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Preparation and calibration of a national reference for detection
reagents of IgG antibody against Chlamydia pneumonia’
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Abstract Objective: To prepare a national reference for detection reagents of IgG antibody against Chlamydia
pneumonia ( CP ). Methods: Candidate plasma samples were screened and confirmed by ELISA reagents and by
immunoblotting kits of 9 manufacturers at home and abroad to determine the national reference plates for detection
reagents against CP. The quality standard for national references was determined by collaborative calibration of 5
reagent manufacturers. The uniformity and stability of the reference plates were further studied using an ELISA kit.
Results: The national reference consisted of 10 negative samples, 10 positive samples, 5 limit—detecting samples
and 1 reproducibility sample, of which the quality standard were as follows: the compliance rate of test results of

negative samples was no less than 9/10, the compliance rate of test results of positive samples was no less than
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9/10, the dilution of limit—detecting samples was no less than 1: 4, and RSD of A values of 10 reproducibility
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samples was no more than 10.0%. The reference plates had good uniformity and were stable kept at =20 “C and unstable
kept at 37 °C.. Conclusion: A set of national reference for detection reagents of TgG antibody against CP is successfully
established , which can be used for the quality evaluation of such Kkits.

Keywords : Chlamydia pneumonia ( CP ) ; IgG antibody ; diagnostic reagent; national reference ; enzyme—linked

immunosorbent assay ( ELISA )

KIS —RAE BN 24 AR & 7 R
S0, AESE S 40 D8 7S 00 SRR LE M L e L i
KR T 1986 4515 UC#E & B, 78 4t FE I P9 40 A
W SR ISR NG, 3225 | 45 Fh T 2R 40 Ik
Yel2I 0 A il 4 AR JEL A ) SR A T R T
995 S SN K A BB AR 1% 275 18 P B S P s 1) s ke
RAEFERACA S H T, A AR B S 4k i 4
7 TR TR R BRI AT PR =2 )5 5 RS A DX RAS P Al 52 149
E AR T8 A SRR IR I R R Y
2R, PR SEIG RAE IR B0 18 AN e B 12 T
L, SCB R 2 W A EEAE N, e EE
B 2 MBS LS R I AR, e 8 R Y
Al A 7 B B G % s (ELISA ) Al 28 4 Ji 4
TgG HUAKE I 65 (LA fFR CP-TgG i3 £ ) B
T HNHIE, WA 3 Rk 1) & i R B E,
e N LB a8 00 SE Al o AT 58 R AR i ik
()l I, 38 ek 22 5 AN I DMV A 8 R SE B8 900,
ST 3B T ELISA J5 i B il R AR TG P4l
RAHERZS% 5, HT22E850 &0 s -

1 #MRENEE
1.1 FhE

JOASk 25 P Ly PG B A el i BRE A B ) AR
2L T AR A B A F) RIITE DA Wbl it e 4y
A BR A A AL
1.2 A&

CP-1gG a7 &5 (WIS g2 v ) 430 ) 1 At 5t 3
Rk YA A BR 5T 2A F (45 201507002 ), KX
S22 E) A R A (45 E150504AE ), 2k
AN ERIR B B 7 (45 2015100208 ) b5
AR AE YR A BR A | (Fit45 191-T0778000 ), I8
PZHEEY) TARRA BRA w] (4145 20150925 ), 36 [ 55
fEE R AR AT (S 123MF1-4 ) AL 5 DR A8
TR BRA A (HE5 20151201 ). 75 [ 2k iE 830 2\ 7
(%5 SKF.AV ), MIKROGEN DIAGNOSTIK /A &) ( fit5

AL i

CHLPG-106 ), RecomLine Chlamydia IgG E[lib 171 &
I 1 MIKROGEN DIAGNOSTIK ( #lt5 LCY071502 ),
2 FEE4R
2.1 Rk
2.1.1  HEAYITE

BEFE S B = A O CP-1gG 5 &, T 24
600 3 I3/ IVEE AR ) S U A 5 1 25 ST A
AMERARTE DL B A SRS, A TR A
2,12 FEARHHIA

R AR REAS , e 5 9 FhiR & PR TR
D, [RTEE FH e BNl il e AT T REARHf A, e &
PESE 10 yBAMES 2 5 10 Gy BV S 2% 5 1 IR A
W FBRS% G 1 A RS W E M BHEA R
P S I OLIR L TR BRAEA G B i, i 1
Dy BB UE B A A 2 A8 LA B T2 8 L1-1L5
IS REAR, HorP L1-14 R R AW R 1:2.1:4,
1: 8 M RERE , LS W BAPEREAS s 5 2 e Uik e i B
S 5 IS E SR EE WS AR A F R
FEREAS 10 T it b ife
2.1.3 PMERE

P S SRR £ &% & 5 58504
FE)T RS AT IRUE , LA B AR 2
G RAR R I A B
2.1.4 B RIRRE PRI

Z: IR E R B RS A7 S 5 A 0 i) 22
K, BEHLINIR 3 522 i - AT Y S VA 5 5 BEA LA R
3 B T o 2T SR AR A, A it T
4,37 CLAAFEFM T e R IR A —20 CAMAF T R
I VR RS R R
22 %
2.2.1  FEAWIH

R A0 6 U B A5 A B 4 B ( cut—off {H)
J) 5 S0 2t SR B B ()t B B AR A R B e A
AW BE A 58 55 1 53 A1 15 B, A2 600 4y A A

S




| T T

(J‘PA HY NN RE

——

Chin J Pharm Anal 2019,39(3)

5419 -

i e AN RIS S PR 1Y 13 e BAPE S % 13 1)
BEBE PS5 i (FEAR G5 DLER 1), 1 el
FRFEAC (R31) 1 2 {3 b &2 PEFEAC (R24 \R48 ),
R31 S HEA N 3 FHYEFE AR, R24 55 F R48 S HEA N
55 E BHPEREAS, R24 19 A {ERS =, Bl 5 6 4% 9 Fb
A S TREARTRIA
222 FEAMHIA

9 FhAFA A RIS R &I, Bl & B S H AL
F G I 25 SR — B 22 A0, AR AR S R A K
25 TR B — B PEAEI ( 2 1) 5 KD BRRe ] s e AR
AAGIERRER 1216 # U, Forh D G0 A I BE 7 5555
(KRB <1:4), A, C. G3 B4 I BE 7% 3 (46

MFBR >1:16 ); Br A 3L E S P2 (9%~12% )
b, HoAth 3500 FL B F R R (3 <T% ). 256 g
ER i Ba g 8 (1 1), BIMEREAS 27 5, SR L 55 B
B 2Rt s BHPEREAS Ff R13 45717 50 BE A%, ELISA A5 0
Hhgh g 22 N SRR AS B . TR AR B AN
[ 7] 65 1) cut—off (B 25 21 455 (1) BH 1A AR A4 AR B PR A
A FEAR A (E RS AT RIS R 5 55 , el #4512
R 235 5 0 — S50, ek E 10 M BHEAEAS (P1027
P1620.36.56.65.162,207 274,293,245 ). 10 /3 FHE
FEA (R1,R19,R20, R25.R33 ,R40.R42 . R46 , R48 ),
LA BRAEAS (R31) A1 A 85 PEAE A (R24)
VERHBEFEA, P1529 MENAGIN N FRAEAS (R B

F1 9 FAF S X AR ARPA RN E R
Tab.1 Test results of negative and positive samples by 9 ELISA Kkits

FEA

('sample )

A 5
('sample No. )

D E F G H I

BAPE (negative ) P1027 - - _
P1620 - - _
P1529 - - _
36 - — _
56 - - _
65 - — _
162 - - _
207 - - _
274 - - _
293

It
245 - -
( critical value )
27 + - -
=
o, [t ~ ~
( critical value )
[
(critical value )

FHM: ( positive ) -

RS + + +

it
( critical value )
+

R13

R15 +
R17 +
R19 +
R20 +
R25 +
R33 +

+ o+ o+ o+ o+
+ o+ o+ o+ o+ o+

R40 + +

Lo+ o+

_ _ _ + _ _

Il
( critical value )

I 7
( critical value )

&5t

( critical value )
+

+ o+ o+ o+ o+ o+
L+ o+ o+ 1+
I+ o+ o+ o+
+ o+ o+ o+ o+

I

+
+
+
+
+

( critical value )

R42 + + +

R44 + +

R46 + + +

+ + + + + +

5 ( critical

value )
+ + + + + +

AR R

S

(T




| T T

542 -

——

25 W) 4y M 22 B ChinJ Pharm Anal 2019,39(3) ‘JPA

B 1 REFASREEITEREER

Fig.1 The immunoblotting results of candidate samples
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Fig. 2 The stability analysis of 2 positive samples kept at 4 C
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Fig. 3 The stability analysis of 10 positive samples kept at 37 °C
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