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1. EEAR e Triglycerides (10—250 mg/df)

SR A9 9l 14-1483 3 e Hemoglobin (5—30 mg/mf)
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FEAES 27 =9 I AT Hx Sample ﬁ::;n tun precision B;[::ien tun precision

Az _ §71 59 7AAE Fzx. (AU/mD) CV % (AU/mD) v %
& 5| oRARE) 1 1.0 9.0 11 98

22019 ‘T‘_ —/lkj MEEEA FuldT FAHNE 485 2 5.4 9.1 18 9.0
HAshs | 02-3290-5700 3 6.4 9.8 6.4 8.1
Fax 02—-3290—-5750 4 8.4 9.3 7.7 7.9

Az 4 & | Diesse Diagnostica Senese S.p.a. 2 ii: Z; iii SZ

B . e 2, 5. 3. .
&7b Crga°h 7 22.3 6.7 20.1 5.0
8 29.6 9.6 31.0 7.5
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2.1 A YA G877 Precision between batches Pre01?10n between
= < Sample instruments
H3(3 3 AR 7 Mean oV % Mean oV %

#8 1 WpEE FAE 9 I3 (AU/ml) (AU/ml)
w9l 1 4.1 3.7 4.1 2.9
#6 @ Jo—1 Fgo] I vlolAR 2 5.4 7.0 5.4 2.8
Z7o]E €U (Microplate well) 3 7.0 4.4 7.0 6.6
1 CHORUS Jo—1 Device #5 1 FRHIGA ¢k wlo|AREHO|E I 4 8.1 4.9 8.1 8.3
#4 @ TMB substrate 5 12.8 2.0 12.8 4.1
#3 0 4A AN 6 13.2 5.3 13.2 2.7
#2 2977101 E (Conjugate) 7 19.4 3.0 19.4 3.6
#1 0 A w5 4 8 30.4 5.6 30.4 6.8
2 |CHORUS Jo—1 Calibrator | &
3 |CHORUS Jo—1 Control T

2.2 ARV TAHE
Washing Buffer Autoimmunity, Cleaning Solution 2000X,

Sanitizing Solution, Negative control/Sample diluent
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Jo—1 tjujo]x= CHORUS 717164 Jo—1¢l digt & #4& 9
st 7| Eojt}, 2 HAle a4 dATESH (ELISA, Enzyme linked
Immunosorbent Assay)< 7]ZZ 33l Qlth. FAE Jo-1 T
T2 (solid phase)oll A= o] Stk 348 At A (A 7e] )
FE T 5ol WY EEULS FA AFsrh wkgebH e o
A5 AHE Fdll AAsIE, A dodZxmaded o8 =& 5ol
<z EFAE(FYYe]l  HAlslEA —Horse  Radish
Peroxidase— $} AdrEoj9l= wrAdZF23HA) 9} wjeksity. AEsH
e FHFACNEE AAY L H}Air3tas 714 (Peroxidase substrate)
sfzvk. A el EABkE Sol FA Q] FEe} vt FEA
o] elejdtt. 71Ee]i= CHORUS 7|7]elA A& 337 9
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4. AHE-57

B AFE A Ao Jo—1e tid F-Jo-1FAE &
st& < (Enzyme Linked Immunosorbent Assay, ELISA) 22 43
Fots A F Tt A 7] E Aleko] ),
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5. 3%

1) ¥43 Solx

5 ZA(2 negative, 1 Cut—off, 2 Positive) & AMg3to] th&3 2+
A EA g AEe AAEH T

¢ Rheumatoid Factor (44—220 Ul/m{)
e Bilirubin (4.5—45 mg/d()
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3) 944 VRE - Bol=

116 A AE Diesse kit?} Commercial kit® 7 A3 o).
Reference
+ - Total
. + 19 0 19
Diesse _ 5 9% 97
Total 21 95 116

WA= 90.5% (CI 95% : 71.0-97.2)

ol 100% (CI 95% : 96.1-99.9)
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PR-3, MPO, Cardiolipin, Gliadin, AMA-M2, Transglutaminase,
SS—A, SS—B, Sm, Scl=70, Cenp—B, U1-70, snRNP, dsDNA IgG,
ASCA'Dﬂ ok}do] 74;]]“,_ 74*}-5]- Q 1} _uyx}\ﬂ.__,‘ J,].;d 5];] o) oL\;}

6. AHEH

6.1 AA &8 2 AZLY

AAE A4AA A Aol et FH (Serum) & ARt 7

e 4484 #e]71F (Good Laboratory Practice, GLP) 9] K] =
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* Calibration H¢] @ 3.0~100.0 AU/ml
A7 100.0 AU/mlE  Z=33 749, Negative Control/Sample
Diluent® 3|4 gk th3 A7 st
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A2 A F=ule A dyrde Fadi.

2) }\]O]:
AR A gefe] AES BFE A% (18-30° Ol
AAT B3, 147 sell Apga
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ARG A A A wE S a7 E o et
Hupol A& 7tk AUl $2 Yulol A5 A st
7 (Silica geD) ¥ 7 thA] M (bag) el Y1, 3715
wj QJ:[LE Ll-o]- E‘_ah:]- 2— 3Coﬂ/«] HH3E H:]—_
@ Calibrator
DR AR THs ek
@ Positive Control
R
@ Washing Buffer Autoimmunity
DSRTE LS00 HERE g4 &
® Cleaning Solution 2000X
CEFSE 112000 HER 34
® Sanitizing Solution
ERTE 11000 &R 34 & e gt
(@ Negative control/Sample diluent
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@ H7)1A (ZHe pressure—closure &x HojgL)E sjEst
H, Zast wEo fulol g Atk o FS XA Y
3715 w57 dgsict
@ AHgAE wiwrde] AR Al
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t}. 71EQ9] REV} W7dE Ao|= Calibrations $3%F tjulo]
25 Fu| gt
@ tute]~E CHORUS 7]71e] Fi@tt. (e
A1) Calibration gttt CHORUS AR&A A el et
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Chorus 7171 o A&¥ EF344 (Batch—dependent) ol uh2k
Aite AU/mIZ AvE xd s},

AlE A thsel whet siM= 4 Sl

¢4 (POSITIVE) A7k > 18.0 AU/ml & )

&4 (NEGATIVE) : A77F < 12.0 AU/ml & =)

$4 BF (DOUBTFUL) : A77F 12.0~18.0 AU/ml & o

A7) H R

AAE ANH

* 27k Ab "3 120702 ZAsE A3
A #FarA] (Reference Range) &=
3.0~10.4 AU/mlo]t},
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B AN 9 A 0% Sd9 e R ALg itk A3
MEHE @ 3

2/3

7b SAUATE AFe) HeAe] e AL otyth B AR Aus
Agd HFrht o A Aaje] wE bed BE R 3 &4
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A A fE Fee A9 dx 23 o]%fm A e A
WA e wal ettt tjx A gho] 87+ E Hod wo=

Calibration& AA&of gttt o] Aitgho] 25

7. A A FYAME

1) AQAEG oz AgF)

2) JoF Fatx gtk HAAMES thE vde 4388
oS #g3. CHORUS AEEA7]0l tulolAE F23
Aol &5 73] At

3) theel Alefolli= A=A o) AL 8

18+ (Conjugate) = phenol

71 A 9 (Substrate) & AHA

I Eell 2] Alekol ‘? e AS B T3 Aloju

4) Z3hg Ak a7 #H7E ‘?Zﬂ Ag A8 S8 g zpotd
24 YEF §H ﬂzi FEE7F 1.0%7F HEF st &

FA LAAAE YaAE 1% otz UEH £
308 HHAI

5 7o FAH 7heidel A EAE dAHS A5, A 3}
A A3 E 2 °] FoE gopdrh APE AANETI 2A
1.0% %9 2ot = . LG AA el A
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6) 714l Welho] FE42 & 4%, dlF tlupolxe= 7] dr
7) AWelDol AL ¥ o s wigow PFHUEA FAdtt,
8) tinte] el Alekg #lsta AR tlupolxs QA it

Aok fEo] = tuto] A *P%a—ﬂ A=t

9) £ AFS Je8UY9FHEZ4IX (K01050.01) CHORUS
TRIO(ME A2 A 09-442 Z)ol F& st ARgITh
CHORUS TRIO ©]¢]e] Fulel s ALgatA] dms Fhr)

10) CHORUS AF#217)7F &ul2 A A =o] Qli=x] #eldtr}.
(CHORUS At&-zt w4 Fa1).

11) 71719 Aget A4S 8 AE F-9lo vtz wAEs &
=

12) AA ®2# A, A5 AgAA 75 7H dsnE At
Z& %t

13) Age] &= vz EE 77 ooz ¥ + Uk

14) duto]~E A uf e AFEE wof, ZHeE Woluh Afold i
4+ (Hypochlorite) 71 Aloll A7) A 9=t}

15) AstA &8 =HAAY vdEe <& HHE
Qle] & 4= girt.

16) 71EE CHORUS 7171e] ¥7] #ef WkE A(reaction well,
#6) ol o] EAL A Feldic

17) AAF EF (50 pD & tinto] 2] 19 o] 5t}

18) fra7]gto] Ayt tjuto] = ARE-EFA] ¢h=th.

19) 717]° Washing Buffer Autoimmunity (REF 86004)7} 14
H = gelstr)

20) 71E W FAF Fole AFe oA fud Aol 2
01%15} BEE A e ERES AR AdYUo® 1A
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8. ALY & A1

210mm X 297mm [Y ¥H-8-4]]
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