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3. AR E NIAENREICHE > TN 5 T Lo ABICRIRE NIcfiiiEB &
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[FoiR - #8EF (Fv FOER)]
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{47541 : ProClin 300, #Hi##51)
- MATRIR
(FEEAY - TRIS B, 2>/ BZse(b#l (7 vk
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- IR, MADREEEZ KA BHERER 22V O T, JIEDEIIE, BIADAEIC
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BRITE. H—IcE 5L THERNEZRYIRY,
IEEARIER R 2135 728, = 10,000 RCF T 10 a0 8E L. ANaYzRRE
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T A VIR FIVIEA#E LTV A 551E. ZRICHRE I NS X TR MLzl
RATT %,

CRAVON—T 1 7 IVHBRETNEWEE, AT TIC EENTER LT,

CRATNS—T 4 VGRS NS, Fy oy TEIROAN U THERT %, HER
BTFREFEML T, W3R MV EORN S hzE2 R0 e h#EZ R Lo

R LD 11 0

s T BB SEF Y b2y TS,

s WECRBERRIEN TN TRy hENTWB T & 2R T %,

© FRTOMER MU, FENIRO I ENTVS C L 2T %,

.
i

CRBUCIECT, FY VT L—varvEA—E—F%,
cFY )T L= g YOF—R—=FHECOVTIE, T OIS S
gz L,
CMlEEA—H—T 5,
s MiAB XU Oy ba—)bOA— R —T, - RINEEER OB EEIC DOV,
T 2RO RIS 2 ST 5 C &,
sy TR UTE TR DY Y T IVRIE, BERIC X DR E L
A==V A LR MCHRENS, BRERHOZEZIRNRICT 2720, HE
BAUARTICY > T IV TSEY IR OV TIV A > T3 T e RT3 T L,
[{—Y > TNy T TORKLENEEE : 108
s i, EBIHET 2HE
HIERE IS Bt > )V - 70 ul
[J CH > VA TCENIAES 2 5 E b s Y > 7 )bia - 20 ul
- BERICy MR 3 IEILINICHIES 2355 ¢
YIRS 55 > 7 )V - 150 pl
[[{CY > Ty TCBEIMES 25t > 7VE 20 uL
- BEERIC Y ME 3R ZA THPES 2855 BhnoY v TIVENRE, Y
TIVORFEEF B X OV > TIVRIC OV T, #1920 RULHIE 2 20
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WIEERE R (S/C0) e

< 0.80 [P (NR)

0.80 ~ 1.20 JL—J— M (GZ)
> 1.20 Bt (R)

T L= = VR R U dkiE, IgM B HAV Hilk LU ERS 300 Rk A
BRI 219D HBWVIE IgM B HAV Filk LU RREE U< B2 L2 RE A0
D (2L OEE, MROBENTH S T L219) ZKHIT 2701, FOBET
OB (K 1 EBE) 2175 XETH %,

FE LY —VHERMST O OREDFHHNC DV TIX, T 2 A0
WEtHEZBRT 5 L,

L AERONSELUFRIEE. 2 XXX ICEET 5 T Lo /INSURLL I 3 LA
LOBA. S/CO 1.2 fHED T L—y — VGO ROEEIT % A HeMA S %,
FERO/INBUS LU FHIBOBGEIC DWW T, IS % Bas OIS 2 284
32k,

HELDEE

cHEREEDNEETHH>TE, YAV RY - EUF R (RS FADRIETE 2 8%
TICIR 2 A1) MO BREIN FIC K D HUAEAEREDME N L T 025605 50DT
HEdTRT L,

© HOREREREOBIA TR IERIEON G IS T © 5 2 DO THlE
FEFITIED < I M O ML IASEIRE 2 & 18 L TRAMICHINTd 5 2 &,

« ARF S ORERSENEIRAT RIS PIET 256, BINORMEZITS T L 2#EEd 5,

< EREHIE, JEIR. ORISR, BRI G L L&D E TRAEMICHT 52 &,

AR YOG RZT TR BEORIKIE, BENARTERRGENHD, T4 TV
VINAERS RIS R 52 BATREM D D B, COX S BBRZR S Tzdic, ~R)
ARERNCHIAZ RIS 2 2 &,

- IgM D EEOEHEOMA (B @ ZRMEEEIERE) 2, fik b IgM FikZzE o
SR VT F Y ORI LIS, WEES G b K25 iTRENED S %o
XU RE/ 7 a—F)UHiRE WA K B 2T K UTRRE 2 T RS Ok
F1icid. HAMA (Human Anti-Mouse Antibodies : 17 At b k) BEFENT
WAAHENED B B, HAMA ZB3TMkZE~ Y A€/ 7 a—Fuiikz fiviz+y
FOHlE LA, ELWIIEEAE SRV aetEn b 2 23, AFv Mk
HAMA OFZEMZ 2VENEGENTOEN, BHICIILOERIBE LS &

nH5,

o & M ME R O BEFER AL, BREETh O a7 ) KR U, invitro DA LN T
YA 52 5T ENH 5, HEMCEIE I EEYniEHREmIcE 53N
HEETIE. TOXSI BT EZF 255050 IELWHEMMNES R0 ATEE
MDH %, BWZITIICHI> T, MOHRILEE 2D DB 4

(% &l

(1) BIRE
AFy FOFHER, IgM B HAV HUAGEOFmFMA 1 6, 2> ha—)Lb3ay b,
FrUTL—30y bEMELEECA, FrUTL—% 1, BEay ho—lic
BT I0%LL R TH oz, 1 ik T 1 BOML, thod 1 iRk T 2 B K o flE
Lz TO2[HRTIXRTOY YT )VE, 30y hORERHVTHEL, FvVU 7
L—Z0&0y b THliLz, Btk X Tay buo—bay b FyUTL—Zaw b,
Oy FOBHAGDEE 4EFE L, 3V PR—LBLUFY ) T L—XIEE
TV TCI3EPE L, WHMIKIZES T4 T\IE LUz, ENB K OHIIE R o
R (SD) BLUZLIEE (CV%) %, RAETIV O M LBk 57 6 %
WTHW LT, $REE LITRTH,
#£1 AFv oOmBE
TE N B TE T B 2
FUT I n RBE[: SD  CV(%) SD  CV(%)
FrUTL—&1 324 1337RLU  86.9 65 886 6.6
Moy bm—L 972 023S/CO 0026 1133 0030 13.10
oy bo—L 972 1.89S/CO  0.113 598 0.127 672
BRIk 432 1.16S/CO 0068 590 0086 7.42
a MEMZHICE. WENLENEENS,
¥ TR ULIEET—2ERENZHITH 0 | Sk TlE B 2R 2RI HEND %,
* HidHIS
#iahd CLSIH A K54 > EPO5-A21it> Ciio7= 7,38y F##E 31y FOFv
U7 L—%, 38y boaryba—LzfHL T, #i3 a8 Thatzirof, Moy
FEFrUTL—Z0y FOMBEDERZHBINCH D YTl 3O DIRX—VT, 2
floay ra—b, 16OFr VT L—%2, 2ot MMisE 3Lz 20 HICHED 1
H2E, il &d 2 \E LR, RENTHREDEOREZ L FIoRT X,

Yl P B -
(PHTHEE) fitia N B @
SD %CV
T n S fE SD %CV (iipH b) Cili)
BEPEa> hE—L 119 0.04S/CO 0.008 22.1 0.009 236
(0.009 - 0.046) (18.7 - 30.2)
Bitka> hE—L 119 1.74S/CO 0083 438 0.096 56
(0.085-0.152) (4.9 -7.6)
RESEI 120 0.71S/CO 0045 63 0.047 6.6

(0.046-0.077) (6.6-9.2)

78FIL 2 118 1.08S/CO 0061 56 0.069 6.4
(0.058-0.100) (5.4-7.9)

FyUTJL—%1 119 6163RLU 363.3 59 384.1 6.2
(219.6-384.1) (4.7-6.4)
a JENTHBITE. WERESME, HARBREZ 30,
b BEEry h/Fy VT L—20y b/ EEROMAREDE 3HEYICLB, SD &% CV
[2}5ZN:0 TN
¥ TTIORUIEF—REREMNEHITH D SR TRIRE DRI HEND 5.
* FEME (Reproducibility)

#atld CLSIHA K54 > EPO5-A2 14> Tiiotz 1,31y Mk 30w FdF v
YI7L—%, 30y boay ho—Le#ERL T, i3 ATHRMET-> 7. 2Hloa
Y ha—b2floe ks S 3oLk 20 HcED 1 H 20, 2 &b 2 \lE L,
PREMEIET Y b ORI Z LU RITRT X,

TR B i a gD
P PHTRIE  HEERN AR B

YT n  S/CO SD  %CV  SD  %CV  SD  %CV

pEttay ra—)b 237 0.09 0.022 239 0023 253 0055 596

B> bE—L 239 187 0120 64 0131 7.0 0207 11.1

A VI 240 0.79 0.058 7.3 0.061 78 0.112 14.2

INFIV 2 239 1.18 0.073 6.1 0.078 6.6 0.144 122

a PHTRIEE GRUENAEBIE) . BIEREBIE, FARBIEZ ST,
b OHTRIEE GIDEAMEIE . FUERMEE, ARSI, a2 55,
¥ TR LET—REREWEHITH D | HHiR TR RE B R 2RI H 5.
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Ay N ORI, SRS RAREO M B & Gk ZHE Lz T 3
99.0% L ETh o7z,

- EEAICHI L7z i
- MECEAICHI U7 ABERE
- MR 5.2 2 TTEEE O H % R 72 STk D
P&, BHEER 1 7 T & OB 1 i3 CIT - 72,

2126 BIZRIE Lz & T A WIEIE TRtk E 7212 7 L— Y — VBt R Ui fidko
55 7 I 5 BlEEMRECE R TH > 72 O D 2 BlidAF v b5 XU _PEI
HA-M + Z4F 7%y 7 (V2.0) TEEE7IE 7 L—yY— VB ch ol HoT. T
N5 7 HIiE IgM B HAV FrikBatk & LT, BREOHA S LTz, $REL 21
T,

£2 AFv b ORRE

IEIREE / TR /
TRIARE n TL—I—=E L= =
ki 724 0/0 —
NS 1312 0/1 0/0
NI E% 5 2 5 THer: 83 0/0 _
D% B ETEEGEHIAD
il 2119 0/1 0/0
b IR PEICHE R 52 B A[REMOH 2 N2 ZTHAEAF Y b THlEL, %
FER S B U 720
- CMV-IgG + CMV-IgM
- HBV -+ HCV
- HIV-1 - HSV
CAVTIVI YT T « BOSEMSUA (ANA)
o 77U a— )UVEFRZS VIR FRT
© & 1gG i - HAMA

- IgM I
¥ T WRLIeT—REREWEHITH D | FHis TR R 2RI H %,
(3) ”E
Ady FOREEE, IgM B HAV FUARBIED I B L CilgkzfllE Lz T 5

95.0% L ETH o Tz, MitkiE, 2MEABFR LM NIZRED S, FBIEtk 2 7 HLL
PICHRE Uz, #5782 31039 %,

#£3 AFv OKE

oS n e JL—Y—UBitE B RS
Sk A TSRS 141 135 4 2 98.58%
(139/141)

¥ TTIORLIE T —RENENEBITH D | SR T REZHRZ RIHEDDH 5.



Ay M HWT, ARBFRIMEO BFRA 120 BlzfilE Lice T A, 2 BIAk T
ZRl, BB cE it ch o7z 10 118 flidkatzR Lz,

AFy bBRCPEILHA-M - ZAF3v 7 (V.2.0) ZHOT, RRFICERIL
TR ZE LTz, RFy FOREE LT, Bt a, 20D A RIFRY A )V XK
B URETHIER 2 7 HET) 289 2 2 EAVRENT 7330V 1 BIOREN R T—
2z 1R,

1

e KFv b
e PFILHA-M - 21 F/Xw 5 (V.2.0)
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(4) ERMRHRE
WRERIETLT C ENTERV D, FIMIERIERETESL,

(5) HERMEBRRERURERDOEENE

1. 1RSSR
Ay b e b O —BERORRZ 160 FlO Az HVTT- T,
ECLIA i & DRA—FIZ 91.3% Tho e (FL—Y— VLRI &0,

ECLIA %
i [543 il
R 56 2 58
AKFw b T L—y— Rt 4 12 16
[ 0 86 86
il 60 100 160
T TR LT —2IEREMNZHITH D . Sk TR A DR (T HADD %,

2. READOEEYE

*  FyUTL—% BEar bo—id, NERERICE DO GR-EN TV,
PAEHE LS TgM B HAV HifARGME ¢ b iz, 1gM & HAV FifkEarE b b s cam L
THE LTV,

(e EXIFERWV EDEE]

(1) BRLE (fBRRBALE) DR
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