CORAXEELRATHOERAL TS,
Fr= BEBICHEDHDIITRELTEN TS,

RSN 2T 3K

B IR 58 KRR 51 22800EZX00056000

ERNSPrSIN

BEIFF XIS/ IIL AT ATV
I — RO &
Anti-HBc II

s [ EAZRIAGER]
1. AREIXEAZEHTHY, TN O B I ERA LRV TL
AN

2. JERE R SEERBZ WL, BEERRLIIN O Ry
LOFEC, Y ERIARR A BB L CLIZEW,

3. WRAFSCEICRREESN A B AR O AR THERAL
TLIEEW, FEd SN B R O - HEDSNCofE RIS
DOWTIE, JERE ROGHEMEEZRREL R ET,

4. HEREREE (Call KUY Cal2) lXEMILIE A5 % & A+ E 7, HBs
PR (Cal2 1EBR<) L B HIV LIk R OB HCV Hilko a3 e
RENTWET, 2Pl HBe HilAZEHL Qb Cal2 1Z f-7'1

EA T I R CERANRIRET IC KO NEPE LS T T, L,

FRIEMALFET TR H B Lo TR DY RV Z 522 DR FE
WCHEBR T 2L 1T TEARW e IBYERH DL DO L L THRIA LA
KL BHROCIZL ) SANTER L TLIEE N,

5. i 3 2 M ER O IRAT SCE K OVE R A A L <HE A R
PeoTHEALTLEEN,
(K- BEF (FYDERK)]
1. ZUIL—RAE Anti-HBc I
HERGRIR/F v 7 Dt
MP (M) / 4,
AN TNV a—T o TRt~ A 7 =T L
(SA &1 MP)
ik 0(R0O)/ A
LA4-VFF A h—1
(DTT)
Ak 1R/ 2
AL % HBC HiJi
(HBc $TR)
ik 2(R2) /&
vt F AL HBe VA€ /7 a—F iR
(B4 1kHt HBe HLiA)

FIZ2,2 -tV /)T =0 DS HBe vV AE/
Jr—F AR
(Ru(bpy); #E##%#1 HBc HiK)
F¥V7L—% 1(Call) /H*!
F¥V 7L —4 2(Cal2) /BH!
<fFJE >
RRLT~L
2. IUL—RBE FowiL(RIFE)
MR/ vy 7 DM
Zakv/H
[NA=1=0 %
HE) L2, ITHAEDETHERALTIZEN,
X1 eMIR KR & & A ET, FRL[ AR 0B L O
[ B3 HdR > R oM. Bl b (faBiik) o

sk 2021 4F 8 HET (BB 7 i)
* 2021 4F 2 AIGT (55 6 i)

cobas’

ERIZZRLU TS,

(EAEM]
3% L AE R o B BUFJe 7 AV A= 7 Hifk (Bl HBe Hiik) o
(B LTS A N AER DR WO 4 B))

[RIERE]

Ay NI, Mg T mER OB HBe Pkt 2b0 T, BX
(Lo I E T (ECLIA 1) 2 EREELTO0ET VL # 1 X
JEELTHRIE R Y 1,4-CF AR Ab—L(DTDZEMZ A F 2 —
TarLET, # 2 ML GE T HBe iR (HBe Hif) %
MRALFaX—ar LET, SHIZE 3 UL TELF kit
HBc =V AE /77— HikEe 4 F Abht HBe Hiik), hUA(Q2,2°-
eV LT =y A(IDE#HT HBe ~URAE/7r—F LR
(Ru(bpy); #Z5841 HBe PR L PAN T RT eV a—T 0 7Rtk
~ A7 —=T 47 V(SA BEPE MP) &I Z A Fa—ar L ET,
BOSRA AR E B MRBIL, BEIIZED SA Rtk MP ZFEMRIC
BT ES, WIS T a7 25| L, RESHERELE
T(B/F 538, SA Batt: MP 125 L T % Rulbpy)s £a%#T HBc $U
1RD Rulbpy); 1%, BMA~DOREIZLDEE L, N7 BE LTI TO
B IC UG I KON R & MR 3 0 ¢, FiE R M CORIEHMES
HE G E TIELET, FEROBRIEZLIZF U7 L — 203
HEND A NATEEF R L, Dy bd T AT v 7 2L0BIR T OFT
HBc Bk O a2 1E L £9,

[ #EE LDTE]
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1. AIEHAMOME - FIUE
B R : L K M (o~ <V EDTA)
MEREOZZEM:: 20~25°CT 7 B M.
2~8°CT 14 HIM.
-20°C(£5C) T3 » HHLE
(BURE AR 5 (B E0)
B E OFEBUC Lo TiE, WIER RICHELE KT TIHERHY
EFO TR MAE ORGE T ORI TIEEY,
L) D B D IR RS LT iR, 40K U E 2T O MARIL,
AT DB EETT - TTEE Y,
T AT ND LR ER/ T HBECa he— i, WIEICERL
IRNTLIEENY,
I L DR E ~ DB BIEET D720 | BEaRIZERE LIk
KOFr )7L —203 2 ReE LUNIZRIE L TLIEE N,
Mm%, MAELIA OB CORE T TEETA,
St 24 BERECAPICER IS U7 MR AR X B 3B 2 L3 /]
BETY 29, L BICERIEN - ERB O R EMIT 20~25C
T3 HML, 2~8CT7 HM. WUREAMAEIT 3 BIETLRET,
2. BHEME-HEEF

1) TRIOCRTHEPARLOWEICE 2 D EBEHERALIZE
A, TROFSREFTITHEIZG 25 EEIILL T O
PHNTLT-,

HNFTAL T I A >1.0 DI : +20%LLP

BT TA T I AL1.0 DR : +0.20 AN

e W

Wil (~EZary) 1,000 mg/dL
HIE (BULEY) 66 mg/dL
JLE (S hTUEVR) 2,000 mg/dL
TNT I 7 g/dL
IgG 7 g/dL
IgA 1.6 g/dL
IgM 1 g/dL
V< F K+ 1,200 TU/mL
4T (B X3 By) 1,200 ng/mL

(2) 16 FEO—EARIREENAGHOWEIZE 2 DB In-

vitro FER CHEFRLT-LZA, W BIIRO LN ETA TL,



3)  TRITTRT 7 FOIEANZHONWT, RBOREIZE 255
A% In-vitro AR CTHERLIZEZA, TEDORE F T

ITROLIFETATL,
FEF VRN
R HF—T o —2a 0.036 mg/L
ARYA B =Tz a-2b 0.036 mg/L.
A A S 300 mg/L
TTRE L 10 mg/L
T HEL 1 mg/L
T JIREIV 600 mg/L
TAET 245 mg/L

@) AT AT, IR RIOSE PN FELT S 75D
TS R L CL IR R RS & 58 RICH E TERW
BaBHIET,

3. ZOith

ARFRFEIT /3R 8000 (Fus ALFEH €801 BV =—/L) (T TX
F9, EOIF O TR/ AR OV TT L ETRBIWA
DRI,

(RE-AE(EEFRR)]

1. REOHRAE
1) IHVIL—2RFEE Anti-HBc I

O]

@

HE/VOMP R K 0. HE 1 RURKE 2

ZOFETHALIZE,

F1)TL—4(Call RV Cal2)

Xy T A UTIREE THINE TRV I ICEE e RN

L. Fvy 7 & F, =2/ — R Fx AT (5]

FENCH Y B/ Ny ST ELE T, ZOR, Fr) T L —

SR RNEZI2NIIITER L TR,
Call—=BX vy I DX v )IL—48%H
Cal2—EX vy I DX+ IL—4R3H

MBS, AT OR LT~V E SRR TP E

W, ZOBR BRI o T- TR LTS

W EBIZEHALZNF VT L — 200 2~

BCRIFLTLIZEWN  F vy 7 DEMANI IR T EHL

RNIIICREDOREETRTE, AL TTZE0,

(2) THL—IREE TOtwIL(FIFE)
ZOFETMHALIZE,
2. REORTEM
(1) IHVIL—LREE Anti-HBc I

O]

@

HE/VOMP K. K 0. iK1 RURK 2)
RBHERG: 2~8C T AR ETRE
HERR I 16 B2 E
F1)TL—%(Call R Cal2)
RBRE : 2~8°C Tl IR ET&RE
BREL :2~8°CT 16 WH L E
(B A ZBAEL THDD % EME)
Hae b :20~25°CC 1 [B]0> {5 AT RE

(2) ITHL—IREE Tl (FIFE)
HRBAEE: 15~25CTHEAMIRETLE
PR 121 AMZEE
3. BlEMELGHRE-B/M-HE
cRA 8000 (FfE ALEEFH €801 EV 2— /L) il (ZDIEND
i ATREZR AR I DWW TR A E TRV A bR IZE W)
cT— A FLFarha—)b Anti-HBc T
IO —V R )R M
TN —V A TLI)—r G2
CTIN—VR T A TS /FvT G2
) )L— A PC/CC Ay G2
«x7N—3Z DU LFC 1w/ G2
s )— A PW ] LFC v 7 G2
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CTII—T A TR INAT IV

il ORI, AR OWRA SCE R OB B4 2 S 2S00,
Fo BRI IO TGN RV ET O T, TR EREN
TEWELZDEEAEFE TRV A ELEEN,

BERZE

(1) RIEEER

D TIL—YRFE Anti-HBc I

(a) HERADRE/NVIDEKE
B ORI~ F— D — TR a2y LT,
FRIKTTLNL TN TLEE N,

X7 OBEBIL, BERY B BIRICIT O ET,
%I, TOEERBORE~F—T v —ITR
FLTLIEE,

(b) BWBRADATEHFDEE
FTEDNE IR EE Y M LET,

FERRA~ORE FIEOFEMIT, MR OBk EL 2
HRLCLIZ&wY,

() F¥YJL—3v
ARFIHEH T A AL —F VT L —var T —Hi%,
ANy W) T —EDONN—a—R K VE
TEEINDF YT L —a RIS TOVE
T, TARE—F YT —ar T — 2 AR O E
IZH G ST, ¥V T L —ar 2 TVET,
ZOXXVTL—aAliE ¥y 7L —% (Call K
Cal2) LT,

7) ¥xUT L —FERMEENG L. 20~25CIZEL
Ex
Xy T HUIDREE T 8N TR WD ITREIT
IRFIL. vy 7 & BHIT, Call, Cal2 235 L CHl
EENDINTHERRICEYNLET, ZORE, x>
T OEADRIEOMFITEFL RSN, 35
L TCOAHATTBYERNTLIZE0,

A) Yo TV TR THOX YT —2T, BELT
LFZEWN T LI YT L—2 1 RIZo
& 1 BlOHJE FHETT,

) FHLv ey hORIEAEFEHTL56, MR E
LTk 24 RERILAN OFTLWEREE Sy 7% [T
VT HY T L —aEfToTLIESN, ZOF v
V7V —vary s =4, FA—ry MR Sy 7T
EHENDF )T L —a(L-Ca) b LT, Hds
IZRiERSINET,

) RS AR T L — ar OMIE - AT,
LT TT, LLARRG, BEFEHRET
MENECTEAIR T T —avsk
1ToTLIEEN,

1 DORIE Ay V% 28 HHTHEWEDLGE:

L5 L-Cal 1%, 8 MAEZITY, ZOMF+vI7
L— a3 ARECY, 7272 LR~y M TH, 8
W 1 L-Cal Z#HHTLTIZEY,

1 SOOIy r% 28 BB THAT 854
28 HRZ 1 EZ2ORIE NI TRy T L —g
VLTKEEWD, ZOBOF )T L —ar T —4
i3, ZORE A7 IZORF XXV T —Ta
U(R-Ca)& LT, SR ICREERSNET,

XU T L —rar gL, ST b — LA

BIEL, RS HEZIT > TOLRIKRIEEZIT> T

&,

@ IVN—REE To+)L(I5)

FERRA~DORRE FIEOFEMIT . A OBk ES 2

FRLCLZ&WY,



5.

VAT TRV TLIZE N,
(2) BIEGEER)

OF 1 SOS:RER ORI 0OTDEMZ SIS ET,

@ 52 KOG ke 1 (HBe HUR) 2 MA S SEET,

@ 5 3 Rt R 2 (B4 F Ak HBe HiA, Rulbpy);
FEEEPT HBe Hii) 2 Y MP ¥ (SA B&E MP) 2z
RSSEET,

@ RIGRATRERE MK SIL, BEICEY SA Rk
MP Z B 5[ E T ET,

® TeuA(NTaEATIV)EWRSIL, REUSHEER

ELUETB/F 558,
SA B&PE MP IZHEA LTV % Rubpy); Ei#%HT HBc $1
&0 Rulbpy); 1%, BAB~ORIEICEDEE L, N 7R
E LTI ORISRV S 20 3D
T, FrERFHCOFE IR E A BT 5 CRIEL
7,

® FEROBIEEZLIZXXVT L —XORNIRENGT v b
FA7MEEFHREL, DA T AT w7 ALK TF O
HBc HUROBME U a2 B E LT,

1) BRAERENS (22232 8000 (e801 EY 2—/L) DIEA)

%1 RG

Fff (24 1 L) RO 06 1 ESE |
| 3TCTAYFa—ay |
% 2 KOt

<— AR 1361 L)
4

| 3T CTAFa—Tay |
95 3 Bt

<— R K266 L), MPER(18 1 L)
A
3T CTALFaX—Tal a7\,
SR A E B A5 |

\ ((— “at

B/F 4y

| v oECkmrmiem | meesm 2r s

RBEERE

RS, =/ L —3 R FLFarha—/L Anti-HBc I (3]
TRV T HLIEE Y,

FEEE BT e b 24 BERINC 1 IO FHEEHESEL CET,
v hr—/LOREMATFEHPANICH D ZEEMEREL T DR
RRIEEAT-TLIZE,

(AIERROHIEX]

1.

2.

3.

HYbF T T VIR (CO DEH
Fy U7 —# (Call J O Cal2) NBAFLITREIREE VT,
UTORDSH A7 EEFHLET,

H A7 fE=0.41 X (Call DFEIEHRE) +(Cal2 DIELIRE)
W, RO FENTREE L T o b A 7S, LT ORUC KD # i
DI WA T AT I A(COD ZRHLET,

RRIRDFESBRAE
HybAT AT w7 A(COI) =
Ty b A7l
RIEBRDOHIEE
Ptk :Col > 1.0
Btk :COl = 1.0

HEROHEICHAMNDIE
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(1) BB REGZLEIL, S5IC 2 EREICELDHRIES
HESEL 9, 2 HIEIC LD FIE DR A, 2 [&t COI
>1.0 OHEEIFRMELLET, 2 5L 1 [T COI=
1.0 OBEIT, FHRBIELLET, FHRBEOSEAIT, B
B A MOMRA KRR CEERTER 2R L TR A RIS
HIWr L TLIEEN,

(2 WEREPEETHTH, VAV RY BV (Y%
R CE DB ETITARDHIM) & ORI Tk
DHURPEHBEDNE TLTWARAERHHD T, EELTL
7280,

(3) HCAEREBEEOMEE RIS E | JERRR K
IS Z0HBD T, JIE RS FIFES<B M oOR AR
B RAE IR 2B B L CGRATITHIBIL TSN,

(tRE]

1.

TE#E
[k F & (BT IR) O GR#ICHE Y, R - IERe M - R P B
PEDEFRREAT 125G, TR EICESLET,
(1) RRERR
Rt B SRR OV B R 2 e+ h L&, %
nENEME R OBt R LET,
(2) IEREMERER
Rtk BT SR e OSBRSS 2 e+ h L&, 2
nENEEL OBEEZ RLUET,
(3) FIFBEMERR
F—& PR 3 BIFMICHET DL, AR R
BHEI T TR, S BARBNI T X CHIEE RLE
T
EERAME
PR B A UEHIHT HBe HUiRfarEEMiLE T3 (COL: 1.3 LA k|
2.6 L),
Bo A B ROEH 35T HBe HUARa ke MiiEIZHT HBe Hrikptt
MMILEE TN THEIL 7260 T4 (COI:0.2 LAk, 0.8 LAF),
4) JMEHRE
0.8 1U/mL L3
%3 The anti-HBc-Reference Material WHO Standard
(NIBSC 95/522)% [t & Bl fn i& AR L 7=t 771
% FAWTRREHE R
AR BR B AR
(1) AGLEMAEEEFLE, (ECLIA 1) LOMBIMEMELI- LA,
295 Bl MIFRRAIC IS W C B ERESBHh E L 2,

B 7 L
5k (£33
itk 146 0
=]
A Ktk 0 149

AR—HH:100%
Q) AHBEMAREFRLE (CLIA 1) LA BELI-L2 A,
394 B MIFRIRICIBC BAF AR ESEL T Y,

BEAF LS,
|7 =3
|2 150 0
=]
A Btk 0 244

AR—HH:100%
(3)  MIEREEMIERAEOMBEERFILIZEZA, 61 BlD
BMIRIZB W TR 2SSO ELE Y,

DIRGECRES
it fe
[ i 30 0
LS (=4S 0 31
AR5 :100%
BREROEEYNE

The anti-HBc-Reference Material WHO Standard (NIBSC 95/522)



4.

5.

FRERAREE

FR 2 72 PR BRSO HBV JYeaE JVERIR U7/ K 793 fil& v

CHRRRIMEEZ RO ELTZ Y,

A dih fiik

PR B L A

ol
5

£ (%)

[ Eestia

HBV B

(Bt HBc BG4
HBsAg Bitk)

568 568 568

100

AR 2 HBV e

(Pt HBc HrikpsE
HBsAg &, 56 56 56
L HBs HUiRBG M,
Pt HBe HUiREENE)

100

TRAT T A X%
HBV BEfE R
(Bt HBc BB,
HBsAg fatk,
L HBs Hrikkz!:,
Bt HBe HUIRBGIE)

100

TRAT T A X%
HBV BEAE R
(HT HBc Hikpimt:
HBsAg F&tk,
L HBs HUiRBG M,
Bt HBe HUIRBGIE)

160 160 160

100

At 793 793 793

100

PREF RN
Ffikﬁuiﬁﬁi N—F UK, &

BT B W e O e ik & & e
42 20,101 1% AT ARG OBERA R RAEZFHEL LI Y,

K37 iR 959 [EAZS D] 959
N Y0 e | e B O lmeEpg| °
BRIRORFE | B HETAE | TP | s
(%) (%)
ﬁk@ﬁﬁ& 8,163 | 99.93 [99.84-99.97| 99.93 (99.84-99.97
(1. 375)
[INIIETEEN
(EDTA fiL15) 9,162 | 99.88 [99.78-99.94| 99.88 [99.78-99.94
I—F R | 997 100 | 99.60-100 | 100 | 99.60-100
BATERERA | 779 | 99.13 [97.99-99.72| 99.31 [98.23-99.81
LRI IREN 1,000 | 100 | 99.62-100 | 100 | 99.62-100

D )| T v Y e S R 4 e
X5 2 ERIEICLD PG RN S FEAmRS
SITEHEE

HERE R E A K ﬂ“T PEDH AR 309 Hi% VTR

ELIZEZA, RAERNIRDONFEFATLIZ Y,

MTERE RN A BT T FTREVED B DR IAR LI, IRODFEIH D

HReEZHEzT,

(1) HAV, HCV, CMV, EBV, HIV, HSV, &, V7T X~

JUR | MEE N AR R — =Sk T A PR A G TR iR
2)  E. coli IRk
(3)  HAV KWNHBV (2K 507 F L BaRith O R
@ FHETANVAPETIIE B OB
(5)  HChEEE TR (ANA K OSLE)

sx[ A EXITERL EDFE]

1.

HRikL £ (FERRRGIE) DFE
(1) BRAE K OARGHD B N

I, D EC RS, ERSERL

DR O IREIA & N9 5728 0 RIS

NARVEICEFL TSN,
Bl TEEN,
@ RESES>THRMNICASB AT, B

F= WE

TERE T HRITESF

IZKTLwWwH

WV T 7R E DIGBALE ZIT UV, LEBRHITE

BT Y Tl %S TIESN,
(3) WIS TR K USRI
REDOKTHWRL TLIEEW,

LI

XL BB
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(4)

(5)

)

(M

®

REEZIFLIBS
Wy,
FRA ST MK B SRRk 53 % & ToREAIE (Call KON Cal2)
FIELTS AL, R R ER A CE 2R IR E 1,000
ppm,0.1%)72E D FHIRZHEHL TLwH Sl ’&'t-érﬁizo
TLEEW, 7o, WEMDBRTIT, T2 RO PRI
DFERHELTLIZE,
TR AR B OV i % B 1505 35 I IR A LM L7
TLIEEYY,
TR K& O MR SRR 53 2 Bt el ek (Call J O Cal2)
I% HIV, HBV, HCV 72 DA VAL DRI DO fE R H
HLHLOELU TRV MR ST A Lz B4
IS EARKIRE A T 121CT 20 4y IS0 Nk
B AVER AT 570, RIS R ERA (20 FE I 1,000 ppm,
0.1%) 12 1 FELL BRI 3EEL TIZS0n, Zh
HOEZETFIE, Cwd SANTHZREITo TLIZEN,
ATV — S RITBENRSHD 2-AT L
AT T —N=3QH) A HERRE N G EFNTNETOT,
H&#&L\ FUISANTEREL TR,

WK TARL THHREE- TS

@

@)

3

“

)
6)

M

®

(©)

(10)

(11)

(12)

(13)

(14)

ﬁi&o?ﬁﬁuuﬂiﬁ;‘)ﬂmkm%ﬁiﬁﬁb FORER AT

7RENHT D BT L7 W T7EE,

I I TIPS B TIRTFL . B SE 270 L 18

EDOLM U TRIFLIZD O AR A HE - 0%

fEH LN TLEE N,

2y O BAe DRI TR S TR AR b Tl L

TRNTLIES Y,

RIS 71 3E T 2R

RO LIRNTLIEE N,

RFID Z¥bHL 700 | RIS 72N TLIEE LY,

HIE ORTNL T X TORIELPERBF OKIAOH B

L TLIEEN, KIERHLG A TR TIZE N,

T ARTOREENLORAT UESE TR 2 TR TS

&,

T ARTCORIEVLBH B T 55 1 RR

TLIEEEN,

HE M OPedE R O TR T SRR 2 L 7KE

AKIFHWRNTLIZE N,

BRI RTC 20~25CIZERL ., LB TIEEN,

72720 LIRVIRETD  JESL T LA e7EE 0y,

Asu“u%{ﬁuﬁ“élwz;t Xy 7 ORITRIEE TR D
, MEDORETHRFEL TIESY,

Asuu%ﬁﬂh“élwzi Xy OEITRIEE TR D
, MEOWRETHEAL TES0,

/zﬁﬁfnm/w«/u X, my MEEL

I EH LRV TLIEEN,

AT LA A= A )l

FLAA DR THEALTTZS N,

. TE{EAE (Water bath 72&) (2

THRAE M D5 Yt LT

o TWET, Bllmyh

WEINTOETOT,

BREEDIE

(D

@)

(©))

MBIV AU BRI HOWTIT., AR L LRI

SUTWHFOMILEAT > TLIZEN, Fo, TNOHEFEFHET D
AT, BEEFIRC > TEDONIHUEICHE-TL

72EW,

ER% OB MEBREIET 256 120%, BRIEWICET8E

T TR BEREN) SULPE EFE M 70 & IXRI L TLBLL

L&,

BEHET HRMT. KB

LTEEN,

TG VRS OB R B L AL



(@) BRI E DT U A, KT SRR (A %) [FEuLEh k]

HESRIREE 1,000 ppm, 0.1%)72E OIEFHIREHE AL CLww) QY 2 XAT T ) AT 4 ) AR 4

SANTHER S TS, 728 JHEMABRITIE, 248 WAL ==Y a—ar 2 —

DFAZR LI FEREL TTESV, T108-0075 HLAUHIHEX MRS 1-2-701
(G)  Fuk (BITE) BRI O EEFEIET DL AR T VIR TY—&A¥ )L 0120-600-152

(o= R ZY—2BL) IRA LN TSN,
4. ZTOMOEE
A EDMEMEIT AR Em OB E R R L E 328, Rk
722 A LA LA NSV ET O T, LEIZSCUTHBEMEIZD
WTRFSNDZEEBEIDLET,

(AP & - AR ]

[RERFTEEFEDKA XIEBFFRTIER]
T a s BAT T ) AT 4o 7 AR S
T108-0075 HLFUHIHEX RS 1-2-70
ZY—FA¥ L1 0120-600-152

1. EFBAZE COBAS is a trademark of Roche.
(1) IH—LREE Anti-HBo I ANZRRUIIIIL—Y RIE Roche DEHZTT
2~8C THRIFL TIEEW(HAE I LBE T TIEEWY),
LA S 72N TLTES W,
(2) ITHL—IREE T/l (FI5E)
15~25°C THRIEL T EW RS 1308 TLIEEWY),
T VAN AN Q=N
2. BHHME
(1) IHVIL—LRFE Anti-HBc I
13 %A
i A R (Exp IXAMEICRR#E L T £,
(2) ITHL—IREE T/l (FI5E)

24 %A
f F IR (Exp SIS IZRLHR L TV £,
3 G- 20d)
IHI—REE Anti-HBcII (S300) 300 7Rk
MP & (M) 1X12.4 mL
AE 0 (RO) 1X6.3 mL
A1 (R1) 1X15.8 mL
itk 2 (R2) 1X15.8 mL
Call 1X1.0 mL
Cal2 1X1.0 mL
<A@ dh >

RRLF~UL Call J TN Cal2 H

IFL—LREE TOwIL G2(FIFE)*e

ok 2X2 L XIE2X21.X2

X6 e801 EVa— /DT aEIE, EOMDET 2—/L (e601 KN
€602 EVa— W)X nET A, 2, 601 KO
€602 EVa—/L DT /L e801 EY a— /WITHEMICA
NEA, TARHRERENTSWELZLEEETRWED
HLIEEY,

(€234

1) Blackburn, G.F. et al. Electrochemiluminescence Detection for
Development of Immunoassays and DNA Probe Assays for Clinical
Diagnostics. Clin.Chem. 1991, 37(9), p.1,534~1,539.

2) Proposal for the Validation of Anti-HIV-1/2 or HIV Ag/Ab
Combination Assays, anti-HCV-Assays, HBsAg and Anti-HBc
assays for Use with Cadaveric Samples; PEI 08/05/2014.

3)  Commission Directive 2006/17/EC of 8 February 2006
implementing Directive 2004/23/EC of the European Parliament
and of the Council as regards certain technical requirements for
the donation, procurement and testing of human tissues and cells.

4 HitT—#

0%2-F(PIJAFwIABR et

5/5 08140138 001-G



