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Az g S Diesse Diagnostica Senese S.p.a.
@b | elgaeh
2. 74
21 A AR 2]
Az |8 A AR 74
#8 1 vRE S 99 ¥R
7 o9l
#6 : Cardiolipin® AFgh p2-deA [ o] 51
ool vo]a g ZolE U (Microplate well)
1 CHORUS Cardiolipin—M [ #5 : :1E]50]gl#] ¢k njo] I wZgo]E €
Device #4 : TMB substrate
#3 1 A 349
#2 : 257749 E (Conjugate)
#1 0 H4A 7 4
9 CHORUS Cardiolipin—M o)
Calibrator
CHORUS Cardiolipin—M }
3 el
Control

2.2 4T HE
Washing Buffer Autoimmunity, Cleaning Solution 2000X,

Sanitizing Solution, Negative control/Sample diluent

3. &&49
Cardiolipin—M t]¥}le]2~= CHORUS 7]7]e|A Cardiolipin®l] th3t
IgM &Ale] #4415 9% 71Ec|th & A AW ddEFH
(ELISA, Enzyme linked Immunosorbent Assay)& 7|%% 3t} 4
AE  cardiolipin¥} A p2-FeWA] or FAE IS A
(solid phase)ell ZAgE o] Gt 34w ’\]‘%]' A (@A) He] wjFS
F3l 5ol WSR2 EYS FA Agert w3 oS A ES
AHeE  E&  AAsa,  aFyol J%*Ji}ii(Horse Radish
Peroxidase) 7} A HoQlE &-A1g WadFzEdor FAY 27
Aol E (Conjugate) & #jFdtel. AgslA @ ZFAEE
Harstas 71-o] galxick AAl ghel EAs= So] &z
L=} njgste] WAo] yehdth 7]Ee= CHORUS 7]7]¢lA]
7] Sk BE Aleko] EFE T

4. AH&-5F

B AES A dH o)A Cardiolipinel T3k IgM3A|=
&% (Enzyme Linked Immunosorbent Assay, ELISA
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1) £43 5=

574 (2 Negative, 1 Cut—off, 2 Positive) & AF&3dto] thg3 &
EA gk APS AT
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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) Bak W

ASCA, CCP, Cenp—B, dsDNA, GBM, Gliadin, Jo—1, MPO, PR3,
RF, U1=70 RNP, Scl=70, Sm, SS—A, SS—B, tTgell 4 257
HAANZ A An, wAhge BEE A ekt

3) A 9% Bo|x
88 HA A= Diesse kite Competitor kit® AN} T

Reference
+ — Total
R + 28 0 28
Diesse _ 5 55 50
Total 33 55 88
AT 84.8% (CI 95% : 69.1—93.2)
Eol%  100% (CI 95% : 93.5-99.9)
Cohen's kappa 0.87
4) A= 95y
Within run Between run
Sample Mean Mean
(MPLU/ml) cve (MPLU/ml) cve
1 3.6 6.9 3.4 8.5
2 4.4 5.0 4.1 11.5
3 10.2 5.4 9.4 9.3
4 11.2 7.9 10.7 8.8
5 20.5 5.1 19.0 8.7
6 26.6 6.2 25.9 10.5
7 39.4 7.7 39.1 8.4
8 39.8 5.9 38.5 10.4
9 80.5 6.0 77.1 10.2
10 87.9 3.4 85.6 9.6
Between lots Between instruments
Sample Mean Mean
(MPLU/ml) cve (MPLU/ml) cve
1 3.2 1.9 3.2 1.9
2 3.9 - 3.9 7.7
3 10.3 5.0 10.3 1.9
4 11.6 3.3 11.6 3.6
5 20.1 2.0 20.1 3.7
6 25.1 2.9 25.1 4.0
7 39.7 2.8 39.7 3.6
8 40.0 2.4 40.0 2.4
9 76.8 2.4 76.8 2.0
10 78.3 4.6 78.3 3.2
6. AHgHH

6.1 AA £ % AU
AR AAAQ A A wedt D (Serum) & AHEET A
A ¢+ #2171 (Good Laboratory Practice, GLP) €] A3
of el Al v AAEsHARl AAL] AFgTHs oF-i FAHA
Ayt A FAHLS 2~8° CY WAIA 443 B#HFE 9l
=207 Co WFelA 2713k nyo] 7hsdtth o B¢ 3

AE = AUk AAE As MPAA eE Ad dEare] HastA
deth dATE HAL AME A Fojdte] Egolwrh d-d

(Heat—inactivation) = 275 S7H12 & Stk VA&
sl wost 9FE /A A4 e7E =W F 3

* Calibration ¥ : 3.0~100.0 MPLU/ml
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AA7F 100.0 MPLU/mlE Z%3 7§, Negative Control/Sample
Diluent® 3|43+ t}-& A7 gk}
6.2 AL A F¥33
1 sl Aol F#nl vk
Ax A e A iy as Fagt
/\]-% A Fagk AorEd B5F A% (18-30° C)
of ZkA T Ea1, 1A17F kel ALg-gtet
@ tupo]x
ARG A AT A vhE F 71AE 41 Fesh utol
25 7tk A F tutel~5L AEst A (Silica
geD ¥ A thAl W(bag)ell ¥, 371 W F dT+E 2

of Bgtrh. 2-8CelM wAFHT)
@ Calibrator
Drhe g RS E
@ Positive Control
R
@ Washing Buffer Autoimmunity
94 5 gulo] g

ERHTE 150 vER

® Cleaning Solution 2000X

CERFE 1:2000 &R 34 F gl gt
® Sanitizing Solution
CERFE 1:1000 HER 34 F el gt

@ Negative control/Sample diluent
CAg A AL A Stel Abga

6.3 FAI#A
CHORUS TRIO ([1], A& A A 09-442 5)9 ] w7dS
Zrargke),
1) #71x (Z9e) pressure—closure &3 o9& sj&st o,
Aok 7Fe] tuto]AE 7tk o XA ¥I FNE
LR IR i
2) AHEAE i) 4%, AAE Ale] T Abgel| AR AL S Fa
ato] tufolx FEiE #elgith
3) A3k 2> HAE J1EC 1WH A Wel)ol 50 g1 #E53kc)
71ES ZEZ} WAE Al Calibrations $3F tufo]A~5 F
vl gke},
4) vnte]~E CHORUS 7]7]e F<isteh. (B A))Calibrations
g ghey. CHORUS AHEAE A o whel HALS Ha gt
6.4 d9¥3
Chorus 7171 ¥l A% 5132 (lot—dependent) o] whe} 7|
Akl MPLU/mIE A7E mdsch AlY Ao ool wet sia=
T Stk
%74 (POSITIVE) : HA S FRegkel > 18 MPLU/ml & o
&4 (NEGATIVE) : AA 9 FEgho]l < 12 MPLU/ml CQ L
#4H5F(DOUBTFUL) © A9 sxgko] 12~18 MPLU/ml ¢ |
A7t R FY A AT A BHR[FE S A, AELR
AAE AF st

¥ 29834 F9
RE AA A= $x19
gl B oAAE AR A
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Aok fE0] Q& Yulol A AMEEHA ket
2 OAFS dR8UdFHS A (K01050.01)
TRIO(ME A9 FA 09-442 F)ol g&alo] AFg-3h},
2 vl dE E5 PD}
11) CHORUS AF#27]7} &ul= 4
(CHORUS A}%X} Wi ).
12) 7171¢] Aggt A& 93

1=
g

13) A B3t Al
Z& gt
Z &o)
(CHORUS A&7 w74 %
15) futo]~E A wf s AFEE wof,
A+ (Hypochlorite) 71A1e] =& A171A4] %%‘/}.
16) g == &9 HAAY Aol e dHe] AA,
o ¥ HAAE 27 dde] & 4 it
17) fra7lgte] Ak vnpo]l 2 ARESEA] ok=tt.
18) 71714l Washing Buffer Autoimmunity (REF 86004)7} 14
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19) 71E Ul FAF Sole AFEe oA e o] 3y
ottt BE A f¥ BAES FHA pHdoz QX ke
FFallof stch

8. A & A%
7] 5o 71 A FH=x.
210mm X 297mm [Y ¥H-8-4]]



