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FPeview on the development of chemiluminescence iImMmuno@ssay

LU Lengfer, GE Shenpgeiany, ZEANG Tun®

(Matiemal Institute of Diapnestics and Wacane Devalopment in Bifecticns Duseasss, Famen Urnveraty, Kiamen,
Fujian, China, 3611482)

[ABSTRACT] Chemiormimescence rnmuneassay (CLLA) was 4 wadely used technology attobute too ity
high sensitiinty and specificty. The clasafication, recent advances and the appheation of chermilirminascancs
LIrnneas sy wers tevisvied, Tlos review was focused on the advances of chermilumineseencs Lmamuneassay
in mactcal apphicaten, especally in unproving the Spnal-to-nease rabe of low abundance samples, mulb-
analyte dstection, rapid and autematic dstachen. In additien, the advances of new matanoals, reagents and
technolemes applied in chemiluminsscéncs womuneassay wers boefy reviewed.  And the development trend

of chermilurminsssanss I UNLssay was prospectad.

[MEY WORDE]  Cheruluminescence imrmuncassay; blolti-analyte dstection; Flow imjecticn analysis;

Duantum det; Micmfludies
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Developmert of detection kit for T cell infected with Myocobacferiom fubercolosiz based on full-
automatic chemiluminescence immune analyzer

CHEN Luying', LIN Hajjun?, WENG Zuxing?, XU Feihaif, GE Shengriang?, ZHANG Tund*
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[ABSTRACT] Objecive  To develop the detecticn kit for T cell infected wath Mypeobdacreriion
riberedases based en full-antonatc chermluminsssence womme wmalyzer.  Mehtods  An antTPN- Bab was
coated mothe suface of microparticle. Anether ant TPy BMab was labelled to acodimmonm sster. After that, the
dastection systern was combined with the e virs cell enlturs gyster. Pesults This research developed the
detection kit for T cell infected wath Mypcobdremon Odercilasis based on foll-antemate chermalurmne soencs
immmine snalyzer.  Comparad wath the teshng resolts of the BLISA kat,  the ssnatvaty, speafiaty and total
matching ratic of the CLLA kit was 283%, 994.2% and 98.8%, respectively. Conclusion  The CLLIA kit has
batter sensitivity (027 peiml), wilder bnear rangs (1 pgfml ~ & 6K pefll), and better repeatabality (indra and
irter coefficent of varation < S008It rakes a high throughpot detection available. Tt wall comtribute to the
clinical diapriesis of My abaccertin Dferoilos o
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5EmA BETE" 1T B = . 2015-11-00-180 (B}, AR Ios#nl T EritHt 518 S5 48 siei T ib i SH0e . SHAa s 350,
g EPiE B A AR AR B 4D A B H AT FE RO W, AR I Rk BT R AN s B P RS
525, 23R E MR AT B0 T b Siema RiE FIEEE LFAEE,

I =18 AR JE Fn T

—eguptiE o015 E 11 Aer B 20 B, 11 H 27 B 1030 F034B 30,11 A 27 H T4 20 HaG4,
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FEEEARE,
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HFOAE Y RORM Y AR Faad K BRag RFTH

(# =] Bey HElGERESEFMRES L amEdninil. T ¥R R SRR
AT IR s R B S 2 fEd ARl 4 5 P 06 e AR AR A TR 2 0, 3R R Pl =
arim Bl S MRS st SRR, SR WlEE T 2T R L RN SRR
B BT R R SRR, SRar T B B T A 25 S AN E A A R A A BREE L
Bl A0 AR R B E AR A e mAn A AR RS vk co LIE . Bk ARENE
FEALER R SR RS e TRE R E g MR R TR e T 20,

(=48] A FARME TR, LSRR it EEiilE

Development of chemiluminescert microparticle immunoassay for guantitative determination of dehy-
droepiandrosterone sulfate

HUANG Mingeeng', ZHANG Hisch? LIN Guanghns® WEMNG Fudng', SUN Xodeng', GE Shengciang?,
EHAMNG JTurd*

(1 Xisnen Fnedc Bietech Co, Ltd, Fiamen, Fuis, China, 381022; 2. Clinical Labortery Dépatment,
Fujian Medicsl Universaty Unien Hespital, Fosheo, Fojan, Clons, 50K 3. Maticnal Instituté of Diapnoestics
and Yagsine Developrent in Infecticns Dasease, Hiamen Undversity, Xiamen, Fujian, China, 381142)

[ABSTRACT] OChbjective To develep chemilominescent nocroparticle monuneassay for quantitative
deterrination of dehypdreepiandrosterone sulfate.  Methods  Bhce wers imonunized by daliydrosplandrosterens
sulfate artificial complets snbpen. Mencdomal antibedies aganst dehyrdrespiandrosterone sulfate viere prépared
by hybndema techmique. Chermluminsseeant microparticls tmmuneassay for quantitative determuination of dahy-
droepiondrosterons solfate was developed based on competitive binding methed.  Fesults 27 momeclonal
antibedies wers obtamed. Chemilormnessent micreparticle inmomuneassay for quantitative determunaten of dehy-
droeprandroserons solfite prototyps Jat vas sstablished,  The coefficient v of tashng speamens with reapant
from Abbott company was over 492 Conclusion  Develepment of domestic chemiluming scent micreparticls
irrnnnsassay fw quanttative dstemmunatien of dehydreepiandrosterene sulfate raapent was lad foundation by
thas stody.

[MEY WRDSE]  Dehydrcepiandrostercre sulfate;  Chemiluminessent musroparticls minunoassay;
Duantitatiee detemaration kit

SpT B B A AL AR AR AR 20114 40241010
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2. dniE EAA F E I E R AR AR, AR 5500
3. BT ASFE FB£8 N AU Al St TR AR P AR (T 561102
*BAAEH RF | Email czhang) B eduon
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T B R 5, 5 R ( dehydrmepiandrostemone sul-
fate , DHEAs) =2 e 5 35 R ( dehydme piandros-
terone, DHEA ) ATREEE BB 20, 2—MEERT L
AR R AT SRS U Y, R ERE R R
PERTFE BTR) &, DHEA: 2AHTEBR EFATE
B A ME PRI E B L DHEA & 250-
SO0 {75, ERE2BR B 100-500 15, g —BER 1 000~
10 () (51 4, fEERI0 i P BT DHEA: 37 B &
FEFIMERE R FATE SRS B ME, BAEEEE N R &
JRER RS A% DHEA, 18 M55 25 2 B AT HEF0
WS ELEY, EEEYEHEE. TEEL,
DHEAs BIF Bt 8 FE 5., ZHEELE
ZRTEIRIFEAEAT Aisln, HEAES HiR
FE BT DHEA: BT K FHER EFH /e,

DHEAs BT B il 5% T EH A niE-E
B EE AT Ao R T P SRR - RIS R T
HAEmarab e M S EHE ERFF
FIMRA] . s ot i BIE i AT RiE s iEiR |
IF & b B i BT R i ( chemilumine seent
microparticls mmuncassay , TLIA), EF OLIA R
SER EEEER BNET, EFZW 830k
FR S, BT s i AT 2R
%, B, B RERE. S ATl RES
E 4 FiF AT DHEAs CLIA £ B eiiid sl For,
A & & AE R Bl e {h AT DHEAs (b= FARiEF
p= Ll ks A

1 WS &

1.1 #E
1.1 i

A LR 44T F DHEA:-BSA . DHEA:-OVA H
FEIGE BITEM, BEESEH. B ET ek
FIMGE Sigma 27, ITIEEEF B FEITRE,
1.1.2 [ EmA

& Rt A T T e,

1.1.3 f4&%

Berthold Siriue 528 5 b2 F At 1% 58 E
Berthold Technologies 7 7 F° &% s PHOMO 2 B 3
(L3 Pl el = e W 08
1.1.4  ZEIHHEAE . hil

B &AM Sp2A0-Arld BA TR ERTE,
Balb/e A EFIFLANRIOME HEERT LG

A REL AR,
115 FEff

MM 5 FEAR A B B Theme Nune 207 ;096
FLEFRAR A B E [T e SR ieas it IR AR ; 4R
FAT S A8 B Greiner ¢ F =5 WAL Dynabeads
M-270 10 B2 EH Liferechnologies 257
1.2 Fik
121 hEEE

B 6-0 FEAT Balb /e Ah B, AT 240 E
DHEAs-BSA FIfEFIEL LG B F 4T R k&
TEFEST 100 pg 3T, IR S iRET S0 np 3H A
EREE LA v, TR RIE 2 515, RIEB K
BT a1 = L= Sl
FAT R ITRE AR s
1.2.2  HEHEERATTRE

AN ERHEHE SE 72 h SRR AR 5 E e i
MRS B G 5 d-7 d FIRIE , A4 EE % uE W i
e B F0 (W] 92 B < B AR S0 OF PR 35 0R R (H PFE R
i , 3F FIAE BEfm R T 3o A i S R R 3 P
1.2.3 SEREREATHE

B FL /B, MR PEST 0.5 mb B9iEiEa
bl 3 d IS, FERRE PR T K AR S
SR B 1x10P -y 7 d-14.d 5 IEREE A B B
H. LiFE M EESRIE S A Protein A EFE
At b R
124 HEERE

RERL AL A MEST (10 mmd/L MES, pH 6.0,
(.05% Tween 20) RIS 2 WE A FEIHIET EDC
AL 30 min, F MEST 3 2 3. 0 AR AT
JR 3TUR A 3 h: A MEST $hiE st A& 2%&
FH T R E AR T 4 TRTE,
1.25 D7IEEEIFIC

B 50 g ST FEEITESILA R 600 wL 0.1 mol/L
BT PRS(pH B.00 404 5 pl 1 mmol/L 07 BEHES
R, EEMSERE AT 1 he HTER S ES SR AT 15
min, #% 5 47 % = 20 mmol/L pH 6.5 BT PBS
12 h,
1.26 [A4EE SEeiEHE Wi

B, BT E A 20 mmel L BT CBS(pH
VTR EE 2 ne/ml, LA 100 pL 370EE
FEPRE 2 b, A, BLEEEIFAE, F PBST(20
mmel/L FBS, pH 6.0, 0.1% Triton-X1007 3% 118,
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S 150 nl 2T, 37 CESE PN E 2 b3
S o T % |1 e | ) | N - e
SMAR L E AR TR BT DHEA: & SOl 1RSI E T
ITCIERAFFHEE 30 min, PBST iE9E 5 8. ITASR
Zdn . B I ARET 3T 100 ul, F 27 CERSE T
¥EE 30 min PRSTiFME SR, B0 HIRESEM
106 pL FHL 37 0ME B P 15 min, #EFH
1E{E .2 mol/L FBES E R R RN E

1.2.7 Fafbs e mE i

1.271 F|HEA—  E/ILE PR ICA S
DHEA:-BSA RTHERIAT 50 pl. 38R T 07 DHEA:
20 pl FO3E 10500 T BEATTY PE BT i DHEAs S5
[ 50w, 7K 37CR R 25 min; B FBST (20
mmol/L PBS,pH 6.0,0.1% Trton-X100) ¥ 4 38,
A5 B RFL P ATRE AL R E R AR, A e
QLRE gt LG it L | 8

1272 BTHEA T ERILAEPHERIDA S0
nl B3 DHEAs 857 FEAT A ATRERAL , 20 nl 55
T 3267 DHEAs , %0 pll 3% 1:500 TR AT IR BEIR 1T
DHEAs BSA R 37 TR AT 25 min: B PBST (20
mmol /L FBS pH 6.0 ,0.1% Trton-X100) 3% 4 18,
15 AL AT A R ER AR, AaE
QL= i LR L e | O

1.2.7.3 DHEA 7f DHEA: FEEIGMATTH @i
FLAR PR A, 50 pl 23 DHEA: £ AT
WAL, - BUATA 20 pL B S5k & AT DHEA:,
DHEA % DHEA: il DEHA BTIR &40, 50 L 3%
1:500 fr AT IEEETIT DHEAS-BSA K 370K
R 25 min; B PBST (20 mmol/L PBS,pH 60 (1%
Triton-X100) 3 4038 ; 5 BT L P ATER IS =
FREHR R, B S A b R e e R

2 HE

2.1 DHEA: SHR[ETAATH S
211 A EAEMSFEERAIER SEIRA
¥ 3 H S, MEAAGEE Lexle B F, EiEES
ELISA BT %5 B B R @ JE It 7§ FIE7E DHEAs
DHEA R fEdn (& 1), st FERd mad D B E A
i 5 B HE TS 4 L R A T B P AT

£ & (A 35 ELISA T8 3535 $ ELISA 7 ik
DHEAs $5 R IEHL i, FRE T 27 B E o it
DHEAs 315 2 Sm A .

1l L.. = See— |
e
2150 L " = THIA |
2 \ ~ + DHEAs
:f; ok : « VEiRu) |
& .- . = HLANK(PRE
# s - = T —— —f
2 o T~ IR

i : - iy

] Ik il A00 i} Lol
BB ot

E 1 DHEAs-BSA S0 RS =S FIE
Figure 1  Compstitive mbibiticn sbiity of DHELs-BSA
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212 HEiTHEREEFE

27 4 DHE As 5553 4T (T340 1975 1, 1x 1P
W E s R0 Bl DHEA: 5 & LAl 5
ELIE L B RS AT W R {H §E RS DHEA
(B 23, B9 201 . 304 FIAE S4T30 DHEAs AT =50
AR R TR DHEA AT A, JRTEE 2 1REdn
JEARFI R S AR R
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-t "1 - 2U%3ES
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SECL R e e y = ITHEA
LIK — o
A ! ~—_ e i 4.*5..1:'2“[[!9’1’1.‘
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££ 51 S . Sl
ﬁ T e 1
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AL (g eniL)
E2 DHEA: BFEIE4IFED S SHFIE
Fipgne 2 Competiive inbubiticn ababity of DHEAs Mabs

2.2 DHEAs b Bt s E B R B
221 HEFEIATEE

-5 F DHEA:-BSA 3i0/H I DHEAs 8.5 54T
AL SR L, FE A T PR MERT I DHEAS-BSA 3/
F DHEA: 8 F T, LIS G2 DHEAS
B b B e 7 i, ot ER I fR AT
DHEAs, RIXAFEEEIE B A i S RER
2 PSSR 0BT E B £E 5L 50 SR A
HEAFAT IR S, BT ICAT AT S (3R L),
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F1  tniddn ol RECARIE A CLL 450 F 5 RARIE REVERPET 18
Tabla 1 Linear equatien of CLEA test sénes dilnted sample bassd on osntibedy or antipen labeled pattem

HY B BB AR A 4 Mot ik e 78 R?
DHE&s-B3&A DHEAs 2D1 ¥= GALTlx + 655609 ALY
DHEAs-BSA DHEAs 304 ¥= G220 + 5 YA R
DHEAS 2001 DHEAS-BSA ¥= 1 + 7128 ¢aTI2
DHEAs 304 DHEAs-BISA W= 1013 + & 6447 R

2.22 DHEA 3 DHEAs EEAMATF <M
T FSHE T idsd DHEAs B B E R AT A
FEFA(E 3), 2 DHEA: ¥ DHEA LI F 54 E 7 !
7o 67, DHEA 3T B 03T 5 DHEAs BT 454, 10 T
4 3BEFTT DHEAs B9 B % DHEA AT 250~ E 2o
500 &% 9, EL ARG FofF A48T, DHEA 3f DHEAS A
JE B #aaR. N :

3
6.0 |
3.0 |

3.0 : 1THEA
- o == TTHFA 5

‘-. MHEA TIHEA:

o BRI

Felliz
v o

an
tn

L3 20 28 10 #3
SATHR R gty

o =
[

B3 DHE& 35 AT
Figure 5 Iderferences of DHEA on datecton

223 SHEMEREIRFEZE &R

FEHE 35 £ B & EAT G R & A, a5
Fi Abbott DHEAs F B2 F i Z A m Er
BT DHEAs CLIA 3 F 8 0 i 504 DHEAs AT
B, HREFAFWNEETINEFES Abbot AT
Al ET e G i E A L AARE R, Ax

B 000 B A 4,
3 Wie

A b e E B A e R AT 23
FTEFRMBEE. SRR AFRES, 3F D
AR ERREER IR, FRIEZEE
HAflE R rE AT — T EE E % . DHEAs 20T

n 1tau k) = JiM) L8]
TT A0 LA bt il

E 4 e AR g = PR
Figure 4 Corrslation of mesunng specimens

B AE LS, AR DHEA F b5
SHOAE—IEEE, B, #LI5RE DHEAs
FATR IR, AR PR ER B AT E R
WEEF R FEHE F) DHEA:, 5 p-lE —BE . B &%
BR., SR AT ATAL S = B R R ORI T W
HEfA4n 43 DHEA: ATFEFIIBE & F DHEA,
& F 2T A9 DHEA 3 DHE As B E Etaigs
maiia, FETE AL T DHEAs B9& 8 [ DHEA
7 250-500 {20 4, EHATH R B 2 fIDHEAS
CLIA FERAMARH 2 23 DHEA B —Ei T
TR (B E 3 iE FAmA ATt g nm AR

A EIFEFRE T DHEAs 5 R ERT S5 1%
I, A T DHE A {h88 B 0H T S i
EEICMAERERIS WSS ERE
Wtk BT

3 3k

[1] ¥an Veoorhess EE, Dennis ME,  Calhoun B3, st al
Assosiation of DHESA, DHEAS, and cortiscl with
childheed  traoms  eipodurs and postraumatic  Stress
diserder[T]: Imtematienal Clincal Pswchephammacology,
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ANAE A2 R T i e B i ey i S
K EgEVFOT
Edr BW FHE OEER

(# £ B8 ¥MEESERAAESH0r B — i E8 (uyeglebn MYOD ) EE BT
#rik., FiE FREFEFEL&ESITEMNERGE (LEARRE NS BASRERITA
BYD HAE, LB — 4R SEER R A B B RIS A IR My O {ESE R R g BRI, IR
HerERlamddy, SR EEilmEaEEE RS 10 ~ 2 500 ngml; RETE F 1.0 apinl A
HEEFOHL (S E 0 F 5%, EINEIEESE (100 = Sy RLIAE (FHREIEE 101 92% ), HERE
MYO RS 40 BK ngal, BT R ISR RFAE 57 CRE R 120 B RRE R, S BETEAR 15
B AR R R R > 098, BIEIE AR N y=0.083TH 89254, 5 Bedan JLEE B #E RN &
{({EFERE N —EERRIF, ik FRREIe My bR Rs n eSS aE
T BETE1T FITA ) T I M, TT RF e M s MY O 1539,

(=57 MEEE; EFRAREST(CL);, SHECIER

Establishment and performance evalustion of the guartitative detection for myoglobin based on chemi-
luminescent immunoassay

WANG Man* PENG Be, LI Ti, TANG Liangliang

{Shanghsi Kehua Bicengineering Co., Ltd, Shanghai, China, 200233)

[ABSTRACT] Obiective To establish a qoantitative detection methed for moyoglebin (MY by cheni-
liminescent imrmuncassay.  Method  Applying deubls “sandwich® immuoncassay methed (pne anti-homan
BYO antibedy ceated on the pammapmetic paticle was wied for captunng, and the ether anti-homan MO anti-
body lablad wiath allaline phoesphatase was nsed for fracng)  to develop a MYD chemilornescent quarditative
detectiem kit The analitical perfemiancs of the established assay veas Torther evaloated by a senées of analyas
Fesluts  The linesr rangs of the MY O quantitative detection kit was (1~ 2 5300 nghml.  The lmit of blank
was 1 ngiml,  The wattun-ron %OV and betwesn-run BOY wers all < 5%, The spiking recovery for acsunasy
was < (103 = 5%, Thers was no hoek affect when the sarmpls with 440 KWK nggim D ROV The thermal stability
result showed that the kit was stable at 57°C for 72 hours.  The somelation ccefficient of clinical comparson
test with Beckynan ACCESS was r > .98 and the conssteney analyas with the Bland-altrnan was = 985%.
Conclusion  The methed of MYD by chernluminescent muneassay which established in thas stody has
reached the satisfachon of a dupnostie Jat and cenld be apphed for the datsction of homan MY O 0 serunm.

[KEY WORDS]  Wyoplebin (MY, Cheraluminesssent mmroncassay (CLIAY,  Acuté myocardial
irfam-ticn (AN

T B B A RE R R AT TR 20118 4024101
FEA 4L, g & i TAR R AGHTEL- A, £ 200235
AR A . 4, E-mad -wangan®skhb com
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JLEE B myogobin, MYQ ) B— &1k 4 F0
— M EHEE RS EER, FETET
Bar i (BN B BEFAMEESE
H. e E SN FRE, NaE B4 E A
R M SN E MY EE, A AR
HR A

TERMEGCIAES (acute myocardial infaretion
AMI) BH %FE 1 h - 3 it /B IET B E ik
AR, 12 0 B L FEAE AM BENEEFEBA
. Bl EIFEeh - 120 B FEETH
2 HERR AMI B AFRTHER ( BTRA RERE 35 ), BT,
2 BRI AMT SRATEIR M, BT AMI F 0
FMAFEARRIAEEFER, £@18h-300 A
A e BENEEACF, LA EaMNER
BhF7E AMI FRE PIAE B E A LS IS
IR, FIET R HinIT PRIE LB E T
B e EE M BRATIE T =),

By 5 F MYO BYHE + 0 %0 H diE #0
ThEpeik, SuEthitk R, B E B ERE
%, hEREA ST EECETSETEL MYO Ji
FETTE, S A SR AYE A ( chernilurminseent
imunnoassay, CLIA) #FRES RN 5 b5 %758
17T 188%, 5 ELISA RIA fBER%E, REUE. 31 T3
AR REERRE TRHME, TSR ERH
IR A B AT MR, T B iRE T R R
HARCT, AR E 2 rE G ERRaT S Bk T, AR
AF 25 BB — P T o B R 1E A B AR (AT 1k
S5 S RE A BT MY B BRI

1 RS

1.1 AR

AR AR AT Al F i AR EF b
3 FET IR SR Al B D, RERT
— 20 TF R .
1.2 GRFI

EETHEEH MYOLFEH CEREE AN T
32 AR IR R &, 3T MYO b B VS AT
(MYOL, MYO2) i TR 4 T 3288 {575 [R
&, W EDHE BRI 8 F 2 Eis AR sk IE
R G B biE R4 8 T 32 AR IR 27
& , Tru bloclc [HERZFIA B 22 B Mendian 27, TE
B AR R BB _ R AR ) TR R PR R

Fl F10E 55 H(BSA , Protease Free | H T3
El MP BIO 25, BEEH (casein) 0 8 % H Sigma
2E  FEREEERES () WE FEE
Bio-Rad 47 , L3 FL R4 (AMPPD ) I B T3
E Lumigen 27 .
12 4R

ol L C1800 £ BT b A S RIE ST {1
B LERHE R R E SR A R . AR
BT Z2 kb # A E 4F 25 B Becloman Coulter Accecs? 44
fuF b & feRiE i BEEA MYO i85,
1R BRI 0 B s R E IR,
1.4 IATfae L CLIA FiEATET
1.4.1 TR IERAT RIS

i MYO < BT 5 S TS b R i
& g FTE1 me BERR AT BRI IEAT SRR | WER T AL
T RTRE R S AT A R B R RS,
B 0.4 mp/mL BT IRE SE T 50 mmel /L TBS, pH
=80 (5z/ BSA 0.2 ¢/L TRU Bloek 0.1 g/L TF
EHIE 126, 1 g/L Procline2(0) SiE®E 2 T-8
CrRE A
1.4.2 IRt IERAT RS

Rl PEEE S AT MY O o) BT 5T
FEREEE BEL! 171 BT B ETTIRIC, DAY
T PETE Y BE LS4 1 4 ne/ml BT E ISR T S0
mmol/L TB$(& 1 mmol/L Mgzl 5 g/L BSA, 02
/L TRU Block, 01 p/L IE & Sk B 26,1 g/L
Frocline200) pH = 7.5 BTE T, fl St T
JEHE,2 10 - 8 UIREEH.
143 RESHEEEE

T E TR EE MYO HEIERET S BSA AT
Tris-HC1 2 i o, B2 il sl it E A
100 (K ng/ml BIITIR TSR, F AR E S E R AL
FIAHAE E 4 0 ng/mL, 50 ng/mL 200 ng/ml , 500
ng/ml, 1 500 ng/ml & 2 S50 ng/ml BT G .
A A 10 10 9E B 10 A oA T AR TR T B M AT IE R
AT AR, 1T S &8l AT
A PERNLEHETRE, RIS AL 12005 S i
TS EE.
1.4.4  AdFE e

g EF A — IR e, TR
P BB B B0 A, 20 pnll 4347 100 L 583
430 70 pl IFICATA 370 T 15 min, 3R, LA
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B S S Y . AMPRD [ 3- (2 - 0B SRR -4- B &,
Foa- (3 PR Rl o T E ST ) fussl
Th A g 42 L LG PP £ BT B AT E SR IR E (relative
luminescence intenety , RLUNEATHNE | § 5 @it 4
R R R AT T
1.45 RFIEMEE

18 3ot { B 7 [FIEF 31 3 2 Bo il o £ i 3 7 g
T AT AT R R T R, B A A T R
g | [ P A O M 7 N T
B30 ¢ Y Sl b0 e 5= = S = A
1.5 s P BEiE

(1) REIE . S2EPLT-AF BEENES A
2SR BM LR RUU B9 19 (mean, M) F1
T IS (standard deviation, SD) , 45 0 B RF1EE
— T S B AR RLU (e T P S SR RE ] 1T
MEBE— R, 550 b+ 280 BT RLUESE
A LFFFER, FEMMATEEE, MAERR,
(2)ERFE &2 EPs-A 4-FIHEE MYO IR H 5
FEETETE B SR AT R [ A F0 R 7 T L 0
T T AR AR A T T F LR IR 5 S 7
7 Bl BT ERFEE A R R TR R R 518
i AERE. (2IEFE .M 3 AEFEHE. .
B Ak EATE AR M E AW E 20 iR, JHE 3 #E
RAIATHE S R E AR, (4) e EEE,
1 1 B — R BT MYOFEA L 10 BT i
INEIEEAMFE R, TEEEEYEE, (53T
T TEEFN MYO i B AT E P — e E AT A
aF MAEL. H i =EE.RE, FEE HAMA [HHE
FEA AR AR T, (s)3TTIEE R
FEFET 3T OSSR 3 TSR AT
FE BEERIE FIAE AR, A Ad S AT B B, (7D
SRR, ERE] MYO BRIEE S S 000 ngdml., 10
000 ng/mil., 20 (00 ng/mi F1 40 000 ng/ml AT |
A s AT s BTl e, B FEAT
FENRTRORT , (8) iR RT3 B Beckman eoulter
ACCESS2 MY O {83l E A thidnl, i 126 i
[EHAEAR, BENEER S8t FTEREE—
i,

2 R

2.1 RS e
MY B4R 1EE BininiE S kR, &%

18017511 I RE SR EFRETHE L R S
BIEE, W ERFEFE AT SENERE AidillE
Bl A A B T e E ., AR IR E AT
0 FE FR FF 4 Beckman coulter ACCESSZ MY i
Flim . A 10 fR)E FRAEARAT thadill s 0058 1 AT
o, AR EE R A E ST AR AT E g R 58
g S AR ETE 15% L, MR B8 r = 009,
ABSEHE A ARSEE 34 0.00, Bl S S AT IR
BN O ng/ml, 50 ng/ml, 200 np/ml, 300 ng/ml.,
1 500 ng/ml B 2 500 ng/mi FIEFER 1L 000 BRG]
T R R E Y Onp/ml 55 56 ngml 2222 g/
ml, 880 ng/ml, 16667 ng/mL & 27778 ng/ml

F1 AEEE SRS R

Table 1  MMeasurement masnlts of diffsrent calibrators

FERWAME  BEERNE

BE gy ERagary S
A 1 2.3 2.54 12%
T2 107 250 L]
Al 255 22.57 13 %
A4 &4 5211 14.5%
AL 25 7142 1455
A S 1973 17452 12%
AT 5211 £35.21 A%
A A 15145 13786 10
HFAa 1842 4 17082 T
T 10 22385 1.1 11%

p= 4 WlSx + LG | 0

211 HERRE AR PAvE AE QAR R

MR BRI EAFR T TS ERSE
T, Gipd FIRER ERATEAEREZMTFR
FEAREAIEEEEE M FAUWEEIET 2 #
FEATEA TR TR S, B A ar e thid 2 4
ng 3TAL me R, EEWFRITALIERIEE
5 0.4 mgsml B ARSI AT AR R E A 4 pgs
mL, $FRiNFE 2, WARERE. FS®LL BEE
MRS IR E B BSA BIEH B4k T EE
=LEEagEipE N
212 ilE SR E

AEIEFRAT 3 I E AT I TR,
F 480 %7 4% B 5 Bl 25 0.2 me/ml 0.4 mgdml . 0.6
mg/ml ;3 FRIEITA IR, RS 2 pgs
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Table 2 Effect of the blecking proteins for assay

- . - oL e MIREREIE: g
HTTES EBEAMEIE SpL) BEEAGKE S L) . AN - L dmg £52R
<1 EEiE{RL) 22 1547 E T v = DR G
iC2 ﬁfﬁ'ﬁﬁ{R_UJ) GT81Z 47125 ﬁl IHKET i_‘,p"-r ﬁg;;ﬁf
C2A01 E (R ER ) 2.2 2723 WM K ___.'a"" e 3 Fltﬁ J.m:ﬁ_'_q.;un
B L1495 ngsml.) 5762 g1.24 U—
ﬁ:}% ]'_2{93_? :ng,/'mL:I 11041 12151 B ACI0 TAICKEY B0 1MW 25T 1 30
A 12229 fng /L) 24792 29817 M ool

ClAATRESH —F, o hEESE S

mL. 4 pg/ml. 6 pe/ml #FITIE A5, SE IR AT
{81 FE Y B FERE FRAT AR BT R A 3 Fam - REER e B B
18], AFBEERRE 3 g 3TV mg REER. 6 g 311
mg HEER B O g 31 me BERR, Bt iC B 27 S
BRI E R RATERRE R R AR E FE L B RE
32 BOIEEE R E A SRATA DIERE R  0d mp
mb B BAFEIT A TR E 4 4 pe/mL AEARAE
B R BT B | 15040 50 BEAT 3 e T [RIe S o A B B
e BRI 3 F0E 1 R . ek EEqEe
(3 pg A1 me ML), EREMESHERER
B R 3 HEE AR R HEINE] §E S
FEiff RS Rutgtinf s S RN, HEOiiE
EWHE, M e L ARG EETF BEY
B S O g AT mp M ERES FEE R
B ATER R 2 SN T fE AT AU T B REE
T HH R ATeEREREE  FE O np 3081 me HEEE AT
TEBRERRAERTTF 6 wg AL me BERAT AT AT AR R
REEETEE . HIHE MYO dnfva it i
TR B 6 g 3T g B

£ 5 MYO AE SR ER T e $50
Table 3 Effects of differsct antibedy coatingg concentrabions
For MY D assay

3 oug s & ppiidlhs o pednds

1 ong BEEREAS 1 e BEREAS 1 ooop BEEREN
firie s 1WRLUY T14 AT1 1942
firkE & 2ARLU 52721 G50, 71825
teHE S BRLLY 116245 344995 557127
firHE S S RLL 42A542 1740154 2514241
firiE mr SERLL Y TA1AZS 511G 5471234
HEE R SIRLUY 2R544 474535 $FR523]
SR 45 A3 755 56973
ABEFE A 09977 (e 80381

1 MYO AR R EN T RRD #m
Figurel Effects of differect antbedy coating cencentmbens
for MV assay

2.2 MYO {h& AR s otk e Beillid il a
BTHE FEEEIE
221 =@R

EEEEA R ESIEITEE 25 RATEEN
JEIS B ML SD BT E R E MYO E B EEG
& TR fAE BB 0.10 ng/mL,
pp2 i

A or R BT FETERIRAE 26 (1.0 - 2 5000
ng/ml, 47T AAEEERE T HEIT I A 3 AT {d
FARTEERE Bl B AR [ 27250 2 600 np/ml, $RFE
TEHE B AR AT B 2954 0.8 np/ml, FI-PE AATE
RS i ENEERINE 4B 2 . E
HERET EERERER r= 000 SR 3 -7
BIFEATRETE 10%LI A, HEMEEFREERTF 15
ng/mL B, IR ER E 53Rk E g7 ifiE =
T+ 2np/mb B, B MYO BT82E5 (174
~ 105 0 ng/ml { Beekamnan ) | B I 2545 PR Ak B
fif.F 15 ng/mi A5 e 4748 3 i = T SRR e
Bl AR S5 AT AR SR B A2 BT MYO et T
BIERFETEE 35 (1.0 - 2 5000 )ng/mL
223 fBEE

AT R ERAAMABREE.
AR, . (R T = AR A Fl— ki
17, BHIGA S AN E ENE 20 7, AEF
EHERENEFES. 3-MRFASEFNMAERRER
(eoetficient of vanation, OV 0 F 5% 10 B IS
ByATEAaE BRI,
204 ERE

B2 1 A BE #5200 np/mL BT MYO #E AR
LY 1o B E R SIE E AN E AT IR S0 E B AT
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F4 MYDBETIRER
Tabls 4 Faesolts of hnearty analyds of MO

g A B (gl WEWE np/ml )y EiEERE S AR S el ES
R T 2641 95 25585 1KY 3
HHEEE 5 15855 153 45 4%
ERMEREAC G20 08 BI85 2% 1%
MR 4 153.94 13E.25 5% 3%
ERTEREA 3 1514 14.11 1% i
A 2 2,224 113 {0109 1o gE AR
HMEREA 196 &.805 % 1.155¢ 8 At

i Lk B Sy [T i it 2, EL o U 2% 101.92% i BT AR 5%
= 2w S BT MYO Wi A S R S E R
e o HEFESL
jg; oyt ” 225 HFHRE
B oS e . . Hi# =, MaFEs. HaE . EREETFL
\ O A ANE e w0E 10 2k e HaMA 3T FEFE A T IEILINGE 6 AT ff
WAL BE—ERE TEMERE, FAEFE MY0 E

E2 MYOHRERTE
Figmre 2 Linear squatien of MY

B E HAMA #5874  BARSHE I3 6, 2R PEE
3 () medL H il S EE. 750 mpsdl MEATE A

F5 MYODBSETEER
Table & Besults of precigon of MY O

HEA Lot 1 #9048 (=20 Lot 2 B8 {n=20 Lot 5 BHE (=20 HEF CV{%) fIbiE v @)
F1 4425 45 58 &5 A7 5.47% 292%
2 21423 231.11 225 37 2 A4 2T
A 3 15052 1552.21 1482 25 5.455% 2.20%

£F 30 mgsdL B3 F Mt TR ENE 10%
B, EERGEEFE 1 000 I ml M AT =Tk
15%kt AT F s EA T A R,
206 IMIBEM

BRFET 3TCESTRT 3 4 5 %748
PR R AR RS AR 7 BT, S i it
B E AT A AT M gEE T e BB, FH
T EE R F e,
227 SN

B AR & A A MYO B B 5 00
ng/ml. 10 000 ng/ml. 20 00 ng/ml F 40 000
ng/mL FHEFAREITIE, SRERIEEENT
F 2 500 ng/ml, B AR S AE AR MYO i
JE i 40 000 ng/ml B H I s L

208 kb

I A i [E B I U A AR S A
FEEA AT 126 M M E AT, HE ST RAESA
(86~ 2587 ng/mL, #2225 -101F. Ea
18], % 66 48 , FIRT 5 Becloman ACCESS Z85ATH
L R ITRR MR, B8RS H7 0 Bland-
Altman —EB 4SS0 E 3 F08 4 frR . AT
3 B 7 BT MYO 8 A 5 & b 38 # Beclkman
ACCESS MYO BIFEXFERIF, XM y=
0.0837x-8 9256 FACRI r > 000, WEITEE Y
bR EEER . 8T Bland-altman —ERE AR S
BERT, 126 R BINT s REEY, SR
AR BT 27 BT830 ( KHB) 5 £ thigl 7 { Beckman)
BT —EFE 5 (126-5) /126%100% = 96.03% , —ZNfE



= 12

BFEUrSRTRE 2005 0 A B T7E BS5H I Mol Diagn Ther, Septeraber 2115, Vol. 7 No. & - 311

Fa MyOo FHMESER
Table & Fesnlts of interference

Bk E SR T e =

e AR T R iE R

FarAn i My OFERE e

T TEE MYO FERE AhiddmE

R {1/l R {rg/mL} (%)
B =B (e A @ 5474 MAA EiE= B medALy @ A15.7 M
Ly 4825 405 ikl 831.3 1a%
1KY 5349 5.4.9% 1RKY TH25 28%
SO0 5243 156% SN #2851 12%
MEEE {me/ad) o 5182 M4 MEEEmeAL: o BOLG M
254 5547 320 254 A24.5 2A%
754 55.21 55% 750 A34.2 4.2%
1KY 385 17.4.% 1RKY A4.5 115%
AT FE (AL} & 51.1% M4 REETHE {mp/dL) i) TH.5 MAd
15 48.13 5.0% 150 B214 54%
50 47.61 T0% St T58.6 33%
45 53.82 51% 450 TH25 15%
RF{IU/1al. } ) 52 88 M4 RF{ U/l } i} A13.9 MA
54K 54.91 3.8% 5K} A54.8 0%
100 5552 4.5% 14RKE 482 4 BA%
KK 78.92 422% KD 2825 2T
HAMA #4 1 N4 27.53 WA A
Haha#Ef 2 WAk 54.17 MWAA
£ 7 MYDEH AN B R
Tabla 7  Fesolts of precigon of MY O
TEHETE AT 2C~ 8RS 4 FTCRESA
=AM .18 ng Sral. (12 npsral.
ot MR 12 500 ngral MR [l 12 500 ng L
0 E i 101.4% 2875
it At 2 CWac5h OV < 5%
A 1 ng/ml) 14, A2 15.13
FEA 2{ng L) AR 55 AT 47
FEA 5 ng ml) 585 255 4,

FF 05%, B A TR — B A AT AT LR R
AR, ACESE 2Rar AT MYO 15 i o AR I
RuF, R E W LA R E R &, e
BT A LRE,

3 Wik

AMIZE A FEERAIT—FEFT, — M HuEiEms
H FEREIRAT IR &30 F 50 AMI & FHATFET

EEEFFEREY, MYO B FERBESF CILE
M EIREER, 3FF B80S AT 15
BEEESY, A MY 5,2 AMI [ E R b
BYE BT,

AR 5 AT EE AT AT b SRR AT I A — T
THT 1204 SRR AE 5 BAR B e T It hn /2 rgy =
BRI AR R TR AT T EER, B—F W
TEARIC B P LI e B E A R R R BT
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N ) e S A SR L PR e RE AT TS S TR
2500 = g Wb F
' *
AUNHb - 15 r“
g £ |
LR - F oupe
= | = a T
E | (W (= E lia g vw Ll
2 = O |
oA Eald | Phte e T INE on B
o I . n L5 _? 240
¥ . g | i%g‘?.-';' e i 094
e E Lz Lf'_"-E:_": N . o iilEAED
5
LA i id R i I s

fi Ak 1L L5400 00k 2500
5 L] amfall)

E3 MYoEXREmiE R
Fgure 5 Fesult of cormlaiion analysis of MUY O

EAEE AT ERSERR, FRIERNER
HLE, B BLISA FI RIA FiA SR RAT RS
AHHEAMBE TSRS, HIERRIEE K
E N R it e g R N S o P =
T MYO S e LA S E B
FFEATE BbER A RE S (g
IR ERRARHR ), By T —MEBME N
13 ML % 7 MYO 85 20T e Lo Th 2 R A RE AT
ik Rt — BFAT R B B RERE R, S
GREREFECERI T IEFELANER, 5
i R T ik R IR AT ATAR R v 008 H H
— B > 05 %, A R E IR RMEAT ISR T
1] BT,

£ A Tk
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N ls 2 B A E AR R e R IE ik &
B RSV
MRAE> B F&

(1 E] B BaT-dEsflE i nEsEESEaESEE s md RS2 g
fTimEsti, i W& Rk, LU 208 AY BT SoAman i I, i PE RS AR AT
B BRAAAE S5 L . o BIAT AR 2 A MATRIE S0 T B S ARSI IR A0 1 R A B adirdr B
AR T b Frahsion BaRA BATE EET M, R B EE NBSC IR AR (667304 54T
WA ABSEMETTTES p= 1 0935+ 03040 ABET o0 o BT TR A B BN EED EESEE,
EE 2 509 SR EOEIA B ESEER S 159 U nl-14 64 plU/ il 3T R g Hila
T T 374k S, SR A3 BT 35 008 plU /ml ¢ 85 3E ¢ pIUs mL~538 plU ml 7, #8355 40
r=0 2 S OV < A% BB ETE 2 100 AT A R I S E W S 200 O wIU /L BT RE I
AR (5 Reche BMAEE R RFHENESTE TE 0 HETHESH » = 0954110177, X F 4
r=0.0017, AT RS AU SRR B SR, it AMREBEIe RS EREE eSS
Hr eSS A AR I BETE AT 0 B T 1B AT o 7] B Fia M i S al4a,

(=48] BESE; EFtisodnig, 3iFlE; &5EE

Establishment and pedormance evaluation of the guantitstive detection for insulin based on
chemiluminescent immunoassay

CHEN Chac*, FENG Be, LI &

{ Shanghai Kehus Bicengineering Co., Ltd, Shanghai, China, 2082333

[ABSTRACT] Objective To svaluate the perfonmancs of quantitative dstection for insulin based on
cherilurminsssent mmonuneassay.  Methods  Deoble-antibody- sandwich immuneassay was smpleyed. Cne
moncclonal antibedy  (Bledb) was bonded to the magnetic particles for ccating,  and ancther Mledb vwas
comjupated with allkaline phesphatase for detecting.. Perfoomancs of the sstablished assay was evaloated for
trosability, refersnes interval,  lmit of detection {LOD},  lineanty, aceurasy, precisicn, analytics]
spedficty, interference, drug interfersnce and samples Compariscn. Fesults  After tracing o MIBSC
internationsd reference matenal {55/504% ) the comelation squation of insulin for treeability was 3=1.05955%+
4.3349 and the corelation coefficdent (¢} was 080 The fausting insulin refersmce interval was established
for the healthy populstion with the walue 1.5% ~14.584 pIUaml cownng 2.5% to 97.5% population
percentile,  The hmit of detsetion [LOD}  was lever than 08 pIml.,  This assay was dssipmed 1o be
linsar across the messurernent rangs of O~300 Il with the welue =30 9900, The imprecigon {% CV)
wag less tharn B% and the accoracy % Becovery) was 103+10% . The dstermnimation results of semrm
samples wers sipmificantly cormelatad wath rasults testsd by Roche Blecsys assay wath the walue r=3 3317
The results of the teo assays shovwed high consistensy. Conclusion Al the parfonmnancs charastenstios of

4B . B AL AS R R R8T R (201148024101
AR F45 . bigAbde  fh THE R (G RO A, bR 200235
*EHLAE A A0 | Eomadl . chenchan®dodib com

o Ee
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the CLIA Jat established by this study met with the requirsments for chimeal detectien.  This kat can be applied to the cliniea

deteunation of serurn manlin,

[KEY WORDS ] Hguling Chemiluminessent imrnuncassay; Tracesbility ; Faference interval

Wi ST ( diabetes mellitus, DM 22— Ei G
RS EMAMT R T RS E TR —F
FlEFiF&it. BB EE—1EH 51 TS EBEAT
FAME, Eho SRR AR (SH 2 TEE
B2 )30 B #5( &9 30 SR B TR s
B AR R 5 8080 Y, BRG AT g R R
F R T MRS W (R M8 & S B o1
AR ERRTISER,

A 21 A, PEMERAEZIIEIA B8
18 f, A I T R 5 3 B Mg R et e
EEN—FG . BTRSTIESFE iR
Eh REER. GREF. BEEESFER,HE
A EIATHE B St =i O has i, i
#l B eI T SR RS B b S S E Bl i
E B RARE, X—FEEN FEE R ERE,
EREFRS SR Ee ), B EAF
F I E R E A

1 R Tk

1.1 #E
111 IS FIEE S

AEEEEFRES (66/304).C FREFITE
(845100, BE S E L E FRiF S (3a611) BB 5
FFEEE -1 EininiEsd (02254), AERRE
(B0/505) ¥00g B F NISBC (MNatonal Institute for
Binlogrieal Standarde and Control | 25 B EIZ 4050 &
KipE A ) s BRI B T Bio-rad 248 #5370,
112 #F

R A B BRI A Ak B biERldeddn T
FE AR IR AR I 5 i E A B b
AL Elix.

Hop, GEE A SRR A RIS
{EEFEHEN <24 g/, T HEE <140 mmHg | £73K
E = o mmHg, 2 fH B BE <5 O mmoel /L, H il = E5
<35 mmel/L, 0 B ENGE T E , R ERERT
BRI M 5.6 mmol/L, T S B 1 8L <40
U/L, INEF<102 mol/L, fRBE <420 mol/L, FLImE F
BiRgRFA T  HEFEZEFA,

12 R
1.2 AR

VLRERET AR BR Y S ATAE AR AL, T
B (alkaline phosphates, ALP) 3R 1TAT AT 15 Al
Aol MR TR BRI A RS AR A SR Fn
KA, F 370ES T ¥5F 30 min, B AT HERL-
Il - ST E a4, EE A A
b5 SR  AMPPLD [3-(2'-Sproadamantane | -
methoxy - (3" -phosphorydocy) phenyl-1 2-
dioxetane 3- (2 -3E0E £ [l ) 4- F R 43" gk
FFEE) L, 2- AR T 4R ] . AMPFD 5 ALP 384T
P fb2E AR 10 min 7, MSE ERRES
fif (relative light units, RLU) , 338 1547 8 i 46 7015
MirEAF PR RS BT ERNE,
122 PiERE
1221 EHIFFESITES SRS S HIRGE
(66/304) BYEF 1 mL Sk F, S 2 oL
BSA BT 50 mmol/L Tric-HCL B pEiEEaEEE
[Fif SRR EE— S EATs SR
50,
1222 ARAMESITRE HRSEERRE
o (66204 B FIAT AR Sn B Ak iTIVE, R R
B AT e 0 E e & I i 4, B 3
ik, e S T EEA . BraEn g RS
P FIETI e 55, 1) @Frﬁrsﬁnnﬁ BT e
A RESREEANESE RS v, B
FEENE RS, e PIar e s AT fe .
1.2.23 SREREEy NEEEAFHEE
e = T e e e R T HEE’E
SEasEmE.
1.2.3 FEsEif
1.2.31 J|ATHENIR (ST S T E
EEME 20, TE 20 RIMESE RLU §1FH
{B (mean, M) FI3REE (standard desdation, S0, 95
B M+28D B RLU {5 4R35 T B f nE L FnAa4hme
RS AT B -RLU {E AT R AT S IER54E
—RAFE, 5 M42SD BT RLU (B A R IEF,
o A R A B, B A SR AR
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1232 #iF &% CLSIEPS AW i fG3EiR
fifiﬁﬁ[_l: MR AT e A L AR RS a-2
EE e TRt R R
#ﬁ?‘ﬁiﬁﬂ%}hﬁiﬂiﬁf?ﬁiﬂ e
1233 BBE £% CLSIEPR-AZW {4 J5HE
SEEHFFESRER 5T AR E  TTEENE
5 fn R AT R, THE e A AR R =
FEE-EE ) A E X100, E— IR ERE S EE
A A EIIE B A A, R R =
1.234 fREE 258 CLSIEPS-A2WI ISR,
T R AR A R RE T B L T REE 1
W, W E 20 X B ESERAT M. SD FIER F
W ( coefficient of vanation, V),
1235 4SRN ME—EEEN ClLBES
EH. BSEHEEETFLALEENE THEHEA
WERE,
1236 B BERBESEEEIEE S 5 000
IO, 16 OO UL/, 240 (R p.l.IUfrnL F 443 (0K
wIU/ml $eRaEAs B ARRST Brar ATl gt 47
WizE A A AT SR
1237 FHitE {TENBRSETHEMERE
—EREAEA E MAES. . RS
BT, e RS miE S Rarsm,
1238 #THIPRM EE—-FHE FENERS
P (TR R R R AR R R ) ARG E
e S RATRAND,
1238 3TCHMINETEENE BEFAEET 37T
NS AAEER A m AT ITE B R,
1.04 FEAREEIT L Roche BBE EiRFAERS
ERiE, B A AN A R S Roche S04 FAT4E
HHER—FRE,

2 R

21 WREREEER
ERRESERSEERFESRERS, 5E
et e 5 T °F 2 Al 15 R e S5,
P& ATINE #B50HE B3, fB5C FET A8 00 »=1.0235x+
0.324% (FEE OSRO] 4 140237-1.0432, P<0405) , 16
SR r=0.900, SRNEATIEE BlRinES
(66304 ]
22 SEEmEREY
WM T 261 {288 MEHA, F#H SPss 100

R T S AT ME 35 860 WU/ /mL, B
P E SRR MES 10 pIU/ml, FFE A 1590
I/ ml. P {AT3S 4.71 WIU/ml, 3 EE 3
R T M E S R I T A R R ER R 2.5%
47 5% B A 3L AT 2 BE T8 B A 1.5¢ iU /mL -
1464 nlU/mL, 580 idREnl =8 MER ST
ST E 14 U/ mL-14 WU ml B4,
23 RS
231 AR

1RIE Tl Ehe i FuAR 4P IS AT IR B RLU
AT EE Rk ATrT S B8 B — 1R 72 I 2R
EFES AT FEI0{E M+28D BT RLU &% A bt
AR S EIRT SR AR 4 0.08 pIU/mL
232 it

£58 CLS] BP6-A2 W05, 38R 300 pIU/mL
B E AR AS LA AT B 6-0 MR
Wi E 5 R AR R LD R AR o BRI T B S
PR E M r 24 00000 S5 SRR I {:raam
plU/ml B5E T E AR I R AT,
233 ENE

£ CLSIEPY-AZ W% 5SS T BlninEs
BISR{EARLL, AR RS s B ] AR NE 1,

=1 NIBSC BERIRE SPE
Table 1  Determinaticn results of NIBSC mtemational
referance matenal

EAE U /mLy WA E U mL) ABaT R

. J3.12 4. K1
1k ok AT 1300
R ] B N 1.87%
Tk & 1827 2T
2500 2451 1.54%

EEHIEEA RS EEANAEE S A AMF
S AT B U 07 6%-102.7%,,
534 BEHE

&7 CLS1 EPS-A2 30 -5l AT 3 ikl
RS EE, PR EARNE 20 d £ 40 0, 81
MnE2.
235 ArHTHERHE

M E— e E RIS %J? C iR RS FHER
B 1 A AEERE | 3 e R ouar B, B g
EERENES,
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F2 IEEEEF
Table 2 Fasults of precisien

’ oA el B At Tt B [a# S BARERE
AR UhdshE FHE
SD cv cv 5D cy SD v
L1 A 4.95 ¢.11% 245 {088 1.8% &2 ¢.2% {144 5.0%
L2 80 22 88 0478 1.4% 4215 & 7% ¢.192 6% {552 1.68%
L3 A 148.4 2824 1.9% 1415 &.7% 4276 &.2% 3042 21%

F5 HRBEE
Table 3 Fesults of analytical spacficity

T B = el e
EEER 186 ng /L (. O
TRk 1EHK mg il . OKH
IEEEERE R E F IGF-1Y 1000 ng sl & K
AERENE 1K ng ol 0 0KV
236 TR

T B AR & R B AT I R — R R Y
oz MaER . HW S EREE T 3GE
FRTH R, D24 60%-110%, B4
e e

F4 IMTHER
Table 4 Fesolts of imtarferance

THME W Y
REsTE &4 oy AL 108.3 %
MmiTEH 1 (KK gL 107 6%
Hib=H 2 (KK} TS 1455 %
EREET 2 (KK TUrl 182.1%

2.3.7 FhipEm

TEFE L R SR FEHTFEEHTE
TEENAEEFERAETEAT 4 HERS T
. B 2 p/L BSA BYE IS B0 100 0 /ml AT
EF ., REiE, B, FHEREZ 100
mil /L., 3 mIU AL 100 miU /L. 30 miUAL 4 -
ErRE, AEEFTINT T Bt B E T E
TR TR A EE

M 5 BIgERA A, AR & AT 300 mIU/L
B B E AR, EE A R E —E
BT 3L, M 300 mIU/L B 7 R R Sl E
T 3231% 3 B.06%, M 300 mlUAL SE 5 LT AT

0 T e ) R e e N 11 B0 s a2 = 20 B
WOR AL 00 mIUAL BTIEE F L FERHET
. BT 4 FEED SRS TR in | AT LIEA
ARME MR R ON AR B A, B EITT L AT £ e
FTI 4 FHETARIOE =8 FIRE EAT T3,

238 ITCHNNETEEKE

EHFETF 370 6 d 5, MEHEAT FiE SaTE
FEA Rl AEN AT HERED R B EE R,
D4 FEARE

MizE 224 W MUEAFA, 5 Roche BB ESE
TR AT E S5 R AR PEAR 2T 38 »=0.0541x+0.177
(H4 32 05O 3 0.0378-0.0705, P<0 01, A%
BH =00017, BREEFR, FIEEE BIFATMER
.[—.-Ec.

T Bland-Altman #3152 5 0 BT MG £
FEATAT, LIPT AT FIME A x5l PTEATERE
oy BEE S5 RINE 1, MESSRAT 05%— 2R
FR (K+1968D) 28 0.72-1.18, 97.77% (219/224)
BT E BRETE—ERERIR M, FIE I EEREE
B RAT—EE,

1 £

A i R FINERURLE S B R AT B AR B, R
FEE4r AE R AT o7 S0 T L Y A A T Rt
MEE A BB FEARAT 10— ATIE AR B P R AT,
H— A T S AT e B FIE e L A
A AR T A AT Al AT T B S, B
T3 BT B (AT FE A Ak 008 nIU /mil S5 PETE
0-300 WU/ ml [, B3 T r=0.0000, 55 H
CV<8% BT T 0% 7. BEFPaES
FIEE S 200 000 WiU/ml B, 8 I sk g
AT

MFRESFMeNEZFAREZERm, 45
Tetefid g PR MEERTEREEE, SIERE
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Table & Fasnlts of dmg mtarfarencs

T 48 R Py Vi M EEF R
A (Il mly A3

1 KKE radUL 91323 .12
JEF0 S0 UL .95 5.51%
{ hspart) 180 mIUiAL & EK O
50 mIlisL & K & K
1 (KKF TdUAL 1242 12.42%
= E S0 Il AL 26.AT RpsE
{ Dsternir ) 100 mlliAL 1.54 15455
a0 mIli L & K ORI
1 WKF adTiAL & K & K
FiZ et SO0 U AL .00 .
{ Glargine ) 190 Il L & £K £ (K
S0 mIsL &K & DR
1 (WK mdTiAL & &,
{Ei & SR Il A L 1] &
{Lispresd 16K Il AL &K .
S iiAL & £K £ (K
o 15F
B 13 [
tj?- i e g e =11
E i : : ; (NL
= 11 _%FGE,..;é 3 e
E i T 2l Fi T c‘nc' g Mran
E gy fooehpds w8 7 g LA
£|1 - S =i : A IE':- o
= 0 " 1 9% 50
a Wy 073
:'-.t me ol [l I i ] 1 ] L

0 20 Lo Lo 2 0 N
I e P M S R CA O |l Lol )

E1 F#EEHMESR Blnd Altman — BEGIRE
Figure 1 EBland-Altnen plet with tie assays

BRET AEBRER FREFEFE) BEER.C
R ERMAEE. RS ESERET- 1 S5ET
NEMHEIEEMERSFRVNEEESR
Z—D R R FEF IR S F R
& 8 AR R T EAE AT RR I B SR T
TR AT A R R T R, AT iRE R

e, A F Lk TR 4 BT B R R v ELGE (|
B2 1975 W% -110%2 8],

HEIM E S E AT ¢ fhiE L E e A
R HE40 R FEABET AT, BT 4 BE S
REEEEIE, FUEARERRELTTR
5i. BT _EAT E R A I 4 i
TEFEEAT TS, Ay idss B AT S A 4
FHEMRIEITOIIN T HEE, MES 300 mIU/L
Rf A A BRI T 231%% 8.96%, T 300
mlUAL 5 BT TS FI . wFE LR E F
i, B PR AR EfR ST

A B MRS F bE A RE g
Flg , HRdElafE | FLA BT (48 BT ARSI . iZiRFE
BERGE R SRERSN S AR ER
WIAHE, FREERE BMbERERRES
14— g R RE A Y F . R
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T oL A it & (AE e S i k) Y
e PR HE BT
REA EEA FAT AW REev

(4 E] Bfb 378 Fle0mInine e s i iE b R A Ak T IR AL IR 30
e rERERA, i B EADEE R R EIMmE 1 156 flF0 101 Bl | LU B R ISR
3 B AR & AR SR NE ) oAt B BT R REARR A N A RS B R A 4R
eSS Eakeat] A B R A B e R AR T o, R RF ERSIE4EIE,
gHlmHla SOt o8 190 IF H AP0t 07 8%, BRSO3k 9755, Bapps {814 0 951 P0.010,
MGERTER AT, 55 BRI THEAR b, B H1EA] 2 THE AR T E IS AE 5 Y=0 001+ 1.000K 18R
ESA 98T P01, BRI, i A SRS R e A BATR E.

[(Z4897] BINERE; BRI ; LSRR A nfniE

The clinic research of the carciroembryonic antigen (CEA) guantitatve dizgrostic kit by chemilumines-
cent immuroassay (CLIA)

LIANG Liping', LI Zhixieng', DOMNG Zhining', LT Ming®, WU Yingseng™

(1. Damn Bigtechnelogy oo, Lid., Guangzhen, Guanpdeng, Chima, 513665, 2. Scheel of Bistechnelogy,
Spnthem Medical University, Guangehen, Guangdeng, Ching, S18515)

[ABSTRACT] Objective  To investipate the clinde ressarch of the cardneembryonic antigen (CEA)
quartitative disgmestie Mt by chemilioninescant’ mnrmuneasssy (CLLA) (CEA-CLIAY). Methods 1 154 cases
of serom and 101 <ases of plasma wers detected wath the selfmade at.  Roche carcmcernbrycmc antigen
quartitative detémmuinatien kat (BCLY wers nssd as contrel apents, . and Abbett Srancembrycmc antigen
datermination Jat (ChILA)  weere used a8 a reagent in raview. Condstency and comelation wiers caleonlated.
Fesults  The positive accordant ratie,  the negative acecrdant mtic, the Kappa value was 25.1% 978%,  0.931
(Foldl), mspeetively. Comparsd to Roche's kot the quantifative anslysis, the linesr reprssion squaticn of
the reagent was =002 1+1 80K The cerralation coaffiasent was G287 (Fd01). And the comelatien coefficiant
was satisfy,  Conclusion CEA-CLLA was a valuable dispnestic kat for elinds applicaticn.

[KEY WORDS]  Caaneermbryorne antipen (CEA); Clime research;  Chernilurninescent Eurioneass oy
AR LY

FERRAT R ( carcinoembryome atigen , CEA) Z sEinmm AT Rl AR R ERE AT BRI,
— PB4 175 kDa-200 kDa 3 FE A/, 1065 AFRFIERESHE FERSBRG, HrE 5
EEEHINE 5 Gold fl Feedman MBS LR fibe GH ZbE e A, nEEE, BEF

A E B AR R R R8T R 201144024 101
R AL T e e AR AR TR A-F, 5 R, S 510885

2 dF EMAAFEBHAFR S F, M 510515
IR A L A, Bl - yingsonpwo B hotradl som

s d
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B BRI B S B ELIR R R
BHATEENEAARY, RERT CEARSS
AR R S, A TS B AR S
5 S I AT B 2B U TR TS R T,
TR EEEA—TEAATEEME,

A= 203 B AT ] A BRI E E B E i &
(fbsE BFERIE ATiE ) AT TR R BRI,
Hrthwe T B ST BT o O AL E T A A
BRI 52 B PERI— EUMESF 48T, AT EE R
EReHRETEERE.

1 MRS

11 BH
1.1.1 BRlEREFEEENE R E (hEEE
BE AT

B Eoa-RaEitinFEEglEidils (B
22 R SEk ), A BE R s TR AR 0 R AT AT A R
EiRFlE (b ESe T aEmiE ) B A
i
1.1.2 CEA BERG

¥ C1(7 ng/ml-13 ng/mL) . i C2
(21 ng/ml -3¢ ng/mL). B3RS C3 (70 ng/mL-
130 ng/mL) F7 HAT A3 AR 404 A AR g PR - F
BE.
1.1.3 ##FF

(1) ItEHEAT, I R 5 R A o E A fh
( IRRiEE . BFE ., FLIRES ) B E IR E i i
LA 1 156 B, (2)Mm¥EAER 10 W, F—fF
AT A e F Ll iFERA e, (245
PEAEA, B E S 1148, B ET 11 ). 3t
Ao 12 9.5 M 13 . AL 11 45), BE 12 4, L1
A EPEARHNES R ER. HF
ER S BN, Jb IR E A E T
BE—-EREZHE, HAPEAFAMNESRTEER
R TR S (R R SE R ) I GE I 7E CEA SRR
114 SEEiE

R A ETEER EESERARNE a8
b e A Canie2 (),
1.2 Fi
1.21 iEEEETT

(1 V4% 3 AL 35 A A AR a0 2R R AT IR ik

F 8 mEA E F AT T E W, SRR EE

B AT MR RAES TR EITTERS, (2)HE
et A 2R JE AT B — R R AT 0 5 S A A A A
R B L W o o e gy
122 WFEFSEE

B, AR EE ghEA A E
FHENA O ng/ml-5 ng/ml,
1.2.3 #itiha

FIA SPSS 13.0 #8831 (T — BER xR
FEAHT ;. Fl Medeake 30 {43% 97 Bland-Altman & 8
(g

Lo S = -

2.1 it FAE AT S
211 —ErREaAy

B il 18 & F0F B 7 AT B A & M bR
(NFEL), EENEGES 8%, RENEGES
06.1% , BAF& B4 07.3%  Kappa {H% 0.031(P<
001) (W3E 2). B B RlEEaTEL RS
Eode AR & ATl R S AT S 3R R, BT
—EPE,

F 1 MR Rigiting
Tabla 1 Statstical mdoction of clinacal dstection results

i AHAEEIE P
= I
ik mila
=H 29 1% 311
IE® 12 B33 845
it S A5 1154

21.2 ABEMESHT

FUFT SPSS13 0453140 438 8 flidF e n 2T 8E
TR AT G AT 25 LA TR RE Ot MR
B r (B 0007 (P<001) (3K 2), EERPEFRE
A Y=0001+1 000X (L35 4), B S B E 1, a9
Bl it S AT B RS E AR 2P B,
213 Bland-Alman 747

VL A4 R A 5 A B U ME AT B 2 X
B, UHTEATERER Y M, efiaE (NE
21 BE 2R 2 8%(32/1 158 A5 S 7 05 % —EL
PEF RS FE—ECREF R (08,102 ), 5%
A F AT SAF B R AT i{E AL, E{EAT4E
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£2 Kepp EHHTRER
Table 2 The calonlated resnlts of Eappa valnes

Walue Asyrap. Std, Broor] a) Approi. T{b} Appron. Sig
Measure of Apresrment Eappa a3l 12 31559 KD
M of Wahd Cases 115

£33 HExETRER
Tabla § The resolts of commelation analysis

A At

FiEdH  Pearsen Comelation 1 RAT{ Y
Sig {2-tailad} KK}
N 1145 1145
HEEIRF  Pearsen Comelation 8AT{*+#) 1
Sig {2-tailad) i
N 1145 1145

#+ 3BT a0 00 AR B S T IR )

f{EER 754 035 ne/ml., AT AT B &R F
7 100.725 ng/mL , SR FEES AT 08 E 7 i _E Al
BF B RS TEREE HS A B AT A gE
FEH R —ERE,
214 ERFEFATTH

A AR AT T L 156 R A AR AT
Mt B Ay 31 @A g s Fad BE
Flm ATt R — 2, 35 21 MEREA
A Efd T, Egilatalisg iy

Fe4 HEmBTHE
Table 4 The analysis of linsar repression

Unstandardized Coefficieants Standardized Coefficients
hiodal
E Ztd. Ermror Eeta 1 3ip.
1{ Constant ¥ a1 157 24T 577 5&4.
i 1.0k KI5 214 444 KD
0000 | Ll
A
SLHYINI ,, |
i £ L
Flair. 1 e w 1 g 48450
r e | .. ] Hamm
= ] 8l e N X
& = gt gl
= el = =01 —
ZCH1LIM " * - l
o i —0 -
TTHLIMI ﬁ\-" &l
Q0 ; -0 5 " i P DR N | 1
T o I W OWIR A W e

T T
GO0 DR PN R 40 SN 1
W FE LA

E1 miEREREEES s E
Figuré 1 Tha scatier plot of correlation analyss

T 21 A SR A BB A 10
1) 5 AR AR T, P
A R R A . T AT,

T fehE B E E = BT CEA METE

AYEHAGE of CEA-Com iUk A-Hoche

E2 Bland-Altman 55747
Fipure 2 The chart of Bland-Altman analysis

FEREN LRME, HR-ESRET MR
THEE., FESREEMETIEITE = el
FAF I B BRAnil, A BB A 2 R A G R B
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F 5 E—mHlmE M2 R
Table &  The comparative table of the same patiant samim

22 [MiF SR ATIE ATt
ARl AR EE AT 100 17 Bl — {0 A9 1L 7 FUft

A plasid FAEA F B RIEALEE TR, SR 101 FFAE
. M ERRE—H(NE 5) BHETAH, 5 M FEE R
e 7 TE Lo AEL, RIS T Kappa 15 1.000(P<0.01) (1
M 5 6), PIAMEAR SR r (B 0.991(P<0.01) (L
£l 54 o 54 =7, HHERIEFES Y=-1202+1007% (W&
I & 45 45 &), e E LA 3 SRR AT I H ER
a3 i i i M3 AT — B RARSEEREET | 2 i
F o E—ml ST M Kappa EE0THERE
Table &  The statistical sesnlts of the same patient serum and plasma
Walne Agyrmp. Std. Brrorfa) Approx. T{b) Approw. S,
Measure of Apremnent Kappa 1. O AR 15O R
I oof Walid Cases 141

£7T MESHEMEMEERE
Table T The commlaticn analysis of the same patisnt serurm

and plagma
Pearsen Comelation & I
i Sig. {2-tailed } 1 291 {¥e)
Il 1M KR
I Pzarson Comelation HRLLEED 141
Sig. {2-tailed ) K ]
M 11 141

#= FAFHETE =001 ZRF B S I

JEiE B IR R M AT
2.3 4R HETEAIRIE T
ARE FAR IR AT 70 F4E R AR,
FAFREG 11 4, =B ET 11/ 3ntEinie
12 18 FEI 13 45, B T 11 7). 29 12 45, tofd A
B hidA & S 2T A AT, P s R
WIEE, FSEE RSN E T F H i
FEE EMNEET ntEind. Em. s m . EEay
Fifi.

F o MFE 5D FRE EEEE SRR

Table 8 The hinear ragresacn analias of the ssrum and plasma

Unstandardized Cosfficients
el Standardized Coefficients Bata iy i,
E . Emror
1{ Constant ) 1292 1.1583 1005 2Ta
I 1.087 A5 Al T2.4611 ARRE

2.4 FEMESH

T s e o Y = A L o e e
REHIGEEREEMESN &S ERITEER,
TIERAEE

3 ik

e B A CEA BT 05 78 BATIE S 4
B B RERNES ., EERERT POtRE

A BE RS RE TS RS B AT
5 RE TR & B & MR IE S Fe il AT 4R
RIS L BE RS REATIRE ST
DA TR, RE a4, BBk Sz AR TE
SEER I AT S L R L A BT — AR BT R TR
AL, EEREER. RS ER, EEEF. AR
FEETEIITIFMM LA,

AU LB B AR R E B R i A
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WFE A 97.8%, REM &N 061%, BATEES
47 38 Kappa {4 0931 (P=0.01); FIEM{E A5,
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(i E] B 3T SF80 SErF0R SER MEHLE (tota] prostate specific anfigen, P54 ) & W2 931
E bE A Al AT IERERAE, FIMT g Rl E s TREF MiTILREE R,  FiE S
fr fTARARRE TR, A0 B RS AR RS AR E M £ B AN R R T
FAEEiTE A, R 5 ahdNlE at R R 0.0022 np . ERTEARR R AN r=00008 E E1E
282 %F0 1.95% it /82 4 5 56%, BEATNAR S 300 AL F 15% B9 57 min e 3, ARl
12 -~ A A HUERR FE G aRAT LB B AR, Wt o P R e T A AR I R E . ESik
g HlR T = A B P RE TR T o T AT MR e R A (RN T B E b e R A F R
103 B b SR S AL, WA E A I R e s

[=42iE]  EAFIARdrR MEE  Esa ), LS S il (CLIA Y PEREIEIE

The verfication of the performance of total prostate specific antigen (tPSA) guantitative disgrostic kit
(chemiluminescent iMMUrCassay)

FANG Wandan!, LI Zhixieng', DONG Zhining', LI Ming®, WU Yingseng™

(1. Darn Biotechnolegy Coo, Lid., Guanpzheo, Guanpdeng, China, $1086% 2. Scheel of Bictechnology,
Soathern Madical Universty, Guangzhen, Guangdeng, Cana, 518615

[ABSTRACT] Ohbjective To wenfy the perfommance of tetadl prostate spedfic antigen (PS54)
quantitative diaprestie kit (CLIA) in erder to krow whether the kit is fit for indnstdal standard. Methods
Feferng to P54 qoantitative diapnostic kat (CLIA) indostdal standard, the Jat aconracy, sengtivity, nsanty,
repeatability,  précsion betveen different assays,  stability and equal pram malecolar reacton of matchong
antibedies wers studisd.  Fesuls  The sensitivity of the kit was &0E2 mgfml, The linear ceefficient (1)
was $OXME. Bepeatability wers 2. 82% and 1.958%. And the precision betwesn diffemnt assays was 5.55%.
Equal grarm meleculsr reaction of matehing antibodies was lass than 15%. AN resolts wers in line with the
requirernents of mdnstnal standard.  The same snalyas was perfommed with the lats wiich wers ong month
over the sxpration date and all the analyds moalts wers in ling with industdsl standard. Conelusion Al
analytic pérformance results of the Jat mest mdostoal standasd The detection mdex of lnesnty,  detection
lirmt, detsction range are better than that of the P54 Jat fom Boche, which can replace foreipn sipensive
reapent for chmcal testing and basic medical researh.

[KEY WAORDS]  Total prostate speafic sntigen (P54);  Cherlurinsscent imrianesssay (CLIAY,
Parformanes wenfication

Ap- B B S A R R R0A6T 4T E] 201144024101

e AL .1 CN T e e AR A R LA L T R, S S106EE
2. drF EAHAF A AR, &, N 510515

AR A L S, Bemail svingsengvwn @ hetmail com
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HE, A DESLE FmE, AFR R R R
WETEEE, EPAFIRECEAFEREA
2 EERERY T R 2, A04A] 22 BT IE Bt Bz
EmEE GRS B REFETH A, AR
452 PEHT B (prostate specific antigen, PSA) Z—#
EA 237 T-E AR MEEE S 1% 0%k b5 4R
BERBEF OGN EaEEaE, EaT
B #1430 000 E AL T IEE . e REEEARE
FERTE AR 2H 45 AT E PR T 7 PO E LIt s,
B TR A IAREHET (40, B FAREER FIAR 30 B
AEEIM A FIRATERA ) BB IEMF R AR
FE I 58 AP A HE R PSA, AT PSA BE & MR AT
REEMEEALEERE., i FEE V2w IR
45 B PR [ [ total prostate specifie antigen tPSA)E
EEE I BRI R REA M EEIEE. ™
PSA TR B8 A B R #4in T Ba F IR 5
HAEETESEEEME. B, REFITAE
e R O fhse Fe il s T e, ine K. e
B.OHITFESEAR A EAERR R
& RIEIRE ., ACRTS A RERR A R A AT
el BE ORI R RS EA S AR E
SRENRERNESS, EfEFEabER
FeAk, EBIE AME AR AT tPSA S B,
TEAET A R AS E WIS | BTN T b B PSA
Shiz AT E e b, EiE R _iEBhE e A M
AR RS o T A R R ATAE R AHE .

1 WS &

1.1 #E S

Fo MR BAT A AR SRR R AT I R B AR A
s (b5 R Rz A Afrid ), AT A A 4
A B E IR R &, S BR AR SR TR
RS, TR AR A IR Rl
& . F¥2 % . Lyphochek Tumer Marker Plus Comtrol |
FIEF Bio-Rad 7 . MRS E A TE
MO pSA BfMinES, R BT EEEFEMTE
S%uiE Br, EE PSA ST TS R T AR Y
B PEAT R (free prostate specific antgen , {PSA) B R
AR, A iR T E EEF AR i S e AT
1.2 iR

2 8 3B RFERE ST, BS  Can00,
FEETF B ER B SR IR AR .

1.3 &EENETE

A7k 3 i SR FURAS R IR R (PSA EB
WizE W (& ) (BF B RIES AT )Y Y /T 1153-
2009,
14 ZITE
141 iFE R SRR R

& Fefh A A R E A iR T v
T, B R RS = 77 Bio-Rad BRI EITHRE
PR
142 ERE

Lt B2 4 ng/ml EIFRIGE & (PSA (NIBSC
code  06,/670)4E FAE AR 5 ¥ I0AS AT F e E
oA M, RIEAFM RS- (M- EE)
Ex100%, TTlinEE R EME 5 R AR R E N
T+ 10%IEE M
1.4.3 Sffteiiig

A Ei S e A iem, EEN
A 201, B E 20 IMB R T RLU( elative light
umit) B, FEEFHE (mean, M) fiFEE
(standard deviation, SDv) , 45 H M+2SD, R IE T
FE A SR AR ER A i 2 AT AT B -AE A B RE
(relative hight unit, RLUME £ S 38547 9.4 BT 305
B R IR, O M42SD BT RLU E5 A _Es
FEF  ISE§YR ARt IR A7 ol P I o R R T
BT 0.1 nz/ml,
1.4.4

1 E 2 100ne /mL BT B {EAE AR — E thifl
WA s MEE, ERHEREFAMEREE
BE FIE, §—iFEHFAE T 2 IR TEEF
e B i WSS AR B TR E R &
BIAE = E W (cormlation coefficient, ) WA {ETF
{0000,
145 B|EME

B BB 4 np/mL+0.8 ng/mL #1 30 ng/
ml+6 ng/ml AR ST fl 10 %, 7E 10 1%
M 45 FATF I0{E M T EE SD, R\
CV=8D/M W{EH RS B EL B FE W vatable
eoefficient, OV, fTlim EE JR T 70F 100%,
1.46 HEE=E

F 3 1A F HE S A A [ — 36 K 30 ng/
ml+6 ng/mL {5 E BT, EE twl 10 3%, 11
a0 MR S RAT M S0, RIE AT OV=8SD/ M x
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1N%EE OV, 3 -t SEala Z [AeTdHtE oV i 1.4.8 ERETAT S ES TR R

AT AR R T 15.0%, B tPSA IE B 25 10.0 ng/ml. T PSA EL4H

1.4.7 FEEH FEIBTEFFEA (MLFE 1), o BIFATIE &4 ARaT
TE2T-8TEST, FEEEREE 1A, W, Bl 5 R {EID A M, RIEA R

I8 142-146 PIFEEITRN, SREFITEME BE=M-BIRE) /BREX S, B ERAT

R AR R ER AT EIT I BE S, T 15%m E A,

F1 TR TREEEEERNE
Tabla 1 Sample preparation of aqual gram melsoular reaction

e W PSAMRE PSA-ACT E-OUDEE B psa B E RS Psa WA B Psa fEEEE
{ng/mL} {ng/ml} {njgml } {FES4} {ngg/ral. }
T 14 ) 104 1K Cl
T2 3.0 7.4 144 30% £
T3 2.8 8.4 104 20 C3
T4 1.5 A5 14 15% 4
TS 1.8 ) 1 gl 5
o frm B E B R 0T R AE E

M3 2) SR rEiR e 5,
21 WHEEIRSE B

F 2 Lyphechek Turer Marker Plus Contrel 70| 8 525
Table 2 Maasurement results of Lyphochek Tomer Marker Flos Cortrel

ik - G = AE (gL FEE B g/ ml)  RFENCRIEEE
Lewel 1 3 0092+ 008 G081 @113 S
Level 2 3 357032 234 4.34 e
Level 3 5 1484112 106 128 e
2.2 TEWE ng/mL { JL35 4],

TR AR BB 40 0ng/mL Y (PSA EIfRiE
T EARRTIR RS s A E
EE RIF(NFE ),

F 4 BARAGRI PRGNS B 22
Table & Mleasurernent results of senativity!z £

3 FE Al Fir il FLU {8 i
F3 ERENRERTs) {zg/zl } k4 {ng/ml} {og k)
Table 3 Messurément msalts of socirasy| s+ 80 ) i) J60+18.0T G002
A FE Al ; = RsD
e
(/L) T iy (%) 04 i
4k -+ J8.4a+1.48 J8

23 FE{RAHIE
AR PSA ZE B imiE St | B iR A
HB G 00022 ngsml, SRR FiREIE 01

P05 BARAT S PR EAR AT S
X SIE I P SR SR P AR PE T AR A Y=(63.75-
TI24BH053.74)/( 1+ (RA2803 714 )™= + 732480805 3.74,
HiAXREMN rH 0w HERIF(NEsS
E1).
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F 5 PS4 ERPRED SR
Table 3 Maasirement rasolts of hneanty of P54

FEA T AR B (ng/ ) W R E g mly L ETN
A 1 1 1 9521 373
TEA 2 5 L 42 24 @12
A 5 a1 14 408 a0
A 4 iR 1 1.5 34K
2 i 8] &1 .14 o 4K}

Bl 1 tESA ERPERLE
Fignre 1 hnear fithng of (P54

25 EEME

I A B 4 ne/ml+0.9 ng/ml F 30 ngs
mL+fng/mL B5# A, EERER cvarilH
2.02%%0 1.96% , T KT 10.0% (NE 6),

£6 EEEHDIERFL
Table & Measorerment ragnlts of repeatability {x 253

T e S i E EEEH
{ng/mL} {ng/mL} (%
4.5 1 4022011 2 A2
500 1 5012240 5% 1.96
2e dEE=E

A 3 - HEW R 3% M E 30 ng/mL+6 ng/mL
THE A, AR Bl OVeh 5.55%, MFET
TR (E 7).

27 FEEMH

SRR, TR B8 SIREER AT
1A B R AR §E R S Al SRR H
Bif, HinES A daAERTHEEHARS (NE
8o

£7 HEABGPER G
Table T Meaasurament resnlts of preasien betisen

differant assaysin a7

o HERE o .. TIEE  EREMN
= (ng/al) b Si% 4 (rg/L) ()
1 S 1 5.55
50 1 22362163
2 i 1¢

2.8 WA iRRTSE R R

IEFEF I AR IEE 1 BOH tPSA IE 25 10.0
ng/ml 77 {ESA R FE AR T4 EME R
M1 E R (FE 9 .

1 £

B E PR AT IR B 2 o0 B BN & AT G TR
R FIRE§E, Affer FEERIT BH AT A IRIFR
PESLIRE B W& (b R ez s ) aT
AT EERE, BmliE T IREEE ATl , Hk
SEFE R S R SR AT R AR PR
FIER, 5o TisSsT s e Ea £,
WS R ST, LIe R P —4 e,
R E R AR 5 0022 ng/mL, fFRIEE
S REIESEE AR R
B, A BN ST RE . SERM TR SEE
AT A RFEIEITIRR, B rsA
Fllzz B AR AT IR 2 0003 ng/ml, B #li#5 2R a0
EE R, BlEFEERE RIT, el Rt
EREA 305%, TEHMEEEA 0.1 np/ml-100
ng/ml FFEEER » 25 0.0008, TTE K PSA 85
7 01 ng/ml -50 ng/ml MHEXEN %
0.598, BHlEFlEEERR, BH0EH EteliiEE
21 00022 ng/mL- 100 ng/ml | ERE S P A IS
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£8 FHHAE—TRERAESNEREITRNER S
Table 8 Sororanzes the resolts of perfommance of the kts

wwhich weere one manth over the sspration date

el i e N S o T e
MERREE { ABAHR Y 545 =18 s IS
FARAET B g/l 00015 =1 e
M roA =Ky SO EE
FEM(D)
cz 2.81 = 144 e E
3 287 g ==

Fo EMMEHNERTTFREEE G2
Table & Mleasurément results of equal gram malecolar
regction of matchung antibediss {z+35)

He W2 S gl RSD{% )
T1 ELR T N ) &2
T2 TAGD 15 1%
TS T 25 24
T4 4 A2=+3.18 18
Ta 471328 2.8

Her i B 0003 ng/mL—100 ng/mi B, Bt
{3 B 55 B - B R B i 35 B R 30 5 3 PR A R0
PSA-ACT AT BIZSHE BAY ., it 88 1 A A%l
ST G AT AN ST SR R
FlEATREEMEEAT, BT F B K PSA 13 BF AT
Ak, BRliR AR RS, e i T (s R A
PR ET A SRR N BRETREE
=,

H Ay, EHE LT AT E e tPsA friliad
7 10 F O ISR psA SRR T #,
tPSA R FLE M BT R R, EPEaTa
IE AT BRI IR | B (A e SRR
rid RIS TR SuE thidid At R
i AT BRI 5F PR 0%
B4Rl i RTAE iR 0 i, (BA T LR
S INTEEE B, R SRR A STRE AR R 8
B, E mEE IR i icsp s e e T e,
ThE A RET RIS RREENBESR
FEMEE R SRS RENRER MBS S, BE
B A—M AL ZAAT . Soif ATEE A B B R A 4
A R HAEEMNE G WEERRIE ZHIER

FUE S R S AT S AT R, 2 HER S
HEFICREMNEE L T EESREER 55
R RF AR R A B E B e A -
18 -0-H ) ik s e .t i BT . IR e g
SHBEFEE RS i il ™, S8 5 SR TR & F00E
Fatr TIERIGHE, Erm TEEREENER
e AT RIE AT R EREATER .
AT, BRlETERFRSREREER
e & (R B R i ) & TTHE §E 4050
L EE BT R IR AR PRI (PSS A E B E i
F{&E) (bR RE ST YY /T 11632000
HE BTE R, B AR E AT A bEEE , S HEIER
I7 2 nE Rl o A R B s i m T R
I IRFMEE EE, gfidFEnRmHEFRE
A FRAER AR (. JURY §TRERE L B ARG O
il 5 | EIREE R iR M i B e i I AR 2 L 3
3 tPSA AT R FAED Bl TR E AR
FETEMEFEER Y,

& ik

[11 %% S, IFTH 5 F Eerdiig s ik
FIRATHE A 0Ar (1. GRS S E, 2015 1840
5530 5334

(2] SR, EiEar srAaR s R AlilE AR AE
0] ESEiESEE, 2014270121648 1643

[3]  Wemyel CO,  Boskaya G, Cavosogu &, &t alThe
relation of prodate bicspy and mbten of free to tatol
P34 in patients with 2 total P34 betvesn 4 20 ngfol
[1]. Int Urel Mephrel, 2460 33 503 506

(4] teondE, e, 3E % AR FIEE ELs
R ARAEER 1] HESLTRAESERS
KDY, 16(4):560 362

(51 FEEE EfEMEUTIL O R DS 4SS HE
WEED]. i b asE s, 2008,

(8] =P, e 255 SRR asoiriE s
BRI i@ 5Fs, 202,242 446

[7] Bl &R E s AfofrsE B b
B, 105, T(20:85 9T

[ #EC THE efiEo =R as o e £ e
B ElFSiES EES G, 1992 16(4):182 188

[ bEEs SRR s ot R R il B R EE
SFEEE, 2011, 8(51:55 59,

[14] &Fede fedl e i 5. {hEE e aen-frirE i
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FFRARORAL S RO R B AT A Y AT PR 55 Dy R
BRI

EHR FEMEP LF: RBEC

(# E] B P s e AT b M Sir S R R B HREE Y.
MEEEE N VEREE MR SR EBNEREE., FiF SREERREFRNEEEIRE
Ak 1145 { Clinical and Laboratery Standards Ingtitate, CLSD4F, Fl B g# & REIF EREHER T
snteLome 420600 2 HSh{ES R R B DT B i Em R E sl IR R IR R TR
WE, EF SHARMNTEER 75 ol 8RN 1617 neml 2093 5 F il (coefficient of
wanation, CYITHEER QI & 1872 np/ul  BEAGEERAIEH IBH 1.38 ng/ml, HnB B35 353 ngsmL,
20WCY THEER Q0 4 4.16 np/mL; T BUATREE Y sRREAT = S B2 082 ng/mL 50 1B 35 2,40 ng/mL,
20ROV THEERATE H 2 48 np/ml; [VEVEE B A2 HIR % 2 42 ngsml 35 HIR % 6 49 ng/ml, 20%CV Th
HERETEES 221 np/ml, 59 Autelume A2000 £ 8 shikSed el (4ATF IR = SR 354 1B
FnThEE R AEE AR ke SR TR T E A IHE AR .

[=heiE] MBS, FHEFdl; dwdbas ik, =R, R, ThEERaE

Research on magnetism particulate immuno chemistny luminescence method for limit of detection and
functional sensitivity of four items of liver fibrosis

WANG Kinling!, LI Zhongein®*, GUAN Xue!, QU Hai?

(1. 3choel of Phamnacy, Henan Urdversity of Traditiemal Chiness hlsdicne, Zhenpzhon, Henan, China, dskis;
2. Zhengzhen Antebis Bielome] BEngmeenng Co Ltd, Zhengshen, Henan, China, $0:450114)

[RBSTRACT] Ohiectve To evaluate the limit of blank (LoR), Nt of dstection (Leln) and foneticnal
sensitvaty (F.5) of serom tterns for liver fibross [hyaloreme and (HA), laowmn (LM, precellagen typs I M-
térrunal Propéptide PIINE), cellagen typs TVCIV)] by magmetism particulats mmumone chamistoy Iomine scénos
methed.  Methods  The LeB, LeD snd F5 wers confimned by vdng the Blad sanplés and senes prodient
diluticn samples en Auntelomse AXKK in accordancs with the fles of clinical and labomtery standards institote
(CL3L. PMesults The LoB of Ha, LN, PIONE, and CIY wers T.0% ngiol, 1.58 il 489 ngfml and
242 ngiml, raspectively. The LeD of HA LN, PHINE, and CIV were 1817 ngiol., 5.55 ngiol, 240 nginl
and §.48 ngml, respectively. The 2090 OV FS of Ha, LN, FIINE, and CIV wers 1872 mgiml, 416 ngiml.,
248 rghl and 421 nghal, mepectively,  Conclusion  Bore valuable mfcmaations for dincal diagneds and
treatment weare provided by cofirming the LeB, LoD and FS of the four her fibross serom dfems on
Autelume A2

[KEY WORDS] Serclogy;  Liver fibrests;  Magetisin particulsts mormune chermstry Iuruns seence
methed; Lot of Blank (LeB); Limit of detectien (LeDd); Functienal sensitivity (F.5)

AW E . B SEAS R F R8T 5 1201144024101
AEHEE. ] FhFEFRE SN, FTd, i 45048

2, ¥l = B A TAR DA R LF] T e, R 450006
AR . F 4T, Eomail lishengein® autebic.com. o
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Aret sk 2 SR AT IR 7 BT B BiEE
S FE, ZERERA RSS2, R
BN RGBSR AW, SRS
JoE ke A AT A ATt E RN FOIR AR DY BreT el
1t S5 T 5T B AR AR ATt AT e 24k
BY MFEE, BEEHERE (hyvaluonic asd,
HA ). B4EE H (laminin, LN MEFHE N #$5k
{ proeollagen type Il N-temminal propeptide, PIINP)
FOIV B R E {collagen type TV, CIV) . HERESE
Warse A RRISRIE 2 e bE AR E
ErE AT EFEE AT, AR ERA
E =2 g ohibs e s il RIE { B g
= B FEE AR T ONASCL 02,2012/ 180
15184, 2012%. (B = F B e A ElE
I G S BEr S I A A PSR ONAS-CL3%Y, R
AEHIEFRAEZEZFEMT S (Clineal and
Laboratory Standards Institute, CLSIYET #8359 (454
BT |, 20 BT I IR b A i i
BIZE MR (limmtof Blagk, LoB), #EBMR (limi of
deteetion, Loy, B 58 R EUE (functional sensitivity,
F.& ) S5 PRt ImaE i Tar o, IdRIE I T .

1 AL

1.1 #E
111 HER S

FM 2 EE S TR AR IR R A2 8
b2 % S G 1% AutoLume A2000 & EEE BF
21 SRR AR A (S HA 201401245 LN
2001440108 ; PIIINE 20140321 ; CTV . 20140312 ) . %2 B
S-AEARERS 20040101 F 2 FE
FE (S HA 20131201 ; LN, 20140114 ; PIINP
20031114, CTV, 200300140) . #H EERIRE.
1.1.2  IGFtEA s

U &8 #1477 58 75 A B E IR R AR
B EE M 20 @) (EFINIEM A WE R AT
FEEA TS AT A IR BT L 2 BT S M TR B
WHERE Y EH 10 22 FEM 107 2, F 31T
TEE 0 min 5, EFE LD 4000 rpm B0
10} mmin , 4375 1t RAE A
1.2 ik
1.2.1 iy ERRT R 5 B E I

BRI AT ST HE PR AR, TR

S BRI REFE TR, DT ESER E, FIA
A0 E EE SRR EAER, EREE
B ZE AT AR TR A
1.2.2 IRE LoB HI78RE

3B CLSTEPLT-A J {370, FIRE RS
JEfE A HAE &, 80 B S 3R 2 #E | (| fE A
F2h, 84t 6 TEE,EIETS 4 DR E
18, 8- Ha- B3RS 60 58, 30 IS0 IETETAL
EACFET [ IR T iBE 0=5%, B LoB 7 S%AT
AREE SIS, FREE R I E RS
BTt R BB AT 56 08 B HE RS LoB,
1.2.3 EEE S &

1BE 10515 AT B At it o B AT 4 1
FEIFETE, B8 2 P EE  ICEmE R
FITEEIEIF I E{E R LeB 51  FIFAE
FAfR iR Sl i 1 B e Ay T AE AT R A
HE R SREEEET LeB 8T 1 /& - 48204,
BETERE 5 795 E A FBE LoD, FS,
1.24 IRE LD BIFEE

B8 CLSIEP17-A M {438970, A E-MH
BT B AR AT R TR RS AR A | 5 A 2
Ak, BT F 2 b, BT 48m 2 2R, EHT 5
d, D FNiE EE , 57T H 4 5RE 100 -4
FEE SR MAEIFHF, AT iER 28R i
i p=5%, Bl LoD ¥ SHETAIEERET & &5 M40,
e AFEAUIEIT LoD, Lol = LoB+Dy g, Dy o A2AH
i BEAE SR e E P B ATE FOMRIE AR R AT S
B AR E AT R
125 HFE FSBIRER

e R EUE BT Wt B W IR S AT
MRE, HEEEEEMETERFR (coefficient of
variation, OV) 3 20% 07 3 5 LoD 32 S EH AT
Y B ATERAIAT F.S,

e S )

21 LoB#RE

FHAESIE, FEaESER b E
FHER 5 08 B AEU{EEI LeB,
4T P o (1-0) % x NB+(.5

Hit o] ﬂ%fé‘%,ﬁf 5% Py u]jéjT:E(I-&j
B BATE (N, 285 BE A BT E SR
o
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1RIE L Bl B HE os Ao E A A
2= EAEA g R 4w MG B R I 4R 5T 8958 57.5
fUdE. F1AFWEEgHESENERETFE
5 51 - 5 60 fUATEE. ITESMEE 57.5 {0
BIE5R AL AR H AT LoB, L3R 2.

F1 PFETIUIR % 5160 fX F RS R (np/ml )
Table 1 The basehne valoe of S1~&0 of four iterns of

liver fibrosis {ng/ml. )

Fe HaZHiE LNZH{E FOINE=HE CvE8E
=l o &3 &.71 1.2
a2 L ) . T2 2
i .12 R T 218
o s 1% T8 225
- &7 11% &8 257
- TO2 120 ¢85 238
ST 1.33 129 .88 244
o T.HY 144 &l 245
= A5 154 a2 245
i B.38 1as 145 250

F2 BTETMIN Lok 55 8 (ngml )
Table 2 The results of LeB of four iterns of hver fibrosis

{ng/mL}
e H LM FIIVE CIv
LeE 75 1.38 080 242

22 REMFFEIEERE
I e 10 5 A (0 7 AT 25 10 I3 i 2
FhFEa,

Fi BREMEFFMMESE R ngml)
Table 3 The msolts of four iters of hiver fibrosis m

poidled seromfng ol
e FE1 EFEE: EE3: FHE cve
Ha 401 4395 3222 4373 101%
LN %42 1435 1447 1508 TT%
PINE 438 4.63 4.55 4 .52 2A8%
cv AT 24456 254 2413 47%

2.3 E5m A Mt E IRt

FI A RE i A& 4 710 B 2 5T BAF e
Tl 3R 4
2.4 LoD 58

4 TME 5 i EE G E AT R h A E
FHERE, HE L - B 10Ul e i - 5 55

=4 M E R B ERFIER E neml
Table 4 The results of four iterns of hver Obrods i senes
gradient dilutien sarmplesng ml )

pig=] wE1 #HE2 #E: HEL KES

Ha 75 1k 14 18 22
LN 15 2.4 54 4.4 &0
EIINE ] 15 24 2.5 3.4
clv 25 4. 55 7.0 )

A2 FIC R FIE 5 F. R LaD=LoB+Dy 4.
Het Dy o FEFAEERSE S 8o 3ERTE
BE. PAIMEASE s MEER £ aorfuil
EAFSMEHR. Db =B 0 UBEHRE-F 5
R, WATEEEWE Lo, WFE 6,
25 FSiEE

ARRTE 40 E 5 T EEESIES R
VHE ISR OV A RIEE 7 TR, HREXEER
FirigS CV=20mATE &40 B RA OV S8R 20%
Frad i B AR A A H AT F S, B3 7 A H  HA
R A 1872 ng'ml LN 3 B4 416 ng/mL P NP
R 248 ngy/ml CIVIFE 5 921 ng/ml BF, F[H
OV FHER 20%, 5T R BT 440 BT FS.

S

BT T Z— T AR, MEITEE
FEATA R A IR L AT B I8 38 , AATET
fERT R S, R T EEEE B LW, i FFimi
BT EF A aE, R EE . 7 E. FIT s
A BT o, MRS 4 AT 2T (L T2 BR BT E 4R Bl
FERE RS A TR BT b SRR S S H AR
12 TR e Ty E G — R R R
FF b E AR 122 0 7 ANEEIE AR R
U AT AT Sl S R AT AT, A I P-4
Al o HA G [0S i P e B AT S TR
TEEA EA— T, Eid HA B S EH 38w T
A, BANE F HA FIl PIINP 2 S45 8 . (B IRE
B, HAlE st E A AL L AT ST oy
ERF ST, 3 BRI BT 4 IO e Br s i bt
M im S AT R E AR, RS E T
F— ML F LA Aniin 49 . Catanzare S5
P B . T B ik B iR, B e B E B B
F 1 BAE AR S B IHE A AT A it 5, B
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F£5 EMEHEFRE ] 10{IMN% 46 55418 Fing/ml)
Table & The resolts of 1 1dand 48 55 in seres gradiert dloticn samples) ngsmL)

= Ha LM FIE v F5 Ha LM PIMYE v
1 371 &.71 ot &7 45 15 .45 2.84 1.%48 4.4,
2 407 &+ TR ot AKF 1.2 47 15 .55 2.8% 1.4 4.2
] 425 & &2 125 44 13.43 2.4, 201 o A
4 11 &82 &.53 1.33 a4 14.41 2.8 204 &7
- . G .57 1.41 i 1443 4.8 2. o4
& o &8 g2 142 =l 1454 412 211 o4
T G253 147 &.73 144 a2 1458 317 212 54l
! &2d 1.4 oY 15a 4] 14 7% .24 214 ol
& & 114 .84 13 ) 14.7% 328 2.1% LR
1% G52 115 o A 218 b7 14,94, J.28 2.2 g

F & BTETHIN LeD 558 (ng/ml)
Table & The msults of LeD of four iterns of hver fibrosis

{1/ mal.}
Bl =) Ha LM PIINE CIv
LeD 15.17 5.55 244 & 4

A2—Fh F F SFLFLE AR AT IR A PE i 1),
Zeuzem HAH5E T faldaprevir., deleobuvir, Fribavirn
HEENTE IR T B E T ATS | SR ATRE HEAT 4 s (kL BR AT
ST Al i1 B e A e mL U s o i 5 g B i ol
FE, EF AT ESHIERERITRELE

£ A IITRE RIS RN OV St 58

Tabla ¥ The msolts of O of four itemms of lver fibrods in seres pradient dilutien ssonples

B fHEE1 TR 2 THE 5 TR 4 tHEES
Ha FHE 78T 14,22 15 .44 18.72 21.31
sD 243 283 511 241 2405

cv 52425 20, 28% 23, 19 15, 57% @645
LM FHHE 1.5% 1.98 511 4.15 A%
SD .55 .57 872 &.74 53

cy 59.82% 29.01% 25.08% 18.56% 1072%
EIIE FiiE 141 1.40 271 248 2.4,
5D .53 .51 .54 i+ 44 .50

v S8 50 56405 25 2A% 17.87% 13.52%
oy FiE 2.54 4.15 538 & HA 221
sD 1 4K 1.57 1.537 144 1.4

v 42 &5% 524 25, 435, 25 A5% 15.18%

EEPEER, T AEEMATLT il e
AR MR A IR T AR,

[ 25 SR e B TE{E B Al 2 SRt Ae T i
iy R A E R 4R B O ik B HT R RE AT R,
FEREFEIE B ATA0 I 2 45 S 3 T i 2 IR Ao
YR ET RN, S E aailNERaT
FrE R, tnls TR E FEINE WS A — -4 3
B AT R A9 {%EE. 185 55 40 AR A ZR 4R A w5

B, Sl ER IR AR ISO1 5100 MIE
AR ATES, A5 B R St BAR 4R A R AR B
A A O i T IR R R, B4
WA EEE f FRER, HERENERES
FHREFTEeEE, BENEIRENG
1257 AR BT TR BEE R, T s TIE P,
P CLS] B AT = B 5 R (EP0S-A2,
EP(6-A EP0%-A2 EP15-A2 EP17-A 25134 $iil F
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i FOHE R ST A TRE HE RN B SR A tadh . HaED
fi §a T & T E B B R AT B e PERE AT E L
BEFRAT IS 55400 LoB. LoD 5 F.8 39 244
furill AT B A AT REUE MR, BES T REE
2 SRS WSS H AT E R IAE | N EE R0 A
£ 7T B E SR P P SRR A A E 5
REFEILEEIRATING , I EN1EEITIFEAT 47
B e, FF 45 TE RS AT ik ),

E ) o885 FI B EP 20 R0 50 BT 2 48 I 7
I = A RS PTRE SR AT S IR |, 45 R ERT
FHE BRI RGENfRENEE, §
iy B A EE B g5 o BT g i S il A g
RS b MGEE E AT Br et I {baE AR AT
1B A IR R ISk ERE . SRR B RS
£ KA #T AL, B /R MW AGHE ) 28 207 sm ]
WL AR an R R ESTE
i o MRS AR PEIE E SRR @ TS TR
HEE R, HhAfes & FIRT EP S0 el gEdain ¢
i (B FT R R 18, B A B BT EiF
A i, TTEAE B ik TR AP, By i S
S TR IMEFE I EE TN T,

BEE EP A5 A, FURT B0 A AT 2
8 F R BT RERE AL B B 4R A AR T A
1 it = e (A 0 P o A 4 e
AT, A SR CLSI B EP N FIAEIFE
2 b RS B 8 RRE TR RS, AT
BE2F P i i ARt T = B IR .
(R F0EEE R EUE 9T T 5%, SRR mEAiiiR
BT FEHE, UEfERFEAERE
B RRE o T A INEE ASEAL,

% 3k

1]

(2]

(3]

[4]

[

[&]

(7]

(8]

(%]

(14

[11]

Prsdman 5L, Meolacular repulaticn of hepatic fitrosis
an inteprated cellolar respenss to tssue myjury] 1] T Bi-
olChern , 20K, 2TE{ 4. 2247,

e 1B AT E W ET B SRR RE
[1] FEEEGEEE, 2000,144 123 . 2021 2022,
MCCLE. BEP1T-A pretocols for dstenmmation of limats
of detectien snd limits of quantitaticn; approved poide-
lins[ 5] MCOCLS, 2K, 240347.1 39,

TEEFak, ME. AHTEAIRAE R BIRELRS
&, 201434060 574 3T

AR ST SR . RTEFAEAE AU NG WRdl R B3
(1] BHES, 2014,290%%. 1743 1784

MR R, =B IR S BSR4 fh
EFmEnalE R (1] R ESRE, 2011,11
£11% -1244 1235,

Catanzare B, Milazze M, Arcna 5, ot al Duapnoshe
apguracy of énhancsed lwver fibroas test too assess liver
fibrods in patients with chromie hepatitis C[T]. Hepa-
tobiliary Pancreat Dis Int, 2013, 12050 . 508 547
Zenzem 3, Somane W, Asselah T, etoal Efficacy and
safety of faldaprevar, delecbuiir, and obavinn in freat-
mént-nave patients with chromie hépatitis © wams imfec-
tion and advanced liver fibrosis or drchesis [J] An-
timicreb A pgents Chemether, 2015 500201282 1291
Bl = 08 FRARES R R AR R
FF ARSI s S B BEEAELT]. Rigk
A S IR, 2015,22(1) .2 55

ST, B FE BRI RO R AR B A
MRLT] sPEebiiEmaE e E, 2014, 37000 . 660 472
HoEdE mE ERE B R AE SR AT
PR TR T SADAY PEEERIT (1], 1 ES Sla R,
2014,11437 304 302,

C LR 345 T

[11] Eking B. Measursment of free hoomeones in Bleed [T].
Endoer Pew, 1993,11010-45 44,

[12] wan Deventer HE, Seldin 51 The expanding rale of
tandemn mass spectrometry i optmizng diapoess and
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[14]

cds for the measurément of fred thyreid hemmenes in
bloed . evaluation of potential rafernce metheds for free
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Thisnpernt L, van Uyfanghs K, Peppe K, &t 4l Detr-
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s d

i Mk i b I U B IR R E IR B R DU L2t

MUEE FE

(1 =] B AW EREETE. S RS M0 G A3 Mk 3L 3 Fh b BB BE allcaline phosphatase,
APWMRIZITASE BRI IRMCEE (human chenicnie penadetrepin, BOG AT ZA0EE . FiE B3 hERENESRFD
ik K WA BETNIN HOG AIESER TR R — 200 BHOG EE R AT SRR, #F8 31F 35
T 23w 15 A3 A0 20 U BETE AT §T5 25 40 A fHAR ik - T84T B P04, M MERE ;4 DR BUEE 2 T 8- V- WAL TE
FEEBE[ Y- { -Maleimidebutyryloxy ruonnimide , GMES JiE RAE SR ENT 4, & ThE R IR B A 1 2R 0
. iR R RN EATIC TERS A BE S A AR AT RIS TINE  HE = TR e AR AT 1 A s
T R R R AR A — PR IR T .

(4] JEEFER,; iTiD, AN, WhIERSEcEE

Frocess comparison of conjugating alkaline phosphatase with anti-human chorionic gonadotropin antibody
DU Ye* LITi PENG Be
{Sharghai Kehua Bicengineering Ce., Ltd, Shanghai | China, 200255)

[AESTRACT] Objectve To sompire 3 cojugsting processes of alkaline phoesphatase (AF) with anti-hurnan choneris ge-
nadotropin(FCG) meneclonal antibedy by detenming the Lot of detection, precisicn, thenmal accelerated stabality and clinical rele-
wance,  Methods AP and anti-HCG MeAb wers corjugated by emploving 3 cormonenly wsed metein- coopled metheds, Forther
the HOG quartitative dstection kit was develepsd.  Fesults AL the perfennancs characterisics of the 3 conjupating processes
viire commpared. The spdinm penedats methed performed best with accuraté measurament; the 4-malsimidebotyne acid N-hyedrosgy-
succimimids (GRMES) mathed perfonmed with high mecsien but bad themmal sccelarated stabiity; and the glutaml perfonmed with

Loww precision and poor clirdes] relevance. Conclusion  The sedinr pencdats conjugating methed was rescmmmended by this
study for it*s well perfommaing o the the Mot of dstection, preciden, themmal accelsrated stability and clirdecsl relevancs.
[FEY WORDS] Chemiluriniscencs; Cenjugation; Sedin periedate;, Alkaline phosphatass

ThaF B HE AT A i R Ak A AT IR A
BERR S A4, TeSBeE A RO E] A B SRR
FRALA BT —FI BT ID AE A, T E AT
FRES L, BeRtfiEE—EE ARz
FEr . AiTAELEERY:, EERAEEERGE
s L e Ok R A e o e S =
BT bEE A LM R R IR e, BB E
T B S ik

TR ST AERANERRRE, EEa

IEOT BENE- HO, 0., 8 SR 18 F AL 4B (home
radich peroxidase, HRP) S 3-(2- 88 52242 )
-4 B4 (3-BRELEE)-EE-L,2-2HFD
e fh L [ (3-[ 2-spiroadamatans | -4 -methoxy -4-
[ 2 - phosphoryloxy | -phenyl-1, 2 -diox | Daoxetans |

AMPFD |- ff % B2 B8 ( allaline phosphatase,

AP B, H e il HRP 4 B E ARG ER
HRP BTIRIE SR, 2 E RiEsh i sl &
TEAF ] 18 5 A7 R A FE R M e A R R

3 AW E . B EEEAS EER R85 HE 120114 40247010

A A A . LAt Ak B TAR B AR IRG 7, LS 200233
* IR ALAE A A Eornail - duyed TH2E 163 com
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B, R EATESATSHE. SFEE,
EEEEEEFE, AIZT, AMPPD-AP £ F
EHRESHEeBE. ESER, B EHEE,
TEHELTFESERENLE S A ITEE,
HT T IR 2 AP RiEIT FEEl i AT L2 E
BWHRP FH I WEEM, F—ERE AR
T AMPPD-AP X EZAT SR BATR A, A5
SEaFERAT 3 MITiE LT, & AP Si-AH
FEREEMEIRRM T (human chodonie gonadotropin,
HCG) AT ST RER , 37F 504 T T -HCG S3TaT
T PEiRE 47— AR 20 B R SR B SR HOG EBIE i
5% , HA AT A HOG B94 eSS . 35 BlE s A
Feilf 2 MeFiE L2 Z A AEE

1 WS A&

1.1 FERH R

FERARNE 1,
1.2 FEWER

FENERNE 2,
1.3 ik
1.3 Fi-BEinict A&
1.31.1 L EEFSIRE (N ) K
BOHRIE 2 i S 3 55 A IR IE AT Jr R IR
(1145 25%30 E B9 [ BEB 5 LI IRE 10 mmol /L,
pH 6.8 BT BEEE 3 R (phosphate buffered saline,

PEBS TR ZE 2.0% & (2005 AP BT 2.0%A7%
ZBSETE, BB 20 mesml AT AP K TBEEETE,
TSR P s TR M (2) F APk
BEipinfr B EHEE P, F2U-8TFHaT FBS
(10 mmol/L,pH 7.0 582 5, BB 3R — ik
i, BRSBTS iR, T B REE AP AT
(4 5851 AP FI PRS TABEIE EE 2 mp/ml;
(SIELE 25 1 mg BT 4T McAB2(PBS B E,
R 4 me/ml), 520 ml Bk AP IR SR
BHEEHEE, REbEFREP STTREE
50 mmel/L,pH 9.6 A7 5 B2 £ 52 W i (catbomate
buffer, CB) Hfidyr, HBAEIEEIR 2 PiEHTHE,
(6) B3R 4 PBS FEkEERE 20804 6 h, H51E
R 2 AL (T BT, A Hil s
—20TEE L T RTE.

1.31.2 P RDMEHE SHEEHIFCEET
HRPF 5SEQBEAMBE I Y S AR RENR
B RS RATT AP S5inarEEE, A 4migin
F 0108 1 mg AP BB TF 200 pl .3 mol/L pH 5.0
B NaHCO, BBiE R, (2) M0 1 mb 0.06 mol/L BF
AR, ZIR PR 0.5 hy (3)0 1 mL 016
mol/L B0 B, 8 TR L b, #EFb; (4)
T 0.01 mol/L pH 05 §5 OB EMiEd 20-01 %
P, (5)F 1 mg BEE AP FI0E 0.5 me ik
BT CB 2 il 1 ml, Fi8 #5053 hy (s inA

F1 FTEEHIE
Table 1 List of main ravw materials

EERAD R e
4- EhARBEIE R | B2 N- SO (E A EE BREBHEE RAA
[ M-{4- Wialemred debutyrylocy bsnecinimids | GMES] TIER
AMPED Fitzperald
HOG #iE Merck
P LR R IR LA
Z A 2IFEN { Dimethyd Sulphewide , DMSO) TR R
T T AEEE { DL Dithiothreitel , DTT) Alfa fssar
i B ik [ sipmma
Wt R (AT R A T RERG A IRA-A]

il HOG R0 S840 MeAb2)
i HOG 3% S840 {Meabl)
AR

Kk

Hth {53

LA 4 T RERR T PRA]
EFSE EEF A R LA
EFE RS RIA R LA
EFSE @b railm Ram
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F2 {LERE
Tabls 2 List of instrurnsnts snd squipments

i wh g B '
3TCIERARAE i —E# AL AR
pEH{ Deltaian ) TS =
B R ALI0) s HA 2
BT R GB1a02) T Eh-EAl =
BT FF{ EX 101 ) B FR i IRL- A
HALIEITAE SPR-400 il PR R TR IR A
15 e Al SH1TR: EFFENDDOF
BEIR R TR HW-A04 Lo 8 THEAR Wt R R
s IR BT UY-2450 B A i al
2 5 2hibs Bl {12 ik C1a00 Fimdiiene: BT BA-A]

S mg NaHE,, i¥ 2T -8 (7)7F 0.01 mol/L,
pH 72 PBS B 2T -804 24 b, (8147 4 (0M)
rpm/min B 0> 30min, RERE; (9) MEFEHEE
L R ERTE -

1.31.3 WhiEwHE HRMWHETERRETE
BYZE BRI IR B SRR 100 B (B AL 3
AR FES N-IEHETA -2 EE R
Be g & L OMBS 7 A RIERT DR EETE A - IR EA AR
TP Hie 2270 A5 B S5O s Bt SR A TR I s
B, SRR R RES RN e 8
1, TEEEAENE, AR EE SR GMBS
BIFER TR T HRE, L E T BB A e
BY AP IRICLE, HaFEinT (LIRS GMBS
#).(1) AP BT S ARBERRIL . B 7.15 mg GMBS, /5
F 3.6 ml DMSO %, B PBS {545 AP, 3108
B %E 1 me mL; 15 GMBS FRTASRARS, T
ITCTHE 30min; BEEREEEENE, &
pH 7.0 BT PBS 547 4 h, BB [E1 5T 36— i m i iin . B
HiENT, FREIErRE 10 me/mL, &/, (2)
MeAB2 BT3REE . 45 E4T McAb2 A pH 7.4 85
FBS 3% 1 mg /ml; $§ 215 pL 89 10 mmol/L
BT DTT S A 2 1 ml A7 84T MeAR2 /PBS
BT, BROBEEBBEFET 25CTHE 30
min ; 75 Histrap Desalting (25 _F 1 PBS ikl
P 5 ml/min, (3)IRICHESE F DBtk
B AP FNFRE(LATEAT MeAb2 RS, T2 R £
3 I7CF HEE 2 b7 Sephadex 5-25 A ESHR
1k, ¥ B4 pH 7.4 AT PBS. 151045 1 M uk e i

HEEH 1 mp/ml, I0SFMef Hil B 200 T
o

1.3.2 TiEEFATH &

1321 BEFREFATH S %5 Merck R4
BT A Em i T 2 AT MeAbl B 40 pe/mg FEER
BIEL R E R £, A pH 7.5, & 1% BSA Y
Trie-HOL 68 Wi 1538 T E3T MeAbL BT HEER TR
BE 04 mp/ml JEAT RS .

1.3.2.2 BEEFATHIE  15imicad AP AT MeAb2
HApH 74, &8 1%E-&E 1 0.5%HE -20 8 Tris-
HOL 5 B E 1 pg/mL 1EA LIRS .
1.3.3 BERICHTETEREST 05 3 ML E RIS ETT
{ASE MR REER IR & AT 3 B ORI, o5k
Ho-8 B EMBERFRIE 4L C1000 _E3AFEAR 10 pl.,
FEFRAAF 100 L. BEIEF 100 nL A5 32, L—
g v L ol o T =

1331 REE FoERESEENE 201K,
B AR A E B (relative light unit, RLUYBTFE
1B (mean, M) F037 9 2= (standard deviation, SO,
e AR 25 L 3HE Me2SD BT (E, Bl ARG
MR . SRR 2 A R R R EEATIE
s

1.33.2 HBEE HEF(E 2000 m0/mL)., F
( #7 200 mlU mL ) ff( 27 10 miU/mL)3 P84
A, AR A 3 B TR EHAE B — i o
AMGE 103K, T E & B i ER R 3 (coafiicient of
varation, CV), B15 48 8 678 M (within-run) 48 5
PE: FoiEiE 10 RGP I E 3 AR,
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BiTEESFR 10 RERNTEREN, AR
(inter-run )48 1

1333 #BEM FREAN-EETIHET
270-870F0 370, 3 RIFHLHETE C1800 ENE HOG
TS, R R ST,

1.334 [GREHAT

1.3.341 #AFAFE FAEFgLEELEERN
E AR

1.3.34.2 HFWE FAAFLO0M,

1.3.34.3 #HAREFE (1)FEAIE Mg
fit, 7 2C-BCRFETBE—F, FER; (2)F
Roche 2 B 8 BREARTEIR RIS B 5 TF S A te il
Flm (b B AR L (3)7E 0-10 000 mIU/
ml fEE A 50,

1.3.34.4 R4 (L EEREANESR
FotEdeim, E U IR E RIS S R AT AR E T
A2 FIEMARERRRY, (2)FH Bland-Altman
PSR LR R I S R A

i SEZ M ER S PR IREE, JTEA
HEEM M E SD,HARESF A+ 0680 5 E7H
= B EREN—ERIRE E,

2 BE

21 AR

B TR, A MLERE I F0 GMBS $IFI0AT
AE {2300 E TS AT R {4 IR B o4 2.12 mIU/
ml. .33 mIU/ml. $.15 miU/ml, B A4 iR
B GMBS S, A AR IR R
&,
00 FEERE

3 EIRH S B AT S R AR AR AT R
FstEIMCE SR T, FERESHEE TSR TFNE
T Bk, INSE 3. SRR MR 0 OMBS B3
Al F bR, MESBERIZFRETREIRES
Hefth A 7 PR E AT AR E OV &L BN
B F i LA fhik 0 GMBS 3,

F3 IEWAIEMSEE
Table 3 Preasicn of the 3 Jats

- R i JHAS HELE GHMESE
Ser O Fola o R oV e8] oy R OV Sela o
(= 5.12% 5.546% SI2% 4.51% 5.17% 4.1 %
g &.11% 5. TR 312 4 DT 4.15% 4. To %
=2l 5.R8% 4.15% 2.11% 4.11% 5% 5.55%
Fi 510, 5528 3TT%
2.3 #FEEME F4 I EHAEINEEEE

3 EEREAH,TE 2TURIGETLE 24 B, B
ERES EEE O R NESS 2 CT-0TIREATEE
IRFARE . FITER O ERESNE EE ST
RLU Ze{p Ehdf) B 404{E , 3% 4, R B &0
o B B S AT TS R AT, B RILU P08
T H9ELTF 10%, T OMBS & ATEFE R RLU 3F
M EEI T 24.2%, EHE GMBS EHSAT3T
- ETE B AR B S E S TE E METAE,

2.4 &R

UG ET 143 WS ERATMFEA, 45
A3 ETLEEMANE, FITESRESHENMESx
PEFI—FRE, WE 1 EE 6, 85 3 5 FATHECHE

Table 4 Themnal stability of the 3 kits

I s
olUiml} -k TiENMEME GMBS i
i} . . s
a5 T.2% T2 28.6%
MR & .45 5.5 % 24 A%
15RREF 2% T2% 23 1%
LR 145 T.5% 25.5%
AR Ta% 2% 24, T,
124KKS T % 51% 25, 8%
oeh iafl - /1% T.1% 24,255
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FREL AR . SHEENTNERE ~HMER
[Ri&iFFI e, 3E 5,

F—RESH ATFEC PRSI SR EIT 131, A%
F A B AL PR, HE B R IR IT T
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The research of free thyroxine linearity and recovery experiment
SN Zhenyi®, PAN lie, FENG Bo
{ Sharyshai Kehus Bicengnesing Co., Ltd, Shanghai, Ching, 200233}

[ABSTRACT] Objectve To confimn the sxpenment of the lnsanty dilution and recovery whether
fit for free thyrewine, and to provide a theorstical basis and sxpermental data for the develepment of frse
thyrowine calibmtien snd elimes] laberatery.  Methods  Inothos paper, casein, stopped seruon,  olimesl
serim samplas and protan free buffer wem used as matoces to diduts,  The chmeal sampless blandsd in
Proporhion wers tested in recovery expenment.  Pesults  Linesr comelation scefficient of all the diluted
matmd samples mothe hneanty sipenment vwers less than &.8%,  and the recovery rate of the recovery
sxpeniment was only SATH | which didn®t resch the requirement of A% ~115% .  Conclusion  The
concentration of fres thyrexing could ot e linsanty diloted and the recovery of the free thyrowing samples
performed net vary well Tt 1s sugpestad that ultrafiltmtion,  squliboun dialyss or other precss metheds
sheold be applied to calibrate the free thyrodne assay, and the free thyrexdine samples shoold net be mixed.

s d

[KEY WORDS] FPre fhyroxine; Dilotien; Beceveryy Fally aotematic chemilomanescenss methed
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samnple | C88) B 0 B B i A (T s £8 v,
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Table 1 Linesnty sxpenment of diffemnt mahx samples

HARFRIRE  Cosmscasen TDS/TDS CS3/TDS TS5/ casein FES/TES
M {uL} Sample 1 casein  Sample2 TDS  Sample3 TDS  Sample 3 casein  Sample 4 PES
TR 3T 125 5T 125 1875 625 1815 625 575 125
5% 250 2540 250 250 125 125 125 125 2540 250
25% 125 575 125 375 625 187§ &25 1875 125 3T
10% 50 450 50 450 25 225 25 225 50 450
7.5% 375 4625 575 4425 185 2315 185 2315 575 4425
5% 25 475 25 475 125 2375 125 2375 25 475

frf 1Y B E T, ST REIRE, caxin. BESEGWREN, TDs. SRWRMETLE, C3. (R is,; PES. kit

A

A (il AR 4 RS AT IR B4R PR BT FT4
EEMERHE (s N ER RS 8
ng L) 6 PIRIEEAT B IE, LR B
(%) AR N FINE )R EEE, R
CHEEEITEEN ST A ERANE, TEE
MR TS o FIE TR BIEE (o) A e
THE w BTEHE, e =X }T x 1009318

v, SIETHERT AR (R (B) B R (-1 (1h
THE BT ARATLE AR 2= vl L (A e M e f g 2=,
HARLEME AR BAAT R ERE ) E P BB AR E
M-y AEAE R, Ty BT ERE . 8 6B/T

26124-201 1§ 5 FR b S5 ik 18 B3 &0 5.5
SHEEEAER, MRMEREER =000 8,10
A AT E TR BT E T,
1.3 [EFsEs
FEIRER 2 HERIEEA ALB, B
A(FT4 R dngdl B E)AT A ZIHE A B (FT4
B 08 ng/dl R VP OATIAAEA A 5 B ZAAT
fFFL RS 100, BEREF O, FHREEENE 5
W TR A AR AT R S EE AR F(LITE
Elff 2R,
R= (0% (Vo V)=Cox Vo) /IVX G % 100% (1)
Hir R-EIE =, v A SEA A 4050 v AR
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Table 2 Resolts of the linsanty dilotien of casein matnx ssroplas by wsing casein dilonént

Wi ALy TEE ngsdl)  (EHE e AL fatip FAIT{RE
14K 7.15 7.15 &.5% .54 AL
TS5 > 08 4,54 4 A% g.31 5.5%
Lty S a3 8T 251 312 .41 19 5%
255 1.7% 1.1% 1.5% O4.23 15 2%
14%% .71 O it .05 15 45 4.9
T5% & 24 .58 &.17 d21 122.1%
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Fipure 1 The graph of hinganty dilotien of cassin samples by
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Figure 2 The praph of linsanty dilutien of TDS samples by
using TDE
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Table 3 Fesults of the linearity diluticn of TDE sarnples by wsing TDS

IR e dL ) W {8 e AL T iE ] ng sl AR AEATRE
14p o LS 457 47T 15 745
5% 4. 2.83 341 52 1721%
L 287 1.53 225 ;a3 2T AR
255 1.53 &A% 1.1 21 13145
1% & 0o ] & 1% 35.5T%
7.5% ] .l 25 .22 TT.52%
5 &.27 a.47 .17 & 50 175 54%
r & H8TH
F 4 IRFEERER &R IKIRNE DS EERES
Table 4 Fasolts of the insanty dilution of clinecal serom saroplas by wang TDS
EiEE ALy FEE e Ay FHibEecdly  dEATRE AHaHE E %
1 1843 163 .54, 1.5k 23 0%
To% 797 4.81 &.31 15 23.8%
S +d2 228 3T las 42 T
250 285 1.15 1.43 [y S 2%
13% 1.0 &7 23 [ 185 3%
TR . Bik .58 K .58 SN2 5%
5% 2 .48 G423 .72 S06 2%
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Figura 5§ The praph of lneanty dilutien of clinical samples
by wang TDS
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¥BIE{E { npsdL ) PEE 8 ng ALy {fiHE (ngsdl) i AR FEFITWIE %
10KH5% & 64 &40 B .94 &7 T 5%
5% 7246 &.13 &.75 .51 T
L 484 a.02 4.57 &.27 LR
259 242 2.14 250 &0 1.14.%
1% &7 1.35 1.4 .12 1201 %
T5% 873 1.47 & .87 &.14. 19 228

L] 44 .84 &.65 .17 54405
r & AAT
Fo BRI E AR AT A B R PR AT R

Table &  Fesults of the lineanty diluben of FES samplas by nang PES diloent

¥BIE{E { npsdL ) PEE 8 ng ALy {fiHE (ngsdL) i AR FEIHWE %
1K 4.71 4.71 412 & 5 14.3 %
TS GRS 255 3.0 & .48 15. 9%
% 2.5 155 1.95 & .41 21.2%
255 1.18 & .45 &85 421 24, 29
15 o447 .51 &.21 .11 51.0%
T5% .35 427 & .14 &.17 172.6%
L] .24 .23 &l &2, 2532.2%
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Table T The recovery expenment
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Reference values survey for serum ferrtin in shanghai health adults

JIANG Sheng®, FENG Bo, LI Ii

{Sharghai Kehua Bicenginesring Co., Ltd, Shanghai, China, 200233)

[ABSTRACT] Objective To stody the reference walue level for serum femitin in Shanghsd health
adults.  Methods  Serum fermtin was dstectsd by KHE Ferntin Quantitative Detectien Kit (Cherulumines-
cent Imrauneassay) in 324 headth sdults.  Pesults  The 5F valoes wers doewness distobotion. Bale refer
ence values vwers 3379 ngiml~485 2 ng'ml..  Feroals reference wvaloss wers & 37 ngfml~251 .8 ng'ml.
Conclusion  Fertin lewels in healthy 2dolt male smd femoale sre differsrt frem the litemture reports.  Be

canss of the difference of repien and pepolatien, it i recommendsd that sach laboratory sstablish its o

reference values which prowide waluable data for cline.

[KEY WORDS] PFerdting Cherndlorminessent nmuncassay (CLIA); Reference mterval
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F B LERE AT ERAA B B REET
JLHEIF BT AT R B B B T BT EIR R , DU AR AE L R
B'E . BFRATIE e . Pl 18 F e BT
PEEHE 32 2 HE3T 324 FREAT 2 P E A 164
0, ZFEAEAR 160 48], 2R ARFF T HIE L.

#1 2R AB ST
Tablel Aps distobutien of 24 health pepolatien sampls

T BEEAg oA
208 TR 3 2
20820 B A5 A2

30 #-30 # e 5

40 250 F 7 11

L 13 ¥

it 164 164
1.2 A

FEFREZREAMATHEFREI, F 3500
min B {» 15 min-20 min, HEFETETIHREGN
FEBIEML. BRI EEAR AR, B I S —#L b

Aotz
1.3 UERREH

2 BTl SR E I S 1000 (_HiEflde
LR EEIRAR L BEEATHEH (Fermtn)
EEMEREFE (BFEREAE ( LEREEEST
FEREFE R AT AET) ,
1.4 WEFE

e i A b B
1.5 BEEIH

Gk IaE Ty BV B B ATlg IR ERR
TR R ERAE. B R EEITERE A,
PIE IR ATAHE T A R T R,
1.6 B

{8 A IBM SPS$S Statistics 19 33897 4748
T, FHAREME 5 B Jlee Rt E- R ErE . B
FE ZmEFEREQRESGEEST, &8 ERE
TR B A SRS T,

2 @mE

21 TR FAFEEEHESEEREREEL
TR SFFExEENE RN E &2 EEE
M3 2.

F£2 ARESEERERRAES TEEE M
Table 2 The reference rang of different farmtin Jats

- F A WailEEfR HEAFD FAEERE (g ml)
ERE $HE B (Peritin ) ER T2 s fhse 3 ik B 120 30400
=M 104 13~154
FEE $RE AR E RS T R B 52 2181274 66
otk 0 463 ~ 204 0
niE= HRE AW ERT (bR R Bl 40 23 2~336.2
Ttk 54 11.0-386 8

2.2 PiEHRE

164 5 B BE M AR AR F 160 48] 20 PE M i AE A
BT FE S R0 MaE oA, R A Ak
— R ATEAR AT (E 1.8 2) . 164 75 MEil 7F
AEATETME £ R ATIDE H 231 6 npsml, EFE
IR PEH 1482 npsml, J|FES 610
ng/ml., F{ 3055 213 .0 np/mil, EE S HE
I ETHEME SRET R R, % s%-
45% B oA EETI E L BE A R SR E

E, AR ERENSEEEE S 2379 o/
ml—485 2 ng/mL,,

1ad 0 Z PE M F A A BT M E 5 T {E A
71.31 ng/ml., EFRMEEREF A EH 244 ng/
ml, SFFAEH 3411 ng/ml, PRI 4631 ngs
ml. ., 3% 88 |- 2k 3T AT MUE S5 R T A HE
F, IR E sn-0sn B A AT E mEES
WEEMFELEEE, AR ERENSEE
JEE 5 6.37 ng/mL-251 { ng/ml .
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(4 E] EFREE LIRS 58 conpenital adrenal hyperplasia, CAHY2— 30 AR %
fewEm EEREEE A TS LIS A E AT PRk P aonll EEF 21 £/
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P SHESIAD R RAE IR, I B NP BER BT SR AN IER, BiE R L e B ERE T, A AT can
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The progress of screening for congenital adrenal hyperplasia

LY Menprneng', ZHU Vohvang!, ZHAMNG Vosfang? FU Guangiud*

[1Departrnent of Clindcsl Laberatery, the Sicth Pecple’s Hospital of Zhengeheo City,  Zhengzhen, Henan,
Chuna, $3¥H3 20 Zherghen Autebie Bielemesl Enpnesnng Co Ltd, Zhenpehen, Henan, Ching, 4xKES)

[AESTRACT] Congenital admnal hyperplasia i 4 Mnd of autescrnal essave dscrders wloch resolting
froan the deficiency of the sneirnes raqummed for corhisel syntheas, The mest fregnent 15 steriid 21-hydroscylase
defiqency, which accounting for moere than 90 percent of cases. Both males and females wall undenze rapid
proveth or gender blur if they haven 't been diapresed or treated 1o tine. And in the case of several snsyrnes
deficiency at the same tme,  the newboms wall have to soffer from salt-less or even death.  The neenatal
serestunyE,.  prénatal diapneas, neo-infant dispgrieds and melecolsr dagnestic techniques of AR will be
discussed in this paper for in-dapth understanding abput the characteristies and the diapnestc metheds of
CAH.

[KEY WORDS] Congenital adrenad hyperplaga(CAR); MNewbimms; Screendnyg; Melscilar diggnods
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B, A B SR ER B AT IS AR EH A e, &
A S FREEMZ AT IR A SR T
FEFAE BTG FAELE, BB i, A8 HEE,
7 Wesd . AL rA AE AT S, B B2 B e L FEAR F
FAEEGEERESFY . MUT2EZRITRES
EFEAT L HERE, FEuEerlaEnE
WA EAR A, M 17-OHP Bl B F 5. 3T FIFE A
A4 11,0 B MR TSE I 40 iy T FRE B AT
EEAR, 3F CaH &EFH, IEE RATFHRE
BRI AT IR, BEaER LA RE
CAH FEZAIEF AN ZEIT3 £ L
CAH T 20T [l 2T Eh s i

A ILiFE CAH ZRB A O F EFITLR E
ZHFHEEER, REMAXRERITHREER
B, St 21 -0HD BT #AEES 1:13 000, B AR
1015 000, BRI A 1014 000-1:10 000, db A
1:15 000, FE HiEAT A A 1020 000, H R F
E=A-F HAAFIEMAZE ), HaghE ILiFE
BT RATRITAFE EHETREE L
B ESRAT R I IR CAH AT BB R T i
ELLE A METER MAE—EATTH.

A SE EIRT R idise T CAH TSRt R, B
IEIE JLATTRE e RTiE B AEIRE ILBT R M 1T
T Rl B R O A R R SR B T IR R

1 3F&)L CAHBIfER

Fi &£ L CAH TRE £ L4808 a4 i 17-
OHP §F 8 T EITAT 21 -0HD 12 B B 8T 2 15 1 35
4 LRV EIRES R RS R IEAT A, U
MAfaRE JLATFET 2, IRIEZcREEFEIRAT E 4
R EgEaEEANE R, S5 21 00D &
HEHMEEFREIMITOHP EBEREER 17-
OHP 31854 2 364 I 21-0HD fF &7 3EAT48 1519,

1977 5, HEFRIHEME 17-0HP B9 & 5 3
4 JL 21-0HD BYFRE pE Al e, MiEF % 8T
FEILHES 2d-5d BI0FEIH, FHEES S-0
SRR LG BRI FiEg E, MIE 17-
OHP BT, Horis B e R EeES . wE
B E R BETEEAAEILEAER 17-0HP

WESHTF Wnmol/l, ¥ 12h-24h FEREETE
Fo 2 17-0HP IEEFT 500 omol /L Bf S8 FE A
SE CAW 17-0HP i BT 150 nmol/L-20) nmol
L Z[aEf 18 B i S S R AT CAH ETR IERE
BEET L RIS ERETR G S AR
1A B 17-0HP 78 & AT I RE TR0 & 40 5 AR IR -5
FHEETIE, LR EE . F BT RS AT I PR
A LT RELT , 18 e I i 220 . B R, A
B B5 SRR AR B2 17 -OHP 2538 3m 4T 0 i
Harfk Ein®# 2 FREAE L CAH TR, 1
B E IR EEA T 17 -0HP AT 7% B F i
Fofkaft, EfloriEsS  Bia—3 A RR i, &
BEERE i BN AT M M e RE R FME 17-
OHP BTIER , WMiET R iR E . ARIBE N ERT T H
FiE, SHETANERERE, SREHEE 17-
OHP T3S 5 8EAT R Mt e, BEfEE—F
BISCE, trATRE AT R ETNg R E R T 2
me, AENEIERER HIEIL 17-0HP iEE
FF Wng/ml BIREE, HEWEERE CAH
TR RS BRAEIR AT | 46 AT SR 5 AT SR FRR L, R
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& A E M FE R RIIRE AN A0 AE AR AT
4 JLAFE HL B CAH iRE AR A RS R 1Al
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Ri 257 5 (4R 8 #050dEE 52 AT B IH FEE E {H (cut-off
18, A THE BiRieEE™, FEE5E T 28
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Bl e® |, AR HhwE o T B FE ILFn{RiE E
JLiEE R HRE R, B LiBITE 52 0T 17-OHP fi
AT R e M PR AT . FESC S B
FliEfaEis- ik Figid e B T S SR
HFEZE (BN i A B AT ITE ), FRfE
At e F BA LA g 3 21 -0HD & JLATH ML A SR
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B 1o80 sl F BAE 13T EFEFRET IE L
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WIEEES, T 4.7 nmol/L-212.3 nmel/L (8], %
H 44 FHEI ZFATF I eut-oif {H 4 938 nmol/L, E
i E 205 87 F LI E R BT cut-off {HF05 432
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FEIE-T-FE, Hil, RESRE TR ELTRE
ZRENE, A FIEFE JL CAH BTE B 4EtE 17-
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B SE A, PHEATRERS RS, FAdE B
SRR B H BT AR A i | O i B
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ER FEHAABERAE V2oL 25 RES
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FET B SRR GRS, 75 F_E 55 Hig
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I, MESE K 17-OHP ETE AP RE I iR B
wEENA, BiE SR EE FETH
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The development of detection methods for folic acid and vitamin B,
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[ABSTRACT] In the beginoong we mads & boef swomary of the develepment history and present
sitpatien about the dstechon of homan folic acid and watarin B, A further discussien on the chernilormines-

cencs methed based in previcns studies is conductad,  which is mest widely nsed af the present stage.  And
then we stated the key peints donng the F&D of Felate & B, detecticn apgents, sspecally the difficulty in the
establishrent of standards. Finally we rased some advice to chmeal workers.
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