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2.1 AgA287]7
a4a|
a5 B3 Ay 74
#8 upEe YA S d §a
7 Hodg

#6 : PR3 @¢lo] w9 ojolE vlolaw
go]E < (Microplate well)

1 CHORUS PR3 Device #5 @ TEEo]9lA] ¢ke mjo]
#4 + TMB substrate

#3 /-‘,<-|] RS

#2 1 291091 E (Conjugate)
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3 CHORUS PR3 Control
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2.2 =R TAE
Washing Buffer Autoimmunity, Cleaning Solution 2000X,

Sanitizing Solution, Negative control/Sample diluent

3. 2849
PR3 t]rlo] A= CHORUS 717]olA Proteinase 3(PR3)ol t]d &)
A4S % 7IEolth B Ay aAwZEES (ELISA,
Enzyme linked Immunosorbent Assay)& 71%% 3Fal Qlch. A€
PR3 &9> 1%} (solid phase)ol Af= ol Qivt. 38 Atg dF
FHA) T ks Fd So] WoFREUL Iy Ags wkssh
e *ﬂﬂ% T3l AAs, AR WFz R g
soldE 2 Al E (13 Yo] #HArst a4 —Horse Radish
Peroxidase— £ ZAdtEol9: vrAdF &) 9 wjoksity, Ad 4%
e ZFANEE AASY s a2 714 (Peroxidase substrate)
gaizick A <tell EAetE 5ol FA] sxgl nleste] FEA
wao] Jojddtt. 7] Ee= CHORUS /]/]"ﬂ/ﬁ APE FPs] 4
BE Aeke] gH o9tk CHORUS PR3+ CDC(Atlanta) 9 %
gy oz wAEY #AAEAd%E AU/MmMIZ EFHCH
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AHE &3
A FELS Aol o)X Proteinase 3(PR3)el th3dt [gGHAS &
A A3E5H (Enzyme Linked Immunosorbent Assay, ELISA)
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5. %
1) 43 Solx

A A (2 negative, 1 Cut—off, 2 Positive) & AMg3lo] &3 e
HAEA] dist A8s At

¢ Rheumatoid Factor (44—220 Ul/m{)
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e Bilirubin (4.5—45 mg/d¢)

» Triglycerides (10—250 mg/d¢)

e Hemoglobin (5—30 mg/ml)

Aok e I EAS AR Aol S v AA devh

2) 4=
Within—run precision Between—run precision
Sample Mean cv % Mean —_—
(AU/ml) (AU/ml)

1 7.1 6.2 8.3 8.4
2 9.9 7.9 10.5 9.4
3 8.2 7.2 9.9 8.5
4 15.9 5.7 14.5 5.8
5 20.9 6.5 20.9 9.5
6 29.7 6.1 29.3 7.1
7 72.8 5.9 76.9 8.3
8 55.6 6.9 66.2 5.9

Precision between Precision between

batches instruments
Sample
Mean v % Mean oV %
(AU/ml) (AU/ml)

1 8.2 4.4 8.2 1.2
2 9.2 4.6 9.2 5.4
3 8.6 7.9 8.6 6.7
4 14.9 1.9 14.9 5.6
5 21.1 3.8 21.0 2.1
6 27.1 2.8 27.1 3.1
7 74.9 6.3 74.9 1.9
8 66.6 7.4 66.6 3.3

3) YA AR - Bol®
118 AAE Diesse kit®} Commercial kit®2 FAFS}F T},

Reference
+ - Total
Di + 12 0 12
Lesse - 1 105 106
Total 13 105 118
nAE 92.3% (CI 95% : 66.5—98.5)
5olx=  100% (CI 95% : 96.5—100)

4) 2} kg

MPO, Cardiolipin, Gliadin, AMA—-M2, Transglutaminase, SS—A,
SS—B, Sm, Scl=70, Cenp—B, Jo—1, Ul1—-70, snRNP, dsDNA IgG,
ASCA°| 4 AAR A A3, wap-g2 HEH A gkt

6. AH&

6.1 AA F8] @ ALY
AAE F4AQd A9 Ao Ealdt FH (Serum) S A3 7
Ae 5484 Be]71F (Good Laboratory Practice, GLP) ¢ A3
of whel sl AN FHE 2~8° Co WAgolM 4Uz3 B S
AL, =207 Co WYFelA A3 Byo] shEsitt. o 73-°r f]iﬂ 33

7 ElEd 4 vk HAAE As AAA 7lsE Ad o] B
#akA et slEE AAE A A Fo5HY %%q% . é ey
A8} (Heat—inactivation) &= 275 FT7MAZ 4 Stk v H2
AA FA Bt FFS 7A AR LHvHE AT F Ak FE
e 48 HAAY AgAde] FosiAl @ doe] AAl, 29¥ AA

= 93 @gors A9 & fivh
* Calibration ®¢| : 3.0~100.0 AU/ml

AA7F 100.0 AU/ml& %8 79, Negative Control/Sample
Diluent® 3|4 gk o3 A7 gt

210mm X 297mm [Y ¥H-8-4]]
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6.2 HAF A Fu)9y 7b SAUATE AFe) HeAe] e AL otyth B AR Aus
1 g gulel F#n 24 Agd HFrht o A Aaje] wE bed BE R 3 &4
AAE A Fule v wird e Fadh Hojo} g,
2) }\]o]:
A A gutol AES BF A% (18-30° )l 6.5 =4
7AAT EaL, 1A Qe A3 Ar Aol FEG FAg A8 iz S 01%‘3@ AL ALgA
@ tinfo] WA e wal ettt tjx A gho] 87+ E Hod wo=

ARE A AT ZA e F 71X E 93 Fes ot
ol~gE 7tk AW g ‘:]H]'O]i%% A7t A (Silica gel)
7 A oAl W(bag) el Wi, ¥71E W F dTE o} wotth
2-8T A Hgirt.

@ Calibrator
DR ARE Ths s
@ Positive Control
N
@ Washing Buffer Autoimmunity

SRR 150 vEE 34 & gl A

® Cleaning Solution 2000X

CERFTE 1:2000 WER 34 & o] At

® Sanitizing Solution

DERTE 111000 R 34 & o] g

(@ Negative control/Sample diluent
CARE A A2 2A eke] ARg-gtt

6.3 A A3
CHORUS TRIO ([1
st
@ 3714 (4l pressure—closure %3 E]‘ﬂ%’%)i 7NEe
H, Zas wE] tjuto] A At o 3 E
715 widl 7 "Esi
@ AHgAE wiwrde] AR Al
Precaution) o ®HAlE AtdS 3
ol s},
@ 33t L2 AAE 71EQ 1WH A (WelDe] 5001 253
t}. 71EQ9] REV} W7dE Ao|= Calibrations $3%F tjulo]
25 Fu| gt
@ tjuto]l A& CHORUS 7171 413}, (Fa
A])Calibration2 33t} CHORUS AR&A ™ A ol ule}
AAE i),

L AE A FA 09-442 3) 9 A WFdS

FoA (48,  Analytical
al

stol tutole] uIE

6.4 243
Chorus 7171 o A&¥ EF344 (Batch—dependent) ol uh2k
A AU/mIZ A5s gdse).

NG A%e deol met d4E 5 g

%43 (POSITIVE) : A7t > 18.0 AU/ml & dj
&4 (NEGATIVE) : A%7F < 12.0 AU/ml & o

$4 BF (DOUBTFUL) : A7 12.0~18.0 AU/ml &

o
A9t BHRFA A ARHL A BIRFE G P A2

AAE AR Bk

Ho

473 A dA 120702 AARS A3, A4 FaX (Reference
Range)+ 3.0~11.2 AU/mlo]t}.

x AARIe 7ol

BE 4 Ades 9 ZA s

2 A A 948 AdS A% 93 BHe R AMgdE 5 itk A
MEHE @ 3
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Calibration& AA&of gttt o] Aitgho] 25

7. A A FYAME

1) AQAEG oz AgF)

2) Jo i It ¢tk AAES thE ddds 438330 1
kg #AE4stty. CHORUS Absi4l7]e] tulol~g Azst
Hells &5 75to] Aeth

2] Alofelli= A=A o] At B
%4 (Conjugate) = phenol
714 9 (Substrate) & AHA
I mell 919 Aleko] wgkE A9 .
zﬂﬂ At AH H71ES LAAAE 15H Fwe k] Aotdd

2 UER g9 21 HFEErt 1.0%7F HEs @k &
FH eAAAE A E 1%9 ol YEF Lol
304 HAAII
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5) el #FAA sheAol e EAE JAHE A, Awy by
A A3 g Fol FxlozE gopdith AFS ANEH el kA
1.0% =9 ztotdrat YEFOZ trolult), QA Aol A3
A3 T BE BALS AE 8 sbsAel e dr1EY H2e] o
ot Aot At YEFS Fidt B3-S 39t HeshH @

6) 71N (4 WelDo] F2AE 9 A, alF oupo]xy o7] 3k}

7) A(WelDol HAAZ ¥ o] A3] vjetoz BFE=A] i)

8) Tulo]lxo] Alekg #Qlsta AR fulel Ay fliEA Fldtt)

Aok fFZ0] i tlutol s AREEHA] b

9 ¥ AES gE&EEFFSHH A (K01050.01) CHORUS
TRIO(M& A 4 09-442 Z)o F&sto] ALg3r),
CHORUS TRIO o]¢]¢] el A= AFEal4] Sv= s},

10) CHORUS AgwA1717F vt AR Eeo] UEA g},
(CHORUS A&z w4 #an).

11) 7171 Agst 12E g8 s §-919 vtzss WASA et

12) A ®23 A, A5 AgAA 7se 7H ds
Z& g

Q= HEEE 77 FEoE YT 5 Qv

28 AR o E= AR wel, 73 Yol 2febed
A3 (Hypochlorite) 714l =&A1714] &=t

15) AaA 49 FHAqAY pAEe] g #aE AAE 279 ¢
Qlo] & & glt},

16) 7|EES CHORUS 717]9] ¥7] Aol ¥kg (reaction well,
#6) ol o] =A2 fleA Flgth

17) A2 3 (50 1) tlupo] 22 1 dof 53},

18) fr&7]I7ke] Ad tuto] 2~ ARESHA] okt

19) 71719 Washing Buffer Autoimmunity (REF 86004)7} 14
HAE=A gl

20) 71E U % Follv AR ddoA faE die
ofgitt. BE AH fd 25 FHA] Addow
3“]%‘:}1"} g

21) “ CHORUS PR3 Device" 3|44,

8. A g ARR7®

471 9 NNANE F=x.
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