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Alinity®
JIUFVEY b
ZIVFY TRk

[efiEEE

c REIAEAZBITTH D, TNLANOHMICHRLENT &,

- W, O REH T 2 R A TR ARIE IR IS D WD TR B IS T
g5k,

c AFICHEH S NIAER B > THET 3 2 &, AEBICRHIEENT
5153 KOG ELS COMIC DV T, JERS RO
WERRE LR,

< ARWIETHHT 235, L FHBRIODZEN TV B EDONH
D, BEROERDH 2D TEMEDOH 26D L LTS T &, #f
Mg, FR-#EFE (v bOBR)] £/ [BE-BE GESD)]
EBRTEHT L,

CARPBETHAT I, REFERE LTI PV LNEE
NTVWB2EDND 5, 1o THRNCANT D EFIC(HE Lihaic
. KT TFRIEVIRT FOINZHEBEZITV. DENHNEEROT
WMTHEEZF BT &, G, [k - #8EF (Fv FOER)] %/
& [ BE BMEAD] 22KTEC L,

s T A HEROE IR B XTI IIHEZ K< GATH ST %
2k,

(2K - #EF (Fv FOER)]
Ot b
- A7 18—F ¢ 7)) (MICROPARTICLES)
P72V F = RE/ 7 a—F)UHiREREREER ~ (fthoEHY:
TRIS ABMEHE, 2 > 787 B2 b (RO A TV HK) R HxAD
- arv¥a%— 1k (CONJUGATE)
TV M7 2V F R ya—FLhik (thos
AW MES $EERR. &2 2 S ELEeH (T Hsk)  IREER i AD
OZL kY #—* (PRE-TRIGGER SOLUTION)
EE LK
O kY #H—* (TRIGGER SOLUTION)
(@=vAn=v sty ViN i avall AVFN)]
OF ¥ VT L—x*
- F¥UT7L—%1 (CAL1)
cFvyUTL—%2 (CAL2)
(EaEEY ) VRS, 2 30 8EE s (Tvhk., 7z
VFY (b MEIRER)  CR1FHI 72 R U Y L)
Fv VT L—XDPRE L TITRT,

ey

oS (ng/mL)
30mL X 1 10
30mL X 1 1000

(10.00)
(1000.00)

TIE DK S 72 EFEEE LS (SO © International Organization
for Standardization) DREICHT BN EDEHDH A F (GUM :
Guide to the Expression of Uncertainty in Measurement) XU
Eurachem Guide for Quantifying Uncertainty in Analyical Measurement
(Eurachem/CITAC Guide) IZHDWTHH L, 12

KITRUTeF v ) 7 L— X OHEERAED & OHEE fEIE WA 2 E T H
D, EROIEYHEDOAENE FIAWREESE) LM TR %
Tlic&k b, WERIROEARNEARMENE ZHINT 2 ENTES,

PLsR AN & (k=2)
ng/mL

FrI)TL—2

10 £0.22

1000 + 52.71

jd

Ferritin

07P65
470712R05
B7P65J

Oay ha—L*

« 2> kma—)VL (CONTROL L)

+ 2> kma—)VM (CONTROL M)

«+J> bka—)LH (CONTROL H)
(FTEREEY -V VEREER., 27 LEes (Ui, 7o
VFr (e FEIEHDR)  REH] D 7T BT L)
ROEPIHIPHE M 2 OREEICH T2 DTH B,

W 512 it
s (ng/mL) (ng/mL)
80mL X 1 20 136-26.4
80mL X 1 150 102-198
[CONTROL[H] 80mL X 1 400 272-528

FEARGHHINTCWA Y b a—)VOEMEEPIZ O Yy MEEERNT
3x <, ek UTOEERHZ R LIEEDTH D, Shiakics
W, AR E N TV 2 EHEPHONMIT, i X Ok
IS B EMFHERC T 5 T L2 HEET 5, Y] B 2 3R
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ANRY Y FT L
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VT LR U e e eiid, stk & O @fiiz = nlRelth &
%o

- REEEEE. W U OMKZ EHdT 5 L.
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FVAIRANC & 2 189 % 20 T 2 BEOIMERAIE, mBiH5eeicy
HEL TWIRWD T 2 T U EENTHSARENED D %,

c BIRBIOEGZRG S T2, DB TOERY FEBEXY hFv T
TS L,

RIEDFHR

« PUME OISR U Cld, Faf’E OBLE CO BRI ICHE S T &,
FHELIC K 0 MBRRK D H 20 BE L 72720 Tld, k& LTI 31
A0 THB,

CRRIRICHIN IR NS L RTERT B T L, D DA HIEN ISR T
AR OFRL T MIKBOERER; S Tedlic, Bk LITH L0
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B ERS B2 13 % 12D, ROMAITRE I F RO 2 2 &,
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HEE9 % 2 Lic X D HIciRRIT %,

- MilkZ HETHEGE L. BIRICA > TOWBEAICIE, H—Ich3 £ TR
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TR a0 A
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i /14 2~8C 7 HIE 7 HRILICIE &1 1D
VR, -10°CLLF

THRGIRFT 5T Lo

10 CLLRT 127 AR
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-10CAF 12 7 A
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HAERLR OO R LIS B T &,

RIRDEHEE

FEARARIA TS & OGRS G LTz, £REfro T,

*KIRADLAFSEATFITNES T &

(2) HEWE - 1hEZHA
TR T =2 3RENEHITHD . SR TS HRERY
Lahd s,

FisthE

RIESHERYI=

DURISR UTe BRI U 5 8T 10% L R THh o 7z,
et T
~NEJREy < 200 mg/dL
eyier < 20 mg/dL
F VT AR <3000 mg/dL
EZAV4 | <12g/dL

L ARF Y MREA T ALHUAZER L TWiRned, IENY X7 &

WO RT, MilAFoEAFY (EXI Y By) MEMRICEEZ5X%
ATRETEIE AR,
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Wyzc e,
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5T,
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L F¥VUTVL—&, AP0 —FT 1 7)b, AVTar—hr%z, 2:5:
5DHETHML. LLFDLBORISEE S, Xid., MiAXIEaY -
O—)b, A7 —F 7). ArIah—t% 1:5:50DH
BTHAL, LTFOEBORKILEE S,
cFYUTL—R MAXIFaY ba—)bexA I —T 0 UV
ma. KSEE 2,

c RRIEWIZREG, avYar— R EINA, RIsEE %,

c RISWZRER. LR A— 100yl ZhiZ, KIGSE 5,

- MU A—300 pL ZNA. KISERPIOFNE (G EH 400 ~ 500
nm) OFCEEZNET B,

2. FX VT L—RDFNREN S 7 1) T PRI L FOCRE OB HRA
MRDESNEBEDO XY —IFHEI NS,
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VFVREERRD S,

BIEE

WEFNEDZEHNIME I 2 IR OB E 2 ST 5 &,
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IBHTE,
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HWYIRROY TV A->TNB T e ZERT BT &,

A= Ty T TORKEENEEL : 10
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* WIETHIE DALY > 7))V 70 pl
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CAAREY Y TIVR R =T ricy ME, 3HERILINICHIET B8
* WIERHIE DR > 7))V 150 pL
< [WCH Y Ty TTBIHES 255 00EY > 7)UE 1 20 pL
IR TV R =Y v icy ME 3REZBA TIET 256
B UL DI LT NS AT B,

cABEOF Y ) TL—EBRCT Y FO—)IVOED N SFIEICDOVTE
BETHT L,

« —IRIE IR OB EEIC DWW TR, AT 2 B OB & 2 20
ERCReRaN
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REDHER
72U FOREAEN 1675.56 ng/mL & 2 % Bk "> 1675.56
ng/mL"' DT ST NEREND, TOMRKIZOWTIIHBFHREZIET
TRZHNCHRNET 2 LHTE S,
BEER
Y2 TG 20 FHSHERIIE SN ERBRICHREGRZ D 7D
HEicBEHE N5,
FHER
HESEZSRRASH - 20 fi%
B2 70 20 pL IS LT Alinity i HS@ERRATR R 380 pL ZiF0d 2.
F— X O EERIAE R T F 7213 QC 2T T, WHGERE A1
BT &, HHUGREEH LT > PVIBEN AT B X N, HERS
RELTHESND, HHEREDT ZR1OWEMAY 67 ng/mL X0
RBEZEDEHNT BT &,
TG AT Uls o 7235508, MR E WS 9 2 aiic i b) e mpas %
EWNFBT Lo TR Y T IVOREMED 67 ng/mL Al TH 2%
ZORMRITRE LT b, MYARRERTHINL, HET 208
W%,
TROA —Z—TFEOFHNC OV TIE, T 2 IR OIERFIHE S
B33,
Fr)IL— 3>
Ty )T L— g YOFEITOWTIE, FHT 2R OEIHIEE S
Mz,
garviro—VEEL, Fr VI L—rarEiHidTaT b,
—JE, HEERTZ Lz v U T L— g VOMEDEINAREEIND &
ZTOBRBIMES LICF YV T L— 3 U RITIHREFTND, ROGE
WKWEHEFY Y T L—23 279,
cHlvmy MESOMET Y MEMHT 555
« Y b E—)VOREMD, AFICHEOEHER THRETIFIRICE DN T
RE LTSS E I OEHHIP 2NN T 256
« Y b a— VOB Z I FRICE DOV TRE L TWhiahig
Gk, Y 30 HIC—EHFy V7 L—a v &2{15 T &,
TE N 27 N A BENED & 250 D A > 7T > ZRfE A Ffii L
FeGEe,. HEy )T L—ya v EREE T ZAHEEDND S,
mBEEEAE
AFw bOFEH Q4 FFED Ckic, BEEOIY M a—)LE& 1
FET S &,
FERL RS BT SHICHEN, BB AT Y b a—)LojlEZEng
%5
FRHNTEICE SV Ta Y bo— VOB ZRE T 2856, HEIC
jBecaryra—Logoy I kic, =4y Ml K OE Iz
FERIICEZEDOH % 2> b a—)VORIE T LIS KR TRETNETH
%, BH (3~ 5 H) EICHEL. 20 BLLEORERTT-> TES N
EEAEHWT, HFEESNZ FEE (X—7y M) 35D (i)
ERET 2R EDTTEND %, WMWY ZRE T B OICEET
NEZFERK E U TR RDET 5N S,
cFyYUTL—Tav
sy b
“FyUTL—&Ow h
by TEYa—) G4 BRES)
- e A
— R S BRI TS DWW CIE, CLSI /iA RS54 > C24-A3 %
ZOMO—HNHENTVBHA RS A vesldsc e, 4
« iR DR FEEIFIED, KoMEBIcay ba—)LZWET ST &2 E
DHTVBEE. MMREDTFICHES T &,
< O b a—)LORERREAER TEDIEBEHD SN TV B IHE
. ELWHTEREME SN TORWATREMED S % T2, & lilisk Ok
EEHGHICHE > TRIRT 2T & FHF YV T L—a B
EhHB, 8T Ty a—T 4 VT DONTIE., AT % HEEROHR
HHEEZBRT T L,
cHLLay FOMEERF Y ) T L— 2O EBB L%, 3V
O— )L OHIE R & EREIP 2 TR 5 T k.
B TEDI Iy ba—)lid, BEETTOH A R T A 2 DHEREHIFIC
o THHT 3T &, BifkCEodzay b a—)LVORIFIHEIC K
SNTWVREHHIHIE, HETHEMELTERT S &,
AT % 3> b a—)VORN—AIEENAEOFLHRI S L CEYTdh 2 M
ZhERT BT L,

BEEEAA 1Y

FEIEERDNA T4 LT, James O Westgard, Ph.D. @ “Basic QC
Practices’ Zflifl T % LMW TES, °

TEBEDIREE

AFIHMEN TV B HEREOMGEZ Fhisk T o Jao 7 a k a)bicD
WTIE, HEREURFIAFE DT v LA PEREOMGEEE BT 5 T &,

(5) &R

HE

AFw i, 4PLC % (4 Parameter Logistic Curve fit, X-weighted) %
AOTFY VT L=y a =7 =R, #R2HIET 5,

739

WERRICE > TR T T ITRICT ZTNEREND LGN LD, TOM
ICERENBAHENDBH 2 7 5 JICDW TR, T 5 ek OHURIH
HeBMTBT L,

(AERROHEZX]

CTIORLIT— R IEREMNEHITH D, #HRTIE AL B HERERT
BaH® %,

fERER N3 32 4135 K UHERER A otk 60 # D s Mk 2ol L 7z &
%, WRIERDMED Th oz CHHET—2ICE D)

HIUE RO 95% %
WERE (ng/mL) AEHp (ng/mL)
Bk 32 75.62 21.81-274.66
=< 60 39.42 4.63 - 204.00

WilklZ, 72U F DRI TH B EHER I NIz D2l Uiz,
HEFEPEI, M, AR, B, BREG EOERIC K D x5 L ix b RHE
[C k> T2 728, ShiacHE U EHIPHZ30E T 5 T &,

7z UFVIREMN 10 ng/mL Kifi TH 256, BRZEAMOIRE & 7%
LT EMEENTVWS, 67 R EmEETch- T, IFlE
PR F I EFIR G S, DR TT 2V F VRENER D 20T EA
LTWBTEndhs, 89

HIELEDFEE

- PEASRE, SRR OB, BIRTTRZ & & GbY TRAMIC
Wi aT L,

< Ay N ORERSREDERATRICPIET 255, BINOREEITS
LT S,

< RURE/ 7 a—F)UHiRE AW EIFNC K B2 L R 2T
7zEFEOMAFICIEZ, HAMA (Human Anti-Mouse Antibodies : Hi<7
2k MUK BEENTVSIHEELS %, HAMA ZETHikE< D
AT/ 7a—F iR ERNTHSFy R TRlE LSS, IELWH
TN DL NIROCATREND B B, BWiI AT ICH o> T, MDIEHR
DL B T LB, 1011

c b MR ORI ETUAE. SR ORE T a T ) VICKIG L, in
vitro DA LN/ T v NG R BA 5 NDH 5, HENICE
FEWIMTE RIS E 5 X NBEE TR, TOX S BTHERZT S
BEDH O, ELWHIEEME S R WAREMD S %, 21T I
HlzoTid, MOFMIRELEB EADH D, 12

- H ORI ORI TIXERIGON G, JERRRIN G C
3 %DT, MEMEFITHD < WO E P RIEIRSE 2 ZE LT
WO 3T &,

Q-]

T TR LT =2 IEMRENRHITH O . Sk TR B 2R ERT
BEDH %,

pillat x|

HIEREE, R, FBIMEBS K ONA 7 AT AT v S OMHEHE
HIPHANC & 2 MEMEHIP (ng/mL) &9 %,

AFw b OWEHRIFE 1.98 ~ 1675.56 ng/mL TH %,
IERE - BIRM

HtiR% PTRS

FEhd CLSI A RS A > EPO5-A2 IZHE> ThiToTee % 1 1w kD3,
FrVTL—%, arviru—)LzEHLT, #3158 TheZiTo 7,
3floarra— OV 1~3), 3floe MRV OS3)L 4
~6) %20 HRNICIED 1 H 21\, 27a & & 2 EfllE Lz, 13

) Abbott



WENEBIE N A EE (M EIFEER L EDEE]
SER (B THEED) a8 2 \ N
TETN n_(ng/ml) SD_ WOV SD_ WOV ok ! )‘;?%x%ﬁfi'(cﬁggﬁ tggit  RRBE O/ N
oS - A= A N ANGRAHIC (I KIS [ ESIEEEREY
v 1202033 081040 0940 46 RO D B WEN EEN TS, FME. AR - 1BEF v b
b=k D] el (M - R GMES®)] #2050 L. LM
IR 2 120 14702 4743 32 5699 39 ST 7SR N5 R AR L7 T & 2 RAES B 3t
(avra—=LM) BIIHSNTWIRNITNTOE HDRIE IR ER DN D 2 &
IR3L 3 120 396.16 21431 54 21626 55 BZT, INOOMISA, b Mok, EBERREREEICERE N
(3 ho—LH) H#EMHIE. OSHA Standard on Bloodborne Pathogens (Zfit> THLD 25
os Tk, BMYIEE GTME., TORWAD ZYE, BAEYEICTE
v 120 9415 ABITL A9 467330 Yo NI DT A A1 771 LNIL 2, F 713, Hisk,
/:5\(\1115 120 12.56 0.394 3.1 0.475 3.8 ﬁ@é&bi;%ﬂﬁ@i@@]&/\(ﬂ“’c/f 7%4%&%1%%@‘%: L. 18-21
NIV 6 120 817 0335 41 0338 4l ok s o U T L—RITEEND U S HRIIELE HIV-1BRIE. HIV-2 BRI,
a JEANEEE, MERESIE. AERBTEE ST, HBV [21%:, HCV B2METH %,
sk FBIME (Reproducibility) ke D2 bO—)VIcEENS E bHSRYIE I HIV-1 B2, HIV-2 B2,

Mt CLSI 74 RS 1 > EP05-A3 Ichit> TiTo7z, M 2 1y hoatsk
EEALT, 36 B TR ZIT->Tz, 3floary ha—)L OV 1
~3). 3HIDIMFFE SV OFIV 4 ~6) ZEIRTLIC3E, Dirl &
&4 FEWEL, 12 ML EOREERES 2, REZLIFIORT,

g DHTRSE  MERNTEEIPEA TEEIED
YT n (ng/mL) SD %CV SD  %CV SD %CV

RS 125 2041 0701 34 0879 43 1215 60
(avru—)lL)
I8V 2 126 14704 4221 29 5564 38 8627 59
(avbre—LM)
AS 97 125 390.20 10934 28 13619 35 24.103 62
(ayra—)VH)
78IV 4 125 1151 0376 33 0436 38 0668 58
)83 5 126 6101 1683 28 1956 32 3336 55
78IV 6 126 544.12 14.446 27 16854 3.1 28649 53

A FERENEERMEE. OHTREE QUREREERM. WEMBEREZ ST,
bOEBIME. GHTRIE GIUEANEBTE ., BIEMESIE, s
EET,

BIE TR

CLSIHA RS A VEPIT-A2 1> T, 30w FOREBIU 25D
B2 L, 3 HRLL RIS b Bt 2T 5720 LoB (7527 LR,
LoD (RHIESYD. LoQ GER FIY) DfAEZEL FoRd, 15

ng/mL
LoB? 081
LoDP 1.04
LoQ® 1.98

3 LoBREL DY T )V 60 BILLEfELzE ED, 95 /83—k
AA KIS T ZRETH S,
b LoD I3EHYE Y > 7 V% 60 [MILL Bl Lz & &, 95% DISHEET
WETEZRNEETH S,
¢ LoQ MY > 7))V 7% 60 [ EflE UCEI U, AR PAE(R
72 0.87 ng/mL ICHIXY 9 B NREE LTz,
BEiRE
#ENE CLSI 44 RS > EPO6-A Ifit> CTiT o7z, 16
AFw M 1.98 ~ 1675.56 ng/mL O CEARER RS,
HERA S BRAAR
EHE CLSI H A4 R 5 A >~ EP09-A3 I fit - TH7 - 720 [\l /5 i 1&
Passing-Bablok % il 7z, 17

W7 n HMHBIREC U T RS
AFwbhvs M ng/mL 118 100 024 101  274-
F—FFH | 1560.56
TzVFV

RIEADEEYNE

#kFy )T L—R OV FO—)VOBREE, HENEERICEEDW TR

L TW5, FENEMERIE NIBSC World Health Organization (WHO)
First International Standard 80/602 ICEDWT W13,

HBV &Mk, HCV EMTH %,

cAFY FOWETIE. © MRAZIRO LS, MiAkIE, HIV. HBV,
HCV HDBROBNAH 2 EDE LTRO IS T &, MicHiz>T
&, BROEMRZEZENT BT, FRHOEK, BE, A7 BXOMHN
BTFRESEHL. 0K EXRy 740 V7 TbARnT &,

< B S THRMC A S RS EIIIK TR OR T H O HE
BT, DENHNLEMO Y THE2ZIF5T &,

c FUA—E TV TH B, AL TE. sl E
WKffE LD, HICABRWESEET ST &,

CARUPETHAT 2SI, RIFERE LTI PV Y LDEE
NTWB3EDOhH 5, ik, (oK - BEF (Fv FOER)] £/
& [ BE BMEAD] 22RT5C b, e oRiic koI
WCHEOBNH ADFET B, WO BRIFFEHOSK, BRI, <A
IEEHH U, 285, RAEWA LRV &, WAYIE K URIEE
YRk THERT B T &,

ROFAFFAICE T 5 b FH N, FEFEZRT

TIEF MUY LEED,

EUHO032 fifg & O X D IERICHIEOBNH ADFAT %,

P501 N | RaRE Y Tk CHEET 5 T by

RO ST T B R HPENA, YRR -
[conTROL[M|[CONTROL[H]
7IAF MUY LS,
EUHO32 file & DFEMNC & O IEEISHPEDORN A ADFELT Do
P501 WAV / Al CHRET 5 2 &,
¥FEHETECONTE B) EELOIR 2BT2 L, Tl . 48T —
2—1 (SDS) Wd2HEAFZTELEIETHRTE L,
LBRET—2—1b (SDS) KDV, HA Y=Y KR—htrZ2—I
BINEDELTEENY,
FEEREEP O L LOWE OGNS DOV TIE, T 2 #88 OB
H#HEBWTH L,

2) FERLDEE

—RR T EEEIE

- (AR 238 & 7 sz i L 2 &,

v MNEREEES Ty bOEEEE Tl LT &,
cfi—omy FESOMKE TS T ETEEETC LI LANVT
Lo

SEDERL

< BRI TR LT, KB OF FRLICIEAERRML THL T
& RUNSHEME DI T% Blcmy, 5 REERRAMT %, KISHO
ETFZEMICUT, 55 EEEEIRMT %, N —1F 1) v JDR
FIVNERRIRICITEED K OTET BT &, A7 8—TF ¢ 7))V,
EEHICEAER FVOHZEHICTERT 2 2 e Wb DTz, TOXIICE
MUTBIREND S,
RO E LT, ¥y FOBEmICH BPUMHNT oy ZHIC

F v AND,

ko BAUIZEER A — Y DIRIEECTOW A a[EEEDH %728, 1T
JIRRET 2 RHE & JWANHA 5D 2R,

A — R UERELE LT LES AR, @0 gt
MBI, SCIZIRIET 1 BFRIE X, JWAHA % DZ1FD,

) Abbott



< AFy b ORI E R R T 250N H 5. 1— U v INDR
SIVADFAET B & WA IE L <7D IS iSRG [ B
U, IEUWHIERRDE S RV AN D 50

FASEEL O 0 EOHREDFHHIC DWW T, S 2 Bas O Bk 2
ST L,

HEORE

CRAFTRE IR (7 Lo

EHMRE T Y TRIKETHET BT &,
MTIIREETHRIFENT Y
Aol —r U v Y
. RN ESRMIC 10
L ERA L, 32 C IR
T2 MHREdT 2 &,

* RiH 2~8T

HaRE  FRASORUENEE 30 A

BAHE 2~8TC IR E T Y CHRIKETIRET 5T &,
VICTRIREETCIRIFE N T
Tholcidh—rV vy
WBHEET B L,
IR DG ST K B MR
DOHEZER < 28, iRSED
Fry IRy T
EHEEH Lana &,

ARIIHERICRIE L X EOMET 50, HAHVIIHEEN SIO L TR
79 %, RN SMO I LI Fid, LWL+ v v 7 T#
ZMS, LTREE2~8CTHRIFT 2T & BaiNSHD LTI
T HEEE. LTIREZRDID, & LRI B LATNTRIFET 5 T
LT B,

AR S 2SR ST 19 RIS DV TE, (S B R OBl
HEZBMT BT L,

HEDHIE

FrVT =gy TLI—MRELIEGR. 2y ha—)LoHEM
MWERRHZNANTO 255, AEPHELTOEHREEDAE X 5N
%o RSNIIERIIIER & U, MEZTTS C Lo REITISCTH
FYVTL—vareiis2,

FITNa—T 4 Y TICDOTIE, [T 2 EEROEIRGI # 2 S
$BT L,

Fv I L—2D%(H

c TOXIMEHATRLHIATH %,

+ 2~ 8CORELTANBHD U7tk I IMEHMRETH %,

- fEHRTICERRRMMCIREIRMd 5 T &,

FrUIL—2DRE

AR A TR LWL &,

PARE BRI 7 Lo dE
kBAE 2~8C fEFHRE T
BAEE 2~8C R E T LW F v v 7T,
ZxEL D THRET S
&,
ffiH%E 2 ~ 8COME
WATCRT T &,

Fy ) TL—&iE, BTy FLTHOSHEO T ETH, mEEInT
WV E LT R Ty F U7 ENT 05, BRERD S 50 CHED
SNERERMZBEAZ . BRETOF vy T L—2EHHTERN
ERET, RERMIZT v A5 A—=Z LE— M N TV,

ZOEMHROFHNC DV TIE, T 2B OTULEIH Z 583 % C
L,

7w AT A—=ZDHIRNCDOWTIE, i3 2 #ar OB EZ S

W3zc &,

Fv )T L—2OFERFIE

cFy )T L—2omay FESE, Fr U T L—XO/MICHIRIE T
BZN—O—=REHVTRET S ENTE S,

cF Y VT L—RT—=RDOERFEITDONTIE, [T s ORI E
EBRTEHT L,

cFr VT L—RDA =R —=HEBXOKIEADE Y M HEICDONT
&, T 2R OTLGIHEZ SR 5 C &,

av bOo—IL#dE

- FOFE FEHRERIATH S,

+ 2 ~ 8 COLRMEGITMBHLD I LTt%, 3 ICHEARTEETH %,
- HARNCESSDICHZEIEMT 5 2 &,

av bO—IVORTE

- AR ZBA Tl LR &,

CRAAIRE  IRdRORAAIIR {7 LDV I
KEAE 2~8T AR E T
Mk 2~8T FERIRE T #2[EH S PHDTIRFT %
Tk,
T 2 ~ 8 COLRMT
BT C &,

ar ba—)VOERFIE

OV b= )VORXREEEHTETBICE,. RMVEREEICLT, 2k
o—)VL%&3i§, avrta—)VM%Z3i§. a>ta—)LH7% 3§,
TNTNZLT BMEDY > T IVAy TSI RS %,

c Y b= DA =KX —EB X UEEADY Y R TEICDOWVTIE,
i3 2 IO IHEAZ BT 2 T L.

Fr)IJL—%, aAvbOo—IbD%k

W, RO, WO, Ty )T L—a AR ER SRV, O
¥k a— ) UHVEBIHIH 2 NN B 7 EOBRDNED SNB 5. Fr Y
TL—z29ay ka— VKbl TV B AfEEN S %,

(3) BEELDEE

< MARHICIZ HIV, HBV. HCV ZOBHED & DIMAET 2 BNDH %
DT, FEl, HAFEHIR R S XIEHEREBF MY v L (EaEskE
J% 1000 ppm. 1 RILLRIE) £ 3702070 7e R 2%, 1
RFRILL EIRIED W K2 M@mU, H20iEA— 7 L—7 (121°C,
20 DL I X BIMFEILEEZTTS Tk,

B R UOBASRPEET 25 A0, FEEYM OIS X USRI
T B, KEGERYIESOMEICH > TUET 3T &,

PR MA DRI U 7235 BT, TR L 72 T 72 WIS T L
B U T2t 2 Vvl CHUE L - 725, & BIC 0.1 % XiliHEERF
U LA R £ OmYIR i ER TR ENS C & MEEEY) R RER
(P8, 22, AR E) ZEHLTroc e,

< ARETHMT ZEEEICE. WERIE LTI F MY T LAEE
NTV3E0WH 5, . K- EEF (Fv FoBm)] £«
F (B - BE BERFD)] 22ET5C L, 7T MUY LR,
. B S L TBRREORET Y REERT 2T EHHZ DT,
FEET AR, KBOKEIITHT T L, LRTFEER LD
DWW, T 2 BEORIIHARZSIHT S C &,

(Bri@i75E. AshHAR)

Y E WAkt AR
AFHEFy b 2~8C 14 & H
FrUTL—% 2~8C 17 5 A
avhra—ib 2~8C 17 & H
?5;?] —— FLMUA—OBFRL, b A DI
EEIRRIE, S REN TV 3,
(GEE )|
e SN BT 7P65-02-01 100 [EIH X 2
AT 1 7))V 6.6mL X 2
cavYas—+h 6.1mL X 2
(REF 07P6520)
<Ry b B %S 7TP65-12-01 600 A1/ X 2
AT WIS—F 1 7V 32.1mL X 2
caAVYVal—h 316mL X 2
(REF 07P6530)
« FLRY A 975mL X 4
- hUH—H 975 mL X 4
cFy YT L—x* BEFES 7P65-CAL-01  3.0mL X 2
(REF 07P6501)
caybhm—LE 854S 7TP65-CNT-01 8.0 mL X 3
(REF 07P6510)

] Abbott



TL MU A= MU A—IE Alinity i ¥ X7 LHZ AL 7ZE 0,
¥ D DFzdFRLICBIINADE {TEE W,

(FEXHA]

dk L

*k 2.

*% 3.

10.

11.

12.

13.

*k 14,

15.

16

17.

18.

*k19.

*%k 20.

21.

ISO/BIPM Guide to the Expression of Uncertainty in Measurement
(GUM), 2008. www.bipm.org/en/publications/guides/gum.html.
Ellison SLR, Williams A, eds. Eurachem/CITAC Guide: Quantifying
Uncertainty in Analytical Measurement, 3rd edition, 2012. ISBN 978-0-
948926-30-3. www.eurachem.org.

Jansen EH, Beekhof PK, Schenk E. Long-term stability of biomarkers of
the iron status in human serum and plasma. Biomarkers 2013;18:365-
368.

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.

Westgard JO. Basic QC Practices. 3rd ed. Madison, W1I: Westgard
Quality Corporation; 2010.

Forman DT, Parker SL. The measurement and interpretation of Serum
Ferritin. Ann Clin Lab Sci 1980; 10:345-350.

Strandberg Pedersen N, Morling N. Iron stores in Blood Donors
Evaluated by Serum Ferritin. Scan ] Haematol 1978; 20:70-76.

Skikne BS, Cook JD. Serum Ferritin in the Evaluation of Iron Status.
Lab Management 1981;19:31-35.

Lipschitz DA, Cook JD, Finch CA. A Clinical Evaluation of Serum
Ferritin as an Index of Iron Stores. N Engl ] Med 1974;290:1213-1216.
Primus FJ, Kelley EA, Hansen H]J, 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.

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.

Clinical and Laboratory Standards Institute (CLSI). Evaluation of
Precision of Quantitative Measurement Procedures: Approved Guideline—
Third Edition. CLSI Document EP05-A3. Wayne, PA: CLSI;2014.
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.

. Clinical and Laboratory Standards Institute (CLSI). Evaluation of

the Linearity of Quantitative Measurement Procedures: A Statistical
Approach; Approved Guideline. CLSI Document EP06-A. Wayne, PA:
CLSI; 2003.

Clinical and Laboratory Standards Institute (CLSI). Measurement
Procedure Comparison and Bias Estimation Using Patient Samples;
Approved Guideline—Third Edition. CLSI Document EP09-A3. Wayne,
PA: CLSI; 2013.

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.

World Health Organization. Laboratory Biosafety Manual. 4th ed.
Geneva: World Health Organization; 2020.

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.

By ORLITOWT

*3MIT EDRY)DICZEHZ ANT WS (] : 10 000 #ifk)
NI EV A R LTYS (] 3.12%),
TANTOMEOATEREG. STEOFTEHEEICREL X,

[MuLabtsk]

7Ry b v INUERER
AARY—YR—bLrx—

T 270-2214 TEERMA TG 278
TEL 0120-031441

[EIRFEEE DB R UMER]
TRy b vV ERSH

T 270-2214 TIHERMT MRS 278
TEL 047 (385) 2211 ({8%%)

© ABBOTT JAPAN LLC 2025

) Abbott





