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Y. MES EDTA $E&ffiiR. 2 > /87 BLEbal (7 hsk)  RIEAl -
ProClin 950, 7 {7+ kU2 L)
«avYa’—1 (CONJUGATE)
7)Y MR CAT2-4 < AT/ 7 a—F )ik (o &1
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s WEROFUREF ZHH LTV 2I55, MEDHEIRE NS C & THIER
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Beasid. MROREEZ X AT 2 BEREZ R RV T, EDBICIE. B
EIWNARFICEES N TOBEHOMARTH S T L 2R T 5T &,
RIEDEMG
s DFREHLARNC &,
< EAL TR U 7otk
o TV LKk
- Z LU IAIM U 7o Mfk
- S MG RDGED DN Bk
- BLREAETAE U T Mk
« IEREZRAERS R 215 5 720 MG 3B & GRS 7 ¢ 7'V > JRifnEk,
FOMDAENDEFNTOERNT L 2RSS T L, PilREF
FRIARAINC X 216822 TV 2 BEOMEMRRE, mSih7Eaicn
HELTWiRWzD T 0 T UWEENTWSR[EENEN D %,
c BRI OBY R S Tedd, NEETOERY hERBEXRY hFv T
ZHEHATET L,
RO
c FRIME OISR L T, IS OELETCOBRFIAEICHS T &,
BHENC & 0 BRI 2 08 L 72720 Tld, BiikE LTI %1213
AN TH5B,
c BARICHEMN RN T LB ERT 5 T Lo 1aMD 2 A HIERNCHiET
2B OERL T & MKHOERZR TodIc, MRS &I LA
BzfiHdT5C &,
IEREIERE R 2152 726D ROMAIZNETIC FHE LT 2 2 L.
T 7V, SRIER. FOMORNAYZ F TR
FE LT 4TV Y, FRER, EOMORNEYNRD N B, R
DEEST ZR0c, REORILVT v 7 AT —EH05h, 10 [EfLE S
LT LICKDIENTZT L,
HFERIRIE LU ICHE > THEfH T %,
R N = SN =27 S e B o[ fae .1 e RS R
« HESRLE LA, ORIV Ty Z AIF =20 S ), 10 [
W9 % 2 LIl K O TITiERIT %,
- Mk E HETHEZE L. BIRICE > T0BEEIE, BW—Ich3 £ TR
g5,
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NTRFIENTORWS A, IELWRRDE S R alReN:
g%,
75 < &% 30 000 g-minutes izl

TEERER &AL (RCE) OflAEDED

D EERERIE RCF 2 tic U RDRIRATRINT 5 2 e TE %,
30 000 g-minutes
T NEU D EER (5) = RCF
T HERER (99) RCF ( X g) g-Minutes
10 3000 30 000
15 2000 30 000
20 1500 30 000
. %ﬁﬁﬂmﬁﬁi% Py TEREHBESFICE LIEICHNS

NEEUE R 5 NIARA DL BE T, IFEZ & ER 0B mk

DREET %,
RIEDRFSRM
MefAk L REMRFHE Zofh
My / i 15 ~30°C 24 WY Metkix, Mm@, FRIfER,
DEFRIOREICED ST
WMET BT LENTE S,
2~8C 7 A MetkiE, M@, JRimER,
DEFIOEEICED 5T
MET BT ENTES,

2~ 8°C0)nx:§{%fﬁéﬁf'aﬁfétﬁf{%f’é“%%ﬁ . MiE X723 liEn 5
M, FRIMER, BRI ZERE Uik, -20°CLU R THfsRFEd 2 2 &
17z EA %)(ﬁrﬁuﬁmﬁaé@n%ﬁ DK LUIEET B T Lo

IR DEESRM
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RERT

FHTR LU TWARWEEY ARCHITECT 7775 ¥'— i2000SR T4 5 N7k

RTH s,
FithE
MR

Miatid CLSI 274 RS A > EPOT-A2 ICHE> ThiioTz. | S 2 s

D CA72-4 (§ 4.00 U/mL,

10.00 U/mL) ZBTH > FIVTllELize

5, IR ORETIE, WIEENDH S A aso b x> 7e (£

10.0% Ao

e =3l
euLey (asil) 54 mg/dL
vyLbey (g 60 mg/dL

vArFy (K23 Br) 4678 ng/mL

~NETBEY 1197 mg/dL

(A 18 g/dL

FUZ VLA R (Intralipos) 3827 mg/dL

Sl

Fiitd CLSI 11 RS54 > EPOT-A2 It > THiTo iz, | SYE s 2 ks

0) CA72-4 (%7 4.00 U/mL,
BECIE, EMEANDIH S s

10.00 U/mL) CHlELzET A, LIFOHE
SIS NI o Tz (£ 10.0%LIA),

%’E R e 33
5-7)FAnuvzv)b 1000pg/mLl AV /THY 20 pg/mL
VKT 5T 500 pg/mL A IRV 0.114 ng/mL
VRTSTFY 165 pg/mL A b RLFY—F 909 pg/mL
A &) 1 pg/mL RA MLV C 17.2 pg/mL
FEFYIVES Y 40pg/mL 7Y ZFL 67 pg/mL
Y)YV 2 pg/mL REFTVT LV 4.00 pmol/L
IRV R 12pg/ml  FAT—N 1000 ng/mL

Z DIt D AR Y
12 BV < F R, 23§D HAMA FHRRKICDOWT, 2 JBRED CAT2-4 &t > 7 IV TRl L7z,
CAT2-4 5%

K+ n (U/mL) =3 | ]I (%) TFEEIER (%)
) I 12 4.00 1.5-1472.0 IU/mL 91.95% - 102.54% 98.09%

12 10.00 1.5-1472.0 TU/mL 93.02% - 113.75% 99.56%
HAMA 23 400 12.0-2010.0 ng/mL 74.81% - 104.49% 94.20%

23 10.00 12.0-2010.0 ng/mL 77.66% - 101.29% 92.82%
RERIGHE

Miaha CLSI /71 RS A > EPOT-A2 IZfit > THT o 7ze L IR OSGERIGE & GTY > 7))V AHE Lz, CAT2-4 Y4 4.00 U/mL X U 10.00 U/mL D58

FERISE ZRE Uiz & T A, CAT2-4 JIEMDOZ(LIZZ 10% TH - 1=,

SFERETE (%)

(95% CI)
e IR 4.00 U/mL 10.00 U/mL
AFP 150 ng/mL 0.8% (-0.8%, 2.3%) 1.6% (0.1%, 3.2%)
B-hCG 50 mIU/mL 0.5% (-2.0%, 3.0%) 1.4% (0.3%, 2.5%)
CA15-3 800 U/mL -2.9% (-6.0%, 0.1%) 0.1% (-1.1%, 1.3%)
CA19-9 1200 U/mL 0.2% (-2.9%, 3.4%) 0.7% (-0.9%, 2.3%)
CA125 1000 U/mL -0.7% (-2.9%, 1.4%) 0.7% (-1.5%, 3.0%)
CEA 95 ng/mL -0.2% (-3.3%, 2.8%) 0.1% (-1.5%, 1.7%)
CYFRA 21-1 100 ng/mL 1.2% (-1.1%, 3.6%) -0.2% (-2.0%, 1.6%)
ZDDHEEE
CA72-4 I D 7 W Z ORI THIEMEIC S 2 55 807% FFTi L 7z CA72-4 JIEMEAY 4.00 U/mL LLEDORRKIC OV TIE, fiittdFy b XL

EFOEREE (ECLIA ) TEMIE Lz, AF v MBI BHEEMEA 4.00 U/mL L ETH > 2T X TOMfAIE, itk v S O#EPEEE 4.00 U/mL

LUETH-oTz,
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H17d)— n <4.00U/mL = 4.00U/mL = 4.00 U/mL
77V a— VIR 18 14 4 4
KIGER 10 10 0 -
Bl (iR (ANA) Btk kAo, BEETY < F) 20 16 4 4
fiHaE4s 17 17 0 -
INIZP 20 18 2 2
TENBYE 20 17 3 3
BHEMIERY R— Y AR OFRRIEIE, FEORMREERE, 72 SRR IEE 12 11 1 1
s (e, ZHE) 10 10 0 -
=] 20 18 2 2
I NI (R 10 8 2 2
i NRHIESE CIEPE) 10 3 7 7
HBs Hiltt (HEs2s ) 20 20 0 -
HBV &5 (Rh) 17 17 0 -
HBV &4t (8 1F) 20 20 0 -
ANYINT — - Er ) &G 20 17 3 3
BETEE 11 10 1 1
BUFPERIA GEREIE) 10 10 0 -
i 1gG ME & 7213 f 1gM IE (B / 7 a—F)b /R 7a—F)b) 10 5 5 5
AV TIWLIHT ) F HkEE itk 6 7 AL 20 20 0 -
LERE i 20 13 7 7
T 18 15 3 3
¥ K U2 el 18 16 2 2
&t 351 305 46 46
(3) Zofth g BB
AFw M&, ARCHITECT 7754 =K T TBA Sl 7> a >
DI TH B, FEMIE, FricBHVEDE I, A (U/mL) (U/mL)
(B£ - BE (BEAD] 80mL X1 7.00 4.20-9.80

. 80mL X 1 35.00 21.00 - 49.00
(1) SROB/ETE [CoNTROL[H] 80mL X 1 150.00 97.50 - 200.00

HlHKFZOEEFHNS,

(2) wEEIRE - 236 - HANE

cAFy NHTvEAT 7 AV

 ARCHITECT CA72-4 « &+ U7 L—2% (CA 72-4 Calibrators, #f4%
5 9P09-01)
(E# &G« BIS-TRIS &, X > /3782 sl (7 vk,
CA72-4 (b MRtk £R77#41 @ ProClin 300, ProClin 950)
Fv U T L—XDREZ L IR,

R

[conc]

e (U/mL)

40mL X 1 0.00
40mL X 1 5.00
40mL X 1 15.00
40mL X 1 50.00
40mL X 1 150.00
40mL X 1 300.00

« ARCHITECT CA72-4 - 1> Fa—)lL (CA 72-4 Controls, %S
9P09-10)
(Ex &6« BIS-TRIS &, X > /387 E2e bl (7 vk,
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HEMEIC T 2D TH %,
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7oA T7ANDA YA N—=NVHEBXTT v AT A—2DHEK
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Tk,
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L FvUTL—% (e XEE <A 7ms—727)b.arvya
F—=t1:2: 208G THAL, LTFOEBOKIEEES,
cF YU T =R EIMIRICR A 7 a8 —TF 4 )b, AT a s — b
A, KISEE 5,
* RSWZRER, 7L R A= 100 pL ZhIZ, KIGSE 5,
- FUA—300 pL ZinA . KISHEBR ORI (FER 400 ~ 500
nm) OFIEHERET B,
2. Fv VU T L—RDIOCIREN D CAT2-4 AT & 5RO BRI AR
HENEEDO AT —ICREE NS,
3. BUIADIOEHRE R, HEO X T —ICZET N TV S REER & g
T 5T LICK> T, BfRhD CAT2-4 I8 2 RD %,
BIEE
WEFMEOZEMIZEH 3 2 BaROTULFIHEZ BB T 5 2 &,
c TEMRIAT 2 — T E 1 TRIAT 2 — T RT3 56, RIkEN )
Th5T L2tkiRT 208N D5, T ZHEROIERSINEZ 2]
g5k,
WAy TR UTE TR DY Y T IVEIE, BRI X
DFEHEIN, A—F =V X FLER—MCHRE N5, TR
T/ NRICT % 78, BIEBHERRTIC Y > TV Iy TS5y s g oy v
TIWINAS>TVB T L RIERT BT &,
IS A TS T 1 VIV EPIDH Ty b RLER. kit
L TWANEEEDO D 2H a2 H HH CH KR T 2080 H %, Z
DHDWEICBN T, T SICEAT 20813750,
cRA7OIN—T 4 7IVDR L% 30 EEEEIRFIT 5,
CRATS—T 4 ZIVHERBE I N TV T LA RIRTHERT %,
XAV WS—T 4 ZIVR FUVCHE LTV S 5EEIER. BRICHR
HENDE TR MVEEEIRNT %,
cRA7ON—T 4 7 IVHBHRETNGEWES, FAELTIC BHAD
ERCIEEL,
A= T 4 PV EHER I NS, hEE R MUWCHD
% HEDH O I /TIEIC DOV TIE, EAEXIFERRL EDFE] (2)
FRLEDFERSHTZC &,
@Y T IWIy T TORKLEREREE - 10
C OTER. EBICHIET B5E
* WIEIE DY > 7))V 75 pL
cWUCH YTy TTBNMIET 2B OREY > 7 )V 1 25 pL
Y Y TR R—=Vvicty Mg SIERILIAICIIET B 5E
* WIETE DY > 7))V 1 150 pl
<Y YTy TCEIHES BFEOHEY > )UE 1 25 pL
CEEEY VTV R—Y v iy MME 3HIZEA TIET 255
cH UL MELIEY U IICRHd %,
cAEOFY YT L—EBXIUaY FE— VOB N FIEICONTE
BT ST L,
« R EIRORERIC OV T, T 2 EERO RS S ]
5T L,
CIELWIIPERSRZS B 721, (T 2 BEROBUREIAEICHE > TH
WINGEA YTV AZITS T & MDHENK DEBEA VT
AZED TV BHGEE, M OTFIRCHES T &,
RIEDFHIR
CA72-4 OFIEEAY 200.00 U/mL Zii 2 ZffAiE, "> 200.00 U/mL" D
TITWEREND, TOBIKICOWTIIHETRE 721 ARz v
THHINET 2T N TE %,
BEER
Y27V 3 BT RIE T N, MEBRICTHERE R 2 NI TRIEN H
FcE I NG,
FHER
HESEZS IR - 345
H > 7L 50 pL iC#t LT ARCHITECT i M@ MAARBUE 100 pL Zasind
%o
BEMRAA — i £ 723 3> b o—)bA— 2 — i mRG R R A
N3 5 e, BmRATOY > T IVIRED HEICE I E N, JIERSRE L
THEETN %,

TMRERZ A Uls o 728550, MR Z WG 2l R mmis
ENNFBT &,
TRDA —Z—JFEDOFHNT DOV TIX, T 2 B OHEHIEE S
B35,
Fr)IL— 3>
Ty V)T L— g YOFEITDOWTIE, FHT 2R OEIHIEES
Mz,
Hayvra—LEHEL, Fy) T L—ya rEMITET L,
—JE, BRI Lz v U T L— g VOREDEINREEIND &
ZFOBRBAES LICF YV T L— 3 U RITIRERTDD, ROGE
WKidEFry V7T L—a vziro,
cHLvmy MESOMSET Y MEMHT 55
« Y b E—)VOREMED, AFITHEOE IR THRETFIRICE DN T
BOE LT M SR H OB Z AN TV 556
« 3 b O—)VOERHEIFZ G TR DV TERE L TRy
BliE, A< ed 30 HEC—EHFYy U T L—ra v z2{ro T &,
TE I 27 N A BEED & 250 D X > T F > ZRfE A Ffii L
FGEE. BEy ) T L—ya v ERE LT ZAHENEDND S,
mBEEEAZ
Ay FOEREH 4851 ki, REEOIY bO—LEZ ]
[FHES ST &,
FERL RS EEEHTHHICHEN. BB AT Y ba—)LojilEZEng
%5
HEHFEICHE DY Ty Fa— ) VOEIIHEPZREST 25, HEIC
BLTayha—)boFgay hZ ki, 2=y Mid X OEHHHZ
FERIICEZEDOH % 2> b a— )LD T LIS & ik TRETNETH
%o BH B~5H) MIciED, 20 ELLEOHIEETT-> TESNIIE
iz VT, BRI NS PaE (Z—7y Ml X5 DOF () %z
RET 2R EDTEND %, WY S ZRE T 5 72OICE BTN
TEHEA L LTI IAETF 5N 5,
cFyVUTL—rav
ATy b
- FyUTL—&Oy b
by TEY 2=V GR4TBRES)
« WE R
— R S PO TNEIC O W T, CLSI A RS > C24 4th
ed. RZDMD—RAHENTVEHA RSA VBT E L, 2
- iR ORFEEIEFIED, KoMEBIcay ba—)LZET 5T &2 E
HTVBHEE. MMREDTFIICHES T &,
« OV b a— )VOHERE R R TE D TZE BRI SHN T B 55
3. ELWDHIERENMES NTORWATREIED S B 728, &gk DR
FEEGEICE > TRIGT 2T & FFY VU T L— 3 VR
GhHB. bITTNYa—T 4 2T DOVTIE, T 2RO R
HEEBRTS T L,
cHLVLE Y FOREDT YV T L—2 DB LUERIE. 3V k
O —)LOHIER R & BRI 2 TR 5 T k.
av ha—Uid, BLETCO A R T A O RIEICHE > TS % T
Lo aY ba—)VOREEESIHFICERE N TV A ERHIPAIE. HET
ZEME UTHHT 5T &,
9% 3> b a—)LON—ZIFEHAFOFLHRICH Uit th %
TR 5T &,
BEEEHAKSA4Y
FEEMOA A RS AL LT, James O Westgard, Ph.D. @ “Basic QC
Practices” Z{fifid 5 LN TE 3, 3

(5) BR

R

AFw &, 4PLC i (4 Parameter Logistic Curve fit. Y-weighted) 7%
HOWTFY VT L— 3 =72 L, MR T 5,

757

WEMRIC K> TR T Z TR T ZTNERENDHEGDNH D, TOM
KERENDARNEDH % 7 5 71OV TE, 19 % BEs O HUSiH
HeBRIBT L,

) Abbott



CRIEREROHIEZX]

LUFRi&. ARCHITECT 775 A ¥°— i2000SR CHE5NIAERTH S,
CTTITRLIEET—=2IERENEHITH O Sk TR a2 5 R ERT
LENDH %,

HutgEORFEM ORI D & | Bilisd i L 7 eI 2 REd 5 2 Lo
FeEHE CLSI H4 RS+ > EP28-A3c It > T 4 HAE HE o Rk A
WS EREL L Tz iE ik 466 B TRz 1> 7z, CUtET—&Ick 3)

CA72-4 JlEfE (U/mL)

[t #e

T IR LT =R IEMRENRFITH O . Sk TR B 2R ERT
Lahd %,

FHTR U TWRWBE Y ARCHITECT 7775 1 ¥ — i2000SR ¢ 5 N 74
RTHb,

BIESEF (R EIREEHE)

ERFE (LoQ) BXUMHEES (LoD) OREMNZT—XDOFIMHHE
H U7 E HipH GRE nTRERIPH) ZLUFISRY

95 /\—tE A1)V

n A (95 % (5 HEX [ (CD)
fRERR 466 MHTHE 11.97
<095 (8.98-19.28)

CAT2-4 (3 REE LT Vs 2 287’8 72 (TAG-72) I FBIT %P1
FORER T, B~ —H—& LT RMICHHEIN TS, 1986 4FIC
Klug 51T &> TIRANCHEE SNz, O @5 1k (220-400 kDa) LF~
AWER VSR BEIE h—=T7"TH 0, FIENLERIEE S X G OR
FoERcRA SN, £/ 70—k CC49 BX U B72-31ck->T
ks, 5T ikgs (EREGER) s X UM 3 O
DEZZY Y FIFHEN TV, 68

EREOF LR E O MR, BACE RIS, RT—m /S —fBot
HiEE R EDD D, ZOHTE HAR MR TREFAERIED, ©
THEZR-CON DI Tl < RAICDONTHAEMENEE D .
— MRS AREIRTEIR 2 R E 720, WIHADBE O B Tld, HEARRPH
DOAPIE, BEROIHEK, BEOMER, BIAE. BT 7% & D5k
MRDENZ T eND D, BRNET UM T, & 5ITmfE, MEr:,
JRRARBHORERKR D, HOfH, HE, K. RS EOEIRNE
FNBTENH B, O IEEOL AR, FHn, B E 2R Eo RN
EOJRA. R, MEEIE R, A OSURRTEK, B X OEEOZE
bR EMRDENS, 10 BIEE= X)) VU HEE LTIE. HNEBMESD
SRR, 36 K O 2ImBREHE (CBO)., MEIMMT, feE (b4t (CA125,
CA19-9, HE4, CEA) % ENH %,

CEA % CA19-9 1A T CA72-4 DWEEBINT ST LT, INHDY—
H—7e BTN L7236 & 0 BIREN I E L, BEICEB 210
FEZ 2 ¥ TRIEEFREOAHMEHEO VT NC BV T HHTH S
ATREMEMN B %, 11 CEA. CA19-9. CA72-4 DU, FifiF fzi3(b 3
RIS E RSO ERITS T2 D, I RN T TH % iTHEMED
HB, Tl BEorc R UEEGE—h—DF8=2Y V73,
TR DIRREN RO FIC A A THENED B % o 12 K Tld.
CA72-4 & CEA 204 % T & T, iEDOMEFFRORIAD 5 VIR
DR E T B algEtEN B %, 13

CA72-4 & CA125 DT, IREEDOFIHARS M DA CA125 High
THERALEGGEOEmMEL, £, BHERCNTZREL M T2
ATREMENN D B & DN H B, 13 CA125, HE4, CA72-4 OAHHIE. B
JEREDO T+ a—7 v T BI 3 HFEOMPNCH N TH 3 HEEN D
2, 14

HELDEE

< PEAERUE, IR, MOMRERSR, BT E LAY TRAINIC
kBT L,

- BRELDEE] (2) HEME - BHEFH THIE <Rk Lzans
SOTHIEIC DOV TG LT,

C U RES T a—F Uik E O RIENC & B X OTRRE R 2T
7B oMtk i, HAMA (Human Anti-Mouse Antibodies : i< 77
2 MUE) WEENTVEARENENH B, HAMA ZESTHikzE< ™
AT/ 7 a—F iR ERANTHSFy R THlE LSS, IELW
EAENE B NIROCATEEND D B, BWIZTTSICHTz> T, M
DL DT END D, 1916

< b MmO BTG, R ORE a7 ) KB L., in
vitro DA LN T AIHBER 525 L hdH b, HEMCEE
EEIMAERRBICE 5 ENZBE TR, TOXHIETFHEZT3
BEMNH O, ELWHIEEDE S NROVATHREND H B, ZWi21T5 1
Hleo T, MO EL 55T BB, 17

« b MIEP DY I FH T (RE) (& GE3R P omiE /a7 ) KB L,
invitro DA I 7w v A EBREZ BT N DB, 1T

- H SRR ORIA TIRERIGDG A, JERFRINES T b
35 %D T, HIEHRICED < B3 OMERHIKEREZEZE LT
O3 &,

U/mL
TERAE P @ 0.95 - 200.00
TR i b 200.00 - 600.00
R ATHEHIPH © 0.18 - 600.00

a ERAVHIEHIFH (AML Analytical Measuring Interval) &, LoQ ~/&&
FBRCH %, BEERE, FIREB KON 7 ABHICAF v S OUAETA
HEPANIC & 2 JEfEHEPE (U/mL) &9 %,

b FHUAERIP (EML Extended Measuring Interval) (&, & & FIR~E
B ERXTHRERTH 2, RTEWREETEZ 3 5L Uiz & EOfipizR
LTWa,

¢ R THERIPH (Reportable Interval) (&, LoD ~7FGHIEHiFH O LR T
H5,

E Ty RAT 7 AV O FROVIHIRGE G H AT RO
FRRICHY S %

IEREM - BIRM

JiR PR

Biitid CLSI #11 R 51 > EPOS-A3ICHE > TiTo e 186 11 M odikdE,
3y bOFY VT L—% 10y boay ho—LeHHLT, B
2BTHEZ o Tz, 2floay ba—)b, 2flot Mg 3oLz, 7
WOORMKO Y b/ Fy )T =20y b/ BEROMAEGHE T, 20 H
MNCHED 1 H 208 2 HHlE Uiz, (RENTASRZLIFICRT,

sz A FEBME

(BHITREED) TR A R

P SD 9%CV
YT n (U/ml) SD  %CV  HFED)  (HiF D)
aybha—)VL 80 7.02 0.121 1.7 0.131 19
(0.122-0.146)  (1.7-2.1)

avbha—)VM 80 34.92 0.430 1.2 0.550 1.6
(0.534-0.600) (1.5-1.7)

AC VI 80 6.17 0.118 19 0.146 2.4
(0.128-0.159) (2.1-2.7)

RS 80 7325 0925 13 1.103 15

(1.018-2.315) (1.5-3.1)
a JEANFEEE. HERERINE, HAERBITEZ ST,
b BTy b EHIRO TN TOHAADRIC T B fvIME & RO,
MiEtid CLSI 411 RS+ > EP05-A3 ICHit> Tiiotz, 18 & 1 1w ik
W Fr VT L—% arybo—)LzHHAL T KR 1 8 THEZIT-o 72,
Lfloay bua— bz, 20 HENCIED 1 H 2 b 2 \EfIE L7z,

I B

PAE PHTRD) MR 2
TN n (U/mL) SD %CV SD %CV
aybha—)VH 80 15035 2.08 14 2.31 1.5
& R, WM. HAmBEE AT,

HIETE
FiEH& CLSI 51 RS > EP17-A2 Icfit> Tiioiz, 19 31y Fid#k
LT, 280 ARCHITECT 775 A '— i2000SR & U 3 5D
ARCHITECT 7”754 ¥ — i1000SR C. 3 HRELLFICis v Mt #2175 7z
LoB (7Z>7 k). LoD (KRHERFD. LoQ CEiR FRR) DimAflizLL
TITRT,

U/mL
LoB? 0.09
LoDP 0.18
LoQ® 0.95

) Abbott



2 LoB L a 0y > )L 60 BILLEHE LIz D, 95 /83—t~
ZA KIS T BIETH 5,

b LoD (3MEHeREY > 7L 7% 60 [ EHIE Lz & Fic, 95%DIEHET
WETEZRNEETH S,

€ LoQ I KIREEY > 7 )L 7% 60 [, FlE L TR L. HBIECBW TR

ROAFH BT % fEMvE FMERH, T HIHZ /R | [coNJUGATE]

O

KPR CV 20% &7z 3 v INRE & Uiz, =L AFIAVFTVA L EEE
e H317 7 UIVEF—EER GRS T BER
Mt CLSI 414 RS+ > EPO6-A Ifit> CTf7o fz, 20 H412 EHIRIBIC & 0 KB E
AFy MIEENEEER TH % 0.95 ~ 200.00 U/mL Tz 5179, H402 KN H
TERS A BR AR REVTR
Miahid CLSI A RS 1 > EPO9-A3 IZfiE> TT> 7z, 2! Passing-Bablok P261 SAR /IR AT L—DORAZR T BT &,
2 VT Y25 U, Pearson {472 FW CHIBIREBZ B LTz, P272 B NI EERIGMEE D DS RV &y
AFw b vs fliklF» b (ECLIA i) P273 BREIANOfUNZEHT 5 T &,

n  ENT FHBIGRE R plgs il P280 PREETLS / (R / (IR Z ST 5 T &
ik 278  U/mL 097 -0.78 093  141-152.15 Sats
BERORLEYSE P302+P352 BRI AEE LTty - ZROKTHRS T L.
SDET A, FEBEICERIE N TV B HEUEE F 72 I3RS NI AEE LR, P333+P313 BRI E 72 RN E UGS EiiD2
Fr VT L—%, ar o=, EREEERICE DN TN S, (N W/ FUTERZIBT L,
UL DORE T MEDSW TN I &7 T, P362+P364 HRENTRFEZIE . BT 2551008

ETBHT L,
(R EXIEEERL EDEE] BE
P501 | / 73337 Y75 7 CHERT B T L

ﬂ)mﬂvt(ﬁ@%t)@ﬁﬁ
DARMIE RT3, © FHRB XU/ 3B EN

Ldﬁ O 2MEIFTEN TS, F¥ VT L—2B~F, ar b

O—)licid b MRHROTUEN T EN T WS, b MEREE 72
WEARTEALIE I ERIEIAERE Lia W T & 2 REE T 2 adiid s n
TRV, TRTOL HRIE GBI DD 5 & E 2 T
INSOMSESEIB XU e MfkiZ, OSHA Standard on Bloodborne
Pathogens ICfiE> THUD S T &, EBRMMEZ BT, K32 DR
WHB BPEICDOWTIE, A2 AT T 0 LAV 2, F 7z fthoid
YIS A A T T 4 HE RS 5 2 &, 2225
CARFw FOWUETIE, & MRAZED S, MiikiE. HIV, HBV,
HCV HOBROBNAHZEDE LTINS T L, REICHTIZ>T
&, EROEMRZET BT, FEHOEAK, BB, ¥ A7 BXTHN
BTTFREEML, FROICKZERy T2 V73 ThARnT &,
c FREEDVH S THRRIC A 2 7285 313K T H DR S D b dt
EZITO. BRENHGNIEIOFY CTEHEZZITIHT &,
s FUA—ETIVAVMIARTH S, HRICERL T, SR E R
WIKfELIED, BIRASLBRWESHERT ST &,
< ARE TR 2SI, RIEAIE LT DM P Y LADEE
NTVW2EDNDH %, M. [ - 1#8EF (Fv bDER)] £
& (B - BE BMERD] 228352 L, e okic K vIER
WCHEDIRN T ANFET % OIS BIEEHAOELA, B <A
TERFEM U, KA. RAZRALEWT &, WA X CAREE
YIE /i CHERT 5T &

ROBFH BT B fEMvE FEREH, Tz R T @ [caL[a]-[caL]F]

ROMFHAUCI T B EBA FHER, TR FEZ /R : [MICROPARTICLES ]

O

BL AFIVAVFTVIBY, A - M RT SV E
X8

H317 7 LIVF—MRMRIGER § BTN

H316 555 0D Rz R

H412 EIAE 2 X 0 kEEYICE S

H402 KBRS

REXE

P261 IAN /LK) AT L—DWAZERT B T &

P272 BRENTAERBEEG NS E BTN L,

P273 ROz 2 T &,

P280 IRAETFAS / R / (RIS Z ST 5 T Lo

[SREE

P302+P352 TS LT a T Z2ROKTHS T e,

P333+P313 RS E I ERENE GG Bi0#
W) FYTeRFBT L,

P362+P364 HRENT RS2 IE . BT 5551 00E
BT L,

BEE

P501 | / a5 L CHERT B T L,

RIS B A E AW, EEFHZ R

[conTROL[M|[CONTROL[H]

s=ma AFIAVFTVaY, X - MRk
oL

H317 7 LIVF—MERIGER § BTN

H316 LESicAD)gn pilbi

H412 EHk I X 0 KEAEYNCHE

H402 KA

REFE

P261 AN /IR AT L—DWAEBT BT L

pP272 HRENTANERIEE DO E TN &,

P273 BN 2T 2 2 L,

P280 TREETFLS / Rt / (RIS 2 5T 5 2 Lo

=L AFIAVFTVIay, TIF MUY LEEE

H317 T UIVEFMEER GRS T BER

EUHO032 % & DT & 0 IERICHEIEDIRO A AT
%

RENER

P261 SAN /RS AT L—DOWAFRF D L,

P272 HRENTANERIIEEGN SIS RN &,

P280 IRAETFAS / R4 / (RIS Z 59 5 T &

[SREE

P302+P352 RIS LIdga 1 ZROKTHERS T &,

P333+P313 BRI E RN EC TGS B2
R/ PYTERZIBT L,

P362+P364 GRENTLIEZIE . HAHT 2551008
BT L,

FEE

P501 [Pt / A g )5 7 TR 5 T ko

) Abbott



FERITIEICOVWTIE ) RELDIE ABRIH L, £l k27—
Z—bk (SDS) NHAHERTHELEME BRI ST L,
ZRT—2Y—1b (SDS) IZDOWVTIE, HARY—HKR—hrtrZ—IC
BiIHEDELTZE W,

FEBRE P DL FOTE DA DWW TIE, HiH 2 Kds Dk
HEBRTHT L,

(2) ERLDEE

—RR G EEEIE

- AR 2@ E S e i LT &,

< F FNERIZEZS Ty POMEZETTHEA LRV &,

cH—OTYy FESORETH-> TERErETEI L3 LAENT
Eo

FEDERL

IS A TS T 1 V)V EPIDH Ty b RLER,. kit
WL TOWABAREEDOH B0 7725 5h CHHRET 208D D, <
A D S—=T 4 ZIVOEFEIC OV, [BiE-BE BEAD] @)
BIE (BfF) BEBMTI L,

- HEAR MVAREIE, ARORRBRETFTREEIT. AROBLERM
RFEHBTERTEE, PEEEXEDIRTEY ITFERALED o115
&, AEREROEERIXRETELL,

c HRIERET B T, RN MVICHEZI O 1% & Eid, EER
BRRSZERLTTY 2 L,

s Fv oy TR TSR MVICHE RO [ etk R MV
REERNT &, FENFH L. MEMROGEENMEEDN S,
RO & AN ERE TR LTINS 2 2 B 50,
TEIEEBE L TR0,

FRECD P EOERE ORI DOV TIX, S 2 HEas OBk E %

BT B L,

HEORE

RIS RERIFM M7 LOEEFIH

KEIE 2~8C AR E T VICIIRETHRFET ST &,

HEsE  BEERORCERE 30 HiM

BEE 2~8C IR E T VICIIRETHRFET ST &,

Basmomb Lz~ A7
T8—7 ¢ 7 )VR RV, 2
~ 8 COREFHNTIL Tz
RETHRIES N5 1285
& (PEZED ) 7REE
T). TOMEEF Y MIFEE
TBHT L,

AIEIIHEARIC R E LI X Z R ET 2D, HHWVIEHERNSED L TR

179 %, it Sl HLIzE &, GRERMVARSE ST

IR MV v TRED (HF72IREET) 1Tl % 2 ~8°CT R1F

T2 L, B S L TRES Bad3kid, 7 TIRREZ R D28,

ELDRY VABIUC L AHTHET S L E2HERT S,

ARy R EBISD SHO RIS DOV TIE. T 2 B ER OB

HEHzzid sl L,

HEOHIL

Fr V)T L= g YT I—NRELESG®. 22 ha—)VojllEE

WEHIFAZNAN TS 5AE, BEENALL TV R ATREENE A BN

%, NI PERS RN E U, BHEZRTTY T Lo BTN TH

FrVITL—varE{tHT L,

FITNY a—T 4 Y TICDNTIE, T 2EEROEELEIAE = SR

5T &,

Fr)ITL—20%(H

« ZTOXEMEFATRERIRIETDH 5,

+ 2~ 8COMMEEHTH LED HHLTz1%, 3 ICHERTTRETH %,

GRS DICEZRIEAIT 5 T &,

Saks Fr)IL—2DERE

P302+P352 IS Lt | ZROKTHES C . SR A TR LA E £

P333+P313 WS E 72 A RBAE C i ERiD 2 FE  REAENN 7 L OTERER I
8/ FUTERIHT L, KEIE 2~8C  (HWIEET

P362+P364 HRENTAHBRE., FHEH T 25510300 % 2~8C MBI E T =2 PO TRIFET
29BHT L, o

RER F+v 1) I L— 2 OFEEFIE

P501 |/ Ba Y s E TR BT k. CFRYT LR A~FREL 2EIET B, Fr ) T L—RIENTER.

EBICHET ST &,

cF Y VT L—RORERENET ST, RMVEZEEICLTEALS
WD, TNENELT BMEOY > TV T R %,

cFY VT =g YO —H—JHEC DN TUE, T 2 BEER O Ik
FHEZBRT BT L,

D N B [ opY:- 3/

c ZTOX EMHATRERIRIATH %,

+ 2 ~ 8 COBRMFGATM BELD I LTt%, 3 ICHEHRTEETH %,

- RN NICEREIEAT 5 2 &,

av ha—-ILORE

- AR ZEA THEALRNC &,

TRAIREE RO (RN AT
KeE 2~8C AR E T
% 2~8C AR E T w2 E < HOTRIET %

ce,

av ba—IVOERFIE

OV ha—)VORERESIET B, RMVEREEICLT, IV k
O—)VL%Z 47, a>vha—)VMZ4iE, 2> ra—)LHZ% 47§,
TNTNEZLT BMEDY > Ty TSI RS %,

c Y ha—)VOFREICDOWTIE, i3 2 B OIS 2 ST
5Tk,

c OV hA—)VDOF—R—JEB X OCEIEANDY y R TIEIC DN T,
i 2 BEROBUREIHE ZBIRT 5 2 &,

FrUIJL—%, avbto—IbD%e

W, WRAOE, WO, Ty )T L— g YAEIREEE RV, O
¥ ha—)UhVEMEIHZNAN S R EQOBHZNED ENZLEEE. Fr U
TL—A20ay ba—VHhH b L T2 RN H 5,

) FELDIFE

« MifArhicid HIV, HBV, HCV FDBRMDE DB EET 2NN H S
DT, B, MHE AR SIIXMEERBT )Y L (AR
%1000 ppm. 1 WL R £72E 70207 v Te R 2%, 1
RERILL FIRIED IS K2 W, S5 0EA— M7 L—7 (121°C,
20 LA ) IS KB WHNIRZITS T &,

B X UMESEFEET 2 HAICIE. FEEY O X UTERICE
T 5L KGR IR S ORI > T3 C &,
RO DR U 7235 &1, TRE L 72 7837 W NS IR L
TR U 7= 35 2 vk CRUE L - 7245, 51T 0.1 % XillitisEiE )
VY LA R & DY isAl TR E IS T ko MEREEEY) IR REH
HO (T8, 22IRE AL E) ZEHLTTI T L,

< ARWECHAT Bl SEICE. RIEAE LT VEF R Y LNE
NTVBEDOHH 5, sffllid. [ - BEF (Fv bOER)] /-
& (& BE BMEAD)] 22T 5L, 7V RV LG,
V. IS LU TBERMEOBIRT ¥ FeEKT 52 EMH 5D T,
BT AR, KEOKEEISHT T b, BREFEETHEOM
WCOWTIE. T 2 EIRONHLFIHEZSIRT S 2 &,

(RriE7AE. BRHAR)

{7 9ais AR
Atk b 2~8C 24 f&5 A
TRV H—
bugi TL MU H—DOETIRL, bV H—ONERRBIR

AL, SR EN TV S,

] Abbott



(2]

c AR B %S 9P09-26 100 [EIFH X 1
A IS~ TF 1 )V 6.6mL X 1
cavYar—h 59mL X 1

e SN BT 9P09-36 500 [EIH X 1
AT IN—FT 1 TV 270mL X 1
cavYas—+h 26.3mL X 1

« FL R H—H 975 mL X 4

- hUA—H 975 mL X 4

% ARCHITECT 7 F A4V —H% AL IEE W, HI5EH Dizolgttic
BilEHDELTZE W,

T 2HRC KD, £y b TEZHEST Y EDRESNZEENH D
ES

PG, B BRIWE DR TZE N,

(EEXH]
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