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NTCVBEDNDH %, o THRINCANIZD KFICFE LIl
& AKTHRICHRDR T FDICEEE 21TV, BEDDNUIERDOT
YTHERZIBHT Lo dflliE, (R - BEE (Fv bOEmR)] &
& [B% - BE BFAER] 22T s2 L,

« fEH 9 BB D R L UHHHIHE 2 L <HATH ST %
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(2K - #EF (Fv FOER)]
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- XA 7 18—F 1 27 )1 (MICROPARTICLES)
fiik b IgM 7 A€/ 7 a—F)UHiRERHEREER T (MO &AW -
TRIS fRM. 2 278 EZGENH] (T3, YFEDR) A HiEHD
« avYa%'—1 (CONJUGATE)
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RIEDE
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ZOMMODAENNEENTVWERWC LIRS S T &, HuREHim
RVAIRANC & 2188523 TV 2 BEOIMERAIE, mBiHs ey
HEL TWIRWD T 0 T U EENTHSAREMEN D 5,
c BRI OBY R S Tedd, HVFETOERY hERRZEXRY v Fv T
ZHHTS &,
RIEDFHR
< BRI OMEANCER LT, $RIME OELE TORIRAAFICHES T &,
EHEIC & 0 BRI S 2 08t L7272 ¢, Mtk e LTS %120
A0 Ths,
CRRIKICIEN RN T L BRERT B T L, 1D D BG AT
WZEEIOFRL T & MIKOERER S Tzdic, MIAT LIS L0
Hzflifdsc L,
IERE R ERE R 2152 728D ROMKIZNERIC FHE RO T 2 2 L.
« T4 TV, FRER, FOMOREYE G HA
FE LT TV SRER, FOMDORNAYINRED SN B, HEE
DS BRI, (RHDORILT Y 7 ZAIFT—2HV5H, 10 [
5T LICKDIEMTZ L,
HHSRRIZ DL RICHE S THE(R T .,
- SRR, BRI ARNICTERICHRT S5 2 &,
o BESENTE L 2R, ORIV Ty 7 XA F =0 BS D, 10
HEfd % 2 LIk O THciERIT %,
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+ T OHAEZ i 7o IR O EERE R L ADRLED ) (RCE) DA G DED
B2 LA RIS
ORI RCF 2 Cic AR OFHRATHING 5 2 LN TE S,

SIS (o) = 00 000 gminutes
RCF
OB () RCF ( X g) g-Minutes
10 10 000 100 000
20 5000 100 000
40 2500 100 000
RCF = 1.12 X rmax (rpm/1000)2
RCF - JEL IS B N 2 AR O T,
rpm - 1 3fd 7z 0 O — 2 —ElfizE (ISR LETT

VEIVERENTOEEE pm THB),
OV BERRR - E O ) B IZ 0 — 2 — D EIEEA H D RCF £ 7213
rpm [ZEE LU TASHGEZ AT 5 £ TORMET S T
Lo
I'max - SUA=RMVTERLEO—R—D 1%, F: HA7H
T r— (BGEEERES) DA eHHT 2553, ok
& (rmax) ZHADTHEL (BAIIY X—F)L), RCF
ZHT 5 0END 5,
RCF (X g) &Ll (00) 723 U7 BfEDHAL,
BIHEMAZ, > TIVhy TEERBREFCR LIEICHN %, iE
DR B NTADELHETIE. IEEZ S E RO TEIHRMIAD I
25T B,
RIEDREFSRM
TR {ATRE piTlEeS REREHIE Zofth
Mig / MmiE 2~8C 7 HIE Mk, M@k, FRifER,
ST OFIICEID 59
RIFT 2N TE S,
2 ~ 8 COREMRIFAR
ZHZTRIFT Z5E
. I E s 5
Mk, Mg Al R
BRZEFRE L7t -20°C
DURN TR % C
Lo
HRGRLEZ 6 [ 0K U TRtk 25 il BatEmdk Grukihn 25 i
ZWE UTEMRRA & Rz & T A, EERRIER SIS RIS
Nnxh-oiz,
WSRO DR LILET 5 2 &,
RIRDEHESEM
RERAR IR K OISR IS U et £Rz115 Tk,

) mEWE - HERF

CTIORLIET— R IEREMNEHITH YD HHFRTIEAERBHERERT
BanH 5.

FimeE

MR

DURIS R LT SISO P2 ST RRTERIA 25 Bl BitEfik (Fitkismn
25 B HIE L CRAIR IR & LT & T 5 SR TR ERERIC IS
Hohhoiz,

g-minutes -

WEH R
eyier =< 20 mg/dL
~NEJney < 500 mg/dL
F)TUETA R < 3000 mg/dL
2VINTH <12g/dl
(3) Zofth

AFy 3 Alinity | AT LOMKETH S, FEE, BticBRVWED
LRI,

(R - RE (BFAD)]

(1) HRORESZE
HARITOEE S,

(2) BEZRE - 884 - ABE
ARFV ATV T T AV
+ Alinity HBc-M * F+ U 7' L—% (Alinity i Anti-HBc IgM Calibrators.
S TP86-CAL-01, REF 07P8601)
cFrVITL—%1
(ExEsaEY: AV L e SifndE #4254 : ProClin 950,
ProClin 300, #iE#AD
cFyVUTL—H2
GEaEaY: vy LW e i (gM-HBe FifklHE) R4
ProClin 950, ProClin 300, Ji##])
Fy VT L —R2DOBXZTOWEEZ LI IR,

1 [cone]

e (PEI U/mL)?
30mL X 1 0
3.0mL X 1 67

a PEI U/mL = Paul Ehrlich Institute units /mL
- Alinity HBc-M + 1> b r—)L (Alinity i Anti-HBc IgM Controls, #j#

#5 TP86-CNT-01. REF 07P8610)

sty ra—L
(FExxaay vy L e MndE (#1774 ProClin 950,
ProClin 300, #iE#AD

cEEaY ha—L
Graay vy L e s ifn#E (gM-HBe HUARIE)  RI7A]:
ProClin 950, ProClin 300, #i#A)

O b a—)LOBXZFOWE S X UEETHZ L FIdRd,

e I

S i (PEI U/mL)2 (S/CO)
80mL X 1 fE#HT 0 0-0.25
80mL x 1 #P 150 1.608 - 4.825

a PEI U/mL = Paul Ehrlich Institute units /mL
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(4) BIE (BE) &
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c TeAT 2 — T B FRIAT 2 — T 2T 358, BikEN
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@Y T Iy T TORKRZEIERE : 10
<R, EBICHIET B5E
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Y Y TR =V icty Mg SIERILIAICIIET B 5E
* WIETE DY > 7))V T 150 pl
CFUCH YTy TTBENMIET 2B OREY > 7 )V 14 L
CEEEY VTV K=Y v iy MME SHIEEA TIIET 254
cH UL LY U I IICR T %,
cAEOFY VT L—EBXCAY ba— VOB DN FIEICDONTE
BT LT L,
« R EIROREEIC OV T, T 2 RO Bk IE A S ]
5Tk,
cELOWHPERSRZ B 720, (T 2 BEROTUREIHFICHE > TH
WHEA YT TV AZITO T & MROBENK DHBEZA VT
AEEDTODGE, Uik OFIECHES T &,
RIEDFEIR
AKEw FOYETIE, MAEEFRIRT 2 LIETERV,
Fr)IL— 3>
Ty )T L— g YOFEITOWTIE, HH T 3 OEEHIEE S
ez,
garyba—)VzHlEL, FyVUTL—ra i idsT e,
—HE, BRREIGTE LRy U T L= 3 VORI ES NS &
FOBRBMES LICF YV T L— 3 U RITIREZIRND, ROGE
WKWEHEFY Y T L—2 3 0279,
cHLvmy MESOMEF Y MEHHT 55
« a2 b E—)VOREMD, ARFICHENE R THRETFIRICE DN T
ROE LTS SR OB Z AN TV 555
« O ba— ) VOEIHIPZ T FRICE DO TERE L TWhianig
Gl Y 30 HIC—EHFy V7 L—a v &5 T &,
TE NV SR NI S A RENED & 250 D A > 7T > ZRE A Fii L
FeGEE, HFEy ) TL—ya v EREE T HAHEEDND S,
mBEEEAE
Ay FORIER (4 HRED) Jric, REEOIY FPo—ILE2R 1
FET S &,
fERR ORE BT EHCHED, REREA Y b a—)LolEEBINY
%
FEHTEICE SV Ta Y ba— VOSBRI ZRET 2850, KEIC
BCTayha—)boFgay T i, 2=y Mid X OCEHHpHZ
FERINICEZEDOH % 2> b a—)VORIE T LIS KR TRETNETH
%o BH B~5H) MICED, 20 B EOWHEETT-> TR SN izHlE
fEZ VT, RS2 (Z2—7y M) &iZ5DE i) %
WRET B EDITHENS B, WY ERHIPHERE T 2 2OICE BTN
EAFER E UL IBIREFENS,
cFyUTL—vav
e =R
s F¥UTL—&Ow h
s Taby VY TEY )b GRYT B
« MEAE
— R S BRI TS DWW CIE, CLSI /iA RS54 2 C24-A3 %
ZDMO—HNHENTVBHA RS A v esids L, |

« FERDEMN K DEEEIR A VT F U AEED TS A, YD
FRICHES T &,

- OV P a—)VORGERRA R TED B, SAN TV B 5E
. ELWHIERBREME SN TOIROATREED D 5 728, SHi Ok
JEEHEHCHE S THIET BT &y FiF v U T L—3 3 VTG
GhD%B, FTITINYa—T 4 Y TICDWTIE, T 2 HEEROHE
SHEZBHT BT L,

cHLVEY FORMERF Y U T L—2OEHERMG LK, av b
)L OMERR & ST 2R 5 T k.

BEEEAMFS1Y

FiEEMOA A RS AL LT, James O Westgard, Ph.D. @ “Basic QC

Practices” Z{lifHi 4% C LN TE 2, 2

TEREDIREE

AREICHBME N TV B EREDOBGREZ & iz T 5 Han 7| b bicD

DT, BEERTLESIAED 7 v A REOBGI Z BT 5 T &,

(5) BR

)

BMABECIY b a—)VORERRE LT, U2 T IVOFERE L F1
b AT (S/CO) MR X BEHE NS,

Fw b AT = [(Fry )T L—& 2 OFICBEOFE —F vV T L—
Z 1 OFIECEREOFEE) X 0.75] + Fv V) T L—& 1 OFEEGRE D
B

J1w bA T, Koy hTicFr I T L— g URERE L TR
fFEhs,

S/CO =Y > TIVOFIEHLEE / F1y b A Tl
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HIERSRIC K > TE T T TS T S TR RENZGENH S, TOM
WCERENBARENEDH B 7 5 712DV TUE, T % B OBk
HEBHT ST &,

(RAIEBRDHEE]
71w bA 7 iilE, S/CO 1.00 TH%.

S/CO HE
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T L= = HEZET 2 5E0REDFHNC DV, T 58
DHRFIHEZ BT 5 T Lo

HIELEDEE

CHERERIE, BEORERE, it BT R < — I — DR F
EEDETRAEMINCHIEIT 5T &,

< ARy N OWERERDERIT IS TIET 256, BIMOHIE 2T il
ERERAEMERT 5 T L A HERET B,

« AR Y OFEZT TV B BEZEOBKIE, BEN RSN
D, 7470 YHERRICGEE 52 50N D2, TDOXI%K
BiGe i< tzdic, ~8) BRI Z T 5 T L,

< IgM D EREOBZ OB (]« LREEHER E) &, fik - IgM
itk z BTz oz B CillE Liea, WEMED R K
2RI ATHEMEDN D %,

© H OSSR ORIA TSRS DS E . FERFERMK G T D
5 B0T, JEFERICHED K BRI thORE DM RN L 2 ZE LT
Ak 52 &,
HIEFRERNEETH > TE, YAV R - EUA R (EYYLHUADR
HTE2RETICARZ M) MK UREHEREIR FIc X 0 PifkmEAFEDMK
FLTWREENHZDTHRT BT &,

(t #E

CTITRLI T =R I3REEHBITH D | Bk TSR DR R
Bithd %,

/MR E
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IERENY - B

HtEE G

Mt CLSI HA K54 > EPO5-A2 ICHit > T o 720 3 % 3 1w Dk,
Fr VT L—%, arvho—)LzMfL T, #E1 8THRAZITo T,
2@loay ra—)b, 3FDOE M SRV 20 HEICIED 1 H 2 [6),
Pixd & 2 HmllE Lk,

TIE N B fitiR N B
(BHTREED) (et @
T SD %CV
YL n (S/CO) SD %CV  (HipHD) (P b)
¥ 359 006 0005 7.6 0.006 105
Fa—)L (0.005-0.007) (86-12.3)
Bida > 357 320 0122 38 0.213 6.7
ra—b (0.194-0.245) (58-76)
V1 357 078 0027 34 0.037 48
(0.032-0042)  (40-5.1)
Rxb2 357 115 0043 38 0.057 50
(0.054-0061) (49-5.0)
R:L3 360 207 0076 37 0.113 55

(0.110-0.115) (5.2-5.7)
a WEN B, FERERN, SRR,
b &siry b B O A DRIT B B 5 IME & i A O#IPH,
BEY
ZF 1010 (ki Mik, 220 HloABEEEBAE Alinity i & 27 L3
KU ARCHITECT 7 F 5 —72 AV TIIE Uiz, Blih BERI LTk
B ANy o

Alinity i Alinity i Alinity i ARCHITECT

VATL VAT L VAT I TFIA Y=
aloale IR RR RS R
)— n (2% ) (Hek%)  (95%CD (95% CD
it M % 500 0 (0.00) 0 (0.00) 100.00% 100.00%
i (99.26 - 100.00) (99.26 - 100.00)
fit % 510 0 (0.00) 0 (0.00) 100.00% 100.00%
ks (99.28 -100.00) (99.28 - 100.00)
fit 1 % 1010 0 (0.00) 0 (0.00) 100.00% 100.00%
it (99.64 - 100.00) (99.64 - 100.00)
A Bz #8220 0(0.00) 0 (0.00) 100.00% 100.00%
Hik (98.34 - 100.00) (98.34 - 100.00)
IR = #JlEIfGE. RR = FAREARGIE. Cl= SHKH

RE

il 220 BlOZME HBY &G X U2k HBV &S % O IgM-HBc ikl
Mk %Z . Alinity i ¥ A7 LXK T ARCHITECT 755 4 W=7 HW\T
e Utze #EKEIE. 100.00% (220/220) . 95% S HEX 1% 98.34 ~
100.00% T&H > 7z,

Alinity i Alinity i ARCHITECT

VAT I VAT TS AY—
WthA 731 — n (%18 Jk e S
S HBV YRtk 187 187 100.00% 100.00%
Sk HBV iYssmiiA 33 33 100.00% 100.00%
af 220 220 100.00% 100.00%

ZDMDEESE

WS Bx 5.2 2 REMED H % K 1% ST Hifhkds X U HBV EYYELISF
OFEBEH MR (CMV-IgM, EBV-IgM. HCV., HIV-1, HSV-IgM. HAV
Kefifk. HAV-IgM, &5, HBV U 7 F > #5#4. # HBc HifkssisiE.
NV 7T XGE MiEE PRESERGYEE ., ) 7 < FIRT- STk E Pk (ANA) |
7V a— )VIERFEEZS, GEhw (RS K ORI, 27t EEE dgM).
Z e, BEHTERE. MMORFEEE) G 161 FlicDOWT. WEZETT> Tz,
MEEGNA ) R BERA (BIRESHC X 2 S AVDU). Bk
FEEE MSM). AR 75 flicDONT, WEZIT- T2,

1M B BRI 58 & BT & Nz BB RA 80 BliCDWT, AF v b THllEL
fz& T A, 84l (10.00%) MEEEZERLIz. TD 8fld, EIANETET
NTCRpMtZ R Ul EIATETIE, BEF 9 IR M2/ R Uiz, © #5721
TICRY,

(7148
it n n %
WEICHERGZ 5 REEDOHZIMT 1612 1b 0.62
& RUHIRE Iz LB Mk
(MHEREFNA V) A BERA 75¢ 1d 1.33
181 HBV RS pifk 80¢° 8 10.00

a g L—y—V#ip% S/CO 0.50 ~ 0.99 &ZRE LIa Wik 2 fil(HCV
Bk 16, bV TS XERE LHD 37—V =T h o T,
WIne, 7—F727 bO HBc (Feifk) T, £27—F77 b
@ HBsAg TIER2IETH > 7z

gtk 16 GEMFERFERIA) 3. 7 —FF 7 F 0 HBc TIEIHE, £727 —
F7 7 @ HBsAg TIEBEMETH - 7o

CFL——iiifA% S/CO 0.50 ~ 0.99 & i%iE L7=4E . ik 2 51 IVDU
MR Z7L—V =V THo7z wIhe, 7—F7 27 O HBc T
Bk, £7/27—F7 27 SO HBsAg TN TH > 7=,

4Btk 1B (MSM #f) &, 7—F 72 RO HBsAg BL U7 —F 7
~® HBc CTHMETH - Tz,

e 5 L—y'—Viiipz S/CO 0.50 ~ 0.99 L& LIzina. Bhinofik 6
BE T L=V =V Th o7z, TNHIE, BIAEICBONTE T L—Y—
VEEET®H o Tz,

TERA S BR AR

EIA ¥: & O—BEROMG 2 Mk 2162 #] (Ll E Mk, ABFERE A,
WEICHERE 52 Z0EEMEDH 2 K 72 G, MR NA D X7
FERR, 20k HBV BEGHRIK, 180 HBV Bk ZHvCiT-o7z, Ml
EAERO—FRIF, 9954% (2152/2162) THo Tz,

FIA i
TL—=y—=
21k (21K (=
71k 212 8 3
i) [t a 0 7 1932¢

a7 L=y =gz Ets (S/CO0.50 ~ 0.99)

bAFy FORIETIE, 5HINT L—Y—VERETH o Tz,

CARF Y FORPETE. 1LHINTL—Y =V TH STz,
BIFRAOEENE

F+ 1) 7 L—2EIE. Paul Ehrlich Institute (Langen, Germany) O
HBc reference serum 84 (anti-HBc IgM) IZ3DW0 T %,

(fEA EXIZEERL EDEE]

(1) Bk L (fEpRBALE) DEE

< CEEANE THMT ZEEICIE. b FHBRB XU/ EIBEN
WO B 2WENEENT VS, bild, (R - BEE (Fv
FOMRR)] Xz (B - BE (BEAD] 2885 e, b
FHRPIEL & 72 X R TE LA DS 2 YR LW T L 23R %
HERZHSNTVAEY, TRXTOY R B ERNC RN B
BEEZTC, INHORFEE B LU MafkiZ, OSHA Standard on
Bloodborne Pathogens IZfit> THUD 5 T &, BEMMHEZEE. &
TZIEZ DRV MBI DONTIE, NI AL TTo LNV 2, %
T3 MDY 72N A A A T T ¢ HER TRk, 4T

cF¥ VT L—R2ICEGENS b FHRRWER [gM-HBc Hi/AR; M. HBs
PURRGMEE 721021k, HIV-1/HIV-2 HikREM:, HCV FifkREM:, HIV-1
RNA (&M F 7213 HIV-1 HiEREETH %,

cFy VT L—R1ICEEND L N HRYE I HBs UM, HIV-
1/HIV-2 fifRB2PE, HCV Hifkl2ME, HBs HifRkEME, HIV-1 RNA 2%
72i& HIV-1 HiFEREETH %,

Oy hr—licE NS b M HCRER [gM-HBc HiARAME. HBs
FUsFHE & 72138k, HIV-1/HIV-2 FifAETHE. HCV FifkkatE, HIV-1
RNA (&1 F 7213 HIV-1 Hi5ETETH %,

cEMar o= VicEENS Lk lskYE I HBs s M, HIV-
1/HIV-2 FifkREE, HCV HUAREME, HBs FifARRIE. HIV-1 RNA &M%
72l HIV-1 HiEEEETH 5,

cAFy FOWETIE, & MRIKZED S, Mifkld, HIV, HBV,
HCV HEDFROBNNHZEDE LTS Tk, MEBICHZ-T
. BROERZ T 20, FHOER, IR SA7BITHNH
BTTFEEEHL, £OIK2EXRy 70 VT3 7bRnC &,

< D S THRINC A TR BICIBK TS DR T H oL 2
BEZITO. BRENONIEMOTF Y TCTEHEZ2ZITIHT &,

) Abbott



s MUA=BE7IVAVIEERTH % [EINCHL TR, AR E R
KELZD, HICASHEWESERT ST &,

< AHETHM T ZaEEICE, REAIE LT LT B Y LDEE
NTVBLDONH %, afllld, [FK - BEF (v bOER)] 7z
3 (R - BE BEAR)] 22095 k. ML O & DI

ICHPEDIRN A ADTEE S B0 WD 5 BRUSHH OB L, HHE, <X
7% B L, AR RKZRALEZNT &, NEYE K UAERIEE
YIETTETCHERET AT L,

RO T felgehr PN, ERTAR R

=L RVZFLT) A=)+ I F IV T 2 Z)VT—F
)b (Triton X-405) #&¢s

H319 s AR

H316 % TR 0D Rz &I

RETER

P264 Bizld e k{vks T &,

P280 RAETFAS / (Rt / (R 2 BT 52 &,
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