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HISCL-5000 11152 00-16
A RE Oy bk
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HISCL M2BPGi ¥+ JL —#% 254002
HISCL M2BPGi > kO—Jb QNMB-002
HISCL #X&EEt v b 254007

EmxrVJL—3>

M2BPGi FAEE
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NC 2,094
1,349,187

PC 1,376,943

HorO—-LF—4
HISCL M2BPGi 3> O —Jb

Reference value (C.0.1.) Reference range (C.0.1.) C.O.L
Level 1 1.94

2. 1.40 ~ 2. 1.
(Lot No.QNMB-102) 00 0 60 %0
1.96
5.08

Level 2

4. 49 ~ 6.47 12
(Lot No.QNMB-202) %8 349~6 286
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1. ERBRE

3RO BT (KR 7 — Vi) 2 HwT
7% 10 [HEHER E 2 ATV, WE L O P39 & R AEAR
72 (SD) 7 b EFRE (CV) ZRKD 7. Z DR,
ZEIREL(CV) 12123 ~1.72% Th > 72 (F2).
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2. HEBRY%
SIEEOBHMTE (KIEEIX T —vini) BLO 2
BEOHMAI Y M=)V E VT 7 HEER 2 Sl
ExAT, WEMHEOVHE L FERE (SD) 6%
iRk (CV) ZRko7-. TofE, Z#igkk (cv)
13 1.05~298% CTH -7 (X3).

x2. EFHERM

n=10
M2BPGi (1% (1+) /& M2BPGi B34 (2+) IiliF M2BPGi 314 (2+) Ii&
C.O.l Level C.O.l Level C.O.l Level

1 1.30 1+ 4.07 2+ 12.55 2+

2 1.33 1+ 4.02 2+ 12.87 2+

3 1.36 1+ 4.06 2+ 12.78 2+

4 1.33 1+ 413 2+ 12.97 2+

5 1.34 1+ 3.98 2+ 12.70 2+

6 1.35 1+ 4.04 2+ 12.87 2+

7 1.34 1+ 4.07 2+ 1243 2+

8 1.34 1+ 413 2+ 12.37 2+

9 1.32 1+ 4.09 2+ 12.79 2+

10 1.33 1+ 3.90 2+ 12.83 2+

Ave. 1.334 — 4.049 — 12.716 —

Max. 1.36 — 413 — 12.97 —

Min. 1.30 — 3.90 — 12.37 —

SD 0.016 — 0.070 — 0.201 —

CV (%) 1.23 — 1.72 — 1.58 —

*3. HEBHM
n=7
a2 hA—JLA a>rrO—Ju2 7' — V& FRE NS = i [ N7

1EIE | 2EH| Ave | 1[EH | 2EB| Ave |1EE | 2EHE| Ave | 1[EIB | 2EE | Ave | 1EHE | 2HEH| Ave
C.O0l | C.Ol |COl|C.Ol|COl|COl|C.Ol|COl|COl]COl|CO.l|C.Ol]|C.O.l/|C.O./ | C.O.l.
10248 194 1.90 | 1.92 5.08 | 5.12 | 5.10 1.30 1.33 | 1.32 4.07 | 4.02 | 4.05 | 1255 | 1287 | 12.71
10BA 258 | 1.89 | 2.01 1.95 492 | 510 | 5.01 1.40 1.36 | 1.38 412 | 422 | 417 | 1341 | 13.63 | 13.52
1026 | 1.92 198 | 1.95 5.02 | 493 | 4.98 1.41 1.40 | 1.41 442 | 429 | 436 | 13.71 | 13.62 | 13.67
10 27H| 194 195 | 1.95 483 | 4.86 | 4.85 1.42 142 | 1.42 439 | 430 | 435 | 1423 | 13.55 | 13.89
10A 28H| 1.90 199 | 1.95 4.91 484 | 4.88 1.46 1.39 | 1.43 412 | 424 | 418 | 13.85 | 13.44 | 13.65
108 29H| 186 | 2.01 1.94 487 | 493 | 490 1.45 1.41 1.43 427 | 422 | 425 | 13.80 | 13.68 | 13.74
10 H30H| 1.86 193 | 1.90 488 | 492 | 490 1.41 1.45 1.43 425 | 419 | 422 | 13.63 | 13.34 | 13.49
Ave. 1.934 4.944 1.401 4.223 13.522
Max. 1.95 5.10 1.43 4.36 13.89
Min. 1.90 4.85 1.32 4.05 12.71
SD 0.0203 0.0895 0.0418 0.1073 0.3828
CV (%) 1.05 1.81 2.98 2.54 2.83
R 0.05 0.25 0.12 0.31 1.18
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3. RIMRERRE

IR EE B 7 — VI % B A FUE IS TR AR
L, 10 Edkeile L CotmE M4 A LT FY
Z DAER,
H/MRIEEE X 0.002 (C.OL) LLFTH -7z (FR4).

fili = 28D 12 TR/AMRIVEE 2 5K 72,

4. FRERE

iR L ORIREEEITE, 2REOHHa >
FE =V &R FEHARIC TS BEARL, 2 EillE

L AR A

REAN % 17 5 72,

Z DFER, M2BPGi

I PE—= VLI TE10%ZNNEEDLH - 72795

x4, RIRERE

HNAE
le(agc(a)..l,ffg 0.000 | 0.002 | 0.004 | 0.007 0.014 0.028 0.056 0.113 0.225 0.450 0.900
HIRGE 0 1/512 | 1/256 | 1/128 1/64 1/32 1/16 1/8 1/4 1/2 1/1
HAEE 2,114 | 5644 | 8627 | 15158 | 27,658 | 50,741 | 91,542 | 171,551 | 341,242 | 655,115 | 1,262,865
1,803 | 5,743 | 8,693 | 14,910 | 27,969 | 50,908 | 91,418 | 176,357 | 336,623 | 652,120 | 1,236,748
2,046 | 5703 | 8,854 | 15,245 | 27,978 | 51,387 | 93,408 | 175951 | 335,291 | 660,182 | 1,180,844
1,829 | 5,128 | 8,671 | 15664 | 27,228 | 52,780 | 91,002 | 177,686 | 328,367 | 650,863 | 1,248,221
2,028 | 5388 | 8,882 | 15394 | 28,222 | 49,736 | 94,642 | 175951 | 336,143 | 636,042 | 1,265,290
2,125 | 5,191 | 8,770 | 15,041 | 26,315 | 52,718 | 93,467 | 173,209 | 342,261 | 658,181 | 1,225,611
2,208 | 5607 | 8,495 | 15279 | 27,212 | 52,326 | 92,048 | 179,559 | 333,185 | 651,374 | 1,237,839
2,060 | 5232 | 8614 | 15314 | 27,417 | 51,162 | 91,075 | 172,563 | 327,496 | 651,030 | 1,241,372
2,012 | 5702 | 8,618 | 14,938 | 28,302 | 49,346 | 90,771 | 171,830 | 333,400 | 623,060 | 1,264,449
1,977 | 5367 | 8,466 | 14,681 | 26,972 | 50,773 | 91,540 | 174,969 | 336,970 | 641,794 | 1,200,351
T 2,020 | 5471 | 8669 | 15,162 | 27,527 | 51,188 | 92,091 | 174,963 | 335,098 | 647,976 | 1,236,359
SD 126 236 137 281 622 1,162 1,298 2,640 4,780 11,313 27,870
+2SD 2272 | 5942 | 8943 | 15724 | 28,770 | 53,513 | 94,687 | 180,243 | 344,658 | 670,603 | 1,292,100
-2SD 1,768 | 4,999 | 8,395 | 14,601 | 26,284 | 48,863 | 89,496 | 169,683 | 325537 | 625,349 | 1,180,618
EAERRE 0.89 0.65 0.85 0.60 0.40 0.29 0.28 0.19 0.14 0.09 0.06
RK{E 2,208 | 5743 | 8,882 | 15664 | 28,302 | 52,780 | 94,642 | 179,559 | 342,261 | 660,182 | 1,265,290
RME 1,803 | 5,128 | 8,466 | 14,681 | 26,315 | 49,346 | 90,771 | 171,551 | 327,496 | 623,060 | 1,180,844
A 405 615 416 983 1,987 3,434 3,871 8,008 14,765 37,122 84,446
cVv 6.2% | 43% | 1.6% 1.9% 2.3% 2.3% 1.4% 1.5% 1.4% 1.7% 2.3%
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14.00 (C.O.L) F CTHEMMENFEZR T 2K L H o 7. AU L B WEZ RIES N TV R WEHIETY 25,
COFRRIIHEIZ L ) BHP R L D720 TIE RV EARE 2 - 5 72012, AR TIE, ARIC &
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®5. FRERMEHR

(1) HEBaF %
M2BPGi I hO—Jb, I0i& 2 #l%& HISCL #RFFRAEICT 5 BEFRL, SHERRIEHE 2EBIEL, FREFEEERT 3.
(2) HERHER
RG> TIVGEAS
0 1/5 2/5 3/5 4/5 5/5
miEHRE 0uL 40 pL 80 uL 120 puL 160 pL 200 pL
HISCL #& A FRE 200 pL 160 pL 120 pL 80 uL 40 puL 0 uL
M2BPGi I> hO—JL L1 M2BPGi 3> hA—JL L2 | M2BPGi Fai#&fk (1) C.O.L. 5.0 | M2BPGi Fattiktk (2) C.O.I. 15.00
FIRE | AEE | ERE BIEE | HERE BIEE | HERE BIFE@ | ERE
(C.0.l) | (C.O0.l) (C.0.l) | (C.0.1) (C.0.l) | (C.0.l) (C.0.l) | (C.O.1)
0 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

1/5 0.39 0.39 100.0% 1.01 1.01 100.0% 0.80 0.80 100.0% 3.76 3.76 | 100.0%

2/5 0.85 0.77 109.7% 2.00 2.02 99.0% 1.60 1.59 100.6% 7.32 7.51 97.4%

3/5 1.22 1.16 105.2% 2.96 3.03 97.5% 2.44 2.39 102.1% | 10.61 11.27 94.1%

4/5 1.79 1.54 115.9% 3.93 4.04 97.3% 3.25 3.18 102.0% | 14.00 15.02 93.2%

5/5 1.99 1.93 103.1% 4.76 5.05 94.2% 4.03 3.98 101.3% | 16.32 18.78 86.9%
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18
45 - 6
4 -
~ 35 F = 14r
: o 12
O 3 )
e ,sL S ot
@ = £
5 2 6 8r
5 15| 9 6
. N
g b=
= 1+ 4
05 F 2
0 1 1 1 1 J 0 L L 1 1 J
0 1 2 3 4 5 0 1 2 3 4 5
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5. HEhHBEORE 72, FOREE EVUILVEY -Fli3189mgdL, ¥
R EE 7 — VIIE BB AR L 72T = v JVE Y - ClE 20.8 mg/dL, AIMLANEZ HE VI 500

7 ATITA(VARAY 7 AF), T¥F v 7 - RF mg/dL, FL¥1X 1,410 FTU, Y 7~ M FAF1Z 500

TITA(TARAY 7 AFE) BHRINL T8 % BE L IUmML T CTHEIIRO LN L0572 (R6).

x6. HEPHEOZE

EULES - F EUIES - FDE
0/5 1/5 2/5 3/5 4/5 5/5 M2BPGif3E (1+) ik
“YILE S - Filt
EYNE> FRE | 00 | 38 | 76 | 113 | 151 | 189 w 16
(mg/dL) o
co. 125 130| 124 1.20 1.23] 126 = 1.1
M2BPGifZ 1% T 1.21 1.23 1.25 1.23 1.22 1.24
(1+) #f | Mean | 1.230| 1.265| 1.245 | 1215 | 1.225| 1.250 0-6(-) . - e %
2527 | 100.0% | 104.0% | 99.2% | 96.0% | 98.4% | 100.8% U - PR (i)
>+ FigE (mg/dL
EUJLES - C EUJEY - CHOEE
0/5 | 1/5 | 2/5 | 3/5 | 4/5 | 5/5 M2BPGifztE (1+) &k
EUIEY - CRE _
JvE> -CRE |, 42 83 | 125 | 166 | 208 m 16
(mg/dL) K —
col 1.25 1.26 1.28 127 | 1.23 1.23 = 1.1
M2BPGifgtE | 1.22 1.26 1.24 1.22 1.22 1.27 06
(1+)#f& | Mean | 1.235| 1260| 1.260| 1.245| 1.225 | 1.250 °5 : 0 5 20
g2 | 100.0% | 100.8% | 102.4% | 101.6% | 98.4% | 98.4% EULES - CBIE (mgdl)
¢ Uizl (mg
BIMAESOE > BONETOE>ORE
0/5 | 1/5 | 2/5 | 3/5 | 4/5 | 5/5 M2BPGi3 % (1+) #&ik
BMAESOE R ]
ENVETAE L 100 | 200 | 300 | 400 | 500 w 18
(mg/dL) ®
co. 123] 124 120] 117 ] 120 1.23 = 1.1
M2BPGifgtt | 121 118| 120 | 122 1.19 1.19 06
(1+) #f& | Mean | 1220 1210] 1200 | 1.195 | 1.195 | 1.210 : T T T T '
0 100 200 300 400 500
2527 | 100.0% | 100.8% | 97.6% | 95.1% | 97.6% | 100.0% BHAT S OE B (o)
B ~iRE (mg
e EDRE
0/5 1/5 2/5 3/5 4/5 5/5 M2BPGifgt% (1+) 11k
pler i 0 282 | 564 | 846 | 1128 | 1410 @ 167
(FTU) fl‘:)
— , . —
co. 126] 125 | 124| 125 1.25 1.32 = 1.1]
M2BPGifgt | 124 127 | 121| 120| 1.24 1.28
(1+)#44 | Mean | 1.250| 1.260 | 1.225 | 1.225 | 1.245 | 1.300 0.6 — T
E/8E | 100.0% | 99.2% | 98.4% | 99.2% | 99.2% | 104.8% 0 200 400 600 ;00 1,000 1,200 1,400
FLERE (FTU)
)< b FEF )< b FEFDRE
0/5 1/5 2/5 3/5 4/5 5/5 M2BPGifgt% (1+) 115
RFE TR
AT R 0 100 | 200 | 300 | 400 | 500 m 167
(IU/mL w .
co. 135 1.40| 136| 138| 138] 135 = 1.1
M2BPGifgt | 133 1.30| 1.33| 134 135 130
(1+) #f% | Mean | 1.340| 1.350| 1.345| 1.360| 1.365| 1.325 0.6 T T T T 1
287 | 100.0% | 103.7% | 100.7% | 102.2% | 102.2% | 100.0% 0 100 200 300 400 500

U< b FEFEE (IU/mL)

I -
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6. Fib-4index & M+ERI

BEBREEIH 2 H v CHERGBATIZB T 5,
M2BPGifi (C.01) & Fib-4 index DAHBIRALR % #i5T L 72
ZOfER, HEREL =0.682, [FIJFT y=0.640x+0.026 T

Ho7 (X1).

M2BPGi (C.O.l.)

7. BE-BHEE

C RUBVEIF SR T4 44, BTN 34 24 TREAM L 72
ZORER, BREAIAHTIEEE 58 %, B iA 1% KL
86%, HFEEIT% THo72 (FR7).

o
| [
B e o
® ) °
o o
[
B [ ]
[ ] .
° ® o '.. n=69
B o o e y=0.640x+0.026
) ) ®
.. oo ©® R=0.682
P L AR
[
1 1 1 1 1
0 2 4 6 8 10
Fib-4 index
1. Fib-4 index & MHEEEM
xR7. BE - -BEE
CRISMITREE BEA a5t
M2BPGi B4 43mp64 3% 1 44
M2BPGi f&1% 31m103% 33 64
&5t 74 34 108
HERBEEHIC 21 BB £
BE 58%=86%
HRE 97%
7
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8. FHREMILR T —I L DR

S (R ) 0.421 (0.212) C.OL, JF#EHEIL

FephfERt s & LC, WA 344, mEHELTC A 7 — T FOF1 (Frkil44E) ©1.054 (0.813) C.O.L,
HUpE PR RF 2 B CHFAE R %2 1T L 72 67 24 & Weat L F2 T 2.109 (1.418) C.0.1., F3 T 3.048 (1.523)
72, FOREF, M2BPGifE (C.O.L) Zf#Ew AT, C.0.1., F4 T 8.360(0.184) C.OL TH-7-(%K8).

x8. MEREDOHRMILR T — T &

(C.0.1)
X4 Fi5(E EERE | T—48 | BIME RAE
’EA 0.421 0.2116 34 0.14 1.27
FOF1 1.054 0.8129 37 0.29 4.49
F2 2.109 1.4183 22 0.51 5.84
F3 3.048 1.5231 6 1.57 5.82
F4 8.36 0.1838 2 8.23 8.49
10 -
(]
8 -
= 6+
o
Q
]
&
N 4+
=
2
L]
0 1 1 1 1 1
BA FOF1 F2 F3 F4

L T — Y FRRLDED
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= =

Alnl, BEICH L CIHRENTH Y, HE Al
ZWi i TdH 5, HISCL-5000 % V72 HISCL M2BPGi
RO IR B L CERR YA 1 o 57 %
L7 TR, FEFIHMES JOHEBBEX
CV3.0% DN TH Y, /£ 0.002 (C.O.1)
PUF, EAMEIE 14.00 (C.OL) FTROLN. £
7o, REMEOWEM~NOEEIX, CYNVE Y - F
12189 mg/dL, E IV E ¥ - C i 20.8mg/dL, Il
ANEZ B E X500 mg/dl, FLYIX 1,410FTU, YV
~ M4 FRT1E 500 TUML ¥ CTHEEIIRD 51T,
FHEVEREISBIFCH 5.

F 72, LRI L S5 Fib-4 index & 1XH
S OB (r=0.682, y=0.640x+0.026) 2572 H
72, JEAK D OMET T, BEEEEEZHWEE L
LHEEOHBENEOONTWSY, C AT %
BE 44, BEN 3L TOREIR, HERMGHT
58% Td - 7= 5B EEH 12 M2BPGi D AL L
T2REBIAS 2L B AN 86N & o7z, TOREDS
GHRBALG O ML S B IS 2 L L T b 2 &8
RS, B E O FAEMAE O LEENE 2 5
N BEREIZIT% THo7-. AT &M E
72 - 72/ M2BPGi fii 1.27 (C.O.1) LIRMETH 1) Hite
fifl (1.00 il (C.0.1) ) B EFRE OS2 A Ik O
FIHE +2.55D D7z LEZ bt F7, FFAERK
% W4T L 72 67 FEBNZ BT 2 LA 7 — VD
T, EEE IS LI LA 7 — V25 B35
2\ M2BPGi D B AT 2 L DERR T & 72
A, F2 & F3 DA T — T M TIEMET AL 22 7
SN h o572 (P=0.165). TNHDFEIE, K
MAOHMEMR NI SN TEY, BREHLE

(=), (1+), (24) TOMERENEZ L 5T WD, (14)
& C RS VERF 25 (FO ~ F3) (ZHHIE L, (2+) [ ZT4f

% (F4) IZHIE LT 5.

Ltk BRETERBIEMEIC 2 BN L OME &
NLULENSHLEEZ LD, CHIEBMEIFLEEICE
A L= %) v SRR T AR EET
HBIERPEL N

I

ER:

HISCL-5000 % Fi\>7z HISCL M2BPGi i3 D ZA8E 1
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SUMMARY

The very important clinically to grasped the degree of the liver fibrosis in medical examination and treatment of
C type chronic hepatitis patient. We investigated the basic performance evaluation and consideration in the
clinical utility of liver fibrosis marker: Mac-2 binding protein, "M2BPGi™ Assay Kit", using the fully automated
immunoassay system "HISCL-5000". We obtained good within-run reproducibility, between-days reproducibility,
detection limit and linearity for the measured values of M2BPGi (C.0.1.). There was no effect of interfering
substances on the measured values. Correlation with Fib-4 index which is one of the liver fibrosis index were
obtained moderate correlation with the correlation coefficient r=0.682. Sensitivity and specificity of this reagent
in C type chronic hepatitis is 86% and 97%. And M2BPGi value (C.0.l) is a low value in healthy people and became
significantly higher with the progress of liver fibrosis stage by liver biopsy (New Inuyama classification) . These

findings demonstrate that the reagent is useful as a liver fibrosis marker.

M2BPGi, The Liver Fibrosis Marker, C Type Chronic Hepatitis




