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AL 491 14-1194 3

e Bilirubin (4.5—45 mg/d0)
» Triglycerides (10—250 mg/d¢)

°
%1 e 11-7]-“.‘3‘3—.3%_]%@/\}1\]‘1} * Hemoglobin (5—30 mg/ml)
TRAS (R K03010.01(2) A Ze e & ARY Aol 9FS vAA derh
=g CHORUS SS—A
EAS §71 58 NAANE F=x. NAAE
Az 87 %9 /AN B,
PR 27 =9 A A=, Within—run precision Between—run precision
5 SFAFA Ok () Sample Mean cv % Mean oV %
. F 2 | AeSuA SUET AAAE 485 (AU/m) : (AU/mb :
2] 9 S 1 4.5 6.2 41 9.3
ksl 02-3290-5700 B} 39 59 33 94
Fax 02-3290—-5750 3 10.9 7.0 8.7 9.2
Az S Diesse Diagnostica Senese S.p.a. 4 11.0 6.9 10.9 5.5
! (71 (o] ] o}) 5 14.1 6.8 13.9 6.8
6 16.8 3.5 14.8 5.9
7 25.6 9.1 24.8 7.4
2. 7A 8 43.1 8.6 42.6 7.8
- 9 125.5 7.0 114.6 7.8
2.1 AAR=AR717] 10 141.6 9.1 123.6 8.7
2? 33 A 74 —
W3 . Precision between
#8 . MlmC B8 oat oqt Precision between batches instruments
#7 A Sample Mean Mean
#6 © S5-A THo] TAHOIIE Helaw (AU/mD) cv e (AU/mD) v
CHORUS SS—A Sel°1E A Microplate well) 1 1.3 35 1.3 0.0
! Device #5 @ mg¥olild] > vtolamEdolE 4 2 3.8 5.5 3.8 2.6
#4 : TMB substrate 3 10.5 1.1 10.5 25
#3 ¢ *“ﬂ 34 4 10.8 3.0 10.7 0.6
#2 : Z7i7°] E (Conjugate) 5 13.3 45 13.3 4.2
#1484 w5 4 6 15.1 7.1 15.1 1.7
, |CHORUS SS=A o) 7 26.5 5.3 26.5 2.8
Calibrator 8 41.9 6.5 41.9 3.2
3 CHORUS SS—-A weol 9 130.0 5.1 130.0 0.8
Control 10 121.8 2.0 121.8 2.3

2.2 3w TAE
Washing Buffer Autoimmunity, Cleaning Solution 2000X,

Sanitizing Solution, Negative control/Sample diluent

3. 2849
SS—A tjufe] A& CHORUS 717164 SS—Ae] tjgt &-SS—A &)
= #4E A% 71Eoth B FHAe 5adY
Enzyme linked Immunosorbent Assay)& 71%% 3lal gtk FA%
SS—A @98 14 (solid phase) o] AgEo] k. 34 %
A e s ol 5ol WwFEEde Fdv At
x} o}p‘ u]—uﬂz],‘:_% ﬂ;’dﬁ_ °H x-]]7 35., 1_7'\_%
(Horse Radish Peroxidase) 7} A&Eoiols F—At W=
o7 4% A0l E(Conjugate) 9F wiekstet. A g3abA|
AIELE AAH L, HAkstas 714 (Peroxidase substrate)©
Zck HA qkell J‘ZHO}“ So] A vxg} H] gsto] FEAe
o] dojudt}. 7]Ee|= CHORUS 7]7]°ﬂ"‘1 ARE T3
Nofol %e¥10]%Ith CHORUS SS—A® CDC(Adanta) 9] 3
oz A HAAEIAE AU/MmIE 2@ 9t
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A4%54% (Enzyme Linked Immunosorbent Assay, ELISA)

4
Al AR "AA SS—Ael g [gGEA (Anti SS-A)E &
£l
o= wrgeeh AN § Alotelth,

Mo

1) 43 5=

57 A (2 negative, 1 Cut—off, 2 Positive) & AF&3to} &3 e
A EA Ut A4S AAA)

¢ Rheumatoid Factor (44—220 Ul/m{)
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3) @43 9% . o
131 AAE Diesse kit®} Commercial kit® A}t

Reference
+ - Total
Diesse t 309 902 32
Total 39 92 131
ugE 100% (CI 95% : 91.0-99.9)
Sol%  100% (CI 95% : 96.0—99.9)

4) AAPES

PR—3, MPO, Cardiolipin, Gliadin, AMA—M2, Transglutaminase,
SS—B, Sm, Scl-70, Cenp—B, Jo—1, Ul-70, snRNP, dsDNA
IgG, ASCA 4 HAE HAESH Ay, wadhg2 #FEA] gk},

6. A4

6.1 AA £8] € AZLY

AAE F4Ad A9 Ao gt I (Serum) S AHE3th A
Ae 5484 #e)71F (Good Laboratory Practice, GLP) ¢ A3
of whah Hsteh Ald AL 2~8° Co WA 4°‘/ Bad 5
AL, —20° Co WYEelA 71z no] shgsith o] A9 Al 39
7AWl e = Atk AAe A AEAA Te e X]L‘ YEae] B
HakA etk S5 AAE AMS A Fodte] EEo|FEY. d-2F

o]
A gl (Heat—inactivation) = 27/& S/ F Stk #5292
o

b

AA FAo gk dFE 71H A o /E 2UE vk I
Ee £8 HAAY AgAe] sefetA W el A, edw AA
= ¥tk dFgezE Ags 4+ glrh

* Calibration ®¢l : 3.0~100.0 AU/ml
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AA7F 100.0 AU/mlE 3% 79, Negative Control/Sample
Diluent® 3|43+ t}-& A7 gk}
6.2 A A F9l4A
D 3 dnHle] #8ly
A/ A Fule g iR ds
2) Aok
g A ol AEe Y
3, 1A% Qo] AbE-SITY.
@ tujol~
ARG A AT A vhE F 71AE 41 Fesh utol
25 Adth Al 3 H}OL’E%% A7} A (Silica
geD 7 A thA] W (bag)el ¥Wa, ¥71E W ¥ d+E @
of B3ttt 2-8T A EJ‘%?}‘/P.
@ Calibrator
Lok AR Hs
@ Positive Control
CHEE AR The e
@ Washing Buffer Autoimmunity
SR 150 WSR3 5 A A
® Cleaning Solution 2000X
CERGRE 1:2000 &R BA & Al )
Sanitizing Solution
D ERE 111000 vl&Z BA & Aujel| )
(@ Negative control/Sample diluent
CARE A 29 A Sho] ARE-gHr

fjo

s,

AWEE(18-30° Ol 74t =

ha

6.3 A A3
CHORUS TRIO ([11, A& A9l F41 09-442 %) 9] n] wiyvdS Fa
=N
@O |71 A (Z@el pressure—closure & o) S 783k
A, et v tutolAE Atk o XA Y1
T/ wpdl ] sk
@ AHgAE wiFde] AR Al FoAbE (43, Analytical

Precaution) ol A AFgES
shol e},

® 3AsHA dE FHAE 71ES 1¥ d(WelDeoll 5001 #73+
o} 71E9] REV} WAE Ao+ Calibrationg $3F tjulo)
25 FHlEh

@ tlufo]~Z CHORUS 7]7]el F9l3ttt. (&
Al)Calibrationg @ 3tch, CHORUS AMS-A ™ Aol e}
AALE 218 gt}

Faste] tulol o] AEE

6.4 A3
Chorus 7171 ol 4% EF344 (Batch—dependent) ol whek
AatE AU/mIZ 235 Ef‘fi‘@":}

ol
i

A Ak gl nhet siAd £ Qv

4 (POSITIVE) A7t > 18.0 AU/ml o o

=73 (NEGATIVE) : A37F < 12.0 AU/ml & o)

W74 B 57 (DOUBTFUL) : A7} 12.0~18.0 AU/ml & =f

At B

AAE Xﬂﬂ‘]?}‘/}.

* 7% AP g3 120702 kst Ay, Zd Fa
Range)+ 3.0~11.1 AU/mlo]t}.

B AAd oA dRRFE e A, MEE

2] (Reference
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RE Y Ao 79 27w
A 948 A9e A% 498 U AsE 4 Aok 2%
et e el g e ohith ¥ At Avhe
QA Wkt vE A9 dae BE bsd wE Gus g H4
5ofok Fek,
6.5 =&

AL Akl fa34 FAg f8 dx HE ol & AP
W Aol ek X%‘Eﬂ' gz dAzkel d871F HE Hold o
Calibrationg AAldllof 3t} o7 Ayglo] A A o2 ZHHTH

7.0 A R

1) AR kg ozl ALg-ghr},

2) o It ¢geth AAES thE weds 43833 B
SoHEE A&ttt CHORUS AgwAl7]e] tiulol~g Aast
Hells &5 715te] Aeth
thFo] Alekell= A=A ol AL 2R AR 3
A ¢4l (Conjugate) & phenol &

7] A 9 (Substrate) 2 A4

3 o] EgHelglr,

=

I Eefl 9] Aleko] woks A BER FR3E Alojutt
4) F3he atn A J‘ﬂﬂir LAAAE sl FEE g Aot
1.0%7} S =% sk &

5) A9 A Fsel gt BAL AWAL A5, Awe B3
U} A8 Fol A0 wohith AL ANl A 1.0%
FES AolPatt GEFOR wHohih oA g

S mE B4 4% 98 bsdel G AY1E Sxe] v
. :

F

Aottt UEFS S48 $4¢ 1o dwe 2t
6) 71l (4 Welho] FEME = A%, )T tujol At 7))
7) AWeldol AAE 9& wl $s] vpgtow BFEYEA gl
® welol Acke seisk A ol G sdew,

fol 22 A
9 B AFS Js&HEH 172?72}X](K01Oq001) CHORUS
TRIOA& A9 4 09-442 3ol skl AHgah
CHORUS TRIO ©]2]¢] #Auje A= AbgalA] ke2 8o},
10) CHORUS #As#4717F &nt=A AAse] leA 15t
(CHORUS AR&-#F w37 1),

1D 71719 A3 A4E g8 A5 799 vhase wge gt

12) AA 123 A, A5 AgAA 7se 7 YEaE AMgshe
A& Fert

13) Ago] Nlt— MlEEE 7))o o AT § ok

14) tutolags G uf Ti= AFE S wof, 73 Yol Zpoled

*P@(Ilypochlorlte) Z1Al wEwmA7NA] T

15) AstA 48 AW nAdEe g3 FdE HAAs 27 ¢
Qlo] & & glr},

16) ZIEE CHORUS 7]7]e] ¥7] Hel u-g A(reaction well,
#6) ol o] EA2 gleA gt

17) AAF (50 D2 tinpo] 28] 19 ol F5=3hu}.

18) fa7lIzbe] Ak tupo]l A= AREEEA] oki=th

19) 7171 Wa%hing Buffer Autoimmunity (REF 86004)7} 9124
HAEA gl

20) 71E Ul FAF Folle AFe oA fa| Aol
olfltt. e A fHl EHES AR AQ Addem A}
F 5o it

21) “CHORUS SS—A Device"2 23¢9,

8. A & AR

210mm X 297mm [Y ¥H-8-4]]
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