| COBFARNELHATHSERLTLLEL, |

AR RAER S sk 2024 £ 10 BKET (55 10 hR)
* 2024 F 4 BMET (B IR
BUEARSEARES  21800AMY 10039000

T-$FM©
ABIFFRY (VRGBS OTYY M Fy b
HAVAB®-M « 7R |

(£fREEER]

L ARGSHHAZHHTH D ZhDNDOHIICHA LN &,

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
B 2 DTHEREDHZEDE LTIO TS T L. Fffllid. (R - i8EF (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,

[FoiR - #8EF (Fv FOER)]
O ¥+ b
AT 4 7V
HAV HilEEHHERE R T
(HAV Hii5id e FHDRTH . Mo EHY) @ TRIS #EMER  R&17H] : ProClin 300)
s aAvVakl—=hr
77UV MR b IgM Y X E /7 a—F Uik
(fh> &A%Y - MES $Eli. % > 78 7 Azgefeil (2 isk)
{47541 : ProClin 300, #Hi##51)
- MR
(FEEAY - TRIS B, 2>/ BZse(b#l (7 vk
#4771 : ProClin 300, Fii#l)
O FL by H—*
Rk
O Ry H—*
(F=EaEY KB SV Y L)
% FLRUH— MUA—IZAFP - 7Ry b A% S 22300AMX01224000) TH&
RS NI 2 HERASE & UCTHWE 9. ARCHITECT 745 A 9% Cflif
{EEWV, BFED D= BINEDE L FZE W,

(ERBM]
M S Mg D 1gM B HAV ks (A BUFHR D A )V ZEGOZ Wi %)
(RIERE]
(LR sEilEs: (CLIA i)
(MELDEE]
(1) AEABNOME, FEGE
1wihiE
ARFy b TEROMAKZERT S L,
1RFTE Rin'E
b b i it
ML 7y EERILA D
b b ifiE EDTA A1V v LM

JTUEEF UYL
[ YAV NAVFN
ACD

CPDA-1

CPD

 fOPUEEEFNC DOV TIE, AFy N THEHTE S T EZHERL TV,

« b M MFELN ORI BT 2 ARF v F OMEEIIHEL SN TWERN,

- IR, MADREEEZ KA BHERER 22V O T, JIEDEIIE, BIADAEIC
R EN TV AHEOMKTH S L Z2ifERT 5T &,

RIED A
* ROBIKBHEH LmnT &,
 INEAL TAE(E L 7otk
« =)V Uik

ja
HAVAb-IgM
6C30

472092R05
B6C3ZJ

+ H L B U 7k
WS IS HEYITERD R BN B ik

« R OTERE BT B T2 sh ENMETOER Y FEFEXy by TREHT S
hap

&, MBFTERICHEE LTS T EZIER L T 5B 2 TS T & K
FURERET A MARTEIFANC & 5105722 TV 5 BEOMIK T, RIERRIDER 3
ZEREMEN D 2 DTHERZHET %, FERITHRE T 2 il Mk z im0 Lz &,
T4 7)) INERRICE R 5 X120 . BRI RIS 25 — Ve g 2 AT REEDY
H%,

+ NS YOG RZT TV B BEORIKI, RENTERESZEDNDH D, T4 TV
VINERIRIC 2 5 X B TRENED D B TD XS GBIGZI S Idbic, ~8Y)
BRI RIAZ RIS 5 T &

« EMERRERR 2155 e, il KCMERIKICIE T « 7)) >, FRILER, Z Ot
DB EENTVENT 2RI 2T &,

IREDRAR

« PRIME OMEANCHE L T, FRIE ORGSO BRSIIFICHE S T &, FHEIC K DML
RS2 0B LI 12 T, Mitke LTS 2123+ TH %,

+ BRINE QRGETCAMIERE S 2550 BT IEIC e MBFSRINERZ 7S B 2 L
© ROMAA, BRI E OBEECAHESE S 5 A IEICREV LI L 7%, BLEANE L,

= 10 000 RCF (f®fiabn /1) T 10 o #Ed 2 Lo

< JRIBk, fF REYZ S SRk

* HER T 2Bk

BHERAZ, YTy TERIZEERE SR LIEIC V5,

* MADHRSEAEOR DK LIS B T L,

TREEELAE LIRS, 10 EEREIRTIT 5. RiFZBHRTHERE L. BRITE>TWS
BRITE. H—IcE 5L THERNEZRYIRY,

B ER R 2155 728, = 10 000 RCF T 10 77008 L. AEvzbrE
TBHIL,

< EOTEES. LEICIREEDERD 5NB MK, T2 TV TEIGRHBRE S

T %o T BFRE, IEEZ S RO ERIADHZ Y B & 5 ICHERET
Tk,

+ TARTOBARIC DN THEDH 2 MRS % T Lo RERICHES TIRZI VRS T

Lo MIAMOBERZ S Tedbic, MK LIS LW Z A5 L.

RIFDIRFSRM
1wiEiE RERE SEFEFHM
I / i 2~8C =7 HM

- BRI, M, ARMEROEHICED S TIRET 2 LD TE S,
7 HEIAMICRIE 217D R0 MR, s & 723 iE S i, g sl R

BRZBRZE UTcte, ~10CLUR CofsiR7d 2 T Lo

© BT LT, MDY — 7 T a—Icht o A ENEER RET S T L,
< BT VDR D SISOV TIE, CLSI GP44-A4l ZBIBT 2 L8 TE %,
 HUSELEZ 6 (I8 DR U7 B2 MR A 26 B, BriEmik (Fuadshn 26 Bzl LT

BRI L AT b C 5, RN ARSI AR NG o 1oAY, dkb
RO R LILEHT 5 T &,

REDEXRM
- RS K ORI BICMIS LTz, &Rz (75 T &,
* BRIKOLEARIFICHES T Lo
(2) BHEWME - HEFH
s BUILEY (220 mg/dL). FUZ VLT A F (=3000 mg/dL), %>/ 8

(=12g/dL), NEFBRE Y (=500 mg/dL) ZZTREMERA 21 i, Btttk (i
PRI 21 Bl 0 U TRtk & L7 & T2, EMERRRNERS RIS R
SN o7z,

- JRIMEK (= 0.4% v/v) ZETRERERK 25 Gl Bk Gk 25 §lz iz

U THEAIR IR & LENe & T4 EEMAIER RIS R s hiah o Tz,

ERTY FREAF UALTUARZEH L TWiRniedh, IBENY A7 LS HT, M

kot F > (X3 By) MERRICHEZ G X % PTREMEIZ R0,

(3) Zofts

Ay M& ARCHITECT 75 A H'—3 X U TBA SfsflliEgd 7> a VO TcH %,
FEE. FARICBRIWEDELZE WD,



(A% - BE (BEHH)]
(1) HEDORHAE
FEE T OERFHN S,

(2) BEZHRE - 854 - HARE
cARFY T AT T AN
+ ARCHITECT HAVAB-M + &+ U 7' L—% (ARCHITECT HAVAb-IgM Calibrator)
(B %= £ 6C30-02) - 4mL X 1
cFyUTL—%1
(EHxEEW: Ay LILEE b ifdE (gM A HAV HifkBG 1) A -
ProClin 300, 7{kF FU L)
k(135 ¢ Acid Yellow No. 23, Acid Blue No. 9)
+ ARCHITECT HAVAB-M + 1> F 1 —)b (ARCHITECT HAVAb-IgM Controls)
(S - 6C30-11) 1 8mL X 2
cREtEay ra—
(EaFEW vy LLe FindE /175 ProClin 300, 7 2AbF MU W L)
B Lk R N m )Y
(FHxEEW: )by L e b ilnsE (gM A HAV HidkG 1) R4 :
ProClin 300, 7k MU L)

ayha—)L 1€ E P (S/CO)
Moy ra—)u iz o] = 0.65
o> bo—)b X 1.22-253
¥ {13 ¢ Acid Blue No. 9
- AT IR ENR

(FEBA: ) VEERER, St N UYL BERLPUERL 7 2T R U L)

- Kise)v

YT Ih T

AR BOVHIHES

HARMVHFY v T

CTEMERY FERGEXY b Fy T (KT ay)
AV T IV ATREIRIEEFITOWTIE, EHT 2 BB OTERFGIHEZST 5 L,

(3) BIE G&fF &

D Fr U7 Lb—% G5t USMARICHR U 2R img Glseq) Z1:59
DEGTMATIHNG %,

2) 1) ORAW. METFRE, <A 7a8—F2)b, YV arF—+%21:9:5:5
DEGTHHAL., LFDOLBO NGS5,
CRATIGE, <A 7aR—=F 1 )b, 1) OEBKREZERICEE S,
C RERSOWERRES, avYa s = RIA, RSEE 5,
c RSO ZRER,. 7L hYH— 100 pL BNz, KESE 5,
« FUA—300pL ZhnA . RIGEBYIOFE (EEK 400 ~ 500 nm) OFEH

EZERIET %o

3) Fx U T L—2OFRNRENSEIEINAy bATE (1) LMAOF R
BT LIc XD HERTTS.

GED By bATl=Fv VT L—% 1 OFOECHREDOFE X 0.275

(BE) HBAL S RIREE

1. AIEHERDRIEE
WD THEZEITI NS, AFy VAT v A T 7 AINVEERICA VA R—)LT 3T

&

TR ATTANDA YA N=IVITEBROT v AT A—RDFER, EHE

DFHNCDONTIE, T 2 BEROIEFIHE 22T 5 &,

E ULV = VHERMGHT %70 OFRTEOTNC DN TIE, HH9 52RO
WAL 22T 5T &,

SEAERO/NEURLUIHEE, 2 (XXX ISRET B T Lo INBUSLURHIED 3 L
LoHAE. S/CO 1.2 (HED T L—— VIGEOFS RIS 2 nHEMNH % .
FEERO/NEURLU I DORREIC OV T, T 2 B ORI R 2 2009
3Tk,

* T EAINT A—ZDOHIRNCDOWTIE, T 2 B0 E 22T 5 &,
- BEROBIEICHT ZRHC DV TR, [T 3 a0 IR HE SRS 5 C &,

2. BIEE

« aY ba— )VORIEMNERFIHZ AN TV R5E, ENHEL TV Eh, BE
KO WD NN D %, BENIRLERSREIENE L, HllEZITS T &, &
FWSUTHFY Y T L= arkii5C ., I TNya—T 4 Y FI2D0TIE,
T 2RO BIGHIHE 2 ST 5 T &,

S A T R—T 0 IV EGISH TR Y M AEAE, fmkrIcg L Tw s
MDD 2R T AR HOH CHFRET 208N H 2, TOBROWEICBOTIE, &
SITIRATY 2 83 750,

c RATON—=T 1 7IVDR bIV% 30 BEEELEMT 5.

AT ANR—T 4 ZIVIEHBRHEN TV T EERIRTHRT %, YA 7 0/8—
T4 VDR MIVIEAF L T0 3551, el i S N3 TR MLz iEE
R %,

c RA7ON—T 14 7IVHBRETNEWNEE, FALTIC BENTEEIEEL,

A= T 4 TV EIRE I NS, Fr oy TEIRON U CHET %, MR
BRFASEEHUT, SR MVHRZOR N S HEZIO T, HE%R Lo
RS RO AT S,

s ST BZBEERICEHEEF Y b2y R 9B,

c RIS RERRIENT R TE Y hENTVD T LRSS %o

* TRTOMER MU, HESMD I BN TS T L EHERT %,

.
i

CRFUSIECT, FY VT L—varvEA—E—F%,
cF Y )T L= 3 YOF—R—=FHECOVTIE, T OIS
gz L,
CHlEEA—H—T 5,
s WA B XU Oy - VDA — R, RIS OB EEIC DOV, i
T 2 BaRORULEIHE 2 ST 5 C &,
sy TR UIE TR E R R Y T IVRIE. BERIC X DER T L
A—=KZ =V A LR MCHRENS, BRERHOEEZRNRICT 2720, HE
BRLGRIICY > TV TSR EOY VT IV A T3 T e RT3 L,
[{—Y > Ty TTORKLENEEE : 10 [
s Ok, EBIHET 2HE
GBS Y > 7 VR - 70 pl
[J CH > IV Ay TCEIMAIES 5 58 Eia s > 7 )bia @ 20 ul
- BEERIC MR S IEILINICHIE S 2355 ¢
YIRS 55 > 7 )V - 150 pl
[{CY > Ty TCBIMET 25 EIC it > 7)VE 20 uL
- BEERIC Y ME 3REMIZA THPES 2855 ahnoy v T IVENnE, Y
TIVORFEEB XUV > TIVRIC OV T, [T 2 ORI E 2 200
T3,
© TURAT 2 — T E G TRERT 2 — T R HEHT 255, YTV —U VT
MIAED T TH DT L ZMRT %o
s FYVUIL—R1BXUaY M a—)LEHERT B,
cFr VT L—a2BXUar -, EHECERRICEREIRMT 5 T &,
s RMVEBBEICLT, &Y TV hy TICENTNORERZH T %,
AL
BFEYVTL—H 410
gavira— 40
YT IEEY TS,
B YTIVDy MCOWTE. [T 2EBROTEGEIHE 22T 5T &,
< WEZRET %,
< WIEFEICOWTIE. (H T 2 B8O RSS2z ST 5T b,
IELWIIERS R 21 5 Tebic, RS 28RO BURFIHFICHE > THHENR A VT
FURAELTD Tk, K DBENK OEBIRA Y TF Y AZEDTOBHE. Sk
D FIEHES T &0
ELARFY FOWETIE. U TNVOWHRAITOND, SO, 1EOHIE
2 DRIV G %,

3. REDHR
Ay FOWETE, MAETRGT 5T LI>FTEGR,

4. Fv)TL—vav
cFY VT L= 1 EI3EWET S, Fv V) T L—X L EHFR EBICHET ST &,
cREEOaY bu—)L2E LEJEL, Fr VT L—ra Y EiHEdTAI L, OV
b=V OREEMAFIC WS TV D FHFIPHICA > TV3 T L EHRT %,
—E, BRI LeF v U T L— 3 VORSRDEBICREE NG &, ZD%I
HWESEICFY VY T L— 3 YT BEEZEVD, ROLEICEHFY ) T L—
TavE S,
cHLoaYy MERSOMES Y M E#HT 55
+ 3V b E—)VORERS RAVE I 2NN TV A5
s Fy U T L= g VIZDWTORNG, H T 2 BSOS Z ST 5 L.

5. mEEEAE

« Ady POFREH (24 RiED T &l RREO Y ba—)L2& 1 EAET 5 T &,
MR OREEBFIED, K OREICay ba—)Lz2liEd 2 T e ZEHTORHA,
HEEMER D TIRICHES T &

+ 32 b= )VOREMAAEFICHME N TV L EBFEICA > TW0a T L zhER
BT, HHEMZNINTORHE, BENERRII E L, BillEZ1T5
Tl BREJELTHFY YT L—arvzefis T,

6. &R
sTH

Bdsid, Fr VT L= 1% 3SEIE L, FOCRED TIN5 F AT fE (CO)
2R UTHRE LTIRIES %,

s Ay A Tl=F v ) T L—2 1 OFOEREO T X 0.275

< Jrw BATEER, ROy FTRIKF YT L—2 g VRERE LTRIFE NS,

BiAB LTIy ba—)VOREMRE LT, Y2 TVOFOEREL Iy M4 7O

LRI L O FE NS,
+ S/CO =Y ¥ FIVDFICEREE / F1v b A T
<l Y TIVOFOERE= 2161, J1v bA 7= 512.25 DEE
2161/512.25 = 4.22
S/CO =4.22
739
MERMRICL > TR T T IMICT S INERENZLEAND S, TOMIcEREN
BHRENEDH % 7 T 1DV TR, IS 2 BEROIURFIIIE 22T 5 L.



(RIERBRDHEZE]

WIEERE R (S/C0) e

< 0.80 [P (NR)

0.80 ~ 1.20 JL—J— M (GZ)
> 1.20 Bt (R)

T L= = VR R U dkiE, IgM B HAV Hilk LU ERS 300 Rk A
BRI 219D HBWVIE IgM B HAV Filk LU RREE U< B2 L2 RE A0
D (2L OEE, MROBENTH S T L219) ZKHIT 2701, FOBET
OB (K 1 EBE) 2175 XETH %,

FE LY —VHERMST O OREDFHHNC DV TIX, T 2 A0
WEtHEZBRT 5 L,

L AERONSELUFRIEE. 2 XXX ICEET 5 T Lo /INSURLL I 3 LA
LOBA. S/CO 1.2 fHED T L—y — VGO RANEENT % A2 S %,
FERO/INBUS LU FHIBOBGEIC DWW T, IS % Bar O BTS2 218
32k,

HELDEE

cHEREEDNEETHH>TE, YAV RY - EUF R (RS FADRIETE 2 8%
TICIR 2 A1) MO BREIN FIC K D HUAEAEREDME N L T 025605 50DT
HEdTRT L,

© HOREREREOBIA TR IERIEON G IS T © 5 2 DO THlE
FEFITIED < I M O ML IASEIRE 2 & 18 L TRAMICHINTd 5 2 &,

« ARF S ORERSENEIRAT RIS PIET 256, BINORMEZITS T L 2#EEd 5,

< EREHIE, JEIR. ORISR, BRI G L L&D E TRAEMICHT 52 &,

AR YOG RZT TR BEORIKIE, BENARTERRGENHD, T4 TV
VINAERS RIS R 52 BATREM D D B, COX S BBRZR S Tzdic, ~R)
ARERNCHIAZ RIS 2 2 &,

- IgM D EEOEHEOMA (B @ ZRMEEEIERE) 2, fik b IgM FikZzE o
SR VT F Y ORI LIS, WEES G b K25 iTRENED S %o
XU RE/ 7 a—F)UHiRE WA K B 2T K UTRRE 2 T RS Ok
F1icid. HAMA (Human Anti-Mouse Antibodies : 1™ At b ifk) BEFENT
WABAHEMED B 5. HAMA ZB3TMikZE~ Y A€/ 7 a—Fuiitkz vz
FOHlE LA, ELWIIEEAE SRV aetEn b 2 23, AFv Mk
HAMA OFZEMZ 2VENEGENTOEN, BHICIILOERIBE LS &

nH5,

o & M ME RO BEFER AL, FREETh O a T ) SR U, invitro DA LN T
YA 52 5T ENH 5, HEMCEIE I EEYniEHREmIcE 53N
HEETIE. TOXSI BT EZF 255050 IELWHEMMNES R0 ATEE
MDH %, BWZITIICHI> T, MOHRILEE 2D DB 4

(% &l

(1) BIRE
AFy FOFHER, IgM B HAV HUAGEOFmFMA 1 6, 2> ha—)Lb3ay b,
FrUTL—30y bEMELEECA, FrUTL—% 1, BEay ho—lic
BT I0%LL R TH oz, 1 ik T 1 BOML, thod 1 iRk T 2 B K o flE
Lz TO2[HRTIXRTOY YT )VE, 30y hORERHVTHEL, FvVU 7
L—Z0&0y b THliLz, Btk X Tay buo—bay b FyUTL—Zaw b,
Oy FOBHAGDEE 4EFE L, 3V PR—LBLUFY ) T L—XIEE
TV TCI3EPE L, WHMIKIZES T4 T\IE LUz, ENB K OHIIE R o
R (SD) BLUZLIEE (CV%) %, RAETIV O M LBk 57 6 %
WTHW LT, $REE LITRTH,
#£1 AFv oOmBE
TE N B TE T B 2
FUT I n RBE[: SD  CV(%) SD  CV(%)
FrUTL—&1 324 1337RLU  86.9 65 886 6.6
Moy bm—L 972 023S/CO 0026 1133 0030 13.10
oy bo—L 972 1.89S/CO  0.113 598 0.127 672
BRIk 432 1.16S/CO 0068 590 0086 7.42
a WEMZHICE. WENLENEENS,
¥ TR ULIEET—2ERENZHITH O | Sk TE R 2R 2RI HEND %,
HiIHEE
#iahd CLSIH A K54 2 EPO5-A21it> Ciio7= 7,38y F##E 31y FOFv
U7 L—%, 38y boaryba—LzfHL T, #i3 a8 Thatzirof, Moy
FEFrUTL—Z0y FOMBEDERZHBINCH D YTl 3O DIRX—VT, 2
floay ra—b, 16OFr VT L—%2, 2ot MMisE 3Lz 20 HICHED 1
H2E, il &d 2 \E LR, RENTHREDEOREZ L FIoRT X,

Yl P B -
(PHTHEE) fitia N B @
SD %CV
T n S fE SD %CV (iipH b) Cili)
BEPEa> hE—L 119 0.04S/CO 0.008 22.1 0.009 236
(0.009 - 0.046) (18.7 - 30.2)
Bitka> hE—L 119 1.74S/CO 0083 438 0.096 56
(0.085-0.152) (4.9 -7.6)
RESEI 120 0.71S/CO 0045 63 0.047 6.6

(0.046-0.077) (6.6-9.2)

78FIL 2 118 1.08S/CO 0061 56 0.069 6.4
(0.058-0.100) (5.4-7.9)

FyUTJL—%1 119 6163RLU 363.3 59 384.1 6.2
(219.6-384.1) (4.7-6.4)
a JENTHBITE, WEREBME, HARBREZ 3T,
b BEEry k/Fv VT L—2my b/ OB EDE 3HEYICLB, SD &% CV
[2}5ZN:0 TN

¥ TTIORUIETF—2EREMNEHITH D | SR TIRE DR RTHEND 5.
B (Reproducibility)

#atld CLSIHA K54 > EPO5-A2 14> Tiiotz 1,31y Mk 30w FdF v
YI7L—%, 30y boay ho—Le#ERL T, i3 ATHRMET-> 7. 2Hloa
Y ha—b2floe ks S 3oLk 20 HcED 1 H 20, 2 &b 2 \lE L,
fRryzatsin v b OREIE D FIC R,

TR B i a gD
P PHTRIE  HEERN AR B

YT n  S/CO SD  %CV  SD  %CV  SD  %CV

pEttay ra—)b 237 0.09 0.022 239 0023 253 0055 596

B> bE—L 239 187 0120 64 0131 7.0 0207 11.1

A VI 240 0.79 0.058 7.3 0.061 78 0.112 14.2

INFIV 2 239 1.18 0.073 6.1 0.078 6.6 0.144 122

a PHTRIEE GRUENAEBIE) . BIEREBIE, FARBIEZ ST,
b OHTRIEE GIDEAMEIE . FUERMEE, ARSI, a2 55,
¥ TR LET—REREWEHITH D | HHiR TR RE B R 2RI H 5.

(2) ¥EM

Ay N ORI, SRS RAREO M B & Gk ZHE Lz T 3
99.0% L ETh o7z,

- EEAICHI L7z ki
- MEUEAICHI U7 ABERE
- MBI .2 2 TTEEE O H % R 72 STk D
P&, BHEER 1 7 T & OB 1 i3 CIT - 72,

2126 BIZRIE Lz & T A WIEIE TRtk E 7212 7 L— Y — VBt R Ui fidko
55 7 I 5 BlEEMRER T E R TH > 7o O D 2 BlidAF v b5 XU _PEI
HA-M + Z4F 7%y 7 (V2.0) TEEE7E 7 L—yY— VB ch ol HoT. T
N5 7 HIiE IgM B HAV FrikBatk & LT, BREOHA S LTz, $REL 21
T,

£2 AFv b ORRE

I / R /
FulAsE n FL—Y— Bt FL—V— Rk
{itifn#% 724 0/0 —
NS 1312 0/1 0/0
WiEIC a8 5.2 B TTREM: 83 0/0 _
Db BHTEETHIAD
&l 2119 0/1 0/0

b RIRTMECHEE 52 B DL B W12 G OMkeAFy FTHIEL, %
FEREME 2 BN L 720

- CMV-IgG + CMV-IgM

- HBV -+ HCV

- HIV-1 - HSV
CAVTIVI YT T « BOSEMSUA (ANA)
o 77U a— )UVEFRZS VIR FRT

© & 1gG i « HAMA

- IgM I

¥ T WRLIeT—REREWEHITH D | FHis TR R 2RI H %,

(3) BE

AFw b ORKEE, IgM B HAV HFUABREDIE B K CilEMAZiE Lz 25
95.0% L ETH o Tz, MitkiE, 2MEABFR LM NIZRED S, FBIEtk 2 7 HLL
PICHRE Uz, #5782 31039 %,

#£3 AFv OKE

oS n e JL—Y—UBitE B RS
Sk A TSRS 141 135 4 2 98.58%
(139/141)

¥ TTIORLIE T —RENENEBITH D | SR T REZHRZ RIHEDDH 5.



Ay M HWT, ARBFRIMEO BFRA 120 BlzfilE Lice T A, 2 BIAk T
ZRl, BB cE it ch o7z 10 118 flidkatzR Lz,

AFy bBRCPEILHA-M - ZAF3v 7 (V.2.0) ZHOT, RRFICERIL
TeRRZE LTz, RFy FORE L LT, BED%a, 2D A RIFRY A )V XK
B (RETHIER 2 7 HET) 289 2 2 EAVRENT 7330)L 1 BIOREN R T—
2z 1R,

1

e KFv b
e PFILHA-M - 21 F/Xw 5 (V.2.0)

10.00
9.00 4
8.00 4
7.00 4
6.00 4
5.00 §
4.00
3.00
2.00 4

S/CO E 1zl Index

1.00 ] B S —
0.00 ﬁé

0 20 40 60 80 100 120 140 160 180 200

FEFRm A A 5 DiEEHE

(4) ERMRHRE
WRERIETLT C ENTERV D, FIMIERIERETESL,

(5) HERMEBRRERURERDOEENE

1. 1RSSR
Ay b e b O —BERORRZ 160 FlO Az HVTT- T,
ECLIA i & DRA—FIZ 91.3% Tho e (FL—Y— VLRI &0,

ECLIA %
i [543 il
R 56 2 58
AKFw b T L—y— Rt 4 12 16
[ 0 86 86
il 60 100 160
T TR LT —2IEREMNZHITH D . Sk TR A DR (T HADD %,

2. READOEEYE

Fr )T L—%, By bo—)bid, fHABEERICH DOV THREN TV S, b
PAEHE LS TgM B HAV HifARGME ¢ b iz, 1gM & HAV FifkEarE b b s cam L
THE LTV,

(e EXIFERWV EDEE]

(1) BRLE (fBRRBALE) DR

s AFy FOWETE, b MAZEO IS . Hifkld, HIV, HBV, HCV ZEDELD
BNNHELEDOE UTHIOHS T, MEICHI> TE, EROGIRZ BT 5728,
HAOEK, B, YAV BIOCENMETFE2EMAL, EckEXy T4
YR ITbERNT ks

CER O OAWETHAT AT, b MHRB XU/ FRREEMICEREEOH
DMENFTENTV S, FHlE, R - 8EF (Fv O] £ [B%-
AE (RMEARE)] 25T 5L, b MHRWE X 72 R EHEY A 7e 421 K
PURE LT & 2R 2B B N TR, §RTOE MHERYIEIREE
SR D 2 EEZ T, TNH DR, b MR BEMEREEIC G R
EN7-ilkEAhE. OSHA Standard on Bloodborne Pathogens IZfit> TH(D 5 T &,
R EZ GTWE, ZOROD D 2WHE, BAEEISERE NIEIC OV
T NAAATT 0 LNV 2 T3 E, ik, FiRkiIC & 2 i) S 1 4 &
AT T4 EEERT BT L 81

cFYUTL—& By bR VG ENS g IgM B HAV SiikE,
HBs HUsFEME. HIV-1 RNA B & 7213 HIV-1 FUEREME. HIV-1/HIV-2 HUAREME,
HCV §ikR M CH %,

s BEEa Y br— Wi EENS b b HAV HitkBETE. HBs HiREEME. HIV-1 RNA
Rl & 720& HIV-1 FEEEME. HIV-1/HIV-2 FifkRE1E. HCV HilARIETH %,

+ DS THR A - B AIC@K T HICEVIR T SO E 2T, &
ENHNBEROFYTHELZZITB L,

s FUA—ETIVAV AR TH 5. HHICERL T, BN ERE SIS LD,
HICALTRWESERT ST &,

© ARRETHAT ZREICE. REFIELTT VT P LNEENTREED
NHB. IS, [FHR-BEF (Fv bOBR)] T3 (BiE-BHE BF5B)]
ZBIRT BT L, WL ORI X O IFRICHELOROAADFHET B, B 5 B
WEAOGK, B, YAV F2HMAL. & MREZBRALEWT &, NEDS
FUARSHEY AL THEEST S L,

ke

kek

A= T 4 )V
caVYVak—r

© ROGMSEHUC P9 B b HIERR, ERERIZRY .

=5 AFNAVF TV EES

H317 7 UIVF—E SR ZR S T BEN

H402 * IR

H412 Rk X 0 oKE A A H

RENH

P261 SAN /K AT L—DWAERT ST &,

P272 HRENTAERBNEE M E RN &,

P273 BREENOMMZREF 5 T L,

P280 (RATFLS / /(RIS ST 5 C &,

ISREE

P302+P352 RIS LTetha T ZmoikTiEs T &,

P333+P313 S RERINE 72 3R VE Uty 1 IEMOB 5/ T4
TaRRFBCTL,

P362+P364 HRENTLHRE, BT 3581 tEE
BTk,

BEE

P501 N / 87 Y) e 5k CHERT B T k.

¥ EC 1272/2008 (CLP) ZJ#HI 9 %45 E15%4 Liaw,

- BIATRRGR

© ROMFIC T B fEra HIERH, EERE2RT,

7y AFIAVFTVIaY, ThFALCI1-15 5 2 KT
a—iv, 7IMF MUY LEEGTE

H317 7 LIVEF—MEE SRR BTN

H319 AR

H316 * B[O R I

H402 * IR

H412 Rk I X 0o KE A A H

EUHO032 fifs & DA K O IEFITHEDIRNH ADFEET S,

REFR

P261 SAL /K AT L—DOWARRT BT &,

P264 Hltsld Faeri{iks T &,

P272 RS NTAEER BN O E R &,

P273 BSIANORI R 5 L,

P280 (RABFLS / (R L / (RBIgT 2 AT 5 T &

[SREE

P305+P351+P338 MRS Ao 72336 - A CRUM IR TS T &,
AR FLYRAEEHLUTOTERICIE S 55
Wece, ORI ERTSC L,

P337+P313 AROFANGE < GG EROBE / TUTEZITB T &,

P302+P352 RIEIChE LIa 1 ZROKTHRS T &,

P333+P313 R SR E 7213 R VE Uty © IEMiDB 5/ T4
TreRF5T L,

P362+P364 HRENTLHRIE, BT 3581 tEzE
5Tk,

BEE

P501 N / 5e87e Y) )7k CRER T B T k.

¥ EC 1272/2008 (CLP) Zi#H 3 5 5313744 Lsw.




« ROAFFUCB T 2 A SR, FEHEHZ R,
cFYVUTL—H1
s avho—

z®E AFNAVFTVay, 7O MY L BT

H317 7 UIVFER R EIR S TBZN

H402 * IKEEMIC A

H412 Rk X D KB AT A H

EUHO032 fif & DHEMIC K D IERICRFEOIRN A ADFEAT B,

REFH

P261 SAM /K AT L—OWAERT BT L,

P272 HRENTAFERBIEESE DS BN &,

P273 BEINORL I 5 &,

P280 TRAETFLS / R4 / RIS E 5T 52 &y

ISREE

P302+P352 RIS LTt - ZROKTHRS T L,

P333+P313 R RS E T2 3 FEWE UG 1 EIOB5E/ T
Tr2I5T L,

P362+P364 HRENTAEZIE, BT 2501 EZT
3C&,

BEE

P501 INEH) / BRI CHERT BT &,

3% EC 1272/2008 (CLP) %39 2413324 L7sw,

CBEEHIEICOVWTIE Q) RELDFEZBIBT ST &, £l 42T —%>— M (SDS)
WHHEHIEZTHEH 8 TBRT R &,

c BET—=RY—F (SDS) IZDOWVWTR, NARY—PKR—=Frtrx—icBlVWAED
LI,

o BEARERVER O EOEREOFEINC OV T, i T 2 a5 OB 2 SIS
BTk,

(2) EREDER

- IR 2@ E iR A L v k.
s Fy MRERRBELZSF Y FOEEEZRETEALENC L,
s A—DOI Y FERSOMETH > THMERTEER I LI LEnT L,
c RIS A T S—T 4 VL EAIH TR Y S BEAR. EEHICHBL T A
RENEDH B R 172550 COHFRET 2 0EDN D%, XA V13— T 1 7)VOiEM
HEeowTid, (B - BE WESR)] 3) BE 8P E23RIsT L.
- HER MVARER, AEORREREIBRERT. HEOLHEHSDBLTE
B3 &, hEZXREDRTEY ITEA LA, S IFE. AERROEEEIIR
AECERL,
< GRS 2 7eDIT, BEEAR MV SRZI O M 5 & &, ERETFREAH
LTir5C &,

+ F vy TR FRAHOR VISR 2D i 724, R MVERGEEEEWVT
&o IR L. WERIROEEEDMHE DN,

- R D &, BERHEERAE TR LTI T 2 2 DD A0, MIEICIEZB L
AN

s arvYay— M IgM e MARMEA LSO Y 2 — R RIENTLE
Scsd, AVTa = PR MVZIRO S BICIE, b M £z e i fn
TR T BT Lo

 BEEREMERR ORI EOTEOFEHNC DOV TIE, 9 2 IR O BRI 1 72 2
ERTeR

» FEDLRIFSRN 2 RITR S,

AT RICHENRE LI o 7235 . (IR E CRETH B,
BEGE

BERE B R LDEESRE
KB/ 2~8C MM 2~ 8COMRERFN BW Y L tk,
RAE ENQ I CHEHTHETH %o

VTl ERET BT L,

et HmoFE 30 M 30 HMZ B E TR AIIREET ST L,

s HIRNIC BT BIREEO RSy F 25

WCDWTIE, AT 3 B OBk
ZBRT BT L,

CEIIBERICRIE L E 2RET 50, HHWVIEHEENSID L TRIFT %,
A BERN OO H Lz T, GUER MUHPEB K UHER MVHF v v
TR TIRRET) VI THEFE2~8CTHIET ST b, Sl L
TS Zaldkid, VL CTHRIREZ DD, B DRy VZABXT M LA HRTHR
1792 L aHidET 5, WEIPSIMWEBLEII7O0/N—T 1 7IVKR MUH, 2
~ 8 COREHBATCUTCIRETRES NG, o IIHE (PEEIY fF1F 1o iREE
T). TOREFY MIFEFETEHT L, aldEF v PR SIO HT AEICDD
T, T 2BAROHEIHSEZ28T 52 &,

Kk

Kk

s FrUTL—& ario—)lid, 2~8CTRIFTET L,
s FY VT L—% avho—bid, RIS RE LI O o et SRS

TRETH B,

cFY VT L= arvia—ibid, 2~ 8CORELTANSID Lk, 3<IC

FEHATRETH %, NSRS MCEEEM (6~ 100D §2C &, HHRIEE
Z[E D, 2 ~8CTHRIFET ST L

C VL IR, D, Fv ) T L—2 g YRS R, ayha—b

WEREHZANDZ G EDOBRMNRED SN 5EE, Frv ) T L—&ary bn—
VLU TO B ATRENED D 5 .

(3) BELDEE

« MifAricid HIV, HBV, HCV SSQRGHED & DML T 28NN H 2 DT, FEK,

MG AR I CEERRE T ) Y L (FRHEERIRIE 1000 ppm, 1 RFRILL L
IR FETNVZOVTIVTE R (2%, 1R RED I K 5HF0LE, H50
FA—hZ7L—7 (121°C, 20 57PA L) I KB MEUIEZTTS T Lo

s B X URBERPEET 25010, FEEVONIL K UTHRICEE T 215, K

EG WG LS OME I > TS 5T &,

* FHPORIADRI L 725 301, AR L 72 is 2 Wl TR U AR L 7255 A

YR TR E M- 7ok, 512 0.1 % RAMfHEM T BV U Lidiis £ DY) &
#ATHEMS T Lo MERIGHEYEMRENR (TR, ZeRE HBKEL) 235
HLTIT5 T &

* AE TS 23, RFAIE LT DM P D LBEENATHEE0

NHB. dlE, (FR-EEF (Fv o)) £/l (BE-BE BFEHH)]
BT BT L, TILF MUY L&, I, 8 & RIS U TERREEORE T U R
KT BT ENHZDT, BRI LTI, KEOKEHITHRT T & Lk
BERSTEDFANCDOWTIE, [ 3 MEROESIAE 225 2 &,

(FriEA 7%, BRHEARA]

T A
HEF T 2~ 8C 12 B/l
T — LR A—DBFFEL, RV A— OIS

BRI, S FREN TV S,

[GLEifi)

O g+ b HEATES 6C30-27 1 100 [l
A IS—T 4 7))V 6.1 mL X 1
cavYal—h 59mL X 1
- WA U 100mL X 1

O ¥+ BISHTES 6C30-22 1 100 [[If] X 4
A TAISN—TF 4 7))V 6.1 mL X 4
cavYay—=r 59mL X 4
- BRI 100mL x 4

O FLbYH—* SRR 6E23 ¢ 975 mL X 4

O FyA—* LTS 6055 : 975 mL X 4

¥ ARCHITECT 7+ A Y —MZ%Z i 72& W, Jil72 0 Db Fthic BEWHAbE
{IEW,

(€3¢

1.

Clinical and Laboratory Standards Institute (CLSI). Procedures for the Handling and
Processing of Blood Specimens for Common Laboratory Tests; Approved Guideline—
Fourth Edition. CLSI Document GP44-A4. Wayne, PA: CLSI; 2010.

Primus FJ, Kelley EA, Hansen HJ, et al. “Sandwich’-type immunoassay of
carcinoembryonic antigen in patients receiving murine monoclonal antibodies for
diagnosis and therapy. Clin Chem 1988;34(2):261-264.

Schroff RW, Foon KA, Beatty SM, et al. Human anti-murine immunoglobulin responses
in patients receiving monoclonal antibody therapy. Cancer Res 1985;45(2):879-885.
Boscato LM, Stuart MC. Heterophilic antibodies: a problem for all immunoassays. Clin
Chem 1988;34(1):27-33.

SAS Institute, Inc. SAS Technical Report P-229, SAS/STAT Software: Changes and
enhancements, Release 6.07. Cary, NC: SAS Institute Inc, 1992:289-366.

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.

Clinical and Laboratory Standards Institute (CLSI). Evaluation of Precision Performance
of Quantitative Measurement Methods; Approved Guideline—Second Edition. CLSI
Document EP05-A2. Wayne, PA: CLSI; 2004.

US Department of Labor, Occupational Safety and Health Administration, 29 CFR Part
1910.1030, Bloodborne pathogens.

US Department of Health and Human Services. Biosafety in Microbiological and
Biomedical Laboratories. 6th ed. Washington, DC: US Government Printing Office;
June 2020.

10. World Health Organization. Laboratory Biosafety Manual. 4th ed. Geneva: World

Health Organization; 2020.

11. 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.



PUFOKERFFFE. ARCHITECT 7 F A ¥ —FldZDay K- Mcd2
DTY, FadbHCE, ARORFEFPRFF K E S KU ZOMOEICH D £,

5468 646 5543 524 5545 739
5565570 5669 819 5783 699

ok BFOKITDONT ¢
3T EDRYIDICZEHEANTVS (il 1 10 000 #ifk) .
I E VA FZEEHL TS 2 3.12%),
ITARTOMEOIT ARG, SO AHESICREL X,

[AUL&heik]

TRy b v INVEARERM
HAII—HYR—bE2—
T270-2214 FEEMBEHNRE 278

TEL 0120-031441

[B5EIRTTEEE D AF R UMEFR)]
TRy b v INvEAERH
T270-2214 FEEMFAHIRRE 278
TEL 047 (385) 2211 (K&K)
©ABBOTT JAPAN LLC 2024

) Abbott



