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FLABER LU= S 72 M &€ Ak 77 Y S o

[ooo1]  AHIC HIIEHIAE X 51 H

[0002]  ACHITEEK 2010 4 7 H 23 HRACHISE [ I Hi% 7515 No. 61/367, 281 LI
B AR A 5 AR

[0003] Zi%%ﬁ%

[0004] A, R4

[0005] AN B — R PRI K o 1 AR A . S B, HOO K 5 S e A ORI T ik
MG AE— LK 8 I SEHE T S, AR W0 B AR DR LA il G 22 T 2 v 1R S B 12k o
[0006] B. HFHILA

[0007]  HHEEMIE, 78 S il = AL R 5 (1A, 506 A2 OGRS 1) I B V& AE
D2 B FR R RS TR AL/ sl A A e I S ] e S n) i N i e o £ 03 B — A o3 BT ) )
H (singleplex) PE A, 8 M V7 I & 7 S B 2R A E S I E. AR,
2 E (multiplex) WE, BIAA T ¥ — MMl s {E o 7t e 2 s T 5 bl B K
P E W R S B — M T IE S o E A e T K KSR, BT EAAT e
VRIE BT TR IR . [RIRE, D TR S B A AT AS I K FRAR AR T B R AT ALK
S S IR R 52 R ) Wi 1. g i B AL 23 B R R e S0 — Mo B i R R A
FEA 24K T /N ] K

[0008] 7 22 F ) i A 4 ahill S S5 I o2 S Nk R 7 vk — M B P AR R T T e 2 JE B IR
IR Fo X — e CIERA AW R AR 800 — M D ae 2R A i “ R Pifk. Prid o)
RE 11 5 [ A] LLSE B, 490 i AT ELTSA A Al 53 5000 € i AR L 45464 (Horse Radish
Peroxide) mihl i RRE (Alkaline Phosphatase). A4zl R- B4l 85 (& HoAth s I
e MERE AT S8 o AR, 5 0 F 0002 2 0 S8 SR R AE 23 M ke AR v i AT 4 it
ANFTEEAE BRI o AR R — AR P AN FE S T R FE T AHZ 22 T 1, 000 5. 40,
TSH — /& pg/ml, Ifi LH Fl FSH /& ng/mlo W15 —ANSEH1, 24%F 23 =4k (Trisomy23) K
L5 ME (Down’ s Syndrome) BEATIES, I & hCG. E3 F1 AFP., hCG DL mg/mL 1, E3 LA ng/
mL 7 BL & AFP Bl pg/mL i o IXAEIRAE b 8 4> log MZE 7 JF HAW k2 k% 75— 2800
T A T ASERE S A [ — 53 Bl LA 22T 1, 000 f5 2 57 (#1140, hCG — s ng/ml,
{H AR TR G N 22 mg/m1) o BRI, 78 5 e i B2 IR A3 M A AFAE T AR5 W AN R AR
Z A NI s T AT R A A2 45 1 s I P AR I B B T VAR A

XRAE

[0000]  £E—>Sii /7 S P, A B PR AL T 2 FH T S B S L2 B R U5 i, AL - ()
PAFEE AR RSP A0 (b) K ik 4L S YIERE TR Brid wlsn A pin i vh 441
BHE B 2 5 4 PN = TR B . (B ) SEli 7 S, A R AL R
BT R PR R B AEAR R BB T A B an A B i v AR A A
() PREEN B ooE IR B G b WA S a2 i PR S e | G S 0 S e e
BTk 2 J5t B GRRT b PR AT 20 T A AR BT IR iR v s s in AT b e R R AL
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Yyrh— i, s Bl A TR AR AT DLAR IR BB A AR T IR BRI Bt

[0010]  7E—ANSEi 7 S, AR R T 18 2 B o I e mh 4% iR 22 S NP IR T s,
AU « (2) B m SO PERH S P MRS IR EA S DT S (b) ¥ iR A& WEiE T4
T ¥R 52 IS P A R R 3 e A R B A R IR A R N T T IR L . AR R S SI y
BT T RIS S A BT IR DR AR B 22 B i 5 ey B NP R 2 e AE 5 A
JITik 2 T G I e 1 n] RS S JE A

[0011] 7B 57— AL Ty e, AR BSR4 1 ¥a il 22 o A Bz I o PRl 2 N PR I
HAHE : (a) B8 2 5 il e B A wm RN PR R], B iR = AL e T ik 2 T iz
M 5E 2 5 KA G 5 BE S T 5 (b) g Bk &y s B G0 5 e d kL& IR R
(c) Fa Pk Al & WAEIE T4 Pk iy S N P A ) R0 T 3k o PR AR I 22 256 B 2% 40 T Tt i &2
FITIREEJ5T s LA K (d) A5 B o P kR A I 2 ok 56 JB 1y v S B P TG 2 e 15 5 7
ik 2 B G2 B s i n] S S A

[0012]  FEA R BHIRLLL Ty [, frids 75 ARG 7 irid 2 & e e e v B R N M
1P Al B 22 PR R S N 1t o B BB St T S, Ik 2 I E AL 2.3.4.5.6.7.8.9,
10.20.50. 100,200,500, 10002000 Ff &l 55 2 R F, H A X LR FN ) — D FELE TR L &
Fo B2 M2 B A ROV . AR 2B ST T S, ik 2 B E A 2.3.4.5.6.7.8.9, 10,
20.50.100.200.500.,1000.2000.5000 Ffr ( s APl f72E KA e ) 2570, HApix et 5
(K] — A FERAE TR 2 B A il e o oA m R o FEAS R I B3 L2877 1, Brid 7 iE A4S
P HIHE BT ik 2 Bl S 2 I 72 P BT v S P IR 314.5.6.7.8.9410,20.50 100 Ff o 55 22 Fil i,
TR . AE—28T7 T, Bk 77 G S0 E 2 E oz e A a SOV PR 203144
5.6.7.8.9.10.20.50,100.200.500.1000.2000.5000 Fft ( S a4 KR e ) 5
(R NE o AEASIIE R CL 0 22 ARSI B AR I B AT H T AR il e (5 5 78— 28587
o, BRI E S R ROE TEONE T R — sty &rp, ridfE 5 28 E
5 BUBG AR T o TR BYE R0 TR ZE AR TR € I PR A8 45 AL 85 5 W] A8 B4R ) 4R
I

[0018]  ASCHE Rl “ 2 87 sl v b 5% R R IR TR PAT RN 2 B sl 88 B R
P2 TR BRI B . ot 2 MAFER 3 (25 ) R ET . $l7E
ZMra BT, iR S EREEAR TR (vell plate) FIZKFES) (bead array) .
[0014] P IREEJSURT LAARATAR v A T S B Rr il 7 V2 0 28 5 o M IS 255 5 1) = R ot e s ) 0 56
TR CIEE T eSO I FLBE TR . P B ] 0 i el LR ) s dilAs AHER AT 4E R . e
Je N I A A D TR B AR AR R R R L (PVDF) R R SR EE L RN
IGECE LI I AR &) LR BT R ) (HnZE (R k) (PENGEKR T
B ) B (SR ) OUREY (HLAEERE S B ira F RS e B RDE R N
SR R R e B 2 ) ) o AEF I ARSI b E ) 4 18 B AT E T IR 2
& B AL B R e . AEEF I AR (BIaniiEk ( “Ek (bead) 7)) E[E & K5+
TR B AR — e g i A BT S, W R

[0015]  A]XERIEAT G b, A1 BRIK) — AW HE AT 5 05 — W AF X 3 o Al 2 R Rk
AT9mt5 . G, Bk 2R n] B B A AN ST 6 R / 8AS RS 5 5 B 16 9 6 B kb AT 92 6
PRIt {ERASi Ty 2, Prif ek /2 Luminex MagPlex®5ak | Luminex xTAG®THIEK.
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Luminex SeroMap™ f##K sk Luminex MicroPlex®mEk. 7 — g fid i A 4# H 4= B 415
(holographiccoded) BR4cTEMIGSRAY (barcoded) Bfo WEAFAA BRI A] HI T4 — A1
FEAES 5 — MR It AGMERE S —FhoriE g e N i (4040 Fes0,) NS5
IR T2k AR s WA P Sl R A I T b WS e ] 2200 5 LA Tt N i 3715 3 sk mh i BT HE 1) AN
T BRI S | R 5 CHORE BR RS/ B Pk w4 Jot & I 2 Bk ml i — 2
AT A KBRS RN RHAA R E

[oo16]  &5FIFis FH T IR H At A PR B85 SLAA B S A 51 o 5 A I R RS A2 Jo R AP A
ST AT AT LR ARSI / B8 AT . M ] A2 AR b, B kv
(AFEEAPR T A0 07 PRI RS ) BROAEERE S (R EARR T/KE %) . 78
— SR TR [N S TT S PR M R BUR B . BT A M annT LU, 8 R IR R
KA EWEL IR . 7E— 252t 7 b, ridilF 2 duR hUR RS % TR . £
R — 2677 11, BT IR B 2 5 T AE S e T TSN RN g 1R bR
MR EA . B0, FEEEE Do iR s A N 7 TR 2 BSA JHRER R Tk JE it . 1X 48
(RS0 2l 53 BRGS0 F AR ISR 70 . R O (e 2 mECa /b
BSA) H & AIREK R ke 5 rh MRS RS CanfE A I 21X 5853 71 BSA 1) .
[0017]  ASCHATFHIARTE “Hiih” BAE] R 7RAFAT Sz 555 5% (454 TgY. TgG.
TgM. TgA. TgD 1 TgE M ILPURL A B ) o 75 L5y &b, Fridbufkn] LU, 1] Wit
X b YA R RE I AT B (Haemophilus influenza) (Hib) £ B f1A% 45 MR B (Clostridium
tetani) (Tet) F1 & Mg AT B (Corynebacterium diphtheriae) (Dip) 2K & 25, i 48 &F Bk
(Streptococcuspneumoniae) . Jiti ik 48 BR B (Meningoccus) A i K i %6 (Polio) « EH M
(Diptheria) B4R (Tetanus) « HIV, HBV. HCV ({304

[0018]  FE—ANSEJtE 7 S, ik iR 2 & H TR TeY R 2 rlEdifh. fERL)y
[, S Hi A 2 A B 2 K B3 DTS DTk PriAse % 5 e 2 A A7) (R- BE4L
W) MREEREME S TN £S5, ik 2 so P AE B 25k

[0019]  7E 5 — NSy b, i il 5 e & T30 BRI (TSH) 197 B e
BEDLIA

[0020]  7E—Esijt 7y e, BT il B e L B . 78— S8 SEil Ty b, ik i
EB I Wm] LA, Y sy 3= TSHV A MR R BT R OB E R AR R EAREER R
FAMECGE REARR. EXRL Y, Prd TgY £ % O AL B 5E O a B s It 2L
WAV (B, R ) 2 RN BRI shmT LU, Bl ursiEshy) (A
FLEW WA SN 538 ) o Tk shWmT LJg Ao FEAR R 2 RSkt 77 S0, Brik o3 i
SEET AT IR ARG T (I, e A BB ) BV EE P

[0021] BTk iEs ELE TR AR, RIS T Brds il e o AR A o s r e e, 78
— SO T [ SE T ZE T, BT IR A R AR e R B I s B (B, A g
HEEE BSA)) B A BEEAH KRB BT iR 55 ok v A R E R B e a2
LU HTE FF B LU IR iR BT I A A4 ek A IR s e A e 2 () — 2 e sl B ik 25 3 ) [
— DRI A, BT IR S B BRI, R AR R A R B R R 2R, MR R
FLINF, BFRR e R VRS B B E 4 2 R —fLR . fEAIAA IR I B A T ik 17 /
M RHR S Ja AT A R R DL Bk B R AT T e R T AR . A AT
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P3P s 2R 1 PRy Ry S W B AT A, DRI ARG pl s S MR 4 A i 5 R I 55

[0022] A% it ] A B AN RV FE (R B R AN [R) 3 ) o TR, 7 22 B0 5 rhor Sk | 4
Tl 3 iy s 52 15 5 #AE ikl 2 (9 w] FAE S e A nT ee o — S Bhble 90, iR as— 43
Fr e e A5 5k T I8 s T E 5, A B MR AT RERR IE (R 5, X2
PRI R 45 S 30CE — M il 2 15 5K T e s/ T G 5 o ARSCh AT i &9
TR ARG b AR A DT AR I 5 AN 7 X Pk . R4S A TR R IR AR
B PR B rT AR B SE IR SR I 2 5 S AT . RS B, frid Al &
PR F R P AR R R 1 0 1,00001 ¢ 50041 ¢ 20041 & 10041 : 1201 : 100,
12 8041 : 601 ¢ 4041 2 2041 ¢ 1041 2 5.1 & 2.1 ¢ 1.2 ¢ 1.4 1.6 : 1.8 © 1.
10 0 18020 @ 18P TRl AR Fln, e FEeT g1 © 12086 & 1.
1212081 © 6081 & 6026 & Lo fAECRIETAECGHA A RHE LE TR 4 SE IR A
BRI E(E T P AT . 7R RSty 2, (R IE A Pl 2 AR R S e AR
FEZZ1 ¢ 1,000.1 ¢ 50041 : 200.1 : 1001 : 12041 : 1001 : 80.1 : 60,1 : 40,
122001 ¢ 1041 2 5.0 ¢ 201 ¢ 1.2 2 1.4 ¢ 1.6 ¢ 1.8 1 1.10 © 1820 : 1 skFH
HFAERTRT AT A RYE . il an, BTk yEH T LLEZ 1T © 120826 ¢ 1.1 1 1202 1 1 60 BX
1:60%&6: 1.

[0023]  FIUHHAS SCHR IR (AT AT 75 2 B A & ) ] B0 AR SO R IR AT AT S At 75 v sk &
W) IAT S

[0024]  FEACHIE KA p s AR TR “B (B3 ) ” 3o “M/ 817, BrAE B R R Y
SO AR P 1 T B3 AR T8 U A L HE R 1 AR AR A SCRF R R AU A e T </
B e o

[0025]  FEAMZHIE, ATE“4) (K4) 7 TR0 HE H T (0 1 & B EERTRZE 1
ERGE (PG

[0026]  HR#HE A HA DL I L RV, 24 o B il A8 41 1) 48 T E RN B sk Bl B 45 b 5 0] 1
“Ar (CRFE) 7 —EMAEHN, ZaR—A4 (F) SEEZA (A, BRaIEAR 3.

[0027]  RiE“fE (A45) 7 (LHEMEEER) 2R CF) 7 ( RHARMEZE )
FEFR” O RHEATATIEZIER) S BCUER s Bk, s () 7 “Bf (F)”
BB A (Fh) BEZAS (Fh) Tid 8P RECE £ 72 A A F & S R 4
A IRLE i ol BB 2, (R AR e D IR B s A (B, s ) R
WM BERST R, B “G8 (87 “Bf () 7®k“gH” —4 (M) siE£24
(Fi) Frid g R ER 515 A AW W S SR R A LR AE , (H R AR T A Lt
REAE s FE RT3 A 0 SRR E .

[0028] AT A K B J5 i A A0 AR 65 A0 22 45 AT A St 6 m] 53 0 BB R/ B8R
R A2 Rk 3 S5 A F LA i, AR RS (B8 )/ BA )/ A AP BN / 5
RFAE o BRI, R — TR B SR, RTE “Hg e LR B TEA R e e - LR TR LA L5
FATART i O 22301, A 55 Mt FH I8RO 3 0 vl v e A 2 BRI 2 SR Ry L
[0020] A BH LA H 1) REAEFIOL S8 A LLTF (40 5t iy 5t i 2 W AT, N B A
077 AR FIRE 22 1) S A9 7 2 BH AR R BH %) AR e S it 7 e NS BA 28491 i BH (R T 3045 11X 2
PRI A 76 2% 2 BH ERDRS A R [ P %) 5 A 5038 A U1 M2 40 715 413 o0 AR ST AN 53 1

6
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F A S W .

BAEILHEAR

[0030] A< B ) S i 77 S 4 3 17 0 5 T4 Wt 4 i) e e ) 5 S NP B 7 VAN 54 5 A
IHR AT AR5 ) S e TR B A AT AT R N R (R IR T B A A P . B
R, B TR I 2 2 5 AR SR P AR AR R T4 ol S 2 W o S N ) T VA 3 T )
WRPEIR B R G 3 AT FERE B o A0, 2Am] Be fa] B b 55 A0 ) B I 22 [ AH A4 R ), DA
TRER IR B, %7 VE S BN — A EE / B, AH BT AR SO A TR LR BB
LAY 773 B ) 2% B 8, SR I AR ) S B e A R 7 S 3K R D AR S A I )X
ST ESR AL T S N A IRV G / B R A — .

[0031] 1. #yEiilse

[0032]  ASCHA AR TR AN AL A AT F TR i G e R B RO e ARSI AR
R PRRAEAE ] T 3T S 2 AN R 7 2, AR EA R T DU #R R £

[0033]  — & ek I U7 v5 A - I IR S0 0% W B 5 (enzyme  linkedimmunosorbent
assay, ELISA) . J& & % J% W & (radioimmunoassay, RIA). % J%& & & W =&
(immunoradiometric assay). % JG % % M % (fluoroimmunoassay) . tt %% & ¢ | &
(chemiluminescent assay). 4% & 6 52 (bioluminescent assay) Fl &8 & Jit B iF
(Western blot) 5. &A1) S Bl 77 v 2 Bk T b2 3Tk, 1 U1, Doolittle
Fl Ben—Zeev, 1999 ;Gulbis f1 Galand, 1993 ;De Jager Z%&, 1993 ;#1 Nakamura 2§, 1987, H. 5%
Hidk 5 HIFAA S .

[0034] 438 I AT il B BUAARAE A RS AT N Bt — B st [a) AT A2 A 7978 il e 2 52
G (WIR LAY ) W XN SR HUA4LE V) fa fp 0 as n 20 5O TR -5 Y
B BN, AR UEHUA 5 AE R PURTE ez 6 (R4 & 2R AE/ER
LR ) o IR 5, YRR - DU A (202390 v« ELTSA A mi B 7 Bk
western ENIE ) DI BRATATHERE 5 Mk 45 & BT AR o, AN AEAS I8 LE A1 2 40 3% 5B 51 9 e
1 S A BB AR DARSI .

[0035]  E K, o % B2 A W T R RRS I AE A A 3k A 2 0 9 HL AT I B 22 Bl vk sE
o I LTy 500 T TR AR 1L 80br 54, 9] WA F AT 2808 0 P L 5O AR B bR 2SO
T 3 RE I bR 0 0 B R AL 65 S5 | & R 3, 817, 837.3, 850, 75243, 939, 350.3, 996, 345,
4,277, 437.4, 275, 149 1 4, 366, 241, H& HIA | HIF AR 2458, w46 FH 28 — 45
AR CAnASUE A, B an s —Puikfn / BUAEMER / U R R AR S S HES ) RIR
BAMOILH e 1R mIRE T IAEAE T, AR 2490 AE RTINS 1 2 n]E ksl
B I B OR AT FHYEH o BRI, AR i BH IR STt 7 e 4 PR o) S e N i S N 1 IR T VAL 540 »
ER] SHG ] 48 S0 53¢ e 20 T DU BT R0 S R 5 E MG B e B2 A R T RS A 5 VA e A
LEE MR HAE S E WA B BN (regulatory authority) FE A2 IEHIN .
[0036]  FH TGN EHe B AT B B R 2 nI A AR e, HrpE RN 2 5 2 i SRS
Mizdrid, HEE RV E AV P VIR RS GYRE. 808, 7B B PUAL & s mE
[R50 &5 SRR RIS 85 SV R AT SN IR —Pifk. BT, 6 44
FCAR PR R nI A AR il 50 45 G A B B S PUg, BRI LRI RE AR « 58 7 Ak

7
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WIS B A5 A bR d S 85 G IR BT AL A 2% 1F T B — Bt 1a), DU DUET
TR R G, G, WHE R — aE 2 AU U R AR R R4S brid 15
THUARBECAR, IF B2 AR A AW R R AR I .

[0037]  JAth 772 FEE I P A ER NI 2 e B Ao an bSPTIR, R Bk gs & 55t
VRS AR (i) H TGS — B A1, Rk )a, BIREA ST
W2 R E AW S BA N BRI 2 A o T 1A — 45 G I AR B R i — B (],
HR LIRS E S CEIUREEE) « BE 5 =R st ER: 2 a8 s id, ff
PRI PR e TE R S DY e E A Z ARG ] SR AHE S UK (an X 2 BN ) .

[0038] 1 b SCHTIR, Sz, A A fai s i/ sRE B 7 20 PR g e . ELefl
T ) B 98 0 5 A AN AR L A0 (1) 22 B SIS Y () BTG S e W B i (ELTSA) 1/ BB Sz i e
(RIA)

[0039]  7E— 7R ELISA 77, S b Bt P 44 [8 e 7RIk B R I ER L S Atk ik i (491
MBERLEWERERPIL) Fo 25, BMEESPURKINRASY) (Ui REE ) i
maEfl. fEgEM / Bk U R g G R E6W2 in, vl g & MPtR. 5
38 TR AN IR TR AR D 5 ) — AP AROR SEER . 1SS AU () ELTSA J2& i) 511 “ el
ELISA (sandwich ELISA) 7 Rrillit ] ik BAR SEBR <48 N2 ik g tEbuik, SR a2 A28
ZHUARG A ORI S = HUAR, F BB = hURIE A TR I .

[0040] 55— ELISA (i 2 [ et ) W R AER I P {E Ak 4 . 7E1% ELISA
o G E PR AR iU I 2 fL AT 2 56, M/ Bl Bh AR i AT R . 2 e
185 2 A4 FLIE B R AE O 5 BT PR B 2 AR d DU BEAT TR G 2R i 2 AR A i
PRI E . A PR AR AEATTT 7] H T 456 2 AL ER DR B PT iR jssb, M i k2D
W AAE T o IRIETE TAT A FNFE S A X PUR I PUE (A RErid P ss & 290
AR BRIl ) FF HIEFRACHT A T 45 & 2brid BRI P iR 1) =

[0041]  ANRAEHEITEI, ELISA BA RS KRR, 1 anfudl, i & Mg &, vE LU R AE
R s G5, LA RR NS & R B 5. XETE T CAHR,

[0042]  7EHHUIRBRHTAXS AT B4, HE AN 5138 5 P s sl A4 () s v & 1 £L
o B — BRI [R) . PR B S R A R AR BN, PR BB AR A TR A R
W E LA o 2 S PR ) FL AR B AN 58 AW B A L o 2 i, DR TR B i ibe
SR PR R e e R A LR TR AR BT AR T . X SRR AR VB B E (BSA) .
W EE BT . B A AT T A ] s R T b A e e ok W B A7 e, PRI PR B i R
SFRMEgE 2R M EMmoENTE s, i REATINEBE R, B4 B R R T T
A7 AP BR, BRI AT AN B A A

[0043]  7E ELISA A, ] B8 5 > 15048 A sl = e Jy =X AN e B R . ALk, 7E0 2
H Pt iR g & 2 L2 Ja , FHAE RO A B DL 5t TRk B BR R &5 6 A R
E RN 5 A B A LA A AAE R R B 6% (BUR / P BRI T AT,
Z 5, i 550 B AR D B R 45 G IR BB AR ANE R 2 AR 15 = PR sl =
AT SR — 2 A IR E bk

[0044]  “PEH AR RZEREW (PUR / Juik) TSI T 7 BIRZ &ML AR
W (91 BSAVA A FRPERERH (bovine gamma globulin, BGG) ERBEMRERZZEh/K (PBS)/

8
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R (Tween)) PRV IXECINEIY) Bt T A PRACARRE e e . “AIEI 7 4%
3 B e 2 LME A5 2045 6 i R BN R B i AT & - I 5 2 Bl ek e
25°C & 2TCHATAY 1 &2 2 & 4 /M A, BRI {EA) 4C A B

[0045]  7F ELISA A B SR Ja, veikaiin i R m A R 246 KMk . L
TP e R LR v 40 PBS/ IR BRI R Bh 2% i S VR e o AR SRR AR 45 A
MRLZ BT s S o 5 AW 2 Ja » Bl Ja s, W e R iz B A Y IR AT .
[0046] 4 T HRAUEATIN T 2, 5 ZBOR = HUARk B Sk id CLAR VIR . ARk HE, X4 2
B, PSR T 5E4S BRI mRAETE. B, i, A SEES T HA Gz
HEWTE AT 128 — TR — e 2540 5 IR . w600 S04k i ol e 194 1 Tl Bl it 4
1Ol - 5 G DU AR B sk g 7 — B ) (90, 765 PBS BIVEVE (40 PRS- hil ) 7E=
mTEE 2 /).

[0047] A FRICHIPUAIFE 2 5, 4k st D R R 45 6 A kL, 7 A B4 4 il
Frid G oL, BlandE s 5 SR (FluR s, BURFM4LE (bromocresol purple) , B
2,2 —IRESE - R - (3— &3k — 2R MEMRIR —6— T2 (ABTS) , B H202) % & A bw id &2 1F
T Ja, Wit s R WLGiE 7 6ok (visible spectra spectrophotometer)
TN 7= AR AT B IR ZAE S O A= 10 0 A W 7= AR R 2R A E A DS IR SE I 2 & .
1. Z&EE

[0048]  A. [&%

[0049] A BT K AT BES o MR H 4 A S ir 0 28 R R IA 73 740 B4 A EAT =y 18 =
k. B JRFES$ARAE Pandey Fil Mann (2000) LA M MacBeath I Schreiber (2000) 5141
Wk, oA Bl T R FE ARSI XL (Al 5 e s a8y B sl e 7e
TRAL A BT o AN TR B B sy gg ) AR R AR N 52 [R] e A 3 K Bl 1 o i) AR AT
&Gt (binding profile) o 24 T HXHFERIRE SRS 88 A BUAH BLAE A, nl £ kR0 1 8
JS e TERES B sER BARE A UHEATIRE . 25, 2T RS LA e S8R 1 2 A
TARZ E TP WL, B S R IR AL, B R T HARRR A o AR AR N AN
T8 2 R0 T MRS () 5 o

[0050] 1. & E A E

[0051] @, AW AFEEEAR RS 7 (X)) FEAE R, &R 5 DATE AT
TR AT RSN Ty v S R AL T R T B E BT S e AL E . P EA R T S5 R
() Fh B 5 22 Pt 3R 2 LA B DA FRAG I o b B etk s A B AR SN o M 3R T
T AT RE S B B T M AT £ A AR B X A SR A A SRy 1. Bk 2 AT A
P AT S PR AS I B R AL 73 A 4 53 R 30 53+ 22 TR (R R B B AR o S PR 0
FAET7 V5 ARSI E AN 2 0, IF HAFREANPR A 26t RO WG L s i Ee Vi
sl i & (fan, R 55 B ALK (surfaceplasmon resonance) il ALV LIRS
1% (resonant mirror method) \HTH YR & o5k §vE (diffraction grating coupler
waveguide method) (%), Ayl g (] 4n, ELISA) , AHES FOtii% (gas phase
ionspectrometry method) , JR ¥ ) AEEA, BURHE i, LA ROGH 2 SELDT. Al it ik
FEIE Y BRI 77 V25 SE B R A AT ) E

[0052] 2. ZkFES
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[0053] WA FERLA RGP EAEERFES T & b A TRk GBS . 38, ZREES)F & X0
TERERN b AR RBR AN A AT it . Bz, BRIEE SN G S IR i i 28480 2R
Il IS AERE A b ) 2 (A7 B2 5 A T S AN (D, BRIE 218 G I 45 A A dn s 1
TR E 71T -

[0054] 1 &1, Luminex (Austin, TX) & T H T 4R $ I 2¢ 56 oKk 2% 2 5 Bk 1 77 25, Wi #E
Fulton %%, 1997, Clin. Chem. 43 :1749-1756 F1ZE [H & F No. 5, 736, 330 & S 1y, Hpy & i
EEIHIFNRI s 2 VERE TIXFER IR B DR B ARe 28 Yot 98 Yo imek (2k) e
ANV A Rs S MRS S 009 ELAH T 7 R AR S PE BRI S T UG BES, L rh R Rl R
TRVEF RICRE (1) 2 A ) A2 e S Pk Y o IR A FH 2 R I 21 G 1 Gt 15 R BR g A7,
%2 o K MR R ME R IR A AE — R I 5 A R Pt EbR c FIERET A B . KPR ET
5 bR ek b i HLEC Ak sk sz AR AH S5 A 1 B T 8 AE RERR R R T 100 M AR ELAE
F o FIAEL A A0 M A A e BORE i, U0 X 40 A AR 1 B30 488 e o Rl sk I 15 BRI IR £ &5
A5

[0055] W] i@ iod 3 [H PR R AL / B IE BB BER AL (B 16 & L P AT S A 2R R 1 7 1
R BIEPUAEY R B AMBMERT H FE e EWEALN S F (Fulton %, 1997, Clin.
Chem. 43 :1749-1756) .

[oo56] 1T B Bk [ ) 1 H Ak sz %) 4 5 1llumina [¥] BeadXpress™ Reader Al
BeadStation500™,

[0057] 3. PLAABEFES

[0058]  HLAATURES 2t U IE S s s TE 3K o I USRI 21 F T — Rt 92 ARSI
K B 41 BSR4 1) 8 1 SR IS IR ELRT A 4 Gt oA B ke B i v BOR VIR R R 1 AR
BRI .

[0059]  TII. =Zjifs

[0060] 4% DL S5 it ] LAIE BH A S BH R0 St 7 58 o AR ATUIREE A N 5 B 404 STt 441 v
TR HRFE 7R F AR R N R B AR A 5 WD 1 I i rh AR A R #E D RE AR, BRI AT A A
PR TS B iE 77 50 AR, BT AR AT, RUUREAR N AN AZ, FEAT B AR B
R ARG B0 AT AE A FF (0 — SO i St 7 8 ik ATV 2 o0 I BLOGAR 3R AT A BK
AU 45 R .

[oo61]  Sijfsl] 1- FLAB B 2

[0062] Luminex JHERHIIK4E -

[0063]  F 50 7 Ji /> Luminex MagPlex® ek sk vr 43 Mk ) 55 M A BLR A DL
A% Luminex PEREIFEAL . €6 L. 5mL 38504 rh SR AT 873 B v 45 1 Mag Plex® gk vk 45
%0, 5ml. (EIZVES R, T2 o Mag Plex®gimk 42 5| 43 58 0 1 — ), {11759
¥ B3GR SR L E R B . TR S (0. IM2- (N- IR IpREL ) ST IR 4 2, (MES)
G pH6. 2) PEB I E L R K MagPlex® ek mg vk .

[0064]  Luminex JERIIIEAL -

[0065] K 0. AmL AARFR [PV AL G2 P RAS N2 A0 A T TE AL LA 50mg/mL (173
A HRAL —NHS (N- B EEBR AR BE FmE TV % ) F1EDC (1- 23 —3-[3- RGN ] itk —

10



CN 103026230 B OB P 9/12 i

WHZERIR EL ) o ANAEHRS 0. 05mL AAFFIAR AL -NHS F1 EDC (% B4k 2. bmg) BB EH

50 T i - MagPlex® ek it s 008 Fl T35 4k 2 1, B A AR R I MR . B MER

RRTF I VS B Tl sy (rotator) b PAFETEAL S N HAEVR G TER . 20 4805, B

O .

[o066]  VEAK 5, FHABRERZEPVE (0. IM2— (N- REIBRSE ) ZRAER P80 &, (MES) 2813, pH5. 0)

VEBRAIEAL R R LIRS 3 it 22 BB AL —NHS FEDC. #4 1. OmL AAFR ({2 mh ik v I 22

A 50 B AMHERE LE .

[0067] M EE A FUAIEE Luminex THEK

[0068] 2K T I 2 (B B2 i b i 2 ik i Mag Plex® gk . i LU R szt ] b

AR R BA R EREERFIEA R (HTFRE0ENE (Poultry Serology Assay)

I 2 e DU 1gY HUiAEE S aitbfxg 1Y s80E H T8 2EME (New Born Assay) [/

SR T DU FORIREEDUER ) S MRl (Laitbii R 16 B4t v 1g6) & FFLA

T 2 254k s MagPlex®7 5k

[0069]  SEjifhl] 2— 1 ToG 538 TgY BRH 5 bty TgY HAB Rk 2 & iE I 1 Py 1

xR D RE

[0070]  #4 %} -

[0071]  #FXFZ A XA Luminex MagPlex®7zk

[0072] 2. 4mg/mL [KHBi TgY- 454 % MagPlex®pik (tiR 7

[0073] 5. Tmg/mL I35 TgY— 454 2= MagPlex® 4k i1y 1K 7

[0074] 5. Omg/mL [FIZR4IAL K% TeG— 44 2 MagPlex® ek ¥ - 4 kL

[0075]  AEWEALIRHINY TgY Il & il

[0076]  BEFFEFIE —R- WELLLE AW E R

[0077]  PBS-BSA 2P

[0078]  PBS- i3, BSA L2l

[0079]  IIFERINEE :

[0080] XS &5 MMy I i PN #06] HE w0 af R FRIMB BRI K

[0081] i fdiin TgY My TgY & (i i 5 Mag Plex®7k LUt 1 ik 5 &5 i3 il 2

PN . SRPUY ToY MEBEMMERH TR S IMER S (5 1gY) cismEile

o 539 TeY EBCHITERH THeatiliifs (AR RIOY TgY) cismAEie 4.

[0082] ¥ 101 g HiXy TeY M5 1 g X9 TeY fHEEE 5000 J74MagPlex®7uak . 4 ke i

MR (BA1EAGEFFProClin® (2- 5L —4- FWEmemk —3- i . 5- 5 —2- 2L -4- 57

WERSRIpR —3— fld 1 1, 2— 2K FF Fe etk —3— Wl ) BUZFFE SR A MBER 1 0 500 FXE M

FEA N2 S A #3RAF (RPN TeY FIXY Ty 55 AR, HARECE W R WER ) e

W EM FL o RS S RIAFNIG G 2 )5, PEBRIIE TR MR CARE R AR SR FRAE & » [ B £k B

LR AR SRR 2 JFds IR AR (AR bt 1Y) » S ANE )G,

PEBRTH T 2 AR CLRE B R e N AR I TR o 2 JE A IR R0 . 53 50 (BERE SR A

FR-PRLALEN) WE 2, Ve TR e AR U R AR RN AR & 1A B SRR N2

FLIF HAFH Luminex LX200™ 4500 & W &4 o 15 B = 4E 1045 5 7E Luminex LX200™ X #%
11
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[ 23, 000 22 44, 000MFT 4 & ({35 Bl N » X KK H T LX200™ 1035 (1 m] A S L, B 5 Km]
Fi{55 4% 20, 000MFI,

[0083] K3 T Bl 70 AR /> (1 84 B 45 5000 J5 4~ MagPlex®gak LR I BA I 52
(R MET WA o (B RERORS TgY (K4S 1. 68,1, 24 F1 0. 84 1 g (IR 1gY F12.4.1.2.0. 61 g
RPN TgYo ARZEUREAM 5 MEL wa NAREF = T 25, 000MFL. 7E— 28500 F, S8 715
SR (FE—FPE O A2 15, 000MFT) , (ER AR IS 5 AR AE R 22 A1 &2 1500 ik
BRo 72— PE LT, SR T BRAS, (H2 45 RAE 16, 000 22 23, 000MFT [ [ =y fE il A8 &
SIS R TR AR RS R, AT IR E E AL 7 R RIE 36 % o LRI, HEBT7E B DG S Ry Hp i B
i PR AT 1 AR A AT SRR - HAS B8 A 2 PRI 1 ey R B

[0084] LA LAME RS FLAT B AT i) Y 0[] (1) 2K 8 09 I P R L

[0085]  HEiAFFIFPEA R LA R A 1 & 4 iR TR A B Rl B ST 1
FEIR ) 5000 J7 MK

[0086] 0 1- 4 2.5 g Tabiiy IgY FUAAR 147. 51 g 4L % 1g6 MRS MERE L
et MagPlex®743k .

[0087] 40 2- ¥4 1. 251 g Hbid® IgY FifAMN 148. 75 1 g L alifb ¥t 16 KR SW AT S
zeig ki MagPlex®43k

[0088]  #H 3- ¥4 2.51 g X TgY HifAM 147. 5 u g B4iib % TeG KRS YEE: B 4L
(yMagPlex®rk .

[0089]  ZH 4- 4 1. 251 g ¥ TgY HifAMI 148. 75 1 g L4tk It 16 KR S WEE 2 405
bty MagPlex® 5k .

[0090] #HIFEMAMBERIMRER 1 0 500 XS MIERE SR MR EH WA 1 2 4 h AR
AR IR e R AL o A SR ORI B 25 PR TIE I e AR DA B R R )
FEi, RN OR B AL R 2 SE s s IR CAEE RPN 1gY) o ksl
WA T 5, Ve e AR AR B R e BV AT o 2 S s I 23455 ( Bz o
FR-BAEA) . 5SS G, PERTE T 2 B AR B AR N R A 1RGR . R
2PN N 2 LI HAF A Luminex LX200™ 4303800 & Py &40 o

[0091] A F_LIRVE AW H 2 B S 0 52 i 3 42 SR A LuminexLX200™ 1 #% ¥/ T
20, 000MFT (. IXTEPTA UL P #3432 T S5

[0092] ] 1- I M A& 17, 000MF T,

[0093] 2 2 I M VA2 12, 000MF T,

[0094] 4 3— I Z M A 19, 400MF T,

[0095] 2] 4— I 52 M VA2 13, Q00MF T,

[0096] PRIk, #EWTRE AR (B dnf TeG) HiEtEIAF (M2 wEHiXS IgY sia4ifbi
35 1gY) BB  FECT SR> T I e A g MR s R

[0097]  SZjififsl] 3— 7EB AL 4 F I HP TR A LB Bk

[0098] ¥ 300 1 g /> BB FE R FUAE AU BRI ZHUA R 50 v g B4i4b 4 TeG KRS 18
BRI IR SER] 1 R 2E ki MagPlex®gak. K 1 BRI M5OR8
2EARMHEG DB EDUE ORISR DU, 52404 1g6 Rk ik

12
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rMagPlex®74ak ) M EREREILT . ZERIRIRF (A TR BT PR IR
WEEDUAR ) o BT RS A SRR ARSI T 2 S, PRV IO R 8 B LA B R S R R
ARSI, = Or B AL B . 2 e i & 00 (BEEE SRR3R —R- BELLERE ) o
RS BRI B 5 BRSO 8 B AR B R SO AR S A0 o B G2 A N A2 LT
HAEH Luminex LX200™ A &N . X FECT 14, 000MFT FRI9l & Wi B, FEAEXS 17
A= TSH 8 22 FRitE M 4 &5 TS VS N

[0099] Vo i b i i b i b i i i D i i A4

[0100]  {EARANTFHIZT T, ASCH A FF AL SRR B A A-A VR T R R A 1
S OU T P ARSI o AR A R V5 CL AR A0 S 7 S8 0 J7 1 P oA i
RIS, X T AR AR 50T 5 R A AT B A B B S R A B B 1 0 T, AT
W 0 T AP R RIS AT 1R LR TR R P R EOE RN o 55 Rk, 1R B .
SR [R] — BRSRABL A, FE, A0 2 s AR B 3 A R B B ) B ] B e A SR R B . R
AN G Ui A2 B B A TR B SR S MG DS A Ay A E T B BOR) 5K
JIT 58 SCHIA R W RS pl ORI B 22

[0101]  Z7%3CHR

[0102] AT 2% SCHRm B ATIHR A XS AR S0 BT 3k TR A6 b 78 ) 7 8] M o 7 ) sl G A 4 =7
Ry 5 | R I A A

[0103] U.S.Patent3, 817, 837

[0104] U.S.Patent3, 850, 752

[0105] U.S.Patent3, 939, 350

[0106] U.S.Patent3, 996, 345

[0107]  U.S.Patent4, 275, 149

[0108] U.S.Patent4, 277, 437

[0109] U, S.Patent4, 366, 241

[0110] Bangham et al., J.Mol.Biol.,13(1) :238-252 ;253-259, 1965.

[0111] De Jager et al., Semin.Nucl. Med.,23(2) :165-179,1993.

[0112] Deamer and Uster, In :Liposome Preparation :Methodsand Mechanisms,
Ostro (Ed. ),

[0113] Liposomes, 1983.

[0114] Doolittle and Ben-Zeev, Methods Mol, Biol,, 109 :215-237, 1999.

[0115] Freifelder, In :PhysicalBiochemistry Applications to Biochemistry and
MolecularBiology,

[0116]  2nd Ed. Wm. Freeman and Co. , NY, 1982.

[0117]  Ghosh and Bachhawat, In :LiverDiseases, Targeted Diagnosis and Therapy
Using Specific

[0118] Receptors andLigands, Wu 4] aL (Eds. ), Marcel Dekker, NY,87-104,1991.

[0119] Gregoriadis, In :Drug CarriersinBiology andMedicine, Gregoriadis (Ed.),
287-341,1979.

[0120]  Gulbis and Galand, Hum. Pathol. ,24(12) :1271-1285, 1993.
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[0121]  MacBeath and Schreiber, Science, 289 (5485) :1760-1763, 2000.

[0122] Nakamura etal., In :Handbook of Experimentallmmunology (4™Ed.), Weir et
al., (Eds).

[0123] 1 :27,Blackwell Scientific Publ., Oxford, 1987.

[0124]  Pandey and Mann, Nature, 405 (6788) :837-846, 2000.

[0125] Szoka and Papahadjopoulos, Proc.Natl. Acad. Sci.USA,75 :4194-4198,1978.
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