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(= 500 mg/dL)* ZEEskatbiaik 23 . BytkRik Gk 23 Gz L Ts
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(2) BWEZRE - 8¢ - HNE
s RFVNHTvEAT 7 AN
+ ARCHITECT A —%7 «» F+ UV 7'L—% (ARCHITECT Anti-HBs Calibrators)
(5= 7C18-03) t4mL X 6
(FEREHEW vy Le S ifE {175 0 7 2{F b Y 7 L. ProClin
950)
Fy T L—%B~Fid. HBsHiARMETH %,

I
FrVTL—X (mIU/mL) (Iu/L)
A 0 0
B 10 10
C 50 50
D 100 100
E 500 500
F 1000 1000

« ARCHITECT #—%7 + 2> ha—)L (ARCHITECT Anti-HBs Controls)
(5= 0 7C18-13) : 8mL X 3
(FEREHEW vy Le S E fR{F4 0 7 24k B Y 7 L, ProClin
950)
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b= PP
== ! (mlU/mL) (IU/L)  (mIU/mL) (IU/L)
[E=AN=E) et 0 0 - 2
ey ba—L 1 x 15 10 - 20
Py ba—L 2 FRAOK 80 59.2 - 100.8
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+ ARCHITECT A —4 7 AR (ARCHITECT Anti-HBs Specimen Diluent)
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W 256 EFHRREHHLUTHIIEST 2T e TE S, KikicihR7
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World Health Organization Dfitic &% &, B RIFH Y A )L ZEH HREZ 5D
HBs HifAIE1E 10 mIU/mL DL L Eh s 2.3,
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Wz e,
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« ARFy b ORGERSRDEIRAT RICTIET 255, BIOMTE 217U HIE S S 72 iR
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« BWIEITOICH Tz T ARFy FOMIEREROHTh | BE ORI, ftho 2k,
181, BEEZ KT B P8~ — A — D5 & BbE TRAMICHEIT 2 Z &,

- fholE: (MEIA ., EIA . RIA ) ZHWTESNTERE. AFy Fojll
EMEREZTENHO, BT LERUHEZRT EERS GV, U7 FVEEOE
BT 2D VT REE, ARy FEHOTH LOAN—RT A V&g Lkl
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(-9
CTTRUEF — 2 RENEHITH D | SIRCRIESHBETTHANBS.
REIHEDS K OHERIED B C L BRI RED T 5 5 2 10.00 miU/mL & BB,
< 10.00 mIU/mL Z[&1E & Uz,

(1) IEREH - BIRM
AFy bOFBIEE, BRRBRICIEWT 3 0y ORIV TR Lz, 5608
V7, BIERICBWTCHKRETy hT LI 5 AMICIED 1 H 109 4 HEElE Lz, &%
PE H DRG] & RBICHET Y b a— L% 2 EJIlE Uz JE A, 08 R o0 R ff 5
(SD) BRUZLEREL (CV%) 7%, ZRMBETIL 4 2 MM LI o8k ot S % il
WLz (1),
x£1 F+v FOBRY

wm  NERERE ACHERME?  ABRND
U7V HEEEH (mU/mL) SD V(%) SD V(%) SD CV(%)

JAE /2! 180 4.67 0.302 6.5 0.403 8.6 0.613 13.1
I8V 2 180 14.60 0.434 30 0.708 4.9 1.367 9.4
783V 3 180 79.75 3.082 39 4130 52 7.085 89
I8V 4 180 255.04 4752 1.9 7565 30 19464 76
ATV 180 489.20 14.474 3.0 19225 39 38688 7.9

Btk 180 16.18 0.687 4.2 0.765 4.7 1.388 8.6
2—b 1

Batk > 180 82.06 1934 24 2460 3.0 6.045 7.4
=

a MEMZENCE, WENZENEENS.
bogrsmcid, WENZAS). WEMZTL oy MEZE), GREEENEEN S,

(2) BE
HBY 72 F 2% 5.4k 248 . HBV RRAERERK 41 B, HBV Ry 1 U 2 7B
1tk 100 B, it 389 BIOMRIKIZ DUV CHITE 2T - 72, 389 il 340 1(87.40%) 74,
PRI OB CHIECH 5 72 (£ 2),
®2 v bOBE

BRERYE BNGHERRS M
AFIU— B (RBICHTREE) (BRERMICHT388)
HBV Y 7 F 248 245 (98.79%) 245 (100.00%)
5 E B
HBV JEGRE AR A 41 392 (95.12%) 39 (100.00%)
HBV &4 100 56 (56.00%) 56 (100.00%)
N Y R Y Bk D
e 389 340 (87.40%) 340 (100.00%)

a 2 Biki3. HBc ikt & U HBe HilkR1ETH - 7oA, RIA EICHWTE HBs
FUARRETH - 7o

b ROtk 575 %, | BIRESHC & 2 SR (34). IGENTEH (33). 1Ml
kg (33)

HBV 7 ¥ F 1§ 5& D&EFHRm/ A%/

HBV 727 F A58 B4 15 OMFHRI S3oLh 575 2 &t 90 FlOMKIZ DV
THEZRTIT> e D7 F 26 7 AICIED 3G E Nz, 3EHBRURKEDRE
M5 1 ARBICHRI LT3 RTOMMAD, A5 b TR HEE Nz,

(3) HEM
RIS BN T, ki g A, i / R Mk, A U7z ABiR
Gk, HBV EHYELISN OB E R S X OIS EE 52 2l REEDH % K
TR ECHAN 5752 G5 1,716 Blo i s & CiinEMiAkzflE Uiz, 1,716 i,
259 fil (15.09%) MWHEMERETH O, FHRERMEMA 259 il 254 ] (98.07 %)
mehEECHtETH o2 (E 3.
x£3 FFv FOHEY

BRARGE EANEAERIG1E @
A7) — B (RFICHTBEE) EREBMEICHT BE8)
St E Rk 1006 154 (15.31%) 151 (98.05%)
I / i 50 8 (16.00%) 8 (100.00%)
A7 A DMEER A
Atk 500 65 (13.00%) 63 (96.92%)
HBV EAYELISA O 160 32 (20.00%) 32 (100.00%)
PR ERA B LT
WLz 2%
AHEMED B B K72
ARk D
ot 1716 259 (15.09%) 254 (98.07%)

a RF v MTBWTEMEZ R UTMIKRIC HBs PUADEET % C L 2 H T 5728
I, EhNELE & U T HBe fiifk. HBs #iJil. HBe HifAZ € U7z, RIAJEIC KD
HBs HitkD Mt & J2hti U7z, HBs Hitk OhdikE 721& RIA i TR, HBc Fifk,
HBs #1451, HBe fiifkdD 5 & 1 DTEMH T NG, #ilk% HBs Hilklt: & Ui,



b ROMEN S5, :CMV FitklErE (10). EBV HifAlrE (10). HSV #itk (10).
HAV $itfk (10). HCV Hitk (10), HIV-1 Fitdk (10). J&ZhukbEME (10), M+
VTS A FUAGME (10), KIBFEES (10), BEREEG (10), HEERE (10).
FisHUARE (100D 7= F/T (10), LFIEEHE (10).HBs HiEEE (10).
7V a—)VIERFEE (10)

(4) MERMS LURRE

5 HERIC 3513 5 2,105 BIOBIKIS DN TOARF Y b O E 5, B ES &
IR 2 M Uiz, SRE QTR 2720, HBV 72 F 55O <
FOVAS KT / ST kD 5 B HIEORERE IS, C OFHEIC HD M- T
FeRFEEMEL 99.67% (1,491/1,496) T, 95% EH#IXHIE 99.22 ~ 99.89% TH - 7z,
FRIRZIE 97.54% (594/609) T, 95%fSHIXIHF 95.97 ~ 98.62% TH > 7z,

(5) 7577 LR, BRERR. EEMRF

AFw DTy L (LoB) &k UHEE (LoD) %, CLSIAHA K51
EP17-A26 129w, 4Rk (o) 5%, (AR (B) 5% AL L THEZTT> 7.
AWDTZ TV (%% 15 BIRE) & 8 FIOKIREY >~ 7L (5% 30 [mIllE) %
FIWTHEE L7z C %, LoB & 0.50 mIU/mL, LoD (& 0.98 mIU/mL T& - 7z,

AFy FOEREAR LoQ) %, CLSIHA RS> EP17-A26 105t > THGE L 7.
LoQ %, MRGEDFFARBE 30% & LI, IEMICERTE S R/NEEE Lz e
A, 250 mlU/mL TH- 7z,

(6) RIEEH

ST IRAIRY > 7 VA GBI & 3o 7 A DA /5 72 3 (mIU/mL)
DRI %, ABICIERENTO A BARTR T, JERPE 2,50 mIU/mL (LoQ)
~ 1000.00 mIU/mL TH > 7z,

(7) HERMEEBRAR UBRIEROEENE

1. AERMEEERAR
AtEF Y b EOMHBNE 118 BIOMIAZ W THRE L7z & 25 HHBIRED r = 0.9,
AR y = 0.9x + 9.6 Tdh > 7. MFHEICIE Passing-Bablok i vz 7,

2. BIERAOEENE

FrUTL—2F, FHHRRL 2%, EAEERICH U CRBZIT> TV 5, (N
HEERE, Anti-Hepatitis B Immunoglobulin World Health Organization (WHO) 2nd
International Reference Preparation, 2008 (code 07/164) IZHDW T ISR
ENTWV3,

(A ERIFERL EDEE]

(1) Bk E (fERRBALE) DR

< Ay FORETIE, & MRIAZID IS . MikiE, HIV, HBV, HCV SFDERD
BNNHEEDOE LTINS T, MEICHz> TE, EROEIRZ T 5728,
HHOFEK, W, YAIBIOCMVETFREZHEHL, £OICKZEXYy T o
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CEEORRE AT AREEICIE. ¢ MHRkB XU/ ERRIBEMIERIYEOH
DYENTENTO S, FME. (R - 8EF (Fv FOBR)] $iid (B
AE (BEAZE)] 22KT 5L, b MHURYE 723N EMED 2RI
R LAV E2GET 2RI SN TWIRL, $XTOY bHBRYIEIZIBTE
HNCEREN DB L EA T, TNHOMEHB LU Mrfkid, OSHA Standard on
Bloodborne Pathogens IZfiE> CTHU O 5 T &, ERMEMEZ ET, oldZ 0k
MB2ZUEICDNTIE, NAA AT T o LNV 2 L3 MO#EY) A A A7
7o T 5T & 811,

s avYa—MIEENS L M HBs HUEBEMYE. HIV-1 RNA B2 % 721& HIV-1
FUEREE HIV-1/HIV-2 HidkBE Mk HCV HidkBa 1, HBs HifAREME, HB HilAR2METH %0

- MUATRIE, ARCHITECT A —4 7 HIRAGRIICE N5 b bl HBs HU5R2
P, HIV-1 RNA Bk & 7213 HIV-1 FUEbaME,. HIV-1/HIV-2 HUtAREME, HCV HukBETE,
HBs §ilkB2METH %,

s FYVUTL—&A BTy Fa—)biE, HBs HisEEME. HIV-1 RNABRMEE 7203
HIV-1 fibifatt, HIV-1/HIV-2 HikBE1E, HCV ARz, HBs HiAREMETH %,

c FYUTL—2B~F, BtEar bo—id, HBs HitkBalE. HBs Bk, HIV-
1 RNA B2 & 721& HIV-1 HUsBaME. HIV-1/HIV-2 fifkB2ME. HCV HUARRMETH %,

+ ARIEHES THR A - B AIC@K T TSR VIR T SOOI 2HEEZ T, &
ENHNEBEMOTYTEEZITB L,

s FUA—ETIVAVER CH D, HAICKL TE. SO E I LD,
HICALRWE S ERT ST &,

< ARE AT BSEICE. RERIELTT VT U LAEENTREED
Nbd, itlid. [FR-8BEF (Fv boER)] /23 (BE-BE BEAD)]
EBIRT BT L, ML OEMNC X O IEFICHEEOMO T AT B, WO S B
FEHRAOBK, IBEL, Y RAVFEEML, AR REZBALENT L, NEYHE
KUAMIHEY L ETHET BT L,

© ROFMFEFNCBIT 2 R HIENR, DEFEZR,

A= T 4 7))V
s avYalsr—h

7ML PV Y LS,

EUHO032 iz & DRI K O IEFICHIEORNA AN ET B,

P501 AW / B2l /s CHEST BT L.

© ROMSEHUC BT B G IR, ERREHZRT .
* BRIATRRGE

cFYYITL—R
- arybhu—l
« ARCHITECT #—4 7 AR Btk
g AFNAVFTIOY, TIF MY LEEGE
H317 7 LIVFE—HEERIGERC TEN
EUHO032 i & OFIC K D IERICHEEOBNAH AW FEET B,
BENHR
pP261 SRR AT L— DR AT BT &,
P272 HRENTAEZERIEEE NSRS T &,
P280 RS / IRtEA / (RIS R S T 5 T Lo
IGREE
P302+P352 ERICATE LTché - ZROKTES T L,
P333+P313 SRR E 72 3 FEB W E UGS | EMiOR%R / T4
TERZIZT L,
P362+P364 BRI NTLBZRE, HHEHT 2553 #EZT
5T &,
BEE
P501 N | e i) 5 /i CHERT 5 T &y
LR TF—H2Y—bk (SDS) IKDOWVTE, WA Y=Y K= bty E2—cBHNED
BLEEL,

© BEREER O 4 O OGS DOV T, AT 2 RO IHEIHE 251 g
5Tk,

(2) FRLDEE

« AR 2 3 & P R A LT &,

s Fv bRERIBELZSFY FOREERETERLEWT L,

s [f{—ory hESOMBETH > TR dIc B3 LN &,

BB A =T VYD TRy M AEEE. ATICg L Tw A
HEMEDH B R T2 dH 5N CHHER T 20ENH S, X1 70/8—7 1 7)VOEM
HiconTik. [BE - AR BEAR)] ) Al (8F Zeslidicl,

c EER MVAPER. ARORKBREBREET. AEOBERSTHBTE
Av3TL, PEEFEZEDETEY ICEALED > BZE. REBROEEMEIXR
SETERL,

c ERZENT BTOIC, BMER MUICHEZIO 1) 5 L &3, WiRRTFREER
LT &,

© F vy TH ESER MVICHEZID M 7 iE. RMVEREBEEEWT
&o AEMNEH L. WESROEHE DN,

c BERIDED & AP E RN TR LTINS 2 C DB 20, I FEL

A4
- BEESEEFR ORR O EOTEEORHIC DV TIE, (T 2 #0221
5T &,

* D IRIEZAF 2SR
IR RE LI D o T8, (IR TRETH S,

RRRE
RIFRE HAr REFLDOIEER

KFAE / 2~8%C AR 2 ~ 8 CORIFEL AT BHLD L7z,

LEsEae NG I IHFATTRETH %o
MTHREEMATET &,
s BasomzyE 30 HiE 30 HitlZ B E A fEgT 5 C b,
ity HEANIC BT BIMAM O NS v F 25

IEDWVTUE, S % B OBk
BT HT L,

KASEBARICRE L XERGFT 20, H2VIEEEN SO L THRFET 2,
AR R DHD LTz & Fid. GRUEER MV &S KOREOR MV F v v
T OAFITIRRET) VTl EE 2 ~8CTHIET AT Lo KNS L
TS Bad38IE, VL CTIRBEZ D2, B DRy IV XABKT b LA HTH
1792 Lz2H3Rd 2, WBHPOSBMWH LA 7O/N—F 1 7IVKR MUH, 2
~ 8 COREFHACUTIRETRESNEL >1IHE (PEEIY FFTIREE
T). TOREFY MIFEETZT L, dl¥EFy bzidh SH0 95D
TlE, T SR OIERFIHE 22T 5 T L.

« F¥ VT L—%, arbha—)b, ARCHITECT #—4 7 HRATBIRIZERICHEN

7 LI oo 7etity. AR E CLRETH .

S FYUTL—&, arviru—Ud, 2~8CTIRET BT L.

cFrUTL—& aviho—)hid, ERARNCRESMCEEIRRTS L.

+ ARCHITECT A —4 7 MATIRIIE, I TIIREDE E 2 ~8CTHIFT BT &,

2 ~ 8CORMFEGAMBELD H U7, § ICfHWHETH %,

« ARCHITECT A —4 7 HIMATIRGIE. T X FMEHTRERIRIATH D, D5

FER,
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(3) BELDEE

» WRHICIE HIV, HBV, HCV SEDBYMED E DODEET 2BNDH 5 DT, B,

I A e /e CE R T R U Y L (ERERIRE 1,000 ppm, 1 FEHEELE
IZED RV TIVTE R 2%, 1KLL ZED I K 5HE0E, HEH 0
EA—=r27L—7 (121°C, 20 77PAE) 12 KB MELMZITS T &

< B X UREER PR 258103, FEEY OIS X UTHRIC B 215, K

PG LS OREICHE > TS BT &,

* SO MIA DRI L 75 B i, ARECL 7B 2 WbsI T LU AL 72

PR TR E M- etk E5IC 0.1 % RUEHRR T U ¥ LGk & DY) iH
AT EMS T Lo MERTHEYZMREMNE (TR, LM, SMAELE) 25
HLTIrS5 T &,

s ARETHA T 2RI, RIS LT DM F Y Y LOFENTVW R ED

NHB, i, (AR -1BEF (Fv bOBm)] £izid (A% BE BFE5H)]
BT BT L, TV MUY LIE, Y, 8 L0 U TSRO U R
ZEKT BT ENHZDOT, FERT LA, KEOKEHITHT T Lo Lok
BEFE/TIEDFHNCOVTIE, 9 2 BARONUkHITE 22/ 2 T L.
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Sy i RN
e SN 2~8C 15 f&5H
T TURIH—DTHEL, F ) A— DR TSI

FERWIRRIE, SRR RENT VS,

(SEEE]

O i+ v b H#5 7C18-41 1 100 [l
CRATTIR—=T 4 TV 4.56 mL X 1
caAvValy—+h 59mL X 1
* WA 301 mL X 1

O il b A 7C18-42 1 500 [

A= T 4 )V 16.80 mL X 1
caAvYalr—+h 26.3mL X 1
* BRIATRRGE 11.99mL x 1

O 7L hyH—* WEES 6E23:  975mL X 4

O bys—* MEHES 6055  975mL X 4
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