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2. SN, DB S 2 AR IAIER SIS DV TR AN 2 2 L.
3. AR E NIAENREICHE > TN 5 T Lo ABICRIRE NIcfiiiEB &

G HALATORANS DOV T, ERERO S EE L R0,

4. APETHAS 2BHITE, € MDD EEN TV R LONH Y, RO

Wi % DTRIMEDHZ LD L LTIO RS T L. GHllid. [ - & (Fv
~OMER)] Fcd (A% - BE RMELFR)] 22KIaC L.

5. ARE TG 23R, RIFHIE LT7 DM Y T LT EATVRRED

DH %o o THRINTANTIZ Y BITAIS LIcEicid, KT HMISRVi g%
DISZAEAZITO, BEDPHNREMOT Y THELZIT B Lo dffld, [FAK - 18
BF (v bOB)] 2 (A% - BE BE5H)] 220952 L.

6. {19 2 WARDE T LH K CIRHNEHZ K FATH ST Z T L,

(A - BiEE (Fv FODIER)]

O l#EFw

AT 4 7V
HBs U 2> €5 MU E R LR ER T
(fthdEHY) - TRIS #% MG, 2 > BLELH] RFH - 71k F BV L
el

caVYVal—r
7oV Y L HBs ) A S E
(DG MES #2287 B2 ei] (7 odek, v e  RIFA1:
7ML MUY L HiEEAD

O FLhyA—*

(kR

O FyH—*

(EaEEY KL YT L)

¥ TLURUH— FUA—GAFP - 7Ry b GRA%ES 22300AMX01224000) TH&

RENTAMER 2T L UTHOET  ARCHITECT 775 A ¥ — 7% (i
{IEEW, e b Dfeditic BV EHE LS,

(EREK]

i U MR ) HBs HifkOWE (B AU 1L ABROBIHB, sz, 7
U F OIS

CRIERE]

(L2 AFO I (CLIA )

(#RELDEE]
M AEANOME, KA

s MRS, b Ml G O EA D BRI THRIR U Z2iiE 2 S ) £

(EDTA-2K, Z TV N, ACD, CPDA-1, ~SU Y UF L ~8Y v
FUYLAD) ZHEHAT ST &, WIROPURERIOE G, RO X DD
DRERR L 5B HEMEN D 5. MOFUREANICDOWTIE, AFy M THIHTES
TR L TRV, FRIMEOMAICER L Tld, B O 8G&E O BdkSIT#IC
5Tk,

- BRI, Mk REZ KT A2 R 2RV DT, JIEDRKITIE, BRIkNAEIC

AHENTVBHHOMIATH S L 2T BT L

b MER LI ORIRIC I 2483 v F OMRBIZHEZE N TV,
- WA OER Y < Te s, MADEIRWCIZTET S &, 0 ToEXy M &

FEERY b Fy TRMEAT T L,

s ARFy ML 4 DBERAS K CHLERED SO bl E 723 L %

TeDICHIF, Bt SN DTH B, T—IV Uik, IS o B MGE
INTOHEVEDMH LRV &,

* MEAL TARIE L L 73 Liawn T &,
+ HLLBM LRI LanT &,
< IEREENPERR 21572, TARTOY Y TN DN THOGREIERT 5 T L.

HIE RS Tzl O R T b Yo TIVHOERE S fedblic, YT LT
LITHT LW Z T 5 2 &,

- ERGRAEREREB S, MESSTMBRIKICIET « ') > FRIDER. Z O

DEBAMHBEFNTVEW T EERRT ST L, ThESDEENTL SR, E
HBGAEERMISNG VAL H B csh, FOENEL. 10,000 RCF (HBxHE
D7) TI0BRAUEBEDSRTET &,

ja

Anti-HBs

7C18-29, -39, -33
G06255R03A
B7C1RJ

&, AT RICHEE L TW0d T E 2R L T S0 mBi 2 75 T & K
PURERE A0 MARTAIRANIC & 51072 21 TV 5 BFEOMIK T, RIFERRER 9
BN S B D TIERZET B, SERICHRIE T 2 Al ik zm o B L e,
74 7V U DRERRIC B 5 X B RENEN D B o

© AU YOG Z2ZT TR EEOHRKR, BEDARERELEADNHD . T2 TV
VINIERRICH R 5 X B RN D B, TDX S EBIGZEN S Tedbic, ~/~)
IBFHTICRIAZ RIS % T &

c BEICK Y MRMAEZEHBE LT T, BREELTERY BITEFTT2THS,
RMEDQRETHHE T R OB EICHEL, MBPFMERZESBET BT &

s BRIRIE, 2~8CT 14 HMX TIRIFTH T ENTE %,

+ 14 AEMICREZTTD VBRI, il i iEn 5 i, fiFoEess. sRim
BRZBRZE UTete, -20°CLUR CHifsR7d 2 T Lo

- REEREORBREE. EBEORIVT Y I A FT—ZAVTHHITENT %,

DR, EEICIREENRD DNSIRIKI. YNy TEIISERBRESIC
DU %o SPHUT BEE, IFEZ 3 EROBNERIKD A TIT 2 & S ISR
3Tk,

* BURSRIRZ 4 [ O X U7 BRMERR R 24 Bl Battste (BuAkasm 22§z RE L <
FERIMA L ENTe e T A, EPEMARER RIS BRI R S s o Te, WEED
FESEH ORELBIRPANTH > 72, SREEROME D IE UILEHT 5 2 &,

- WAz T 2550 BEEMEISHIS UcaldE - ZoR%2175 T Lo Mifkid, =
i, 2~8C OKkHD, -20CLAT (FIA7 A ZAH) TIRIFL THAST 5 T LT
E D, FITRUTREI R Z B A 20 & 51292 T & BnEmiic, MiA» 5
Mff, (MiEEEEl ARMBRERRES % T L2 T 2,

s FXUT =& arvhuo—nd, RN ICEEEIRITT 2 T L.

(2) thEWE - hEZEA

< FUZUETA R (Z3000 mg/dL) ¥ EYLEY (£ 20 mg/dL) ¥ AEFHE Y
(= 500 mg/dL)*® ZETiatemnik 23 Hil, Bk Gk 23 BlzilE L T
SHERRIR & LT & © 2 SRR RIS U B EIE BB s o T,

- FRIMLER (£ 0.4% v/v) % 2 GEIRERIK 30 6l Btk GkRm 30 6%l
L T&MIRA L T 2 T 5 s lE R R BB R S s o T2,

© ZVSYE (S 12g/dL) X BGGIRMERK 21 B, BHER GRikEm 20 6%
U CTHEMIRRIA L LTz & T3, BRI I B b hish - e,

¥ PR BN MEMOFE, W OWE BN TH - 7z,

(3) Zoft
A b E ARCHITECT 735 35 &k U TBA SefigiliitA 7'+ 3 Y ik TH 5.
PG, BB ADE R E L,

(A% - BE (BFHH)]
(1) HEDRHSZE
FAHEITOEEH S,

(2) BEGRE - 386 - HBE
s ARFVEHT AT AN
« ARCHITECT A —%7 + &+ 1 7' L—2% (ARCHITECT Anti-HBs Calibrators)
(BU5h%&S 1 7C18-03) 1 4mL X 6
(FREEY ALy L e bt (#17# 0 7 (kS U D L, ProClin
950)
Fr U TL—%B~Fid. HBs HilkBEMETH %,

T
FrVTL—% (mIU/mL) (1u/L)
A 0 0
B 10 10
C 50 50
D 100 100
E 500 500
F 1000 1000

« ARCHITECT #—#7 + 1> b a—)L (ARCHITECT Anti-HBs Controls)
(RS 0 7C18-13) 1 8 mL X 3
(FaxEaEY )by L e Mt (#1F# 0 7 (kS b U D L ProClin
950)
Btk > b a—) i, HBs HARETH %,



=158 kel iii]
avha—l o (mlU/mL) (IU/L)  (mIU/mL) (IU/L)
[z ba—)v bz i) 0 0 - 2
Bty ha—L 1 X 15 10 - 20
Ty ba—)L 2 FRHOK 80 59.2 - 100.8

%t ¢ Acid Blue No. 9
3% 125 © Red D&C No. 33
+ ARCHITECT A —4 7 A Fif (ARCHITECT Anti-HBs Specimen Diluent)
(5 S 1 7C18-40) : 100 mL X 1
GERrEaw: vy MU e bidE 47541 ProClin 950, 7 AbF MU D L)
+ AR B
(FxEa: ) VEERER. b bV Y L AL IEAL 72k h UYL
- Rst)v
%R
- AUHOR BV
< IR B VR F Y T
c AV TV RICRERIEFICOWTIE, T 2B OBRESIAE 2 BIET 5 C
Lo
C HERERY FERFEXY b Fy S (T a )

() ME (RF) &
SRR & (T 5

D Fx )7 L—& (Gil5esh) Xk, A oaR—=717)b, avJar—tz%

15:6: 10 DHETHAL, UTDLBORISEE S,

c Fy VT LA USRS A 708 —T ¢ ZIVEINZ, KIEEE 5,

C RS ZIRES, avYar—beinZ, KISEE 5,

© RRIEPIZRRER, 7L MU H— 100 pL ZiZ, KIGE 85,

+ FUA=300 pL ZhA RISERPIOFEE (EER 400 ~ 500 nm) DOFER
JEZWET B0

2) Fx VT L— R OISR 5 HBs HUARREE & FOLRE D BIFRAA KD 5 NAHED

AEV—ICREE NS,

3) MADFOCIRIE R, EEDOAEY —ICRHBMEN TV R MERE T2 Lic k>

T, BfAho HBs fifAiE 2 RD %,
(BE) #BAbL S RIBREE

1. R DRIEE

WIS THEZRITI M, AFy NHT veA T 7 AIVERIBCA VA R—LT 5T
Lo TR AT7AINDA YA R—IHEBXCT v AT A= DER, L
THRECDOWTE, T 2HRORIGIHSE 22T 5 C L.

© T ARG A= ZOHIRNC DOV TIE, EHT 28 OBERFGIHEZST 5 C L,

- BEEROIRIEICBIT 2FEMIC DV TIE, ([T 2 BB OEERIIHEH 22T 5 T L,

< ARF Y MBI BHERRO A OYIHZEE mIU/mL Th5H. 1U/L 2R %
TEEAHETH %, TOHE.T v EA8T A—2FERO K% IU/LICEHET %,
A OEHICHN BN TV A 5FREE. 1 Th S,

. RIEE
c aY b= VOREENVERRIFEZ AN TV A, RESHEL TV R H, BIE

IO WD ZAHEVEN B %, BENFMLERRE N E L. FllEZTTS T &, &

FISCTHFY U T L—2arvBZ75C 8, FITIya—T 4 Y F2D0TH

FEE. T 2 B OBEREIHE BT 5 T L,

CBICS A V7 TS—TF 4 VIV AR TE Y b BIEAIR. EATIC R L sk T2

B 5 CHHEBEET 2 080D %,

c RATON—=T 1 7IVDR b IV% 30 BEEELET 5.

AT ANR—T 4 ZIVIHBHENTWS T EERIRTHRET %, YA 7 0/8—
T4 2 VR MIVIEAE LTV 3551, el iR S N3 TR MLz iEE
EAT %,

CRATES—T ¢ DIV EBHEE NS, Fr v TERONUTHEEET %, MR
BTASEFHUT, SR MVHREORH,» S hEZIO T, hzEER LD
FEBIC TR S LD 1) B

CRAVAN—T 1 7 IVHBHRETNEWEE, FERETICHEMNTERI LT,

CREITISUTC, Fy )T L=y a vEF—2—3%,
CEEA—H—T D,

Wik, Fr VT L—%, a¥ bao—)bOt—2—J5ik, —RINEEERRO B EEIC
DNTIE, T 2 BaROBERFIHEZ BT 5 C L.

s T BT Y ety b5, MEICRELREEN, I TEy FER

TWVW5 T EEMERT S, TRTOMIER MLc, HEPIO I TVWE T E%

89 %

BTy TR UTE TR BRI Y T, BRI K DEE T AL
A—H—U X LR=MCHRENS, [H—Y> T )y T TOZEREREE 10
HT &G %, AFEEMHORER B/NRICT 728, ERENTICY > TVl y 7
YA ROY YTV A> TS T ERIERT ST &,

C T, EBICHIET B5E  RERRDY VT IVERE 125 uL T, MUY YT

Ay TTEBIET 55, 1D 75 ul BN %,

- BERC Y ME 3 RERILAIMICHIE 3 2550 L B iRy > 7))V Eid 150 pL .

[{CY > T vAhy TTBIHIES 255, 1 EICDE 75 uL ZBHd %,

- BERIC Y MME 3K ZBA TIIES 256 B0y > TIVEh il e k%,

Yo T IV OFFEE B X OV TIVRIC OV T OIS, HHd 2 BBk

HEzEBldT 5T L,

s TERAETF 2 — T E G TRETF =T BT 255, YTV =Y HVT

WMARD 10 TH 5 C L ZIHRT 5,

s Fr VT L—aBXUar - fEHICRESICEERT S & Fy
VT L—&, 2y ba—)VORERZFT 21 RNV 2ZEEICLT, &Fv
V7 L—2 7 QEWE., garbo—)L5i (1 EWE ZEhihy >
WAy T R %,

YTy TS,

YU TIDty FOFHINCDOWTIE, (EHT 2 BEROBIFIHT 22T 5 &,

- EZEBIGT % BEERICK D KD K S ICHBIICHED TN S,

< BTN INEAEET S,

btV ETORRA NSy 2ty 9B,

YT ERGIL. KISEIVICHET %,

© RUSEIVORIEN BRI L, <A 708 —F ¢ 7 VR RIS IS HET %,

s RISIRGWZRMU, A Fa~— bk Utk i %,

CaAVVa = M ERIGVCTET %,

s RISIREWZREMU, A vFa— Uk, T 5.

s TUMIH=BROC M) =0T %,

C FOLRAEPE L, Y7o HBs FilkREZHIES %

« KISV EE BRI AN 5.

- WERERZRHT %,

CIELWHIERS R 213 5 f2bic, RS 2 MR OBEREIHEICHE > THENR A Y T
FURETD Tl HRRDBIEN K DHEIRA Y TF Y AZED TV R HE, Y%
MEFEDFINCHES T &0

3. RIEDFHIR

+ HBs HifAOHIlE A 1,000 mIU/mL Z# 2 S #fkiE, “>1000.00 mlU/mL” D7 <

IHFEREND, TORKICOWTIE, FHRMZHAVTHIRIET 2 LM TE 5,
FER
(£ 100,000 mIU/mL % T)

« PHERTIE. BifRIE 100 fICHmRT % C L Z2H#ERET %, 100 (5282 2 HHUET
blzwnc e,

100 fEFZTT S Hd. Bk 10 pL ISk LT, ARCHITECT 4 — 4 7 B Mtk
TR 990 pL ZHINT %,

c BERAA — R —EEE 23T b =LA —F I ARG RE AT S T
o TRETRZE AN UTitkld, 3 XTHMNT 2T & TmMATOY > T IVIEN
HEIMICHEHE N, SRR e LTIRE TN S, wd SN/ &N 8.00 mIU/mL
FWELBERLSIICHERTZ L, MG INLIEED 8.00 mIU/mL KiliTHh %
BE. BRERE R THIET ST &,

« BHRA— S —DFHEICOVTIE, AT SR OIIRGRAEEBRT 5T L,

4. Fv)ITL—3>

s FYVT LR A~F2R&L 2EET S, F+v V7T L—REDER, EHIHE
TBHIL,
s BREEOIY PE—LEF TREIEL, Fy VT L—ra Y RiT A L, OV
b=V ORGEMD, AFICRE N TV 2EHEICA > T05 T L 2T 5.
+ Fy U T L— 3 Vi 1 0~ 1000 mIU/mL
s B BRI LIcF v ) T L— 3 YORREDERICREE NS L. Z0%IE
WESLICFY VT L= 3 V2T BEREVD, ROGEITEHFY ) 7T L—
varetide
s HLvny FESORMEF Y M2 555,
+ Y ha—)VOREMD, 5. REEEAEICHE > THMER THETIRICE DL
TROE LRI E T O B 2 S TV 3 55
+ O b a—)VOE G2 N TEICHE DO TRIE L TV IR0 EEE, Dl
L 30 HMIC—fElFv ) T L—2a v 275 L,
C EMISE B RIT I RO H BB A VT F VAR L ha .
Fr VT L—2a BT BURNEDD S,
c FXUT L= g VDOV T ORI, ST 2B OBIEINEZ ST 5 T &,

5. mBEEEAE

CEFYVIL—varvaERT A DI GOy ha— L Btay ra—)L 2,
fEtEay =L EET ST &,

cLUROSAICEEEOaY ha—)VE& L EET ST L.

C BEH Q4 WD) &
cFyVUTL—va
« PIEMEIC 2R 5 2 2 AREMED B B IERESS X > T F > ZAD Rtk

- HEROKSEEHTIED, X 04#Icay va—LEIET 2 L2 TEHTOEHA,
MM DFIUCHES T &,
iR DR EEEETEHCIE WV, RERIGAIE T Y b a—LOREZBINT %,

- HHHEIPIE SR TRETRNETH S, EHAHEENANTOZHEE, F5N Mk
OPEEFRIIME L U, HERTTS T, REISCTHFY Y T L—2avi
1oz,

s FEHFEICE DSV Ta Y be— VOB ZRET 256, HEIsTaY
bE—VOERY T eI, Z—7y MiB X CEHEHZEANICEEDOH S T
VA= )VOEET LK TRIETRETH D, FH 3~5H) MICHEH.
20 [ILLEDORERTT> TESNIHEMZ VT, WS N5 Pl (2—7v k
) LESDE (i) ZRETZREDHEND S, Wb EMEHEZRET %
TeDICEFTRELWERE UL TRULFPIRTFENS,

s Fr VT L—va VR

Bc A=A NS

s Fy VT L—%&noy M

s Tavy YUY a— )V
- WE R

- BONIEE 2, SR O MEEHTFIRICEHTANE TH D, £, TS
I b a—)VOREANABEOKICH U CHYI TH R h EMRT 5 T &,



ke

c FRCHIRE N TOARVIRD , ilRD 3y b a—) )L OREHIAEICRK T N TV 5%
EIRE R X OHIPIESH £ THEME LT L, MEEEOHNTHENLENT
L,

- R AR L B OO HESEELHEIC DU T, Clinical and Laboratory Standards
Institute (CLSD 7+ K51 > C24-A3 BT BT & 1,

6. ¥R

AFy Tk, 4PLCI%E (4 Parameter Logistic Curve fit, X-weighted) ZHW\TF v
V7 L= a v A—TMEREN S,
737

HERRIC K > T T 7 IR HE N B 5005 5, COMICERENS
FIHEMEDH % 7 T T DV T OFHME, (19 2 MEROIURFME 22T 5T Lo

(RIERERDOHIEE]
World Health Organization D#)HIC & % &, BEIFR Y A )L R EGBHEIREZ F5D
HBs HifAIEIEIE 10 mIU/mL LA EEEh T3 25,
AFw ORI DV T, (] (5) 75V LR, RHERRE. EERFREZS
Hyace,
B DOFINNED T &0
HIEEDEER
CHEMEDBIETH > TE, DAY RY - CUA R GERRIROIRIETE 28 E
TIT/E B MO RIEREEIR T IC X D FUAREEREME N L TV B I5AM0H 5D T
HEIBT L,
- F SRR E ORMIA TR RERIE DS G, FFRFERINISNE T b 5 % O THIE
FEFUSIED < BWNE MO PEIARIEIR S 2 1 L TRAMICHRTS 5 2 &,
< AFy b ORERERDERATRICT IS 2855, JBINORIEZFTORIER 2 iR
BT MRS B,
s BWIRITIIC DT> TE A+ Y FOHERROA T BEDOREE, o2k,
180k, BHEZ KRG B9~ —h— DR R & G THRAEMICHNTT 5 2 &,
« RNEME @R ERZE GET > 7, WEmmaR0I T 5T L,

+ b MIERMELAN OARIC B A+ v F OPEREIZFHETZ E N TWVARL,

< MEAL TR L L7k i Lan T &

* AR YOG RZT TOBBEDRIKR, RENZERESZENH D, T4 T
VINERRICH R 5 X B VRN D B TDX S ABIRZH S Idic, ~S)
VBT RAZ RIS 5 T &

+ fhDRlEE (MEIA ¥, EIA i, RIAE) ZHVTRSNIGEMIE, A%y - OH|
EMEREZTLNHD, BT LEALHEZRT LIERE LV, U7 F VRO
T2 YT REE. AFy PRV TH LWR=Z T 1 V2 Ll
5750,

(% &l

CTRLIeT—2IERENEHTH Y, JHER TR SR RIHAND 5.
JERE I &K OREERIE O BRES T U3 R UARED H % T % = 10.00 mIU/mL Z2 51k,
< 10.00 mIU/mL 2z k&1t & Uz,

(1) IEFEtE - BIRMA
ARy FOREEMNZ, BARBICBNT 3 1y b OMEE VTG Uiz, 5 6lo/s
F)ViE, RIS BN THMER Y P eI 5 HMCED 1 H 1[4 TE L7z, &%
E B DR & itk a > bo—)bze 2 ERIE U, MEN. HIE R OEER
(SD) BRULBFI (CV%) %&. ZEMBETFIL 4 M LI BORD 57 O %21
WTaHiLI: R D,
£1 AFv homBiN
W P WEAEBRNE AEREEE?  REEED
YT B (mlU/mL)  SD CV(%) SD  CV(%) SD  CV(%)
AT VI781 180 467 0302 65 0403 86 0613 131
83V 2 180 1460 0434 3.0 0708 49 1367 94
RV 3 180 7975 3082 39 4130 52 7.085 89
IS 4 180 25504 4752 1.9 7565 30 19464 76
VAT N2 180 489.20 14.474 3.0 19225 39 38688 79

H - ~ —_—
"’ﬁ'ij/l“j Vo180 1618 0687 42 0765 47 1388 86

[%‘lijyz“:’“”’ 180 8206 1934 24 2460 30 6045 7.4

a MIEHZENCIE, WENLBINEENS.
b BN, JENZES), WEMZS), vy MHZH), EREZENTENS.

(2) B

HBY 72 5> % 5%k 248 1, HBV ERAUERERK 41 B, HBY 3w 1 U 22 i
ik 100 B, il 389 BIOMIKIZ DOV THEZT 75 720 389 Bl 340 H(87.40% )7,
PR ORI T TH 5 72 (% 2).

£2 AFvOREE

PR S NNGRERR T
AFIY= BB QKT NE) RS BHE)
HBV U 7 F > ] ;
e 248 245 (9879%) 245 (100.00%)
HBYV BAREERIE 41 397 (95.12%) 39 (100.00%)
g R b 100 56 (56.00%) 56 (100.00%)
At 380 340 (87.40%) 340 (100.00%)
a 2 Hefkl. HBCHUAIHES & U HBe FUABHECH > 7oAt RIAEIC 3T b HBs
FUARRETH > 7o

b RO 57%%, @ HlRIEHIC K 2 HEHHE (B4), MEENTEE (33), 1
K (33)
HBV 7 ¥ F /& 5&DELFERI/ %)V
HBV U 7 F A58 B3Iz 15 O-FERI A3 )V 57 % Bt 90 BIORRAIZ D
TREZIT> e TV F 23 6 7 JCHED 3G E iz, 3 HIHB X TRKORS

WS 1 HRICERIL U 72 RT OIS, AFy TRtk HES N,
(3) EM
3 fiRIC BT, ElfkimE A, i /R Bk, BEEAIC I U ABiRH

Witk, HBV IERYELSADIRE B EM AT K CHE IS EZ 5 2 2 el H 2 K172
GOMIAD 575 % G5 1,716 Bl Mg L Tk fE Lz, 1,716 i, 259
Bl (15.09%) WEREGTETH D, AR MERA 259 Bl 254 ] (98.07%) A
BIGRCHETH > 72 (E 3.

£3 AFy ORI

AR JEhNARERRG M @
HFd)— BRIREC (Bkicrd 2818 GHEREBIEICHT 2818)
St &fik 1006 154 (15.31%) 151 (98.05%)
1My / e 9 0
&71@1%@[[1@%*%: 50 8 (16.00%) 8 (100.00%)
Bt Sk 500 65 (13.00%) 63 (96.92%)
HBV FRYYELIS O P
HBERAS KUHEIC o o
AU o (Y 32 (20.00%) 32 (100.00%)
BT STRIAD
& 1716 259 (15.09%) 254 (98.07%)

a AF v MTBWTHMEZRLUMRIEKIC HBs HUADFIES % 2 L R HN T 578
1. BnEtE & LT HBe fifk. HBs #ii. HBe HiAAZMIE L7z, RIATEIC K S
HBs HifkD#H & F2iti U7z, HBs itk Coffithidi & 72(% RIA TR . HBc Fifk,
HBs §iil, HBe HifAD 5 B 1 DTEIMI T NG, MifkZ HBs filkBat e Uiz,

b ROBAN 575 %, :CMV FifklGE (10), EBV fiifkRaME (10), HSV Hifk (10).
HAV itk (10). HCV Hifk (10), HIV-1 Fifk (10). ESHikGE (100, +F
V7T XA (10). KIFEES (10). BEREES (10). Mk (10).
PRI (10).V 7= F K1 (10). ZFHMEEEE (10).HBs fiEFM% (10).
72— )UIHERFEE (10)

(4) HIEMS LURRE

5 MBI 313 % 2,105 BIOBIKIC DOV TOAF Y kORI 5, SRS &
BRI Ui, MRS OEEEIY 2720, HBV U2 F 2550 EHR <
VB KT / M7 ko> 5 B ML HKORIER IS, < ORI ED a1
FERFEEPEIL 99.67% (1,491/1,496) T. 95%{SHIXIE 99.22 ~99.89% TH - Izo
FRIKHEIL 97.54% (594/609) T, 95%{SHHXIHIE 95.97 ~ 98.62% TH > 7z,

(5) 75U LR, &RHERER. EERFA

AKFv bDTF7 R (LoB) BXUMKHIBRA (LoD) &, CLSIHA FI AV
EP17-A26 12fitw, Mk () 5%, AR (B) 5%AlhE L THERTT> 7,
ABDTZ YT IV (515 [EE) & 8 FIDKIREY > 7L (5% 30 [mlifllE) 7%
FIWTHGE L7z & C A, LoB & 0.50 mIU/mL. LoD & 0.98 mIU/mL T - 7z,

AFw bOEREA (LoQ) %, CLSIHA RFA > EP17-A26 Icfit > THiEE L7z,
LoQ 7z, #FEDFTAHZ 30% & LTaIc, IEEICERTE 25/MNREE LItk
A, 250mIU/mL TH -7z,

(6) A

ETRPHIS SRR > 7OV BN L /3o 7 2 OFFAMRYE W 572 9 (mIU/mL)
D LT %, ABICIIHEN TV S BAR T MR 2.50 mIU/mL (LoQ)
~ 1000.00 mIU/mL T& > 7z,

(7) 1EEEMEERRER URIEADOEENE

1. HERAMEEERAIR
AttFy b EDMBIMEZ 118 BIOMIKZE VTG LIk A MHBIRED r = 0.9,
MRS y = 0.9x + 9.6 Tdh o7z, BIRFHEICIF Passing-Bablok iz v 7z 7,

2. BUEAOEENE

Fr )T L—2E, TR 2%, ANEERICE U CRBZTT> TV 5, (N
FEHEAIE, Anti-Hepatitis B Immunoglobulin World Health Organization (WHO) 2nd
International Reference Preparation, 2008 (code 07/164) 123D T HEIEEIC H5Y
TNTW3,



- HER MVASER, HEOERRERESIBREET. HAEOLEHSTDBTE
B3 L, XEDERICR > THEZREA LLEWEE. AIERBROEEMEISREE

(8 EIFER L EDER
(M) BRWE (BRRESLE) DEE

CEE ATy FOMETE. b MEREIRO RS . Mifkid. HIV, HBV, HCV %D
BROBNAHZEDE LTS T &o ARGETHMT 238 I, & Ml
KBXU /) EGBAENEREOH 2MEDNFTENT VD, . [FK - #8
EE (Fv bOER)] £ [BE - BE (BESD)] 28KI3ce, bl
KNG F T2 I AL D RIERMERE LW T & 2 RGET S adBRid A5 N T
WiE, TARTOL NHRYIEIX B EMNC D D % & 2 T, OSHA Standard
on Bloodborne Pathogens8 126> TIRD S T &, BUMEMEZ G, £723%
DEENDH BMBEICOVTIE, SA A TT ¢ LNL 29, 3oy
A A AT F ¢ IO 2l d 2 C Lo MATICH - Tld, BROfERZ BT
Bz, HEHOHLR, W, YA BROEVETTRESEML, £0c&3E
R T4 Y TRTDIRNT Lo RIRRHERI IS B TId. A, B, (kb
a2 LY ADOEIRWE LENT &,

s avYVa—MIEENS L M HBs HiEEME. HIV-1 RNA B2 E 7213 HIV-1
PiBBETE, HIV-1/HIV-2 HifkBEPE HOV HitkBaYE HBs HitAB2YE HBc kb2 TH 5,

+ ARCHITECT A—4 7 HMARmRIKICZ £ % b M iindEid. HBs HifkkE1E, HBs i
JRZE, HIV-1 RNA B2 & 720 HIV-1 HUEEEME. HIV-1/HIV-2 $iiARRz1E, HCV fifk
BErETH %,

cFr VT L—H2A By ho—)bid. HBs fiEEEME. HIV-1 RNA BB E 721
HIV-1 HisEEYE, HIV-1/HIV-2 HifkBErE, HCV HifkE2PE, HBs Hitkl2tEcdH .

cFyUTL—%B~F, Bpttay bra—) Ui, HBs HifARE, HBs HUERRPE, HIV-1
RNA F2PEE 7213 HIV-1 HUEFEME. HIV-1/HIV-2 JifAlztE, HCV HiklztEcdh %,

s IO S THRIMC A EARICBIK T TRIRIEVHTHOL A E TV, &
TENHNULEMOF Y TEEZIT BT &,

s FUA—BTIVA VAR TH S, MK LTI, iR SIS LD,
HICABRWE S HEET BT &,

< AMETHAT 28 ICE, RERE LTI IET MUY LREENRTWSED
Nbb, itlE. [FR- 188 (Fv bOER)] /23 [BE-BE (BELSD)]
EBWT BT &, B DA X D IEFICHEOMNH AT ET S, WO B
FHEHOBLA, RBEFE, AT EHEZEH L, KX RKZWALZNT &, NEYE
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TIALF bV LEET,

c Fyw SRS TR
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CBREBT BT, HMERMVICHEZRY G2 L ER. FREFREEHL

TI5T &,
CER MVICHZs 2D (T 7eizid. R hbIVEREEEEWT &,
AR UL WEREROEEIENHE DN S,

« WFRIAED & FASED PEERI TR LTINS 2 C LD 2 0 BRI LR,
- BEREAErh O EOTROFHNIC OV TIE, H T 2 a0 IEkEIHE 2 2 1d

T5T &,

s AEEFY b FYVTL—& avia—)Uid, VTRKEOX E 2 ~8CTHR

fF95T Lo 2~ 8CORELATN LMD L%, I ICHAIRETH %,

¥, Fy VU TL—%, arbho—)b, ARCHITECT A4—4 7 HBIAGERIKEIZ. 5

IRITHEDNERTE LI o 755, IIRE TLRETH %

« ARAFEF Y ME B L TIRA 30 AMRIFT B C LM TE %, 30 HZEE il

Fv NIRRT BT & BBRNICBI 2REHHO B 5w F 2 7IconTiE, il
T HEBOIIHINEZ BT BT Lo

c ABIIBEERICRIE LT R R RIFT B0, HBVISHEN SO L TRTFT %, i

HARRINOH O LTz & Zid, sl3ER MV BB KON MV F v v 7%
HUO I F2IRRE T, ViTREF 2 ~8CTIRIFT 2T L. Hdan SHLD LU THRE
23T VL TTRREZ RDTeD B DRy FABXT LA TIRIFET ST &0
HBRHONSEWEH LR oaN—T 1 Z VKM ILD, 2~ 8 COREZBRTILT
KETRESNED S 1BE (REERYHITRET), COEEF Y MIBEET
5T &, l¥EFy M EERD SO HIBRORENE. (19 2 RO TURHIN# %
BTET L,

s FXUT =& arvhu—nd, RN ICEEEIRITT 2 T L.
+ ARCHITECT #—4 7RIS, L TIAREDEE 2 ~8CTRIFT ST &,

2 ~ 8 CORIFHIT HHD U ictk, 9 ICHEHATRETH %

+ ARCHITECT A—Y 7 HMRARREIE, TOEEMUATREZHRARTSH D, DL

7w,

3) EELDEE
« BkHICIE HIV, HBV. HCV SOBAHED & OMFET 2NN S 5 DT, FE.

FEMPE A/ RS N ) Y L (AL 1,000 ppm, 1 FHEELE
2 FRE VAV TIVTE R (2%, 1 KL R I K BHH0LE, 50
FA—=r27L—7 (121°C. 20 57PA L) T KB WMENIEZTTS T L.

s B L URBERFEET 25010, FEEMOLIS KO 215/, K

BGHIRG IES QBRI > TS 5 T &,

EUHO32 fieE ORI & D IR R DR ARTELT 5 - IO RO LB AT, AR TV WU TR L AR L 727

P501 P / R RY) ST TR BT & ERHHTHERS 1, & 5IC 0.1% KAIFIF 1Y & LIS & O
VT BACHENS T . (ERSEDS R (PR, KRN, KR L) it

CEYYTL—& MLTIrS &,

e raen - AWETHRT SAIBICE, RIAIE LTT ML ) Y LBEEATLE 50

* ARCHITECT A —4 7 IR A7 Bt

Db B, i, (R -BEF (Fv bOBEmR)] X723 (BE-BE BELFD)]
ZBMT BT L, TV MUY L&, I, 8 RIS U TEREDORET VR

EHEKT BT ENDHZDT, FET HHEBICE. KEOKEHISHT T &, X2k
FEESTIEORHMC OV TR, (T 2 EIRONULHIHHZSBT 5T &,
= N 7
e RFNAVFTIAY, TS bV LEGES (7 E. AR
H317 T LIRSS TN ¥ T EZLF H?f ﬁlgbij)gaﬂ
T —
EUH032 i & DEHNC & D IEHICAHIEDMR A ZAFET B TRy - e
N, U N f B
oy A TURUA—OBFRL, bV A OISR R
P261 IAN /L) AT L—D AR BT &, FEHER I, A REN TV 5,
P272 HRENTANEERIEESG NS RN &, (s Es (e
P280 RAETFLS / RFEA / (RAEIRSEZE T2 &, i -
AR O ¥+ - B 7C18-29 1 100 [l
fiidates A TS—T 1 T 456 mL X 1
P302+P352 I RS LIt - 2ROKTHRS Tk, ~avYVar—t 59mL X 1
P333+P313 R E 72 3B WE Uity | RO %/ FY O #gkEEF v k WS 7C18-39 : 500 [EfH
TERZF5BT L, A TIS—T 4 )V 16.80 mL X 1
P362+P364 BRENRERHE, AT 25 EkEE S cayYaly—rk 26.3mL X 1
BT, O sk v b BES 7C18-33 : 500 [EIH X 4
B C AT TS—TF 1 T 16.80 mL X 4
P501 I/ A ) ST RS B T L " A¥Fay—t 263 mL.> 4
. O Ty H—* BEHS 6E23 975 mL X 4
BT — R — o 1) —YE— VAR—ICHBEWE e ]
iff?gf” F (SDS) IEDWTid, AR FI—HE— bty 2—cBRVED O 1 A BEED 6055 ¢ 975 L x 4
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HEH UHIGRIT 208N H 2, YA 7 10/8—F 1 Z)VORFECONTIE. (B
- AE GREAR)] ) RIE (8F) Ersldd s L,
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{FEEW,
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FEMfE, B BV EbE T,



(EEH]

1. Clinical and Laboratory Standards Institute (CLSI). Statistical Quality Control for
Quantitative Measurement Procedures: Principles and Definitions; Approved Guideline—
Third Edition. CLSI Document C24-A3. Wayne, PA: CLSI; 2006.
2. World Health Organization. Hepatitis B vaccines. Weekly epidemiological record No.
40, 2009, 84, 405-420.
3. Jack AD, Hall AJ, Maine N, Mendy M and Whittle HC. What Level of Hepatitis B
Antibody Is Protective? Journal of Infectious Diseases 1999;179:489-492.
4. SAS Institute Inc. The MIXED Procedure. In: SAS Technical Report P-229, SAS/
STAT Software: Changes and Enhancements, Release 6.07. Cary, NC: SAS Institute Inc,
1992:289-366.
5. Box GEP, Hunter WG, Hunter JS. Statistics for experimenters; an introduction to design,
data analysis, and model building. New York, NY: John Wiley & Sons, Inc, 1978:510-
539, 571-583.
6. Clinical and Laboratory Standards Institute (CLSI). Evaluation of Detection Capability
for Clinical Laboratory Measurement Procedures; Approved Guideline—Second Edition.
CLSI Document EP17-A2. Wayne, PA: CLSI; 2012.
7. Passing H, Bablok W. A new biometrical procedure for testing the equality of
measurements from two different analytical methods. Application of linear regression
procedures for method comparison studies in clinical chemistry, Part I. J Clin Chem
Clin Biochem 1983;21(11):709-720.
8. US Department of Labor, Occupational Safety and Health Administration, 29 CFR Part
1910.1030, Bloodborne pathogens.
9. US Department of Health and Human Services. Biosafety in Microbiological and
Biomedical Laboratories. 5th ed. Washington, DC: US Government Printing Office;
December 2009.
10. World Health Organization. Laboratory Biosafety Manual. 3rd ed. Geneva: World
Health Organization; 2004.

. Clinical and Laboratory Standards Institute (CLSI). Protection of Laboratory Workers
From Occupationally Acquired Infections; Approved Guideline—Fourth Edition. CLSI
Document M29-A4. Wayne, PA: CLSI; 2014.

1

—_

DUROKERFEFIE, ARCHITECT 7+ A ¥ —FcldZzDa vy R—3x > M5 E
DT, FaelIMNTE, [ARRDRFFORFFHAKE S K UZ OMDOEICH H 9.

5468 646 5543 524 5545 739
5565570 5669 819 5783 699

TRTOWEDOHTEREE, SRGEOITHMEFICRIE L Ed,

[AUL&heik]

* 7Ry by INVARSH
HARI—HYR—bE2—
T270-2214 FEEMBEHNRE 278

TEL 0120-031441

[B5EIRTTEEE D AF R UMEFR)]
* 7Ry by INVARSH
T270-2214 FEEMAHIRRE 278
TEL 047 (385) 2211 (K&K)
©ABBOTT JAPAN LLC 2024

) Abbott



