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8. ACCURUN:/U—XInfectrol A-00, B-00, C-00, D-00 C{# Fi L T 57 B A B3 L ONVACCURUN S U — XInfectrol E-001%. HCV#i
1K HBsHUR, HBsHLIA, HIV125 A HEm TPHUARR M 36 L UOHCVRNA HIV1/2 RNAREME D Basematrix™ & L TRV £,

*1 Basematrix& (L MLIED DI T 4 7V p—2ab T4 NE =V T2 E AT, MIEISE OISR R L3RBT,

9. ARMOBIESREEZIVINETH7-01C, Infectrol B EE L7 0/ I L0HYET, ML, A AR KREEREFSR—L0—

(http:/iwww.jamt.or jp) HiZHVET 7 —# G LEBEGEIOE H 2 22 RS0,

(k- AERIESE)]

1 EHENCEEEGHL ., EIRICHELET,

2. LonEEDRHO THHZEEMRBL TPBIaZ L TRNEI Do ERHELET,
3. MR EZLonEMDH T, Hax BT EICRE L ET,

4. RIRLRIBROBIE S 1ETRHRELET,

(RIEREFEOHELE)

1. JEFESLHERROHEIZOWTIIR G L7 DR 2 I F 3R L OTRM SCEITES T TSV,

2. ARMIZEZBMEBRMASNTOET D, RAEA~OISPEIIEH T 200558 SO REE, ey b, MEREICL>TRRDIENRD
DET, gk TH 2 JIEL., BEFRFHM (B1: 15 H T220EHEL THH7-207 —#732SD (Standard deviations) LLN) ZHEL T T
S0,


http://www.jamt.or.jp/

3. KO H % DREMAKRELEHLZ5HE 1T, BEIE AL TOERIEOLEE Loy 28k, EE0HlME Lo R Lo Z23x—
Al ERRDIET,

4, ARfLEEHIWENZEE BEMEE AL TRIIICLTTFEN, Weblz kb7 —# 9 —E X hitp://www.jamt.or jpd>H2H 5
[ BT —& A EEBE nfectrolEEF I AT LN B ik DT —#& AL, Fikdk - 0y LD EHEELZERINDL L
ZREOWIZLET,

BEA EXGTBRR W EoEE)
1. BB (faRRBh k) OFE
(1) AEBIOWMEETOESIBEZ, AR, w27, PEIRESEEAL, RECHRBIIAD 720+ ER L TR,
(2) BHERORTTARAEEOPNEIZHER L - FEBRETHEAL TN, T2, TOENTOMRE, BT XL T RS,
(3) AMBLURROEIRNE T3 FHENEITo TRV,
(4) KRAEESIIGEIEL. D& AWIZE S MBEITHEHI LR T FEW,
. (5) . AEDTBE LIS AL, BAKTEORL, REISU T, EBROZEELZIT TTFEN,
REN (6) FAE. SRR LUIBA T Fliahk O RRIE ERBEREYIIR ~ = o 7 VIS HEC 72 5 CUER 350 IRILESR IR N U A
(B %48 325 FE500~5000ppm) 12305 2 1B LI A L T FEWY,
2. fFHEOEE
(1) BEEE B RSN BRE IR E > THEHL T REW,
(2) AR, K REO A 2 OF=L—HOarhar— LB O B BT LT T,
(3) AShIE. ROONIZIGANZ I E IR - EEL TTFEV,
(4) W, EERELTD, BRBIIL-2EHEZ D T, Ex FEHICL L TTURIEL TS,
(B) AR SEREZSELCTHEH TV, HENCOH/INIT 0, RE LA E W CRIEZ Eit L7255 1R G, iR
TRENEL, WEMPEEHTDRHREMERHET,
(6)  AShITERE ZBE T BT T R ICHEWVRIEL T R EW, RS AT E N ZBIEL CELWE RSB WA BBV E T,
(7) BAEMZIZBHE A AL, 60 H LI HL TTFEW,
(8) AFMITARHIRIPICITHAH TV, A2 #AMOMIE, BIE%60 B DAL OE A SRIFEESCIRIPIRREEDE o ha— /W I
WL RIETZENHLDTHEHA LRV T FE,
(9) AMOBREZIT. KNI BE X BIHME DI AIF—a AEELTREN,
(10) EWVZEDOHNR LOBALNHALN TG EITEIL TR,
3. BEELOEE
U728 5 BEIR . Mo 13, B sk O R E IR IR AL~ = 2 7 AT HE D= VR T 57 UFT O FIETRELTT

YA
(1) FA—rZL—712k0121°C 604y LA EAERE QI L E9, 72770, R ERE T N Y ARG A & e Y T4 — L — 7 LB
L2V T RV,

BOR (2) KEEMEFEEE TR DA (45 2hHE 3R I 500 ~5000ppm) (23040 E IR LI F 2 L C RSV, 72720 AEMEHI L OSE B ER 3D
72, FRUCr T IR RE AV TRS,

1) I NEF—)v
2) 7va—)v(EmHATS/— IV 710vv% A 7 a3 )—)L)

(A5 k- A2 AR
1. IFEFE: 2~8 CIZRA (ST ARFL TR RN, )
2. HZNWIR 245 7 (fF FEARRIZANME I FeH, BREIL1360 H LAN)

(ELEE BT )
3.5mL LKAV TT,
EIW AT v/ ARG — R TRV LET,

HFIAT 7 AT —F 50252-4  ACCURUN:-U—XInfectrol A-00 3.5ml 14 (SeraCare Life Science pdih=—K A001-9029-P)
BRAT v AR M= —R 50253-1  ACCURUNZU—Xlnfectrol B-00 3.5ml 17 (SeraCare Life Science p&in=2—K A001-9129-P)
BRAT v AR M= —R 50254-8  ACCURUNZU—XlInfectrol C-00 3.5ml 17 (SeraCare Life Science pdin=2—FK A001-9229-P)
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Accurun® >V —Xinfectrol®B: NAT7 A BE UG Ry MES:10204991, AT v 7 A& oy 111AFD, 1 #1FR:2018/05/26
Accurun® 2/ —Xlnfectrol®C: A7V BLUE 2y &5 :10204992, HFIAT v/ A& #iny h: 111AFD, i FH 11 [R:2018/05/27
Accurun® 2/ —Xinfectrol®D: AT VB L UE 2y & 5110204993, WFIAT v 7 2 &y h: 111AFE, i ] #FR:2018/06/01
Accurun® >/ —Xlinfectrol®E: SNAT7 A BLUE Ry MES:10204994, HFIAT v 7 A& vk 113AFE, f# H11MR:2018/06/01
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HE D HriEMREE Co S5

HCVHLIA S (2016411 H I E 1)

Accurun® ) —=x
(e =4 LAUA Infectrol®A Infectrol®B Infectrol®C Infectrol®D
Lot 10204997 Lot 10204991 Lot 10204992 Lot 10204993
7—%7 7K HCV -T7THvhk SICO 3.76 6.51 8.88 14.88
VIV AT L ARG —YPHCV (Prestoll/L.2400) c.o.L 3.1 6.6 10.3 32.6
N YVAT L AR® HCV (Prestol1/L.2400) C.0.l. 2.2 47 8.2 40.0
NV AN —VHCV (V391 2G1200,G60011,S) | C.O.I. 2.8 5.9 9.6 33.7
L YLZ® HCV (L3731 2G1200) C.o.l 3.3 7.0 115 52.3
LIV A® HCV (L3791 2G600 1T/S) C.O.l 3.2 6.9 11.9 55.7
R APHCVHL{A (B h25600) C.O.l 3.58 8.69 14.30 37.72
Z—Y® HCV Ab LPIAT X} (L-800) c.ol 5.24 10.20 13.86 19.72
T — AP E Anti-HCV 11 c.ol 1000 |k 1000 F 1000 |k 1000 |k
4L Centaur-HCVHLIA Index 5.4 1100 F 1100 110 E
E7 AR TOSOH |11 (HCVAD) Index 2.0 4.5 7.8 47.0
HISCL®HCV Abit#E c.o.l 1.0 2.3 3.8 17.9
ATAT T4 HCVHLIK c.o.l 3.41 7.90 13.76 35.60
HBsHUF 2 & (2016411 A I E1H)
Accurun® ) —=x
B s HLAT Infectrol®A Infectrol®B Infectrol®C Infectrol®D
Lot 10204997 Lot 10204991 Lot 10204992 Lot 10204993
7 —% 77K HBsAg QT - 7Rvhk 1U/mL 0.38 2.15 9.21 144.68
LUV AT L ZARPHBsAg (Prestol1/L2400) C.O.lL 3.4 20.7 97.1 1565.6
V3L AT L ARCHBSAG-HQ (Prestol1/L2400) IU/mL 0.275 1.661 7.289 123.537
IV UL R®I] HBsAG (VL2 9/L2G1200) Cc.o.L 2.4 13.7 60.3 851.5
S 28 HBSAG-HQ (/137 XL 2G1200) IU/mL 0.2686 1.5680 6.9777 118.3626
IV UL R®IT HBsAG (VL3791 AG600 11 /S) Cc.o.L 2.4 14.3 63.1 926.2
IV UL ZPHBSAG-HQ (L2 /UL ZG600 1T /S) 1U/mL 0.2738 1.5567 7.1050 120.5380
' A® HBsHUR (B R 25600) C.O.l 5.88 36.99 153.8 2038
T L— RO FEHBsAgII c.o.l 6.45 35.90 159.9 2386
7313 HBSHLRI Index 11.84 76.19 366.97 1000 L |
E7 AR TOSOH ] 11 (HBsAQ) IU/mL 0.15 0.99 4.01 88.43
HISCL®HBsAg 7t 1U/mL 0.22 1.43 6.61 112.15
A7 4T FA N HBsHUR IU/mL 0.24 1.47 6.18 94.01
AT A7 CLEIA HBsHUH c.o.l 4.2 26.6 110.4 1000 L |k
2:;:1;:&%{7LI}TE::}/’;ET? =8 51‘%&/;«‘{‘, A f ST HBHETRIFEEOLOT, 235 A %ICFA - OREy MCHIET 2L FE30Y, Z0O&HEVEB N2V L0bh - TEYET, Mk, ~ERMEZREL THLOMATEL TR ET 25, HEpRILE LT
B TPHLIAS % (20164-11 7 I E i)
Accurun® ) —=x
A AL Infectrol®A Infectrol®B Infectrol®C Infectrol®D
Lot 10204997 Lot 10204991 Lot 10204992 Lot 10204993
7—%7 27K TPAb - 7Rvh Sole) 6.31 10.35 13.47 19.88
JLIL AT L ARCTP (Prestol1/L2400) col 3.6 7.6 134 39.3
JLLR®IT TP-N (/L3731 2G1200) col 2.6 5.7 11.0 42.2
LIV ACI TP-N (JL3/%L G600 11/S) col 2.6 6.1 11.7 46.1
e A® TPHi{A (£ he25600) c.ol 12.6 27.9 54.4 216.8
T — 3 AR ANtI-TP c.ol 6.05 13.12 21.15 88.01
UVITPHLR (fig7) Index 9.68 17.28 21.36 28.38
E7 AR TOSOH] 11 (TPAD) Index 125 26.6 45.6 237.3
HISCL®TPAb 7K c.ol 2.4 55 104 44.3
AT4TTA TP col 5.0 10.0 16.7 47.5
LPIA-TP7 Ak (LPIA-NV7) mU/mL 63.81 137.39 276.45 600 ULk
LPIA-TPF X} (STACIA) mU/mL 62.83 144.35 276.32 600 VL |
TLET T ATPHLIA mU/mL 59.87 137.62 264.38 600 VL I
AF 4T —ATPLA TU 30.0 715 147.7 250 ULk
ADJFAINZ® F—13 TP U 35 71 137 240 VL
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HCVHLIAZ (2016411 H I E1HE)

Accurun® ) —=x

A Infectrol®A Infectrol®B Infectrol®C Infectrol®D
Lot 10204997 Lot 10204991 Lot 10204992 Lot 10204993
Z—>® HCV Ab PAT ARII + + + +
A=V IAvIF =AY —"HCV Ab + + + +
HBsHL 2 & {#(20164F 11 A I E fiE)
Accurun®> Y —Xx
A4 Infectrol®A Infectrol®B Infectrol®C Infectrol®D
Lot 10204997 Lot 10204991 Lot 10204992 Lot 10204993
TAT T A ™MHBsAg - + + +
IA I F =A% —® HBsAg - *1 + +
ZAFA7Y—®HBsAg Il - + + +
SAF 7Y h®-HBs - - + +
*1:+CHEFVVHIETLZ
fEaE TPHLIA S % (E(20164F11 1 7 i)
Accurun®> 'V —Xx
A HA Infectrol®A Infectrol®B Infectrol®C Infectrol®D
Lot 10204997 Lot 10204991 Lot 10204992 Lot 10204993
NRI=—2 E]]
aroTP (AR 801 1601 1280
FE———v—— 801 160{% 3201% 1280 1%
TATFAL™MTP + + + +
490 F =A%— TPAb - *2 + +
ZAFA7Y—2®-TPAb + + + +
TP~k (KW) - *) + +
FTA-ABS7 AR-SG-KIT (KW) + + + +

*2: 4+ THHHIETLE,

AccurunsY—XInfectrolE 5B L0177 Ly h 5110204994 (20164511 H I EfHE)
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