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~ 0.020 IU/mL THh > Tz,

(5) DEFEM

HBV B BEHO IO, A%y b ORERSRICS X 2 BB OV TR 3
Tedh, 28 BTV —OMIk, & 294 BIZERIE Uiz, 290 BIMIEMET, 4 BIAAF Y K
BRI HBs HiUMEF v M XTI Th o7, Thb 4HE T, HBsAg -
7R b (R 35 K OO HBs FUHER A & 2 Al TRt & iR S .
AR HIERE R KITR T,

RO HBs HFMEF v b
Bt Bt

wFv b &+ b

ATFd)— n Bt | BE | B | Bl
YA R AHaTAIVA (CMV) 10 10 0 0 0
Epstein-Barr 7 )L A (EBV) 10 10 0 0 0
Bl Z 10 10 0 0 0
AT A VA (HAV) 10 10 0 0 0
i At Mtk (HAMA) Btk 15 15 0 0 0
C IR A VA (HCV) 10 10 0 0 0
b MUEARY A VA (HIV-1) 10 10 0 0 0
[EIRALEEIE PN 10 10 0 0 0
bt MUEARY A VA (HIV-2) 17 14 0 0 3
JEIART 10 10 0 0 0
BNV RZAY A )V A (HSV) 10 10 0 0 0
[ A A 10 10 0 0 0
t TR s> )V A (HTLV-1/2)| 9 9 0 0 0
T. pallidum 2 0 0 0
N. gonorrhea 9 9 0 0 0
C. trachomatis 7 0 0 0
T. cruzi 10 10 0 0 0
U FKT- (RF) 10 10 0 0 0
ik (ANA) 10 10 0 0 0
WY 15 15 0 0 0
LR REE] 15 14 0 0 1
IEbRTZ Y] 15 15 0 0 0
i3] 10 10 0 0 0
Hro— M/ a7y Vi (gM)| 10 10 0 0 0
Hrm— e/ a 7y Ve (1g6)| 10 10 0 0 0
2 FE Pkl 10 10 0 0 0
A VTV HT Y F RS 10 10 0 0 0
MENT 10 10 0 0 0
it 294 | 290 0 0 4

(6) rOoavnN—yav

AFv hOvTaYNR—D 5 YRIKICHT 2, TTilRO HBs HUEHIEF v k¥
L% H 5 \WNEENLLETH B, dili HBY £ 13 28— 5 853 )L 30 il 4%
FBEUHBsAg - 7Ry b (RS THEL. krayns—ys Uikicnd s
ORI R 1T Tz O HBs HUBIEF v ¥ & Holis U =4 R (R £&197 6 %
TR,

AFv b RO HBs ABCAEF v k¥
MR D 5/CO S/CO
JXZRIVID EESEISESd 5% S/CO = 1.00 F51E S/CO = 1.00
0 031 0.39
3 0.74 0.70
6271 7 1.88 1.81
12 14.41 9.49
18 113.86 56.70
0 0.59 0.64
4 1.32 091
PHM 925 8 248 1.87
14 5.69 4.10
17 6.72 3.46
0 0.50 0.41
3 4.95 228
PHM 930 8 4338 19.73
12 124.59 47.42
15 321.30 11232
2 0.79 0.69
7 4.01 2.26
PHM 933 9 9.07 4.85
16 45.03 2230
144 2715.52 823.14
0 0.17 0.72
3 0.16 0.39
6273 7 0.25 0.55
14 1.05 1.02
25 20.99 13.84
30 158.83 73.40
0 0.36 0.42
2 0.49 0.60
11002 7 1.59 1.55
9 2.40 2.08
35 1612.66 379.66
39 403.92 232.20
Tl HBV R 3 >/8—=2 3 28V 12 BlEAFy b BXCENTHRE QT
% HBs HUHIEF v b2 AW THLE Uiz, AREMZREERER 4 512 2R T,
AFv b MR HBs HFAIEF v b
ERIED S/CO S/CO
INZRIVID fESGI=E 1 S/CO = 1.0 fMES/CO = 1.0
0 031 BEPE <10 Rt
3 0.74 [543 <10 5363
6271 7 1.88 it 1.5 it
12 14.41 7] 7.6 1%
18 113.86 it 62.6 it
0 0.17 (=341 <10 Bt
0.16 &t <10 REtE
6273 7 0.25 (=44 <10 [=3k3
14 1.05 713 <10 REtE
25 20.99 [Z1:3 5.6 1%
30 158.83 it 20.9 773




wFv b HfRD HBs ARREF Y b+
ER %D 5/€0 5/€0

NZIVID | $ZBE%K 5% S/CO = 1.0 B S/CO = 1.0
0 0.25 [=3K3 <10 =465
22 0.27 (=353 <10 (=443
24 0.27 (£33 <10 (535
29 0.52 (2343 <10 (=445
6286 33 1.74 21k 13 213
36 5.58 713 2.9 13
40 7.88 7] 4.0 7]
44 48.96 [E7]E3 22.3 it
47 157.95 713 67.7 213
0 0.55 [=3E3 <10 [=3E3
3 0.28 (=363 <10 [=4E5
12 0.43 [=3k3 <10 Bt
14 0.76 [=3¢3 <10 [=4E5
11000 19 1.02 (213 <10 Bt
21 1.62 7] <10 [S3E
26 3.18 HiE 1.9 it
29 498 7] 3.3 7]
33 19.41 Bt 11.8 it

(7) HBs HRZEAZE/DIEL

HBV 3 {th> DNA ()L A & 872 0| MRS & > T DNA 2859 %, W5
FAC IIREEMHEN 75\ 723b . HBV ™71 )L A DJERZEFFRAE % ftiod DNA ™7 1 )L A D
10 f5Eaw 6, JERZHOICIE HBs SR OMEEZELE 280 H D, TORE
HBs iAW LY h—TZ#H L5 DB a0 H 5. HBs FiBL Rk, . 7
Y I U, ETRE. AT REES. HBs FUER IO R DA E Nz iR,
HBV il 7 F 0 8RO 525213 T % I % SO IEHIH O RS ER TS Eh T
13 613, BT K o TIBZHREHARA T 6.7.9, HBs FURIIES v b Clakaitz =
TIHaNDHS 68,

A&y MEHiRO HBs HUEHIESF v B & s LT, 22882550k Thr-123-Ala %2 &
DERTIHELRINT 2 T EMTE, MOZREBIKIC OV T ERSH 2 VI 2N
EOBIGTHMEL TS, V3> ¥ b HBs FUBZRM SOV 9 flZHLT, B
RO B8OV ALY LA e B idET S/CO M 2.0 £ 0515 &S
TRU. AF v FBIOCHBRO HBs HUEIIEF v R MOl Lz, $55RERIC
Y.

RICHIE

ZRIRE Rk FFv b TR HBs FBREF v k¥
Gln-129-His PR R TR AR
Met-133-Leu TR A TR
Asp-144-Ala PR R 3¢
Gly-145-Arg R R AR
Thr-123-Ala FARA R 5363
P142L+G145R R PE A
P142S+G145R PR R TR R
122NT AR PR A
122RA PRI TR R

(8) HECFE HBV DR

AFy NI HBVEA A ~F, BXOHZ#INT 5, BETHA~F, B5XUH
Z BT HROBEF RSV ZHE L. AF Y b TRINATREGEZ PR OB 217>
7zo ARt 18 il SV GEIZTEL A, B, C. D, E:3fi, Fi2ffil, Hi1 6 ZA&Fy
FB XU HBsAg « 7Ry b (SRS THIE L/ I XTOBEFRDAF Y - TH
BERTEE RO AFy - OB T L iRl i,

(9) HERSMEEBRRERUREADEENE

1. HEBS AR AR
- —BeROMEE AHLF Y b BHF Y FBXT 154 PlOMERKE IO T o 72,
AFw b AtkF Y b (ECLIA) & ORGERSROB—BERIE 99.4% (1563/154) T
Holzo BEE—HERIE 100.0% (76/76). FAME—E0kIE 98.7% (77/78) THo Tz,

ECLIA ¥ v k
1k 53k il
] Btk 76 1a 77
#Fv b B 0 77 77
il 76 78 154
a Bk 1 HNZ, AR TRAME. fthod CLEIA v N THMETH -7z Ko T,
ORI E 2 BT,

« Ay e BiFy b (CLEIA) & ORIERIROME—BeRIE 99.4% (153/154) T
Holeo Balt—BeRIF 98.7% (77/78), FAME—BERIE 100.0% (76/76) TH-Tz.

CLEA v I
[k =34 it
BT 77 0 77
AT BN 1a 76 77
3 78 76 154
a A—Ek 16, CLEIA Fv M XZHEMRETHEETH-Tz, KoT. TOM
itk EZ 5z,

CTRLIET—23RENEHITH Y, JHER TGS RERIHAND 5.

2. RIERAOEAENE
F+¥ VU7 L—% 113, WHO 2nd International HBsAg Standard (subtype adw2,
genotype A, NIBSC Code 00/588) 1ZHDWNT W%,

(e EX AR EDEE]

(1) Bk E (fBRRFALE) DEER

< AFy FORETIE. & MREZIOES . Biikid. HIV. HBV. HCV %5ORED
BAHZEDE LTHOES T &, MEICH> TR, BROBEMRE T % 720,
SHOEL, W, YAV BRUHECRTESZEML. ERcksEXy 77
VIR TbIRNT &,

CEECARRETHMAT AMEEICIE. ¢ MBRB XU/ ERBBTEMICERAEDS
MENEGENT VD, FHild. [FR - BiEE (Fv b)) k72 (B -
AE BMEAR)] 22T 2 L, © MHCRWE E 72IE R EMEID eI &S
BB LRV L2 T 2BE S N TVARY, TRXTOL ~HRYEIRETEN
WIS % £ # 2 T, OSHA Standard on Bloodborne Pathogens !4 12t THY
DS T b, BEEMEE D, 3T ORVHHZMEICONTIE, N14tE
AT 4 LIL 210 E I M) 758 A A v A 77 4 5 1617 g 5 T b,

s avYaS—MoEENSE M HBs FURKEME, HIV-1 SRR E 7213 HIV-1
RNA B&fE, HIV-1/HIV-2 $ifkBatE, HCV Hilkat ©H %,

CFEYUTL—x 2, BEaY bo— g ENS e b indEiz HBs SRR, HIV-1
PUEREME £ 7213 HIV-1 RNA B2, HIV-1/HIV-2 JikBEME, HCV fifkkzPE. HBs $t
HENTH 5,

CFEY YT L= 1 BEar ba—uid, RECHE HBs HiRE G ATV . £z
LTS MSEd, HBs Hilfkate, HIV-1 FUsERME S 7213 HIV-1 RNA B,
HIV-1/HIV-2 ifkB21E. HCV HifAkE1E. HBs HilARRMETH %,

< DI S THR NS A - I AT K T HIC BV T S OIS 2 E 2TV, 2
EhBNUSEIO T Y CHZ2 25T &,

s FUA—ZETIVAH SR TH D, MANCERL TiE. SO RIS Lz,
HICABRVWE S HEET ST &,

- APETHAT ZRIEHUCE. FBFAIE LT DT R Y LDEENTOEED
M b, atllid, [AAR-HEF (Fv O] £/ [BiE-BAE (BESDH)]
EBET ST &, Bk ORI X D IEHICEEOIO A ANTEET B, B S B
RHROHK, W YAV ERBMAL. K RAEBRALERNT &, WEMS
K OB L CTHRET ST L,

« ROBFEBUC T 2 b H MR, EEHREHZ R,

A TIS=T 4 )V
caVYVak—r

- fili
cFyUIL—%

s avhua—ib

&

®E: AFIVAVF TV EETS

H317 7 UIVF—MEERISERC T BZFN
RENHR

P261 SR/ L) AT =D AT BTk,
pP272 HRENTAEREKBIEEG M O T v &,
P280 (RTS8 /R / (R 2 T B T ks
IGREE

P302+P352 BRI hE Ls - ZROKTHERS T &,
P333+P313 BZRERIIRE T2 i $ B VE Ul BB %/ T4 T2 %
ze,

P363 HRENTAKE T 2583 tEZ T 5T L,
B/ e ix ik CRET 5T L,

LR T—=R =k (SDS) IZDWVTIE, AR Y=Y R—htrx—cBHVED
BHLTEEN,

o B ER D% EOEEOFEMIC OV TR, 1T 2RO FHEZ B
5T,

(2) ERLEDEH

- fEAIRR 23 & 7 S A L s T &,

kY MEREELESF Y FORREEETERLEWLT &,

A0y FREOMETH-> CEMERTER TR LAV T &,



*

ISR A IR —T 4 7V EYID TR Y NI BEEIE,

AL L T3]
MDD BH 725 5h CHORSE T 2080 H 5, <A 7 1/3—7 ¢ 7 )VOiER]
HECOWTIE, [k - BE BEAE)] 3) BIE (&P % 2. A% 22Kd
5Tk

c HER MVARER, AEORREREBREET. HEOLHEHSDLTE

B3 &, HEZFEDETEY ITEA LG, S IHE. AERROEEEIIR
FETERL,

s GRS B bl BEER MVISHEZIRD M5 & &3, HRETFR2ERL

T3 Tk,

AV 2 — M g0 MEFIE IgM AL MAAEA LT a0y Y 2 o f A
FRIENTUE S 720, I3V a s — bR VRIS BICIE, b M%7
e S filh 7o TR 5 T L,

CF oy TRE R MUCHERRD U %E. R MVERES 50T
Eo BN L. WERSROEEEREDNS,

CBEEAREO L. A TERE TR LN 52 EAB B0, HRICIZTEL
50,

- BEEREMERR DR EOEREOFEIC DWW TIE, HH 9 2 2RO HEkFiHT 2 21

5L,

s EEF Y ME LTRIKEBOE X 2 ~8CTRIFT 5T &, 2~ 8CORFLHM

SO U7t § ICHAARETSH .

- AR FERICIENRE LI o 7. HBIRE TZETH %,
© ARRMFEF Y MEL B ETRA 30 AMRES 52 LN TE 5, 30 HZl &7l

Fv MIBEET BT Lo BBRNICBT 2RENEO v F 2 FiconTid, i
I B EEOINFHINEZBINT BT L.

s ERISRERICRE L L EMIFT B0, HBVIEEN SO L TRIET %, i

AN DM LIzl 213, G MVAMES L OMER MVAS Yy v T2
HOMFTIRAET) VTREX 2 ~8CTRIFET ST Lo AN SO U TREF
2L, LTTIREZRDID, BEDRY VABIU N LAHTRIET 2T
LEHEET B, WBOSIYE LA 7ON—FT 1 ZILKR LD, 2~ 8CDR
FEATUTRETREINGD o I5E (PEZIY MU IRET). TOHE
Fv MIEET B & AldEFy b2 DI T ITEIC DV T, Y%
REROHURFINEZ BT 5T L.

cFy VT L—&, OV ha—)VORES RIS,

RIFRE RREFPH RELOIEFE
KA 2~8C EHBIRET I TRIIRETSL L,
GEagt 2~8C 5 HiH 1 FIED & 1.5 K[ & T2 M

FIRETHRIRICEL LMW TE
%, 5 HME THHARETH 5,
LW v v 7 (@RS
4R10-01-01) T. #ZE <D
TRIFI BT L,

%1 2 ~ 8 CORIFHFTIT R
FT e,

5 Hifl 7z 755 3T 5 C
Eo

< AFy FOHABFIEHF YV 7 L—2, 3y ha—)ui&, ZOX EEHATHEZRIK

TH%.

s AF v FOABIEHF Y ) T L—& aY ba—)id 2 ~ 8COLRFES I 5

DL, 3 UCHARETH %0

- VR RN OB, O, Fv ) T L—2 g YIRS By, ay ha—b

WEREHZNANS E EOBRENRD SN HEE, Fy )T L—2pary tn—
IWHHEL TV B ATREND D % o

Q) EELDER
« BRI IE HIV, HBY, HCV SOBAHED & ONEET BENNH B DT, FEH,

flEE A an s S IERIESERE T N U Y L (S8R 1,000 ppm, 1 REEILL L
) FRBINVELTIVTE R (2%, 1 KFRILLERED Ik 2H0E, H50
FA—=rZ7L—7 (121°C, 20 3LULE) 1T X BWMANIEZITH T &,

< B L UREER PR LA, FEEYOLME K OTHHC B 25, K

BGHIB ES OBEICHE > TS B T &,

* SRR DR L 7 B i, ARE L 72 B2 D is T U A L 78

ZUER T E Mo Tefh, & 5IC 0.1 % RHERRET B U ¥ LA S & O Y)&iH
AT EMS C Lo MERTHEYZHRENE (TR, L2, SRR L) 25
MLTITS5 T &,

* AHETHA T 2R3, RFFIE LT IMEF Y Y LOEENTVREED

Db B, HE, (FoR-1BEF (Fv bOER)] /i3 (BE-RBE BFELFD)]
BT BT L, 7VEF MUY LIE, B, 8 LRI U TEREDORE Y VR
ZEKT BT ENHZDOT, BRI 2HAIE, KROKEHIHRT T Lo Kok
BERITEDREIC DOV TIE, (/] 2RIk H 2S5 2 L.

(BriE75iE. BR0HAR)

W I
WY | 2~8C 12 fi/]
e TURIH—DBHEL, N ) A—OIEE TSI

{ERHABR I, HMEICERENT VS,

[SI2E M

O #EFy BURFES 2622-88 : 500 [HH] X 4
CA =T 4 27.0mL X 4
caVVak—hk 26.3mL X 4
- W 26.3mL X 4

O FL bYA= S 6E23 975mL X 4

O hyH—=* HUESEE 6055 ¢ 975 mL x 4

¥ ARCHITECT 77 Z A ¥ =%z TR & W, e OlzditticsRvabE

{FTEEW,

T BRI LD, £y b TEZHEF Y FBARESNZ5EDHD £,
FEfIE, BEHc BV EDE T,

(E2:3749)
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