Ag A

obaAIo} (5 —
°F (F CHORUS dsDNA-G 14 2070.06 11
BEEREEEEY
1. E2A3n e tgk AE AAEHSAT
A A5 A9 9l 14-1480 3 . Rb.eum-atmd Factor (44—220 Ul/mb)
= B oo X]_ﬂ_g‘qio_laé]_gjé;\},\]g} e Bilirubin (4.5—45 mg/d()
BEND (55) K0300.01(2) e Triglycerides (10—250 mg/de)
2 d g CHORUS dsDNA-G * Hemoglobin (5—30 mg/m)
EAS] |71 59 AR FE Aot 2 AHEALS 2 AP Aol dFS vAA deth
o i §7] 59 7AANE Fx.
EESE) 7 58 AN B P
S ORARAI ok ()
sq) 9] T A [ AESHA SUET FAME 485 Within—run precision Between—run precision
| Asds | 02-3290-5700 Sample Mean oV % Mean oV %
Fax 02-3290—-5750 (IU/mD (IU/ml)
Az Diesse Diagnostica Senese S.p.a. 1 14.3 55 16.2 8.6
A ZxA . oleralo 2 15.6 4.5 17.5 5.5
Gizh | (el€ejeb 3 16.0 8.7 17.9 8.4
4 19.3 5.1 18.9 9.7
5 22.3 7.3 27.6 4.9
2. 74 6 27.0 5.9 31.2 9.4
2.1 AgA287]7 7 30.3 4.7 35.7 6.8
8 39.7 9.4 45.5 8.1
a4
4y 2 AR 74 _
iR . Precision between
78 s HHS ee 2al Precision between batches instruments
#7 : voIE Sample Mean Mean
#6 + asDNA 9400 J9HOISE vITE B 10/ v aU/ml) v
CHORUS dsDNA—G  |I°1E ¥ (Microplate well) 1 13.1 55 13.1 0.9
o v #5 1 FFHAYA 2 vlolAREYOIE U 2 16.1 6.0 16.0 4.2
eviee #4 @ TMB substrate 3 15.6 5.8 15.6 4.9
#3 1 A 349 4 20.3 0.5 20.3 2.2
#2 ?:?r?llolﬁ(Conjugate) 5 25.2 4.0 25.2 4.5
#1 0 A3A v 4 6 26.6 7.1 26.6 0.5
9 CHORUS dsDNA-G _ 7 32.0 8.4 32.0 4.7
Calibrator T 8 43.7 8.1 43.7 1.7
CHORUS dsDNA-G
3 @
Control
3) Y&d NHAE - Solx
2.2 ST @uTAE 159 #AE Diesse kit?t Commercial kit@ 7 A}t
Washing Buffer Autoimmunity, Cleaning Solution 2000X, Reference
Sanitizing Solution, Negative control/Sample diluent + - Total
Diesse + 16 4 20
= 1 138 139
3. #8449 Total 17 142 159
dsDNA-G tjule]2i= CHORUS 7]7]¢lA] dsDNAel gt [gG Al _
o o= _ I UL 94.1% (CI 95% : 72.9-98.8)
S 9 7 Eoth ¥ HAks a4awddESH (ELISA, Enzyme = -
. o e 5olx  97.2% (CI 95% : 93.0—98.9)
linked Immunosorbent Assay)< 7]1%% 3&Fal Qltl. AAlE dsDNA

ge 14k (solid phase) ol AE 5o %13]'
5ol WYgrade >
& F3l AAstaL, *}‘JE.‘ ‘ﬂoﬁ—% Aol sl &
ZFAClE(aFdo]  HAkstEA —Horse Radish
Peroxidase— ¢} A@ == DLSE2FA) o kst AdetA ¢
& ZFACEE AAH, PAastE A 7]Q(Peroxidase substrate) ©]
galzleh, HA ctell TAskE 5ol Ao Fel nlgsto] FEA9]

49 Abg

a3 A F

WA e

walo] dojdrt, 7| Eeli= CHORUS 7]71"1]/‘1 APE It et
BE Aleko] xgEojglty. CHORUS dsDNA-G CDC(Atlanta) 2]
EE 8o 7 wAHEc HAEYE [U/mlE Bd®h

4. AHEEF

2 AFS AFEY dHolA dsDNA®] tfst [gGaAE ardd a3
¥ (Enzyme Linked Immunosorbent Assay: ELISA)S.& A&3}

Ji

=

A L) R G2 7] g A oFol

5 4%

1) £43 5=

574 (2 negative, 1 Cut—off, 2 Positive) & AF&3to} th&3 2+
MNEHE 3

1/2

4) na g

PR—3, MPO, Cardiolipin, Gliadin, AMA—M2, Transglutaminase,
SS—A, SS—B, Sm, Scl=70, Cenp—B, Jo—1, U1-70, sn—RNP,
ASCA of oAl #AAZ #HAALS A}, WAk w2 ¢korr).

[}

o 3z

i B

6. A&

6.1 AA +v 2 ALY

AAE A g Aol Fel@ 23 Serum) e AHe@Th 7
Ae 5484 #e]71F (Good Laboratory Practice, GLP) ¢ A3

of oheh Aeleith M WIS 2-8° Co ARGl 43 wpT

QaL, —20° Co WaEelA &7z mate] 7hgsict o] A9 Ho 39
A alEd 4 vk HAAE As AEAA Vles Ad dsael B
#atA etk dllEsE HAAE AFE A Foste] EgolEd. d-E8
3l (Heat—inactivation) v+ 2575 F7MZ & Qlth vAdE9>
AA FAe gk dFE 71A A 2 /HE 2UE 5 vk I
EE &8 AL AWdo] FAuaiA B Ao AA|, edd AA
L ysh, @R o= Aad S 9o}

* Calibration ¢ : 10.0~150.0 1U/ml

AA7F 150.0 1WU/mlE %=¥43 4%, Negative Control/Sample

210mm X 297mm [Y ¥H-8-4]]



SFALA ok (5)

CHORUS dsDNA-G

Ag A

<717 2020.06.11>

BEEEEEEEVEIE

Diluent® 3413+ the A7 so)
6.2 FA A F9AA
1) @l gl F0 34
AL A Fnle g W ds sk
2) Aot
ARE A Hulol AES BF AR5 (18-307 O)el
7R T a3, 123 qkell Abg-sitt.
@ Hwpol
AHE A A A BE F I E 4 des
ool g Atk AU e tulo 25 Az
ﬂ(%ﬂma ge) #} 37 thA] W (bag) el ¥, 71&
W T Qe ol gttty 2-8TCelA B
@ Calibrator
PR ARE Ths ek
@ Positive Control
S
@ Washing Buffer Autoimmunity
CERTE 150 HER 34§ gl
® Cleaning Solution 2000X
CERSE 1:2000 HlER A & gule]
® Sanitizing Solution
CSFSE 111000 nER 8 & gule] g
(@ Negative control/Sample diluent

D Abg A et @A se] AbgaT,

6.3 FAHAA
CHORUS TRIO ([1
a5 Faghr}

© 714 (FHl pressure—closure & HoU-)E
A, Fest v tuto]AE 7tk oS XA
3715 w5 dgsiot

@ AHEAE wiFrde] AR A9 FEAME(4F,  Analytical
Precaution) ol WAIE AMES Fasto] tiupo]xe] AEiE
13k},

@ 3NsA g HAE 71EQ 11 A (Wel)ell 5001 w3
. 71E9 2E7 WA= Alo] Calibrationg $3F tjnjo)
25 Fu| gt

@ tulo] A5 CHORUS 7]7]el F3te) (&
Al)Calibrationg #83tt}t, CHORUS AR A of whet
AALE st

;e AY FA 09-442 F) 9 AH] vy

1r
=
of, ol
o

6.4 A3w3
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