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METEERIA D
it} EDTA-2K (K2EDTA)

EDTA-2Na (NazEDTA)
YAV VNN
AR U FT L (AR EERIA D)
xRS UTciiEpRid, Tg MMAEEZ R ATREMED D % 7D Lk
wo ik,
< RARRICBE S 2 EHEIC OV T CAIEEROHEE] ¥ELDE
BEEBETEC L,
© b MMERIMIELAOEKIRIC BT B AFy ORI LI N TV
U,
< WCROPUREF Z I LT 25E, REDTHRE NS T & TRl
RIMEDIC IR B AHENEDN D %,
- BEIRE. KO E KR 2 EEEZ FF 272V T, JIIEDERICIE,
WA ABICHEEN TV R HEEHOMKTH % T L Z2MEET ST k.
REDRM
cDIFREA LN &,
< EAL TSI U 7oktk
o P—)V LRk
« H UL VA U Tz kdk
- IS MG RDFED BN Sk
- BTG U TR
- S U 7 e A
© IERERRAIERS R Z 1S 5 726 i 36 K GRS 7 « 77V > JRifiER,
ZFOMDRAINEENTWERNWT ERMERT 5 T &, HiREFISR M
FVAIRANC X 2 18872 21 T 2 BEOIMERAIE, mBih5eic sy
HELTWIiRWED T 0 7D UHEENTHSARENEDND %,
< RIERIDIER A S Teth, [EVETOERY hERIBERY hFv T
AT &,
- BAADSIFICEIY B HIRHIEIC OV T, CAEEROHEE] HIEL
DEBEZBMTD L,
RIEDFHR
« PUME OISR U Cld, s OBLE CO BRI ICHE S T &,
BHENC & 0 MERA Y S 2 0B L 72720 Tld, Bitke LTI %12
Tt THs,
cBRIRKICIEDN RN T L EERRT 5 T &, 1N D LA HIERNCHFET
WZEEIOFRL T & MIKOERERG S Tzbic, MIAT LITH L0
MzfifdTsc L,
IERERERE R 2132 128D, ROMAIGRE RIS HE RO T 2 2 &,
T TV, SRR, FOMDORIEYE Gk
FED 74TV, FRIER, ZOMOREMNGED SN EE. HEDE
DS BRI, (RHEDRILT Y 7 ZAIFT =25 H, 10 [
5T LICKDIEMTZ L,
BHERAIZ LU RIS > THERd %,
- BRI, AT ARICSERICRIET B T &,
o BRESEME U TeRikE, EDORIVT Y 7 A FH—E 0B, 10 [
9 % 2 2Ic X D HIciBRIT %,
- WA B CHEZRE L. BIRICE > TV RIEAIE. k3 E TR
g%,
AT TRERE N TORWES, IEUWFERLG S N Eek
Wb b,
- WA R O S %,
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TefA oD i Lo e

s MAZIELT =TI L, D7a< &% 30 000 g-minutes Tizbo)
%,

+ T OHAEZ i 7o IR L HERE R L ARLED ) (RCE) DA EDED
B2 LA ISR
LT EEREENE RCF 2 Cic AR OFHRATHING 5 2 LN TE S,

RNELARIS () = —— o Bmintes
RCF
OB (0)) RCF ( X g g-Minutes
10 3000 30 000
15 2000 30 000
20 1500 30 000

TR (%)
Tg I 1 ng/mL  Tg I 5 ng/mL

et bl=3ic (95% CI9) (95% CI)
a8 122 g/dL 4.7% NA
(-8.3%, -1.1%)
134 g/dL NA -5.6%
(-7.1%, -4.0%)
M) FUETA R 3150 mg/dL -1.1% -0.6%

(:3.7%, 1.6%) (:3.3% 2.1%)

a Cl = ST
NA = 9
Z DD NP

BIARR R, BTy T EIIEBREFICKE LIV S,
NREJE MRS BN AR HETIE,. IREZ & F 0Bk
DIHEHFET %,

RMFHE CLSI H A RS A > EPOT-A2 IZ it  TH7 o 720 L Tg il A
1 ng/mL B XU 5 ng/mL DIfiEY > 7S, LURISR LIz OYE %
whoU7z,

RIEDRFRME THR (%)
Aok AR pintic EREME  Zofth A5 b=1iA Tg ¥ 1 ng/mL Tg I8 5 ng/mL
i 15~30°C 48 Wi I3 S M, Rk, HAMA 1000 ng/mL 0.0% 0.0%
DHERIZRET BT L, 1) ¥ FK T 1000 IU/mL 3.3% 0.8%
2~8C 3 Wetkiz, Mk, FRimER, ESil)
STEERI DA I 59 Tg IEA 1 ng/mL BXT 5 ng/mL DIlyEY > 7 Wic, LURISR U
RETBHTENTES, EOCAFr (C2IVBy) ZHRINLR,
2~8C 7 HiHE My H S m i, FRifnEK, TR (%)
DHFIERET BT L, Tg L Tg s
20°CLLR 30 HL M7 S M. 77k, A e/ NEE 1 ng/mL 5 ng/mL
NEESIRIRET BT L, CAFy (EXIVB7) 4250 ng/mL -2.4% -0.5%
3 Mz B WSRO Mt CLSI A A R 5 A > EPOT-A2 12 it > TH7 - Teo | Tg i
BORLIIRTZC L, 1 ng/mL B X T 5 ng/mL DI > 7 IIC, LU ISR U TR OSEH) 7%
e 15~30C 48 Il U 5 AR ER, SRR L 7c,
ZRETHT L, T (%)
2~8%C 3 HIE MpkiE, JRimBR, S Tg 1% Tg ps
DHICED 5T IRFT 1 ng/mL 5 ng/mL
BHTEMNTES, ) e/ NERE (95% CI) (95% CI)
2~ 8°C 7 E[ r'Eﬁ Eﬂi‘ih\ E/ﬂl‘ﬂfﬂﬂzx %\E’Eﬁﬂ 7’ E j—ﬁ = yﬂﬁu@hﬁ 200 pg/mL -5.0% -0.2%
RBRETLC L, (-8.5%,-1.5%)  (-1.7%, 1.3%)
RE LA HIVE=Y—)b 30 pg/mL -5.8% -1.5%
e (-9.6%, -2.0%)  (-3.9%, 1.0%)
D- P I—FHA=> DT3) 05pg/mL -1.2% -2.3%
MR, RELELT L, VI EYAR=2 DT 05pg/m o (o o
FHIICOVTIE [BIERROUERE] HE LR 2515 L, . B
R YU V7 VA L bay 100 pg/mL -4.9% -2.1%
REDEIRIE ' o (7.2%,-2.6%)  (-4.4%,0.3%)
PRI AR & GRS MG Lo, FoRE1T5 T &, . . . .
KRR (T2l G5 © b [ = b ) V20V % 200 pg/mL 1.1% 0.0%
° (-1.0% 3.3%)  (-2.0%, 2.0%)
(2) tH=EWE - tH=EZRH) I 0.4 pg/mL 0.0% -1.3%
TTIERLEF—RIIRENZHITHY . SR TE R D52 TR (1.7%, 1.7%)  (:3.4%, 0.8%)
BENH 5. L- YA+ (L-Ts) 5 pg/mL 2.1% -0.2%
SIS EM (-4.4%,0.1%)  (-2.9%, 2.5%)
FisthE L- hUI—RYAsm=> (-T3) 0.5 pg/mL -1.1% -1.8%
N (-32%, 1.1%)  (-3.9%, 0.4%)
Mt CLSI A A RS A > EPOT-A2 IZ it - TH7 > Tzo ! Tg il A A7 NLAF R 0.3 pg/mL -1.0% -0.6%
1 ng/mL B& T 5 ng/mL DIEY > )i, LUFICR LT IREOHIEC (-3.4%, 1.5%)  (-2.5%, 1.2%)
?2%7@352_ %mﬁ?ﬁ@iff) %)4%%%(%31]1-] L/'/PCO i@tgim% ]) ‘?A 2000 pg/mL -2.0% -0.4%
TR (%) (-3.9%, 0.0%)  (-2.9%, 2.0%)
Tg 4% 1 ng/mL Tg I 5 ng/mL JFLR=Vny 100 pg/mL -1.1% 0.2%
ez =1 (95% CI%) (95% CD) (-35%, 1.3%)  (-2.2%, 2.7%)
fagieybey 32.1 mg/dL -1.8% -1.4% a7 ) a—) Vi 240 pg/mL -1.0% -1.4%
(-3.6%, 0.0%) (-2.9%, 0.2%) (-3.8%, 1.9%)  (-3.4%, 0.5%)
JHaARY Y ILEY 21 mg/dL -0.9% -1.6% TaeNFATT YN 300 pg/mL -5.1% 1.7%
(-3.4%, 1.5%) (-3.5%, 0.3%) (-6.7%,-3.5%)  (-0.2%, 3.7%)
ANESHE Y 525 mg/dL -4.5% -3.0% F7V—)l 80 pg/mL -2.0% -0.8%
(A ifnayAfRY) (-6.3%, -2.7%) (-4.1%, -1.9%) (-4.4%, 0.5%)  (-2.5%, 0.9%)
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ZDMDEES

Miitid CLSI 414 K5+ > EPOT-A2 It > Tl otz | Z DR DM
>IN, Tg ZIEEMN 3.10 ~ 108.73 ng/mL IC 725 K S ICERINL,
P U 7z SPFEERANEIIR (%) ZLLFICRd,

A3V — n  CEEREIER (%)
iRk (ANA) 10 99%

T/ ru—F)/ K ra—F)VeIg6/IgM fifE 10 100%
e 10 98%
RERBHE

MeEtld CLSI A1 R4 > EPO7-A2 It > Thio Tz ! AFICR LA
PRI e GO IEY > IV, IEEIC S 2 8% 3 L iz,
LRI (%)
Tg g  TgidE Tgig

et =3I I ng/mL 5ng/mL 50 ng/mL
FOR AR R V£ > 1000 mIU/L 0.0% 0.0% -0.5%
(TSH)

YA oFy VA 200000 ng/mL 0.0% 0.0% 0.0%
7V (TBG)

(3) Zofth

A i Alinity | VAT LORETH B, FHlE. ErLicBOED
LRI,

(& - BE (BFEAH)]

(1) HEOFEHAE
FEEZOFEAV S,

(2) ¥Ez2RE - 256 - HBF

CARFw AT vRAT AN

- Alinity ¥rm2/a7V > - F+ U7 L—% (Alinity i Thyroglobulin
Calibrators, #4%5 9P49-CAL-01. REF 09P4901)
(FEaEaY ) VEBRRER, 2237 8L ed (o vk, v
oZua7 vy (e Mk R47H - ProClin 300, ProClin 950)
Fy VT L—2OPE R TITRT,

=33
FaS (ng/mL. pg/L)

30mL X 1 0.00
30mL X 1 0.80
30mL X 1 2.50
30mL X 1 10.00
30mL X 1 50.00
30mL X 1 500.00

sk WEDARHED E ZEBEHE LR (SO © International Organization

for Standardization) DO EIC BT B RENEDEB DN A R
(GUM : Guide to the Expression of Uncertainty in Measurement)
%LU Eurachem Guide for Quantifying Uncertainty in Analytical
Measurement (Eurachem/CITAC Guide) (Z}DWTHI Lz, 23
KITRUTeF v ) 7 L— X OHERAED & OHEE I RN T H
D, BROIEYHADOAENE FIAWRERSE) LM TR %
Trick b, WERROBARNEAMENE ZHINT 2 ENTES,
PR S (k=2)

FrVUTL—% (ng/mL, pg/L)
P

0.80 + 0.0248
2.50 + 0.0603
10.00 + 0.3315
50.00 + 1.9576
500.00 + 20.7995

Y b a—) VOB & 35 KT DR R NIRRT

- Alinity ¥/ /v 71y > - 2> ra—)b (Alinity i Thyroglobulin
Controls, 575 9P49-CNT-01. REF 09P4910)
(EaEaEY ) VERER. 228 EERHl (O R, T
ozua7Y >y (e a2 fR4FA] © ProClin 300, ProClin 950)

T P
B (ng/mL, pg/L) (ng/mL. pg/L)
8OmL X 1 1.00 069131
80mL X 1 750 450 10.50
80mL X 1 35000 21000 - 490.00

FEABICGHEHENTWA Oy o —)VOERRIPHIZ T Y MR T
EL WKL UTOBEFEHZRLI:EDTH S, SMaRIcBNT,
AFICHBE N T2 EHEFHONMT, FEHBE K URERICHT 2
EEHIPAZ3RET B T L 2T 5, WY E I ZERE T S oI
FEITRELHERN L LTI FIBF 5 N5,
cFyVUTL—vav caYho—bay k
cFyVUITL—&Tavw b i

Hhisk CEbizay ba—)LEfffldT 5 & TE S,
+ Alinity i HEMRARIRK REFS 9P15-40-01)

© WM HURENR (Alinity 1 & A7 LH. 79T U U LEETS)
BEROBEIC R TERIEFIC OV L, #1792 EEROHILFHIAE S
Wyanc e,

A VT F VR EIR RSSOV T, i3 2 s OB E =
BRTE L,

(3) RIEHBRDRIEE

HIHTMERITI RN, AFy FHT v AT 7 ANV EEIRCA >R
r—=IL9 %2 &,

VI M7= 3 310 LIBZRIRCA VAV E T L,
ToEAT7ANDA YA N=VITEBXUCT v EANRTA—=2DE
TRe ZFJTEOFRINC OV TR, AT 2 EROBEGEIAE 22T %
Té,

7w AT A—=ZDHIRNS OV T, i3 2 e OB IEZ S
Mz k,

AR OBRMEICIS 23S DOV TR, S 2 Hgs O NN E 2 B IH
ERCTERaN

ko b

B0z

TR ARG A= GEROYL | Z{EH T 2 BT T %,
22tk

IRIE (WIHBGEDHAD X 2RI = BT (ZHROHAD
AIIREE D HA 2R AL ZE % D HA
ng/mL 1 pg/L

(4) AIE (&) &

1. Fv VT L—% (FIFek) Xidkike, A4 7a8—5 4 7). O
VA= e, 1122 DEETHEHL, LMFDOEEYRIGEE 5,
cF VT L= RERAE A T aR—F 1 7V EMNZ, KILEE
%5
cRICAVYar— b EMAZ, KSEE5,

c RRISWZRER, LR A= 100 pL ZhiA, KIGSE 5,
« FUA—300 pL ZinA . KISEBRIOFEE (EER 400 ~ 500
nm) OFIEHERET S,

2. FY VT L—ROFEREN SV A 17 0T ) VPR & R D
BIRINARD S NEED X)) —ICiEE N5,

3. BUIADIOEsRE R, HEO X T —ICEET N TV S REiR & g
T3 LICEH- T, BikhDYAara7 ) ViEzRD 5,

BIEE

WEFMEOZEMIIER 3 2 B OTULFIHEZ ST 5 2 &,

c TRIATF 2 =T E B FRET 2 — T EMAT 255, BIEEDN S
THsT LaMRT 208N H %, T 2EROTILTIHEZ SR
g5k,

 RFEE OB R INRIC T % 728, JIERARTCY > TV T
WY BEDY Y TIWINA-> TS T e RiERT 5T &,

o [Jl—H T Iy T TORKNLEREREEL : 10
C TR, EBICHIET 25E
* WIETHIE DY > 7))V 75 pl
< [WUCH Y Ty TTEIHES 2 EO0EY > 7)UE 25 pL

) Abbott



AT U TIV R =T vy Mg 3IFRILINICHIE S B 51
- WIERIE DR FEY > 7))V 1 150 pL
W CY YTy T TEME S B G OREY > )V 25 plL
AT VTV R =T iy ME 3IZBEA TIET 255
CHILLS LY Y Ue g 5,
AEOF YV T L—EBXC Y bE—)VOWO N HIEICDONTE
BETBHT L,
« —REYE R OBRIFIEIC DV TR, (EH 9 2 B O EEI & 2 2
5L,
IELWITERIRZ 155 Tedic, [T 2 RO BHRkEIFICRE> TH
WNEA YT TV AZITH Tl MEROBEN K DHBEIRRA Y TF
AZEDTOBEHA, YRR DFNUHES T L.
HEDRIR
Tg O W& fE A 500.00 ng/mL (500.00 pg/L) 7% % % #MikiE, ">
500.00 ng/mL" ("> 500.00 pg/L") D7 T I HEREND, TORIKIC
DOWTEHBITHEINE 2 FRRZHOTTHIRES 522 LN TE S,
BEFR
BT IE 10 FICTHUIE &, RS RICTRIRE R 2 U T I
HEIICEE N5,
FHER
HESEAARAE R 0 10 £5%
10 52 A BN IThRnT &,
B 270 50 pL I LT Alinity i HS@ERRAT R 450 pL ZiF0d 2.
F— X —VERET DB EMIA 2 7 E721& QC 27T, HHfGHEE AT
BTl TREEREMHLTY Y TIVIBED EEIICEI S N, JES
ReLTHEENS,
TRERZ T ZR1OMEMA 0.14 ng/mL LLE (0.14 pg/LLLE) 12
BBHEICTHNTZ L,
TRUERZ AT Ushr o Tehiaid, MRZHE S % ailc Y amiasR
ZNFBT . MMUTY > TIVOREMA 0.14 ng/mL (0.14 pg/L)
KiTHBHE. TOMBIIME LRNCT &y BMYETFRELETHRL.,
FHIES 208N H 5,
TIROA— Z—FIEOFMC OV T, [T % Bt OTULEIAE 225
gz e,
FvUIL—av
Fr VT L—a YOFELCDOWTIE, FHT 2B OIdkHIHE 22
sz,
Bayha—VzliEL. FrVTL—ya v z2iHid s L.
—JE, S ETE LTeR Yy VT L— 3 Y ORBEMEIRICMEI NG &
ZOBFMET LITFv ) TL— 3 YETIBER RV, ROGHE
KRFEFYy ) T L= 3 VT,
sHLwa Yy FESORES FeEH T %G
- 3 b —)VOREEM, AREICHENEHER THAHN TR DN T
RE TR B OB 2 AN T 255
+ OV P a—)VOE I 2 RFHNTFEICE DO TRE L TWiang
Bld, DLt 30 HMIC—EHFy Y T L—ya Y Z2{75 2 &,
HE IS 82 RAE S FIREME D B B #5 D A T F v AR B = F i L
AL, BEREY VT L—ya v aEREETBAREEND 5,
mEEEAE
AEFw FOBREH (48D Tric, REEOaY ha—)LE& |
FRES S T &
MR ORE BT EHCHC, BB RE Y b a—)VORlEZ BN
%o
MEHTRICE SO Ca Y b a— VOEFIFIEZZE T 258, SHEI
JGLTayba—bogoy T eic, Z—7y Ml X OB HIHiH A
MRRINICERZ DS % 1> M A— )V OEEE T LICE iR TRETRETH
%o BH (3~5H) MiciEb. 20 B EOHIEETT> THLNHlE
lZHNT, WS NS THE (Z—7 Y Mi) &id5D (iip) %
RET BEEDTEND B, BY)SEHRIZRET 2 TeDICE /TN
ELEHBERE L TR FHBFENS,
cFYVUTL—vav
g =l
cFyUTL—Zov b
cTaky TRV -V G REA
- HIE =

— R S BRI TS DWW TIE, CLSI AiA RS54 > C24-A3 %
ZDMO—HANHENTVBHA RS vesdsc L, 4

- iR OSBRI EHIIE N, BRI AIEa Y s a— )VORlE & BN
95,

< O b a—)LORIER SRR TEDIEBRPFHD SN TV B HE
F. ELWHPERRMESNTOIRWATEEND D B 728, Bk DK
EEHGHICH > TRIRT 2T & HF YV T L—a B
EhHB, 8T Ty a—T 4 VT ONTE, AT % HEEROHIR
MAEEBETZC &,

cHLLay FOMEERF Y ) T L— 2O EBKB L%, 3V
O— VORISR L SR 2HERT 5 L.

ay ba—)hid, BLETDONHA RTA OHERRIEICKE > TS 5 T
Lo Y ba—)VOEWFIHEICERE N TV 2 EHHIHIE, H<ET

SEME UTHERT ST &,

AT % 3> b a—)bDORN—RIEENAF ORI L CHEYITdh 2
ZhERT BT L,

REEBHSI 1V

FEEERDANA FF 42 LT, James O Westgard, Ph.D. @ “Basic QC

Practices” Z{fifid 5 LN TE 3, 2

HREDIREE

ARECFH S N TV B MEREDRGEE 2 S filisk TITH G071 kUi
WTCIE, HEBRIEREIIE D 7 v LA MEREOMEI 2B 5 T &,

(5) BR

FE

AF» M, 4PLC 1L (4 Parameter Logistic Curve fit, Y-weighted) 7%
AWTFY VT L—ya v h—TJ =L, #SRZHEET 5,
HAIOZRCOWTIE, 3) REHBOBRIFE BUOEREZDINT S
&,

739

WERRIC K> TR T T IR T ZTNERREND LGN LD, TOM
WKIIRENDHENEDH 2 7 F 7D TE. (T 2 MR ORI
HeBTBT L,

CRIERERDOHIEE]

CTCRLIeT =2 I3RENEHITH D . SR TIEREZHRERY
BENDS,

M REEM ORHRICEED & BRI U 7 BRI 230 E 9% T Lo
HRiH& CLSI 7 K5 > EP28-A3c IZfiE> THTo 72, O WEHBRA DI
MifAld, 2015 American Thyroid Association Management Guidelines’
TEREINTVD XS, HAZANEB K UER (22~ 75 OHER
#1894 (BMET76 4, it 1134) 2SR LTz,
FRZLUNORT, 7T —2Ic &%)

Tg (ng/mL, pg/L)

25 97.5
n Ryl S—k U2 A IS—vUEA)
fiRERR N 189 1504 3.68 64.15

HE LDEE

- Tg FUARBTEORIA T Tg WMBIIEZ /R AIREEN B BTz, TOX
5 7 iEF MO TTET Tg DFHIiZIT5 T Lo
CBHEORLBBIRZT S Bt REFICERIN S N7z ik Tg JIE
EIH CHIEETITS T & WERDRE DTy 5155 N7 lEM
& HEES X URASEDRFRIEDBENIC X DA LB Uiz~ g
LIRS ZZW,

© WS U7 AR iAIE, Tg ARz R rIREMEA D 2 72 Lsw
halp

- FERGAUE, IR, MORAERER, FRIRATH R £ L GbE TREMIC
HWrd 2 Lo

< ARy b OUERERDEIRFICTIES B 56, BMOWEZTTS C
LRSS B

- MBI 2 5 2 B ATREE D & WIS OV TR, [BELDZEE] (2)
HEME - IFEER SR M FHWEICRIR L 72 OLIMNIRHL L
TWEW,

) Abbott



C U RES T a—F Uik E O RIENC X B2 X OTRRE R 2
Tz FZORMAFIC I, HAMA (Human Anti-Mouse Antibodies : $1~ ™7
At MUK BDEENTOVEAHEMENDH 5, HAMA ZE58MikZz <
AT/ 7a—F iR ERNTHEFy TRl LSS, IELWH
EEMFSNZVAREEDNH 2, BWiZIT2ICHTz> TiE. ol
PR LB END D,

AFw MTid, HAMA OFEZRIZ 2MEDNGEN TV S,

c b MMEF ORI TG, RO a T ) VKB L., in
vitro DA I T v A IHBREZ BT LMD 5, HENICE X
EEWIMEHRELRIC S 5 ENBEBHE TR, TOKI B THZZITS
LEhd o, IELWITEMEMME S NVEWATRENENH %, Bz 751
Hlzo T, MOFEHIRELEDE DD B, B

« & MIEHRDOY I FE T (RE) (& Gl homiE 7 a7 ) KB L,
invitro DA I/ 7w YA EEEZ BTN DB, 8

B O RER R RS OBA TIIRIERISDS G, JERERIN IS C D
35 % DT, WEFIICHD < BWHIMOME D IRIEIRE 2 E R L T
FERNCHINTT 52 &,

[ #E)

T ISR U T—=2I3MRENZFITH D . Fitiak ClEBRR SR 2 RT
BEN D%,

BIEEEHE (GRETIREEERE)

TEFE LoQ) BIUKHIEM (LoD) ORENZT—XDHINSE
H U 72 e P GRS nTRedipe) 2L FIcRd s CLSIEP34 Isted. ICHE->
T3, 9

ng/mL
pg/L
TEEAIE IR 2 0.14 - 500.00
FHGAE DA b 500.00 - 5000.00
R AT REHIPH © 0.09 - 5000.00

aERMIIIEHEPE (AML Analytical Measuring Interval) (&, LoQ ~/E&
FBRTH B, EIRE HEMEB KT T ZADHICATF v  OMUREE
HIPHMIC & 2 WA (ng/mL, pg/L) £9%
b FHUMEREP (EML Extended Measuring Interval) (3, &5 FIE~7E
B ERXFAIRERTH S, LTEAHIGEZ 10 f5& Lick 2OfiHz
RT3,
¢ #ENIHERIPH (Reportable Interval) (&, LoD ~#FRIEHIFAD FIRT
%,
E T EAT 7 AV EOEMEEI FROIGIRGE S AR O
RERICHYS S %,
IEFEE - BIRM
GedaLisl
MiEH& CLSI /A RS54 > EPO5-A3 Ifit> TiTo 7z, 10 % 1 1w ik
HFv VT L= ary =)V LTS LG THEZTTo 7,
3ploar rr—ib, 240t b SFob, 2 FlOER L% 20
HENCIED 1 H 21, DLt 2HmAELE,
WENFBIE  HERN S
S (DRSS (Fapgite) @

YT n (ng/mL, pg/L) SD %CV SD %CV
avhro—)LL 120 1.03 0.029 2.8 0.029 29
arvho—)IVM 120 7.89 0.130 1.6 0.133 1.7
avho—)VH 120 344.17 4272 1.2 5.136 1.5
A VA1 120 0.20 0.018 8.8 0.018 8.8
NIV 2 120 1.03 0.029 2.8 0.030 29
NIV 3 120 10.51 0.191 1.8 0.211 2.0
NIV 4 120 434.30 6.006 14 6.515 1.5

T MRS RERROVEBINEY  mEMED
(ng/mL.
YT n pg/L) SD %V SD  %CV  SD  %CV

AWEABBIE, AERMAEERE, B2 S,

#% I (Reproducibility)

21y RS B 6 BT 2 T o Te. 3BloaYy hua—b, 44
Ot MiE RV, Bl 1 BlicDE 30, Dl ed 4F\EUEL.
12 [P EOPER IR 2157, RENZT Y FORIRZ LI NIORT,

Jvbha—)b 124 100 0020 20 0022 22 0026 26
LNV 1
avho—)b 126 767 0149 19 0153 20 0.184 24
L2
Jvhuo—)b 126 35163 5816 1.7 6188 1.8 7.146 20
L)L 3

AV 121 052 0014 26 0017 33 0023 44
2R3V 2 126 111 0026 23 0036 32 0044 39
ATV 124 970 0173 18 0224 23 0247 25
7R3V 4 125 29868 5529 19 6863 23 8106 27
& BHTRIE GIDENFEBIE . WERAEETEZ 55,

b TR GUUEAMBIE. BIER PR, BRI E 50,
AETHR

FiEtE CLSI HA RS9+ > EP17-A2 Icfit> CTHiio Tz 1! 31w Fhoitse
BRU 2508z MHAL, 3 HRELLEICHE Y MEt 217> 7z, LoB (7
Z>7 FR). LoD (BHIFEFY. LoQ CEm ) ZLLUFICRd,

ng/mL (ug/L)
LoB? 0.07
LoDP 0.09
LoQ° 0.14

3 LoB EEXYnOY YT )LE 60 BLLEME LI E ED, 95 /83—t
2A KT ZIETH S,

b LoD (3B Y > 7 V7% 60 HLLERE Lz & Zic, 95%DISHET
WETEZRNEETH S,

¢ RITRLzLoQ &, Tg+ 7 R> ;b (ARCHITECT 7+ A4 H—H., %
i E 5P20) OERMMERO FIRTH %, HIE FIROME TR
ENFARF Y b LoQ i, 0.09 ng/mL (0.09 pg/L) TH-7z, LoQ &
(KR~ 7L 7% 60 BILL EflE U CEI L, BEEIC BV TRAIR
CV 20% Ziifi7z 9 i/ NIE & Uz,

BEiRE

#ENE CLSI 44 RS > EPO6-A I2fit> CiT o7z, 12

AFw ME 0.14 ~ 500.00 ng/mL (0.14 ~ 500.00 pg/L) O TE
K2R,

AR/ vk 7

Tw T Tz 7 b, JERICEIREOBIADORIEMA,. Had LjlE
HIPHNREE O & 2 2 BI5 2 H59 . Tg IEEEARK 83 000 ng/mL O
VIWEELIEET A, Ty I T 2 NI E NG5 T,

HERAMEERAIE
MEHE CLSIH A K 5+ 2 EPO9-A3 I Ht o TAT o 720 [l /5 i1
Passing-Bablok % il 7z, 13

ARFw b vsTg« 7Ry bk (ARCHITECT 77 F 1 ¥ —JH)

Hifif n  FHBIREL Yl & R AR
i ng/mL 125 100 003 097 0.15-487.40
(ng/L)
BIERAOEENSE

Ay SO IZ. IRMM Certified Reference Material BCR-457 IZ 53
WTW3,

(fEA EXIZEERL EDEE]
(1) Bk E (fBRRFALE) DFE

s« SRR D ARHIE TS AEEEEICIE. b MskB KT/ E3ETEN

RO 2ENGENT VS, FHlE. [ - 8EF (Fv b
DER)] £723 (R - BE BEFR)] 22T L, Bl
K E T I 3ANE LI D T RIERRERE LN T L 2T 50
BEHIENTOEV, TR TOE M HDRYE BRI ERR D B B &
BEAT, INSORMEHL b MRk BENERRIEMEICERE N
H#Edm 3. OSHA Standard on Bloodborne Pathogens 2 fit > THUD #25
Tl BYMMEE BTYE. TORNDSHZE., ERIEYEICT
PENIWEIC OV T, N A AT T 0 LY 2, FTEE, i,
RF & B ODEY) 75N A A A T 7 ¢ Hle T 5 C &2, 1417

cFrUTL—XB~FICTENS L MHRYEIL HBs iR, HIV-
1/HIV-2 B2k, HCV B2ETH %,

) Abbott
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saYhE—)VL M, HIZEENS &~ HORYIEIX HBs HEERE, T O | MR T I g
HIV-1/HIV-2 K&k, HCV BHETH %, li‘:::iﬁﬁl‘:fiz i ﬁfgﬁﬁ FERL R R R
SARF Y FOME TR, b FRAZI DS, RIKE. HIV, HBV,
HCV S0BROBNDHZ 5D L LTI IS T &, Bt HizoT @
i, BROERERNT B 7, SHOKK, BE. Y RAYBROMHN
BCFSEBIL, FRCEB YRy T4 VT RTDAENT &,
- A S THRINCA » AT IR T TSRO S OIS 20 B RFINAVFT VA= EGES
EZRITV, BEDAHNEEMOF Y TEZRITZT L, H317 7 UIVE— SR SER T BEN
« FUA=R@TIVAVIHARTH %o EIICERL T, BRI H402 * IKEEMC A
iABLED, HICABTKSBERT ST L. Ha12 BRI X 0 I
A A o i gy N |/ M ﬁ “/ Z N
& (R - PR GRIEBR)] ZBIRE 5T b, fhk OHAIC K D IFH P26l SAR R ATU— ORI B E
WA A ZADRAET %o IO S BIEEH 0GR, I8, <2 P272 HRE NIAEEREERES I DI E R0 T &,
S REH L. R RRERA LAVT &, WAMS X OASIE P280 RS / R / RIS GRS B L,
YL TRERT ATk, P273 BAEENOKHE T 5 T &,
RORGSAC T B bt B, R ISRIEE
P302+P352 I LIctha  ZROKTHERS T &,
P333+P313 R E 723 FB N ECRIGE D ERMiOZ
%/ FYTERTBC L,
@ P362+P364 BRENTAAZBE . TR 258 3T
s AFINAVF 7 IO, TRFACCIIL5H 2 ZIHC L
W va—EEs BEE
H317 TR RS T B P501 | / 75337 WY 75 7 CHERT B T L
H402 * KA EE % BC 1272/2008 (CLP) 7l 25 1Ea%4 Lk,
H412 EHER B X 0 K EEICHE RPEFRAECOVTE 3) BELOFERXSMT ST L, i, BRT—
BT 22—k (SDS) Wb LEERZFE58MHETHHTET L,
P261 EX]‘ /ig‘/i/x7°l/,_o)w}\%ﬁ”,%:ao ﬂ%?“—g“/—]‘ (SDS) L:OL\TLi‘ A ]‘V—ﬂlﬁ—l‘h\/ﬁ—bl
rer RN R DI B R DRI —
P280 AT/ (R / (RBHBVE RS BT & il o
P273 BREAOUZ T2 2 L,
INREE (2) FERLDEFE
P302+P352 RS Licis © ROKTHS C &, —fRMEIEEEE
P333+P313 BRI E 7 3 RBDE LRI E L ERO P SRR 3 8 T i R LR T &
R/ FHTERRITBT L, CFy MNEIREAZ R Y S OREERECHA LAV &,
P362+P364 HRE NIARIE, BT 25 A0V CH—DOH Yy MEEOMETH S TERERETR T LR LANT
ETBTL, b
i SEDERL
P501 WA / el L THRRT 5T L SRR TS T B T L,

% EC 1272/2008 (CLP) 79 23551Ea%4 Lixu,

RORFH BT B fEvE TR, Tz~ g © [caL[a]-[caL]F]

O

=25 AFIAVF TV EEGE

H317 7 LIVF—MERRIGER §BEN

H402 * IKEEYICHE

H412 EWHke s X o kA A a

RENER

P261 SAN /RS AT L—DOWAFRF BT L,

P272 GRENTAERIEEGN O E T &,

P280 TREETFLS / R / (RIS Z 5T 5 2 Lo

P273 BN 2R T2 2 L,

[CREE

P302+P352 FRCAE LT 1 Z2R0OKTHES T L.

P333+P313 RIEHEE I RBENMECRGA  BEMlOZ
R PYTERIBT L,

P362+P364 ERENTKBRE, FHER T 25813
Z3HT L,

BE

P501 |NEH | Y 5 T CHERT B T Lo

% EC 1272/2008 (CLP) Z@EAd 5G4 Ls,

IR AR TRZME L. RIEOF FROMCERFEIRMLTHL T
& RUNSHMH DI & Blcmd, 5 REREMT %, XKICHO
EFEMICUT, 5125 REEERRT 5. 3N H—RY v VDR
MVAESRICITEIED XS ERT B &, A7 8—F ¢ 7)VIE,
HEHICEAER FVOHZEICTER T 2 2 Wb 2T, DX IICHE
MUTBIREND S,
CREMOREE LT, ¥y FOREmICH BN T oy T HHIC
Frv ik ANG,
CRMUZGRE A — RV v VRENMEC TS AREND S B 728, 11T
TARRET 1 BFE &, 1EDHA 2 DERFD,
CEHREAN— MYy UEREE LT LESREAR. EMVEC TV AN
MBIz, STIZIRRET 1 HFE X, JWAYHA % DZ1FD,
< AFy FOMKIRIEDOREERZ I BIGENDH B, H— RV v IHDR
ITTANFIET B &, WERAIDE L L b3 It oy [ BEHR
JE UL IEUWOIERSRDE S NI OATREED B .
SR O 0 EOTE ORI DWW T, i 9 2 g O ok E 2
BT BHT &,

) Abbott



HEORE

O baO—ILORE

LT b - RBTHRET BT L,
(RIS R 7 LT EH EREEA T LBV T &
KBIH 2~ 8T WEANIRET T CIARETRET 5 L, RAFRIE R (47 ORI
VCIARETRIEE N T KBIH 2~8C  MHAIET

Tholzidh—rV vy
. AT I 10
[EIETR bRy IOV @A 7N
T 1 HfkEd % C &,

Wae Lt HRORERE 30 HE

% 2~8TC IR E T YCHRIKETIRET 3T &,
VTIIREECHREEI N T Y
BholcidEAh—Fr U vy
WBEERT B L,
IR DA EH YT K B MR
DHER STz, KD
Fry IRy T
BHEMA LN &,

RFEIIHEBNCRBE LT X MRET B0, HBVIBHESENSIO LU TR
53 %, itdkERIHNSMO I LIz &1, HILWH Sy v 7 T#H
ZHSH, ITIEE 2 ~8CTHRIFT ST Lo BaH IO H L THRAE
T 2L, LTIRERSEDIZD, ELDRP ML AT THREFET ST
LT B,

RHEEF R SID RIS DOV TR, T AR 0 REE
HEZBIT BT b,

AENLIL

Fy )T L= a Y TCII—RELEESD. av ha—VoflEE
NEHEIHZ NN TV AT, RAENBELTOBAHEEDSE Z BN
%o FoNIMEHBREES L L, HlEETS 2 &, RBEIIRISCTH
FyUTL—varvETICTl,

FS TN a—T 4 VI DWTIE, 19 % B O Ul E = S
5L,

Fv T L—20%(H

- ZOFE EEHAHEREATH B,

2~ 8COMFLHITTAh LD LTct%, § QICHEHRRETH %,
AEFRNCRER MRS 5 T &,

Fr)ITL—20RE

% 2~8C AR E T w2 E SO TRET %
Tk,
% 2 ~ 8 COIRTE
B Rd T &,

ar ba—)LoOERFIE

OV RO —)VORERE ST BT, RMVEREICLT, IV
o—)LLZ3, 2> ra—)VMZ%Z 3. 2> ha—)LH % 3.
ZNFNELT BABEOY VTV Ay SIS TS 5.

c Y b= LD — KX —EB X UEEADY Y R ITEICDOVTIE,
T 2 WEROTUREIHH ZSIRT 2 2 L.

FrUIJL—%, avto—bn%e

W, TWRAOE, WO, Ty )T L—a yAEIREREE RV, O
¥k a— ) UHVEBIHIH 2 NN S 7 EOBRNED SNZ5EE. Fr Y
TL—A20aY ba— VB L L T2 RN H 5,

(3) BELDEE

« BefkHcid HIV, HBV, HCV HEDBHMEDE OWEET 28N H %
DT, B, MHE AR S XMEERBT U Y L (ERhiERE
%1000 ppm. 1 RERILL R £72E 70207 b7 e R 2%, 1
REM LA FIRED IS K2 W, b5 0EA— M7 L—7 (121°C,
20 7LULE) IC KB HFNIETTS Tk,

B X UMESEFEET 2 AR, FEEY O X UTERICE
T AL KB IEESEOREICHE > TAIT 5 T &,
RO DTIREL U 7235 &1, TRER L 72 T80 7 W NS IR L
TR U 7= 85 2 vk CRUE L - 7245, & 51T 0.1 % XilitisEiE 7
VY LYATR & O asA TR E IS T & MEREEEY) IR REH
HO(FLE, 22MRE AL E) ZEHLTTI T L,

< AREECHIT ARSI, RESlE LT U N D LDEE
NTVBEDONH 5, sffllid. [ - BEF (Fv bOER)] %/
& (& - BE BEAD)] 22T 5L, 7V MUY LIE,
. SE LG TERIEOBIRT Y R2AEKT 2T EhHEHDT,
FEEET B AICIE. KBOKEIITHT T & BRBBEETIED M
WCOWTIE, T 2 BaROHFIHEZ ST ST &,

- RATCHNET BT &,
- (BB BA TR LAENT &, (BriEiAE. B3]
RIFERE  mEAFEAE -7 E O EREE S EWaRin AR
K 2~8C fERHIBRE T A B 2~8C 18 & H
BHE 2~8C  ([WAMRET B LA F v 7T, TL R H— o o
L&i fEHIRRIE, A ZoREN TV 3,
ffif%1E 2 ~ 8°CODIRTE
BRI T Lo | GE3=T )|
AYAQALIST AV TV Do S A NIO2%Y o —
. — v 1mL X 2
B RENIEEA 3 . WIIE T D% ) T L R AT E 750 T L
YRAT, REMEET v 185 A— & LE— MR EN TS, I A4m
SR PEHIR ORI DV T, S 2 BB ORI =E B0 5 C (REF 09P4922)
L, < By b HEh TS 9P49-10-01 500 [EIfIX 2
T A I8 A—=ZDHIFNCDOWTIE, #HT 2 a8 OHEkHIIHEZ 2 AT IR—T 1 )V 29.2mL X 2
Wz, cavYVal—h 285mL X 2
Fr )T L—2OFERFIE (REF 09P4932)
cFy )T =0y FESIE, Fr VU T L—XO/MICHIRIE AT « FLRYH—H 975mL X 4
BN—O—FEHOTHRET S LN TE S, RN 975 mL X 4

cFy )T LR TF=ZOFREITOVTIE, [T B HEIRO Bk &
EBBT ST &,

cF X VT L =D =X —HEBIXOEEANDL Y M AEICONT
&, T B 2R OIS 22T 5 C L.

a7 bO—ILD %R

c ZOEEMEHAREIRRIATH S,

« 2 ~ 8 COMRFLATMBIRD H LT, 3 ICHHREETH %,

« [EHEGICEERO SRR 5 2 &y

¥ Alinity i Y A7 LAZSHHAL ZE 0, HIFE D Oz BRWE
b T,

] Abbott
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* 3T EDRYIDICZERZ ANTL A (B 1 10 000 Fff),
PMBEICIBE VA FEEHLTHS (B2 3.12%).
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