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RIFDEMF

« RO LT &,
- HIEAL TR L L 72tk
- T—IL LTk
+ FHLULAMLUTMiA (NES B E > 500 mg/dL)
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(2) BHEWME - HEFH

ULy (20 mg/dL). RUZVUtI A F (3000 mg/dL). X /87 (4.5~
12 g/dL). 7RIER (0.4% v/v). NEFTEY (500 mg/dL) ZEGTEEMMIA, Btk
BRI U TR A & LRIz & T A HEERS RADHEIE RS N o Fz,

ARFy ORI ZFHET % 72, FUGUARE, ST 7Y b—=T A YUY
TR BAES Y A VA 18 /2 BIGHE. EB 1 )V AR, RRBHIE. 2V
R AVA BIO WMk, AFTHRRIEIE ™ VARSI, 5 IgM e, 75 1gG i, Hi~w
A MUARE, BXROAS Y TIVT VYT 7 F U ERED B O 130 HlEHlE LTz
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FrUTL—&A 4 T 0
FyUITL—%B 4 =] 10.0
Fr)TL—&C 4 =) 50.0
FyUITL—%D 4 =] 75.0
FYVUJL—ZXE 4 H 125.0
FYVUITL—XF 4 =) 250.0
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+ ARCHITECT CMV-G + 2~ FHE—)b (575 1 6C15-18) © 1.3 mL X 24
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CRDT AT 7 A IVAMEAHETH B
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FSCTHF Y ) T L—2arvziioc e, bI TNy a—T 4 Y TITDNTIE,
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WA+ TH 2 T L ZHERT %,
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BHEHR
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C BRA— AT DN T OIS, T S EEBOTIEIHEZSIET 5T &,
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T3,
ZEEOaY ba—)L2& LEJEEL, FY VT L—a Y ziids i e, 2V
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- Ay FOFIER (24 KD Sl AREO T Y b a—)Le® L EET BT L,
MiEt ORSFEEIRTFIED, KO HEICaY b a— IV ZlET ST L2ED TV IHEA,
YRAMER D FIRCHES T &

« OV b= VOWEMAAFICHWLES N TOBEHEIICA > TW3 T & &R
%, EHHHPAZANTORHG, B5NAER R E U, HllEZITS T &,
BIEECTHF YV T L—va v {152 &,

6. &R

AF v N Tk, 4PLC % (4 Parameter Logistic Curve fit, Y-weighted) %WV THF+
V7 L—yayh—T0MERENS,
E

C BRI, FrUTL—XA~FE2EHEAEL, FOUREOFISHEFRI L CFv )
TL—2a =T ZERUKRE UTRES %,

< ARF Y MCB B HERHROHMNOYIRE X AU/mML TH %,

739
WEMRICE > TR T T ITMIC T Z IDNERENZ5EDH 2, TOMICKREN
BHREMEDH % T F J e DOV TE, AT 2 EEROTURIIAER 2SI 5 C L.

(AIEEROHEZ]

« RS 6.0 AU/ML ATHOMIEIL, TG % CMV HifkIaTE & Wi d .

* S 6.0 AU/mML BLEORIKLL, 186G % CMV Hifklit: & i d %,

< SE D HGERSIAS 6.0 ~ 15.0 AU/mL RIS IgM B CMV Fifk v THIES 27,
TR (B 28R IS Y TVERIL, AFy R TEREZ T,

EREERTRETH B,

- FERSRAY 6.0 AU/mL RO AT CMV BRYEA IR EHEE S, SRS
BN B B

< HERS A 6.0 AU/ML LA EDBEIE, MRITERGYIED D % I 1l SEEHYET S
. BREGIET UHENE Y AV D55 L 00, T L E BN TR S
LIRS,

HELDEE

HERREDBIETH > TE, WAV RY - EUA R PRI TE 20 E
TICR 2 WMD) R OSBRI I & O FiAPEEREME R L TV B 5AMNH B DT
RT3 &,

+ H SRS ORI TIXERISDE S, IFRERINEISAEE T © 5 % O THIE
FEFUCHED < BN MO M LI RIEIR S 2 %1 U CRAIICHTT 3 2 &,

< ARFy b OWERERD RIS TIET B854, BINOHIE &1 TOHlES R 2 R
T5T xR 5,

s BWIEITIICH > TE. AF Y FORERROHZ TR, MoOMERE (gM B
CMV HifA%s) . iR RZ & & GbTREMICHIT 52 &,

& M OBRUFER AL, EE P ORIE S 0T NSRS L. invitro DA N/ T
YA EREA BT END D, HFEMICEE ZEEHokERIcE 5 Eh
HEETIE., TOXI BT EZI25E0H 0 IELOHFEMEES R0 AlEE
WhH 5, BWEITIICHI> TS, MOBRAREL LS EhH5 L,

© YRR/ 7 a—FUiEE O AN X B2 & TR 2 T EE ORIk
rficid, HAMA (Human Anti-Mouse Antibodies : 1~ At hMifk) BNEFENT
WA AR S %, HAMA ZBTHAZAF Y FOX STV RE/ 7 a—F i
Tz B CIE LA, IELOIIEEAE S W TREEA S 5 2.3,

 TRTCOY Y T IVHFERERE 2 /RS DU Tl R0 72 E—BE D S SR L7z
FfklE, WIEBRE & [ CRR 2 1 T2 38R L CHlER{TS T &

[ #E]
(1) EREME - BIRMY

Ay R ORIBIERR L J4EEN 6 ~ 60 AU/mL 3L T 200 ~ 250 AU/mL 1%
KIEHIRICHBNT, CVIO%LFTH %,

AFw hOMEHE, Clinical and Laboratory Standards Institute (CLSD 4 K5+
VEHES T o 120 2337V 194 Caw FOF v ) T L—2BXUaY ba—)b, 1
0y bRV 1) 7%, KRS BV T 3 1y b ORISR, 1 B ORERRZE FIVTHIlE L,
A 2 i (RERMAS R, 1M/ N> 7)) iIcB 0T 2oy FOEE, &1 B50KSRZ
FAWTHNE Uz, #2830)0id 5 HIMICIE D 1 H 2 [8] 5 SElE Uiz, #iRzROEKITR
K,

AERBERME FERM R
Fi51E SO V(% SO CV (%)
BT N RLU RLU RLU RLU RLU
FyUTL—KA 700 512 947 185 947 185
FvUTL—%B 700 7684 2969 39 319.2 42
FvyUTL—%C 700 36985 14003 38 14835 40
FyUTL—&D 700 51431 19200 37 20463 40
FyUTL—KE 700 74796  2646.1 35 28325 38
FvUJL—4F 700 149831 50952 34 55184 3.7

RIERBERYE RERg K
FifE SD VvV (%) SD Vv (%)
BT N AU/mL AU/mL AU/mL  AU/mL AU/mL

oy ba—)v 2100 0.2 0.36 AL 0.36 AL
ko> bo—)b 1 2100 29.9 1.69 5.67 1.84 6.17
ko> ba—)Lb2 2100 1544 8.69 5.63 9.20 5.96

A SI78| 1050 2148 9.43 4.39 10.46 4.87
P CTWWRLIET =2 ERERMEHITH O, Fhiik Tl a3 2" 3 e
H%.
O RRMBUEICIE. WAENHEBIE, WEMBERE. BEEBRENTENS.
(2) ~E

AFy FOEO A= g VISFIVOEEE FFEIL CMV-G » ZAFI1Ny 7 LT
HTHB, 3POHROEO I N—T g VSV EJIE L, tuaynN—ya v
7830V 1 BIOFSIRE RO RIS,

A+ b PFEILCNG - B FIXy 5

PEHR M (AU/mL) (AU/mL)

NIV OFHBEE Hv A T7{E:6.0AU/mML  Hw kA T1E 150 AU/mL
0 3.4(&M) 2.2
2 2.2z 1.8(F&1%)
7 2.5 (&) 1.7 (B21E)
10 1.7 (B2 1.8 (B21%)

BBI o 2

PTC901 17 4.9(kaM) 8.3 (&)
24 29.9 (F5 M%) 60.3 (F51%)
32 50.2 (B3 1) 97.7 (B3 1)
51 76.4 (R51%) 137.9 (’F31%)
67 91.9 (F51%) 153.7 (F51%)

¥ TORLIET—2R3RENGHITH Y SR TRELSMERERILANDS,
SWERSR DS, ATy RO IgG R CMV HiAREE @S, RD T T TART &S 1T,
REBEIC RS %%,
tO3>/\—3 3 /%) Profile Diagnostics RP-019
120.0
100.0 — A oo

N\
~

o /
£ 600
g /
400
/ (A FF 718 (60AU/mL)]
200 /
0.0—srrrsesp—rer O O O OO O OO OO O O
0 10 20 30 40 50 60 70 80 90 100 110 120 130
PEHR M DRFE B

¥ CTWRLET—2EEaay/)N— 3 2 8% )V RP-019 DREMNZHITH O,
B Tl B DR KT ENH D,

PIERIN &5 D O¥IEE, B MOPERR L GDETITS T L,

) HBIMRHRE
A1y M7l 6.0 AU/ML TH %,

(4) HERMEREERUREROEENE

1. ERSMEEABRAAR

Ay b PEIL CMV-G » £A F 1Ny & L ORI —5#E 98% U ETH
%, Mtk 1506 HlicDOWV T, IgGC R CMV fitko iz, 3 filiat (REMfis, FRAkdE
iR, Wil 7)) ICBWTAFY PEOTIE L, 5ic, ShikE PEIL
CMV-G + 4 F Ny 7 EMOTIE LI LT A, 12flIcD0WT, AF v b L PEIL
CMV-G « ZA F/ Xy & DRI TRBED RS 5N Tze FERERDRITRTH,

Y7L —HE 95%SFEMRF TR

feifn KA 99.33% 98.44%
(742/747)

2T 100.00% 98.59%
(259/259)

F RSN SN 99.00% 97.46%
(396/400)

BREEE A 97.00% 91.48%
(97/100)

EXON 99.20% 98.61%

(1494/1506)

¥ T TIORLIeT =2 ERENEHITH D . FHERTRREEZHMRERILAaND 5,



HIERSHRMNTERE L 72 121 CRFw M ITBWTHE 10 B, BEPE 2 61D 1D\ Tifillk © ROGIEFUCH T 2 A FIENR, TEFEZRT,
D 2 "Wk O TBINGERZ 1T > 72. BIEERTIEE, AFy McBOTHETH -7 s avYal—F

101005 5 8 BIMIEIEE T U, Bl TH- 7z 2 flid & b Ickatar Uiz, g
DR X ORI 2 RO KT,
BINEEREDRE BINEEREORNFREYE
95%{SEER R 95% SRR
el RE TR RN TR =®E RVZFLYFVa—VF I F VT 2 Z)VIT—F)b,
itk 100.00% 97.82% 99.14% 98.00% 7IMF UV LERE
(167/167) (575/580) H319 B AR
ULl A 100.00% 97.66% 100.00% 96.48% EUH032 i & DRI & D IR DI H ZDFET B
(156/156) (103/103)
B[] % % % % RENE
EoLGELS 100.00% 98.11% 98.55% 95.82% — —
IRk (193/193) (204/207) P264 Wihieid Fo & <5 T &
HETAS E E S s 2 z
BB A 100.00% 91.96% 100.00% 93.62% P280 REFE/ REK/ RERRRERT ST L.
(44/44) (56/56) HREE
2k 100.00% 99.34% 99.15% 98.34% P305+P351+P338 BRIC A > 7358 T AKCR IR S T & Xic
(560/560) (938/946) avaZ FLYAESALTOTABICNE 2581
5 CTIORL I F— S RENEHITH D . SIS 3R RTIEN DS, AT L, TORBIIERTSC L.
) P337+P313 RO < e EMDBE ) FUTRZIF BT &,
2. BER QS + BRI < Yot Rkl FUTEZITBT
F 1) T L— RIS TR E TV 5, BR
P501 NEW) | a7z YY) 75 )71k CHRET 5 L,

(e EXIFERWV EDEE]

(1) ERWE (fEpBsLLE) DER

s AFy FORETIE, & MRAZED IS . Miikid, HIV, HBV, HCV SFDEHD
BNHHZE0L LTHOES T e, MEICHTz> Td, EROEBRZEHT 2728,
HHOEK, BE. YAV BIOMOETFRZEA L, £ROICKZ2EXYy T 7
YR ThbENT L,

CEECAMETHEAT A EICIE, B PRB XU/ ERRREBENICEREED S
2UENETENTV D, affilE. (B - 8BEF (Fv FOEK)] £/ [BE-
BE (EAR)] 22T 2 &, b MHRYEE 2GS EMEY R e 2K
PEBE L BN T EZMEGET 2SN TWiRL, §XTOL bHDRYIEIZIBTE
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