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g |t & | MESUA sl AU 485
< A3lis | 02-3290-5700
F ax 02-3290-5750
PEY 4 = Diesse Diagnostica Senese S.p.a.
=7 (o]l of)
2. 74
2.1 AYA=2 =717
A3 (g 3 AR 74
#8 1 WpEE FAE 9 I3
#7 1 o9l

#6 1 MPO @€lo] ZEHgle vlolaz &9
o]|E < (Microplate well)

1 CHORUS MPO Device | #5 : Z®E]9)#] 2 vlo]A 2 Zgo]lE
#4 @ TMB substrate

#3 1 AA 34

#2 : 2977101 E (Conjugate)

#1 0 AA 5 49

CHORUS MPO
Calibrator
3 CHORUS MPO Control
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2.2 =R TAE
Washing Buffer Autoimmunity, Cleaning Solution 2000X,

Sanitizing Solution, Negative control/Sample diluent

3. 2849
MPO tlHfo] A= CHORUS 7]17]elA MPO® tigh & &A1& 93
F|Eo|th, B A= Ei“ﬂgﬂlé&lff—ﬁg(ELISA Enzyme linked
Assay) & HES shar P1= A
Myeloperoxidase (MPO) &9 17 (Sohd phase) ol Ag = o] gt}
A E AR R GAD) ] wikE B Bo] WegzEYe I
Agretct WhEEkA] e whu AL g S8l AAs, AFE WY
SE2EHA gl ¥ 5ol4ds z2te TFACIE(nFYo] Aatstan
—Horse Radish Peroxidase— A% ASZ2FA) gk vl
oFstrh, AgsA ke ZTFACIEE AAHIL, watstas 71do] o
sfzivk. A grel] EAskE Hol FA 9] wEe} v 34]3}03 —‘%::*“94 Els
Aol Jojyttt. 7]Ee= CHORUS 71714 23 =]
Aleko] EFrEoglth. CHORUS MPO& C(Atlanta)ﬁl |
ox BHAEY A AR E AU/mIZ 189

Immunosorbent
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4. AHS-53

B A ELS AFFY dH o)A Myeloperoxidase (MPO) ol th3t 1gGaH=]
(anti—-MPO) & #4194 3&H (Enzyme Linked Immunosorbent
Assay, ELISA) ¢ & whAekels= A 97 w84 7] 8 A eko|t},

i

[}
H&P—q Bolx
d Al (1 negative, 1 Cut—off, 3 Positive) & AF&3&to] b3 e
HAEA gk AP S A s
¢ 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)34x
Within—run precision Between—run precision
Sample Mean vV % Mean oV %
(AU/ml) (AU/ml)
1 7.8 4.9 8.1 7.4
2 13.8 3.6 15.4 9.1
3 14.3 6.5 15.6 7.9
4 14.6 6.1 15.7 8.8
5 16.9 5.4 17.1 5.1
6 18.8 3.4 19.6 4.1
7 24.8 4.5 24.1 3.9
8 28.5 9.3 25.7 5.8
Precision between batches Prec1.510n between
1o instruments
Samp Mean oV % Mean cv %
(AU/ml) (AU/ml)
1 8.4 4.3 8.4 3.1
2 16.0 5.3 16.0 3.4
3 15.3 4.1 15.3 4.3
4 15.3 6.3 15.3 2.7
5 16.4 5.5 16.4 4.3
6 19.2 3.8 19.2 2.4
7 24.0 6.0 24.0 0.4
8 26.6 1.5 26.6 2.1

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

Reference
+ - Total
Di + 10 0 10
Lesse - 1 107 108
Total 11 107 118
UaE 90.9% (CI 95% : 62.0—98.3)
5olx=  100% (CI 95% : 96.5—100)

4) IAES

PR-3, 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

=
E g dgore A

m?l'

T sl
# 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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2) ;\]o]:
AHg A HHlAE S BE AL L (18-30° C)dl
PR TE 3, 1417 <befl ARg-ghe).
@© Hnpo] 2
AR A Al A e F A7xE da e
tuto] A5 AWtk Adlal g tule] g2 A

7} A (Silica gel) & 37 ThAl @ (bag) ol P L,
3715 W § JTE ot Feith 2-8TCelA H¥t
Ela=
@ Calibrator
t kR AR 7Hs
@ Positive Control
Dok AL b5
@ Washing Buffer Autoimmunity
L EREZ 150 MR 34 F gule] g3
® Cleaning Solution 2000X
SRR 1:12000 HERE 34 & Au|o] A
® Sanitizing Solution
DEREE 11000 MIEE B4 F guld) 33
(@ Negative control/Sample diluent

L abg A AL A sl AbgR,

ta

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
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=
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6.4 2FH%3
Chorus 717l ulfel A8 %+ (Batch—dependent) o] whe}
Axtgd AU/mlz Z3E 2dd
A Adbe el mek fE 5 gl

%73 (POSITIVE) : A¥7F >18.0AU/mLY o

4 (NEGATIVE) : 2437} <12.0 AU/mLY
* B HF (DOUBTFUL) : A7} 12.0~18.0AU/mLY
A3t BHRFYL A APk oA BHEFE G
AAZ AF et

%
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« A7 Abek g3 120702 AANEE A3, A
7314 (Reference Range)i= 3.0~11.4 AU/mlo]t}.

x* AARRFL] F9

BE 4 Ades 9 ZA s
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B AR 9E Ads 9 fodd
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6.5 3=#e
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) 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 cbat A 7 ES LHAAAE A8 FRE o] Aotdd
2 UER g9 21 HFEErt 1.0%7F HEs @k &
FH eAAAE A E 1%9 ol YEF Lol
30% FAAG.
5) 7rdo] AAA 5ol Y BALS AdAS A
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Aopdat YEFS S 248 ugt ‘?3_7}5}11 =t
6) 7184 Welhol F245 4 4%, did tufel e # 7))
7) AWelhell AAE ¥5 W &ds] vpgor BFHgl=A geldich
8) timpo]~e] Aok &elstal AZ tjwpel A eA T
AloF &0l e THtol e AREEHA gkt

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
Akd (Hypochlorite) 71Alo] &A1 7]1A] =t

15) AstA &8 =HAAY ndEed & H9E 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
F5afof gt

21) “CHORUS MPO Device"& 93 49.

8 ABLY S ABNE
87 59 NG %

210mm X 297mm [Y ¥H-8-4]]



