLTTRREETHRIEE AT
Tho il A—1r U v Y
. AR ERMIC 10
A ERREAI L, 32T IREE
T 1 RHEKET 2 &,

e BIOREEE 30 HiY

BAEE 2~8C EHBIRET LTRRETHET ST L,
VITHRIREETHR ST
ol —1r VU v Y
WBEERT ST L,
AR DR GG K B 1ERE
DOHLZEFE < Tz8, FED
Fvw TR F Yy v T
WA LanT &,

RIS AR ERE L E E AT B0, HBVIIHEIRN SHED LT

1759 %, 2B DEO LIz 2, FrLOHE v v 708

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

T BatHIE, L TIRER MDD, EEDER ML AT THEFET ST

LERHERT B,

I B R SHD HIIEIC OV TIE, [EHT B B O Bl

HEZBHT 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 ~ SCOMAELAM D th LT, I ICHEHATRETH %,

« (AR MCIRERRM (5~ 10[E) 5 &,

FrUIL—20DRE

- (EHBIZBEZ T LN &,

CRIATREE IR ORI (RN A
KREEH 2~8T FERIIRE T
FEE 2~8T AR E T LW+ v v 7T,

@2 E SO TRET %

&,
EH#%IE 2 ~ 8 COMRTFE
BANCRET T &,

Fr V)T L=, BRIty SUTHSEONTETH, WEINT
WiEWKIE LT RSy F U7 ENTW5, BERBDND 5D CHED
SNTRERMZHEA 2 &, B ZOF v ) T L—RZHATE RN
ERET, REBEET vbEA RS A—2 L E-MCEHBEN TV,

LEVER ORI DV TCId, 1T 2 RO TS 2 2H T % C
L.

7wt A I35 A—=ZDHIRNCDOWTIE, i3 % B8 OBk %2 2

W3zcé,

Fv )T L—2DERFIE

cFy T L—xony FERE. Fv U T L—XORICHMENTY
BN—O— REHVWTRET BT ENTE S,

cF Y VT L—=RT—=ROREICOWVTIE, T 2850 HkaiA &
BT HT L,

cF YV T L2 =X —TEB I UOERAD Ly N HIEICDWNT
&, T 2BE0RSHEZSIRT 52 &

O bO—ILD#dE

« ZOFE EMEATRERHIKTH %,

+ 2~ 8COMMFHIM SO LT,  ICERTTRETH %,

- HARTICESSMCZERREM (5~ 101D 952 &,

] Abbott



O baO—ILORE
fEFAEIRZE A TR LanT &,

CRIFIRE R Tf7 EDTERRIH

KREAEH 2~8T AR T

B 2~8TC AR & ¢ #HxELHDTHRET S
Z&,
SLCHIRIETIHRET % C
s
%L 2 ~ 8 COMRSE
WHTCRT T &,

ar ba—)VoERFIE

c OV O )VORERENTET BITE. R MVEREEIC LT, Bk
Yho—)V%& 5, Btkay ba—)Lz 5. FNFNEST SN0E
DT VTV T RS %,

AV A=V =R =B X UEERADE Y FTEICDOWV T,
T 2 BIROIHRFIIHEZ BT 2 T L.
FvyUJL—%, av tao—Lo%ie

W, RO, WO, Fr )T L— 3 VAR ER I RV, O
¥ ha—)UHVEBIIH 2 NN B 5 EOBRDNED SNB 55 Fr Y
TL—20ay ba—)LHH L TOBAEED S 5.

(3) BEELDEE

 BfAHcIE HIV, HBV, HCV HDBMDE DOMMFET 28NH0H %
DT, FEl, [ERFEHIRER EIREEZRE T SV U L (FREEE
J% 1000 ppm. 1 BILLRRE) FE V2070 7Te R 2%, 1
WREFEIDL IR I K2 W s, b2 W0WidA— o7 L—7 (121°C,
20 7LIE) 1T KB WMFEIRETTS T k.

B X UBMESEFEET AR, FEEYOUHE X USRI
T 5EAL KEGRYIEESOREICHE-> T3 T &,

PR MA DRI U 7235 311, TRE L 72 T8 72 W NS TR L
R U T3 2 VRl TR E M - 1214, & 51T 0.1 % R ZERE ) b
VY LVAS & OEYIaiaA TR EINS T & MEREGHEY) IR REH
H (T4, —ZeIRB RZakad) ZEHLTTH T,

C ARPPETHAT I, REFERE LTI NV LN EE
NTWBEDNH 5, sk, DEIK - #HES (Fv FORED] 7z
& (A - s BERED] 22T 52 L, 72T FU T LG,
. B L RS L TERIEOSIET Y KL KT S T ENHEDT,
BT AT, KBOKEIITIRT T &, LRRFEEEDO M
IZDOWTIE, T 2R OIEEIHE 22T 5 L,

4) ZOfDEE
FECRBADRIEZTT 5 A, Bric By abE {IEE 0,

(Fri@i75E. AshHARE)

i yaes AR
A+ b 2~8C 12 f#H
fﬁ;iﬁ_’ FU M A—OBETFRL. b A—OIERRBR
AR, SMRICRRENT VS,
(@GE3- L))
< ARy B H5HES 7P60-02-01 100 EIFHX 2
AT 1 )V 42mL X 2
cavYals—+h 42mL X 2
« RRIRT IR 59mL X 2
(REF 07P6022)
C AT B %S 7TP60-12-01 600 [HEIFHX 2
A TIS—TF 1 )V 16.8mL X 2
cavYas—+h 163 mL X 2
« RRIRTRRIE 287mL X 2
(REF 07P6032)
- LY HF 975 mL X 4
- FUH—H 975mL X 4

% Alinity i Y A7 LAZSHAL 2TV, HIFE D Oz BRWE
b T,

(EZEXHA]
*1. ISO/BIPM Guide to the Expression of Uncertainty in Measurement
(GUM), 2008. www.bipm.org/en/publications/guides/gum.html.
*2. Ellison SLR, Williams A, eds. Eurachem/CITAC Guide: Quantifying
Uncertainty in Analytical Measurement, 3rd edition, 2012. ISBN 978-0-
948926-30-3. www.eurachem.org.

3. Clinical and Laboratory Standards Institute (CLSI). Statistical Quality
Control for Quantitative Measurement Procedures: Principles and
Definitions; Approved Guideline—Third Edition. CLSI Document
C24-A3. Wayne, PA: CLSI; 2006.

4. Westgard JO. Basic QC Practices. 3rd ed. Madison, W1I: Westgard
Quality Corporation; 2010.

5. 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.

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

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

*8. World Health Organization. Laboratory Biosafety Manual. 4th ed.
Geneva: World Health Organization; 2020.

9. 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.

BrDELITONT -

c 3T EDRY]DICZEHZ ANTWS (] © 10 000 #ifhk)
NBERICIEE U A FEER LTS f: 3.12%).
TANTOMEOIEREG. SEOFEHEEICREL X,

[FLEbhEk]

7Ry b v INUERSH
AARY—YR—brtr2—

T 270-2214 THERMF TG 278
TEL 0120-031441

[BIEIRFEEE DB KR UMER]
7Ry Ty EREH

T 270-2214 FHRMF G 278
TEL 047 (385) 2211 (&%)

© ABBOTT JAPAN LLC 2026

) Abbott



