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# (IIF) # M CPIgG #= IgM #u4k . 3#4& CLIA # 0 CPIgG #= 44k 64 % A4 i [ 3k A5 B B A 45 58 B L &
WA G RFEFEURS ELISA #« 1IF 49—tk , 558 CLIA #F T CPIgG k64 AR R FR 4 0. 01 AU/
mL; & MBEE A 3.0~200.0 AU/mL;CLSI 24 2.15% ~6.47% 683 K CV $2 3. 17% ~6. 18% #4718 CV,
HEBHR B 7 CLIA 5 ELISA #% 3 CPIgG #= IgM 4tk 8§ 25 R 3k % — % (Kappa 4 %) 2 0. 900 F= 0. 903,
P<C0.001),—Z& B4 45 A4 85.0% A= 85.5% ., CLIA 5 IIF k49 Kappa=0.905(P<C0.001), ¥ 4k It fie &
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# % ELISA #= IIF B T CP #tkag4m) .

KR AF R R E; MR RERR; AR

DOI:10. 3969/j. issn. 1673-4130. 2019. 09. 021 R EENFEE R146.6,R563. 1

NEHS:1673-4130(2019)09-1107-05 X RAFRIAED : A

Chemiluminescence detection of Chlamydia pneumoniae antibody performance evaluation
ZHOU Yong ,LI Huimin,LI Xiameng
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Dongguan,Guangdong 454002 ,China)

Abstract: Objective  To investigate the chemiluminescence immunoassay (CLIA) for the detection of
Chlamydia pneumoniae (CP) IgG and IgM antibodies. Methods This study included 200 MP patients diag-
nosed in the Department of Respiratory Medicine from January 2015 to December 2017 as the observation
group,and 200 healthy subjects who were examined at the physical examination center of the hospital during
the same period as the control group. The CPIgG and IgM antibodies were detected by CLIA, enzyme linked
immunosorbent assay (ELISA) and indirect immunofluorescence technique (IFF), respectively. CLIA was
tested for the CPIgG and antibody detection limits,the intra-assay precision,the inter-assay precision,the line-
ar range,the clinical compliance, and the consistency with ELISA and IIF. Results The minimum detection
limit of CLIA for CPIgG antibody was 0. 01 AU/mL,the linear range was 3. 0—200. 0 AU/mL., the intra-assay
CV was 2.15% —6.47% ,and the inter-assay CV was 3. 17% —6. 18 %. Correlation studies showed that the re-
sults of CLIA and ELISA for the detection of CPIgG and IgM antibodies were very consistent (Kappa =
0.900,0. 903, respectively, P<C0. 001) ,and the consistency percentages were 85. 0% and 85.5% ,respectively.
Kappa of CLIA and IIF method was 0. 905 (P<C0.001) ,and the overall matching rate was 80. 0%. Conclusion

CLIA detection of CP antibodies meets the clinical requirements. It has the advantages of simple operation.,
high precision,and so on. Clinically,it can replace ELISA and IIF for the detection of CP antibodies.

Key words: chemiluminescence; Chlamydia pneumoniae; performance assessment
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1.1 — ekl #2015 4E 1 & 2017 4F 12 A1
AR B PF W N B 42 52 35 97 1Y 200 i) CP AR 35 1 Oy W 4%
4,5 115 fil, 4 85 il , AE#E 4 ~80 %, - (31. 2+
4.5)% . IARRIE: (D RN CAP YL FF & i AE B 2
23 W W 2 3 o il mCrp B RN A DX 3R AR P il 4% 12
Wi FIA YT 5 (2016 4E JO ) I A S 2 Wi R E . (2)
JLFE CAP JEYAF A AR IR 4 2 LR} 24 5 2 W IR 24 401
il 2 LB A DR A5 P il 42 45 JL 48 B9 (2013 1B811))
H AR G2 bR HED 5 (3D IR PR 1 M AR ) AR B Y R
LR 2P E R R PR A I R X R P X S R
o (OEEABHE R B X & A B 77 1l
B % S5 A STl B RS A 45 AL L 1 0 12 W kg A XA 1 Al
Ko () JLH CAP BY B ILFIRAE 12 Z LI T ;(6) &
PEWI R E RRE<3 d. (DTS EREY AP,
O T EDIREA 2. (9 B AR
B BESIMATNSE . HEBR AR (1) A I H At )R
A A 8 B S 5 (2 A I H At JER e 1 5 0 T 45 A% Uk
YL uA SRR A () il F VB SRS 4
(D) TCIEHERR B Be B v BEE I BB (O E R RIE &R
GREEHRAEE: OBERXBABAIRIT KM
PE2E3 . 6 1 R A6 AR Be AR R o0 32 32 IR R Y 200
il fi B 32 4K 4 1R A X BR AL L 3 112 9, £ 88 i, AR ik
5~78 %, (30. 5045, 3) % . WA SR 11k
AR IS 22 ¥ RS T 22 78 . 0 5 i Bk i 1t 3 » F
—20 CUKFHRAE B 1 IWE WG T 2~8 “CUKF IR -
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1.2 ks CPIgG fit PCIgM i3 7 G ) it
S4Bk 20171205 F1 20171207, 36 5 Jp A W B 45 ik
AR, 1 ED; CPIgG fil CPIgM #i {& ELISA
R & GRS 43 ) o ZK-H2323 1 ZK-H2325, 3
[ R&D 2 w]); CP ) 4 0 3% 28 e b4k GR# it 5
RD455645,2F R&D A H]) .

1.3 Rl s iFlash 3000 k2 & 5t % 258 43 #7 4L
(W5 . FA6C-00000A64 , 3V ¥ T AE 4 BE 47 1% 14y A BR 2
) P ED L Biotek BRI (KIS . CYT50-0000065, Mo-
lecular Devices, 3 E) , Mikon E3600 ¢ )6 5 {45 .
L4 PERETPHAG 7L 275 35 B IR R S5 50 = bR vfE 1L
5% B (CLSD ™ 3T i< A 412 Wik 700 1 g 40 i 38
JEU) ) A I CPIgG F CPIgM f4 P RE 4G 36 45 bR 4035 -
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By MK 20 WL B 1T A IRKT B4 5% . 48K
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2.1 E A BRI O R A R B L
F G b (99 B2 I 77 A A o 500 - oz il 4k (I 1)
i, 0 AU/mL bR B (25 3 %) B RE A TE K D
H ST RGN 20 WK SRR I VR B 1 SF- Y4B k0. 009 2
AU/mL, & 7T 0.01 AU/mL, KHt,CLIA ) LoD &
0.01 AU/mL,

R*=0.999 8
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0.1 3.0 30.0 50.0 100.0 200.0

FIE (AU/mL)
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x1 CLIA #&i CP-1gG IR BEE
S KA
SE 445 (AU/mL) S (AU/mL) P CV%) SEE (AU/mL) J R (AU/mL) e CVY%)
1 1. 04 0.97~1.13 2.15 10. 38 9.47~11. 30 3.74
2 0.98 0.89~1.06 3.23 9.65 9.22~9.95 2.68
3 0.99 0.89~1.11 3.08 10. 16 9.34~11.23 3.55
H#E CVCYD 3.17 3.72
*x2 CLIA #& i CP-IgM ik B R E
(71353 (=35
S KB
- ¥4 {8 (COD J I (COD #H CV%D) F-H{E (COD Ja [ (COD N CV%)
1 1.33 0.97~1.43 5.06 10. 32 8.33~11.33 6.47
2 1. 45 1.15~1.54 5.13 9.67 8.33~9.33 4.93
3 1.33 1.14~1.43 5. 44 10. 33 9.37~11.96 5.72
HiE CV(Y%) 5.22 6.18
2.3 RMETEM 4 CPIgG HL4RTLE 3. 0~200.0 AU/ pa=0. 905(P<C0. 001), —F A 4K 80. 0%, I

mL B, A 4N Y =0. 937 4X — 5. 327, R* =
0.993 4,%f@id. Wk 3.

®3  CLIA Z®ifl CPleG ks ks
MR R(AU/mL)

WL SCUE 1 SEWIME 2 SEUNME 3 SEINIYMH HIBIRE
1 1.85 2.9 2.35 2.23 2.53
2 1.99 1.95 1.87 1.94 2.02
3 1.45 1.47 1.37 1.43 1.51
4 0.83 0. 84 0. 86 0. 84 1.01

5 0.33 0.33 0.35 0. 34 0.51

6 0 0 0 0 0

2.5 JikfEZ N — 8k

2.5.1 S%JH CLIA 1 ELISA 43 B4 200 {5 £E A (g
CPIgG #1 CPIgM Hifk . id i Kappa ¥ 5 PFAl  Kap-
pa A H=0.900 F1 0. 903 () P<C0.001), —3KH 4
Fe 235k 85. 0% Fl 85. 5% . L3 4.5,

x4 CLIA 5 ELISA #&il] CP-1gG M & R LB (n)
ELISA
CLIA &
[ 4 [{ERES
[H 114 27 141
FH P 3 56 59
it 117 83 200
%5 CLIA 5 ELISA #0] CP-1gM &k & R L% (n)
ELISA
CLIA &t
B P FH P
[ 1 70 21 91
FH 5 104 109
ait 75 125 200
2.5.2 R H CLIA 5 IIF LA X 43 P44 25 58046 )

200 BIREA B CP i il 3 Kappa k5 WAl Kap-

# 6,

*x6 CLIA 5 IIF #& CP fiE M & Rk % (n)

IIF
CLIA “it
I FH 4

I 4 65 20 85
FH-PE 10 105 115
At 75 125 200
3 3 it

CP F 1986 41 W & B, 3| 1989 47, CP # #i A
Sk b R A 5 A T 8 R A AR S AR 22 S 1 5 = A AR
CP 4y #ii 1€t 5 4% Mo, IF 3 o SO0 B 72 A BE 1%
B, CP R A MRS 3 5, B AT A 2] IgM Hi
TR . FE Sk R 1 R R A0 I 3 R R LA I 2 B
. IR —MEAESs 2 J8 .58 3 M ASE 6 JHakfr it —
BN s DA X 43 3 J e 5 I A JaR e a1 M R g
Ut CP J& U J5 Hi K 9 JE 18 T 3 A g J 1R,
CPIgG B (/K -3 8 76 FRIR YL 5 1~2 AT 0
W A R & T . CPIgM $it 4 /K S 76 17 2%
YL u] fE 2R SO

K —F 1y CP Y & JCAE R s A 52 5
I . Hofth CP g Y 5 IR A 45 - 55 22 2E T 1% 3k 0 A &
e, CP 12 PR e 3 L. 3 50 Y0 B A K
Yeit CPL 7= CP $ifk, CP el i/ S50 T 40
JiL G 32 A B A G e . AR AT BE 2 B i B — 1
G ARA AE R HL A Ty Ao, L RE 1 5 0 sl 1)
XAE R ZHOCRE B AR B 1L PR e e Z R AR, i
THIMAT A5 H £ W CP &Y 3~5 4 )5 ML P ik
SR R . CP R 1gM Al 1gG i 4 a] A
FEAd R E B LRI B X R AT R & . CP
JE—FlH LR N 28 I U 2R 0 SR e v e e R AR . 3
A3k, CP i J L5 — SE A SC 18 1k e 5 10 45 30 R4 1
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Mty 565/ I 2 9 1 0y Jok o6 AR A A o DA Bk — S Lb A A I
R 9 0 g B o0 UL AR RN A% AR B R 5 B AE A G
T I R F 58t 2 B, CP e (A G2 10 2% S 45 o 1) 2
HEAH O] REARAE 2R A B R, AL T 58 IR R | B
ROEFER G BRI EE 2 R AT B AR
PASRE M R R R L CP B R — Ff
R S N A PR | R R B 2 ) 2R
KE,

(s 2 S 30 %5 ot et AR 7 W] o D)) v B )
Ji e — o ARG I 3T B 8 RS T 2R G B A kel AR A
DR A 7 T S 00 5 T 6 A 56 T ik 2k A
PERE T LASRIE , 6 ) R 4R 40 0 2 A0 9 Rk o Y 32 A e
TLAIA . B AW S AR HE B CLST 3T iy (i 4h 2
W IR 7Rk RE 23 Hr 48 S ) L ZE K6 CPIgG Fil CPIgM
(1) P BB RS 50 5 b 1B B o I ARG B L HE P RS 2 R L k1)
K L 2 M B B DL &I R £F & %, CLSI &l
CPIgG Ry e AR M BR Jy 0. 01 AU/mlL, Iifi PR b FH AT 42
% . CLSLAW CPlgG 55 CPIgM Atk 1 .4t ] K 3 1
BN F W] CLSLAG I CP 4 BIPT IR g 45 SR B KT
FE M., CLIA ¥ CPlgG &% 3. 0~200. 0 AU/
mL ZEPEVE N BLA A & R*=0. 990, 0. 85<Tb<C
1. 15, W] CLIA ¥ CPIgG nyk M0 B B 4F-.

R 4 — S0P 58 JE 1 8 2 bR e - Kappa {8 IE 5
M H Kappa (H#EK, — 8 M#LF . Kappa=0.75,%
W] — e R 475 0. 40<Kappa<<0. 75, FK W] — Fk —
M Kappa<<0.40, FW —B ki 2= . AWF5T 45
7% . CLIA 1 ELISA #:il] CPIgG 1 CPIgM Hiu ik iy
Kappa 53 %5 0. 900 F1 0. 903, — U H 4 43 71k
85.0% Fl1 85. 5% ,F ] CLIA #1 ELISA ¥ CPIgG
fil CPIgM $i & ) — sk Pk & 4F. 75 4b. CLIA 5
ELISA #; il CPIgG J% CPIgM ik FH M R 45 R AFE1E
22 5, HRH AT RE 2 R IR TR R 2R R RN DA
T fBE b TE AR TR) A SR e B B, 38 0T S BRH R R Y 22
5. Bt4h, CLIA fit IIF #&91 CP $iik i) Kappa H
0.905(P <C0. 001), —FUH 4 kA 80. 0%, E W
CLIA 1 ELISA kil CP i A&t B A 547 1) — B0k .

A & Lk, CLIA B )z b I IR 2 W7 F0 3
BB R R B . CLIA Sl (i 4k 2% & 648
AR S ORI E R S E AR IS PR (B
. R CLIA AR & T %5 4 b i RUE 1L
2 6 B BB AR A0 38 A 52 20 AR X 8 B K ol i £
V) F BRI Jr DA ) 1 % AL ok B Bl . R L i
R BB T T RO B -PUIR A IR R &
ST F DU S B AR 19 KO B 55 e 1 5 R RN R
PR A T 2 e S L
4 & it

CLIA Kl CP HUik iy & WS AR FF & A4 7= K

7RG PREESK . CLIA 3k HAT #0822 M08 5
RS JEE 50 A L R A DU B B 4 I i R L T L
F:AC ELISA #1 1IF fiF CP $it i ikl .
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