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&, K THRICHEVIR T FOISRIEE 21TV, BENDHNEEERIDO T
YTHERZIBHT Lo dfllid, (R - BEFE (Fv bOEBmR)] 7k
& [B% - BE BFEHER)] 229 s2 L,

- fEH 9 2 AR D R L UHERSIE 2 L <A TH ST %
c,

[AZAR - 18E%F (Fv FOER)]
Oit#EF vy b
- XA 18— 1 Z7)U (MICROPARTICLES)
FIRURIRH AL E > (TSH) W 2/ & a—F Uik EA LRGN
KT (O EEY) © TRIS Rk, 2 > 7 BEL@EbH (7 k)
PR - P
« a¥Ya%—1 (CONJUGATE)
7o) D=y WSS TSH < W ZE /7 a—F Uitk (floaaY)
MES #RMEH., 2 >80 BELEE kAl (TR BHEAl - HiEsD
« MRS R (ASSAY DILUENT)
(FEEEY) - TRIS KR AR7H - HFiEHD
OZL kY #—* (PRE-TRIGGER SOLUTION)
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(@=v vty VIN i avall AVFN)|
% L MU H— FUH—IEAFP- 7Ry b (EKBEHKF
22300AMX01224000) THFRE N2 HHEASE e L THVWET,
Alinity i ¥ A7 L% SHEHL 7280, JIlFE0D Ot BRWED
LT,
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TSH
07P48
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- BEIRE. KO E KR 2 EEEZ FF 27V O T, JIIEDFEICIE,
BADNABICHHEN TV R HEEHOMKTH % C L Z2HEET ST L.
REDRMN

- IfiEE. M@ ERICHEHE LT3 T &R L TH S RO EEZ T
9 T &o RHSHUREFIS MARTARAIC X 2 1R8 2 20 TV 3 EEORKR
AT, BENMEET B AHEEN S 2 D CTHEEET S, seIc kb
T BRI IO HE LTG5, 7« 7V VRIS RE A ERS
RICHER 52 3NS5, 747V >, JRlisk, Rawxass
MR LT S 5T Lo SN EREYS 5 WVIEHETE S REY
NRBENENGEETEH, Y2 VIS HIEEIC 2R 5 2 RO
T4 TV UIMHET ST EHEDTHEET B &,

- YR MRAEREGS X CRRED TN o 72356, ik om
RORAE, BN HDHEY) TR - 25 EE. BEEROEEEITS 2 &,
D EED SN RBYIDOBREIC T ThH 2 T e 2tkild 5T b, M
W HER 2 B E IR W RINE D b AT 2 — T ICEV &R, €
Ny b2 U T LEEICER T, RNAYR 212K O HlEWED
KR BN R RSO THEET ST &,

« TS OFRICHED IR - TG EEME T 2 AEEEN S %,
c BRI OTBY R S Tedd, HVFETOERY hERZEXY hFv T
ZHHTS L,

RIEDFHR

 PUME OISR L Cld, $MmE OGS COBIRERIAFICHE S T &,
BHENC & 0 BRI S 2 0B L 72720 Tld, Bitke LTI %121
TRt ThHs,

c BIRICIED RN T L EERRT 5 T &, 1N D L E I HIERNCHIFET
WZEEIOFRL T & MIKOERZERG S Tzdic, MIAT LIS L0
Hzflifdsc L,

 RIEDWHD AT 055 E. B2 WVIRERET ORIEDRAEDEY] T/t
WG MEMEMME 9 2 AlEEMED S %,

IEERER R 213 5 728D, ROBARIGE R OIS 2 C &,
T4 TV, FRIMER, F DDA STtk

E T 07V, RiuER, FOMORAYINRD 5N BLEIE. HIE®

DTS BENS, EDFIVT v 7 A FH—2H0SH, 10 BRI
HTLICKDIEMNTZ T L,

BHEMAIZ LU RIS > THERT %,

- HESMRRIE, RIS AR sERICRRT B T &,

« DRESRME LU 7o kE, BEORIVT Y 7 A FH—FM0EH, 10 [
M9 % T LI K O HCiERT %,

< Bk EHBETHEZE L, BIRICE > TO0BEEITIE, B—Ich3 £ TR
g%,

AP ICRME N TORWIEEA, IELOEREDE S i Ferk
hH %,

- WAz FESEL ) EES B,

U UNAIERT NGy

B E LT =TI L, mvEEd %,

CBRHERAE, YT IV TERGRRESICE LINEICHV 5,
NEEENRED b NTARIADE LTI, TBEZ & X R WVIBIHRMIA
DIHETET %,
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BRAFDIRTFSRMF

4GS Tt REREHIE  Zoft

M3 / ifiE 2~8C 7 HIE 7 HELANICHIE 217D
TORRIE, -10°CLLF
THHRFT 5T &0

-I0CLLT 67 HM -10°CLATR T 6 4 HIMH
FEORME U TR O JIERS
FISHBI RS NIxh -

7zo

24 RELLICIIE 21T 7 A I % 72 (3 8 S i, sRifsk,

EERZERE T BT L,

SRR OB D IE LISHT 5 T &,

TR DERSRMF

IR TS & CREE BN RIS UTealsk, F#onzfT5 T L.
*AREDPFSITHES T Lo

Q) thEME - IHERA

TR T —RIIRENEHITH D . BRI BB BRERZ R
Lt %,

FismE

LUFICRUERMEDONE BE Y, EULEY, FUZYES AR,
22RO EHEEC 5 2 % 55810E 10%LL FTH -7z,

AEFTEY < 500 mg/dL
vyney < 20 mg/dL
FIJTVESA R = 3000 mg/dL
BYRYE <12g/dL

#{ D ATy MEEA T MEHUAREER L TR0z, BEMY 27 &
b‘? BT, Ao AF Y (EXI 2By MIERBRICEER 52 %
[FEEHE LA AN

ﬁ*ﬁﬁi'f&

SINTRREIEIE . RRHERIPH O TSH 258 b M sHAIC, DUMISR U
IR OYIEZ RN LT 6, 2GRROSTEIC BV T 10% K Tdh o /e,

FSH < 500 mIU/mL

LH < 500 mIU/mL
hCG < 200 000 mIU/mL
(3) Z ot

ARFw M Alinity | Y AT LOMIETH S, shillld. B BREVAED
BFLTEE,

(R - RE (BFHD)]

(1) HRORESZE
HAEIIZOEFB,

(2) BEZRE - 84 - JHRE

s AFy NHT YA T 7 AV

+ Alinity TSH + &+ ) 7'L—% (Alinity i TSH Calibrators, ##%5
7P48-CAL-01, REF 07P4801)
(T &AM TRIS #EfT, 2 > /87 B2 bH (7)., TSH (U
aveFrh) RS 7T MU T L)
Fr V)T L—ROPRE R LI NIRRT,

* T T
faie (uTU/mL) (mIU/L)
30mL X 1 0 (0.0000) 0 (0.0000)

30mL X 1 40 (40.0000) 40  (40.0000)

*  IEDORHEN E 72 FEFEHE(L#HE (SO ! International Organization
for Standardization) DHIEIC T 2 RN T DERHDO H A K
(GUM : Guide to the Expression of Uncertainty in Measurement)
XU Eurachem Guide for Quantifying Uncertainty in Analytical
Measurement (Eurachem/CITAC Guide) I}V THIM LIz, 12
KITRUTEF v U T L— X OIRGRA D & OHEEEIF IV AT H
D, @ROIEEYH O NS FIHMRERYE) LTI S
T E D, MERROEAKNEAHENEZRLTZ T ENTE D,

*% NIST W.H.O Standard

81/565 iz 2 HEEEAHEDN X (k = 2) % 1

mlU/ 77 FrUTL—X& plU/mL (mIU/L)
11.5 +0.38% (cv) S

400 £ 1.128 (400 + 1.128)
¥ 1 BHORFED S, #95% DEHEE THENSZ HN—T %7z
HOIETINBIT BHIIRE NTAHENE TH %,

K2 AHENEE, TV TIVOGHBROEHEEZ 5N S, 11 NIST
WHO Standard 81/565 &, WHO TSH 80/558 M Hik‘AEL T 5,
+ Alinity TSH « 2> Fra—)L (Alinity i TSH Controls, %5 7P48-
CNT-O1. REF 07P4810)
(T B TRIS $EEi, & >3 Ezoe(esl (7o i), TSH (U
aveFrrr) RER 7T RU T L)
O b a—)VORER X CE P2 KITRT,
IR E PR i=3ic3 E PR
[conc] [RANGE] [conc] [RANGE]

AE  (@U/mL)  @U/mL) (mIU/L)  (mIU/L)
80mL X1 0.1 0065-0135 0.1 0065- 0.135

[conTRoL[M] 8OmL X 1 6 39- 81 6  39- 81
[contRoL]H] 8OmL X 1 30  195- 405 30  195- 405

FEIARBICHKENTWA Y Fa— VO IE Ty M*E:B’J“C
Fa<, B UTOEMEEZRLIEDTH S, Fiink
W, AREITEHE N TV BRI O AT, $W1ﬁ%&zﬁﬁﬁ@z
WSR2 ERIPA A RET S T & AHEET B, Y] B A i
T EHDICEEITANESEHEAN L L TR TFHBFENS,
cFYUTL—Tav carvio—iboy b Dy b
cFy T =Ry b - R
Hhifk CESIzaAY vha—)VEEfTE5 L ETES,
- Alinity i HEMATHIE ERES 9P15-40-01)
© WM RURENR (Alinity 1 2 A7 LH. 7T MUY LEETS)
FEIR OB EIC R ER R RIS DV TE, i 9 2 B OlkaHHE =5
B3z e,

A VT F Y ACREERBFICDOWTIE, T 2 B3 OBEREIIE 2
B aT L,

(3) RIEHBRDRIEE
WD TREZTT S "l
F—bd Bk,
TovEAT7AINDA VA N—NVITEBXUTT v EANRNTA—2DE
Ry ZHEFEOFNCOWTIE, AT 258 OBIREIE 22T %
&,
7w AINTG A—=ZDHIFNCDOWTIE, #HT 28 OTEkIHEZ S
sz,
FEARDIREICEI T 2FEHIC DV TR, T 2 #as O HUkEIIAE 2 2R
5T L,
B Z
T wlAI8T A=2 TREROBT | 2T 250 ETE T 5,
”F#”‘Jﬁ :
S (WIARGEDHAND X ZHYREL = IR %O HAD

CAFYRNATvRAT 7 AV ERERC

HIHRGE D HAL ZEREL ZE A% D Hifi
plU/mL 1 mlU/L

(4) AE (&) &

1. Fv VU7 L—% (JI5ei) XidMike, A4 a8—=7 4 7).
WA, 3> Y2y — %, 113:38:53: 38 DEEGTHML.
DFDOEBORKIGEE S,
cF Y VT L—ZXBWIRIC S A 70 85—F ¢ 7))V M O BIAT Rk %
ma. KSE8E 2,

ORISR ES, avYar— N RNA. KISEE 5,

C REEIEBRE %, LY A= 100 pL BINZ . KISEE 5,

« FUA—300 pL ZinA . KOSHEBROFEE (K ER 400 ~ 500
nm) OFMREZIET S,

) Abbott



2. F¥ U TL—ROREEEN S TSH L & FEmE O MBI RS
SIVEED AT —ICHEE NS,
3. BIADIOEERE R, HEO X T —ICHET N TV S RELR & g
T 5T LICK> T, BfRhd TSHIREZRD 5.
BIEE
WEFMEOZHMIIER 3 2 BEeROTULFIHEZSBT 5 2 &,
cTURIETF 2 =T E B FRET 2 — T EMAT 255, BIEEDN TS
ThaT xR 2R0END S, il 28OS Z SR
g5k,
« IO B R INRIC T % 728, JERARTICY > TV Ay T
WYRROYVTIINA>TWVE T EZ2ERTH L,
s [Jl—Y T I Iy T TORKELERE R -9
TR, EBICHIET 25E
« WIERAE DY > T7)VE T 163 L
< [WUH YTy TTEMHES 2 G OEY > 7)VE 113 pL
RV TINRR—=TUric ey MM 3 REILICHET B5E
« WIERAE OB > T)VEE T 163 pL
< [WUH Y Ty TTEMHES 23 G OLEY > 7)VE 113 pL
Y VTV K=Y v iy ME SHIZEA TIET 255
cH UL DTELIEY Y IS H#T %,
CAEOF YV T L—EBLUCaY Fa—)VOED N ITIEICDNTE
BT ST L,
© IR R OBIEEIC DV T, [T 28R ORI E 2 SR
5T L,
CIELUWIIERSRZ1S B 7201, (T 2 BEROBUREIAEICHE > TH
WINGEA YTV AZITS T & MiiDHENK DEBEA VTV
AEEDTODIGE. Uik OFIECHES T &,
RIEDFHIR
TSH Ol fEAY 100.0000 plU/mL (100.0000 mIU/L) %8 X % Hifkid,
"> 100.0000 pIU/mL" ("> 100.0000 mIU/L") ©7 57 WEREN5,
COBIKIC OV TR HEIRINE 23 T2 HOCHIIEST 22 &
BEIHER
YTV 5 EISARIE T . WESRICH AR 2 DI T2 EED H
B HEHE NS,
FHER
HESTAAS R 1 10 £%
10 {52 A 27T ThRNT &)
B> 7L 30 pL S LC Alinity i FSERATIRE 270 pL 27T %,
F— X O EERA R T F 7213 QC 2T T GRE A1
BT &, HHUGREEH LT > PVIBEN AT X N, HERS
ReLTHEENS,
THERE A Uls o 7235 610E. fERZ AT 2 e E ) e w6
RaehFsT b, BRLEY YT IVORIEMEANHEHE O RE 0.0083
plU/mL (0.0083 mIU/L) AiiCdh 455, TOFMRIIHE LEnT &,
YT RESR TR, HIET 20805 5,
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W3zc k.
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ZOBRIBFMET LICF vV T L— 3 UETI RERRVD, ROLE
WKIEETFY U T L— a3 VTS,
Loy hESOMSET Y MEMHT 55
« OV b a—)VOREMED, AFESHEVSHRR CHAHTFEICE DN T
FUE LT M SR ORI 2 AN TV B 56
« OV Oa—)VOE B2 G TEICE D O GRE L TR W
Gl Y EE 30 HIC—EHFy ) 7 L—ya vy i&f1H T &,
HEMIC 2 U T AREE D H B0 D A > T F > AR B K L
FeHat, BEy ) T L—ya v EREE T AAHENEDND S,

mETERZE

Ay bOFHEH Q485 ki, BEEOIY bO—LE% 1
[mET ST &,

JERR RS EEE T EHCHED, RS AT Y b a— )LOIEZEINT
%o

WEHN TR D VO Yy Fa— )VOEMHIPI 2R E S S5 A. HEIC
JGCTayha—Logay fZkic, Z—7w Mk X OE P&
HERMNC DD S a2 b a—)VDRE T LICHKR TRETNETH
%o BH B~5H) MICHED., 20 L EOHEEIT-> THELNIZIIE

HZHWT, RSB (=7 y M) Lid5D% Hip) %
RET BIREDHEND %, WY EIRHIPIZRET 5 72DICH TN
FEHEAN L LTI TR 5N,

cFyUTL—vav

¥y b

cFyYTL—&oy b

Tk VTRV -V GRUETBHES)

- ME R

— R L E BLOHERE IS DWW CiE, CLSI ZiA RS 42 C24-A3 %
ZOMDO—BITABENTVAAA RS AV EBT 5L, 3

iR OMEEHTIEN, XoHEIcay ha—)LzlET 3 ExE
HTVBGE, Ui OFIECHES T &,

« Y b a—)VORERSRIER TED IERTIEL AN TV R G
. ELWITERSEMEDNTORWATREND S % 2, SOl
JEERLEHCHE S THRIST B T &o HF YV TL— 3 VR ELY
EWH B, FTTINY a—T 1 YT DNTIE, i 2 BRIk
FHEEZBRT L L,

cFLLay FOMERF Y U T L— 2O EKB L%, 3V
H—)VORERE & EHHIPH 2 R 5 C &

B TEDaY ba—)bid, EiETOH A BT A 2 OHERFHIHIC

HEo THMT 5T & Bhigk CESHI Y b a—)LVOBIREHIAEICRIRK
ENTVBEMHEPAIE, HEFTBEME LTI S L,

T % 3> b a—)LON—ZIFEHARF ORI LTy cdh %
ZhiERd 5T &,

BEEBHIFS1>

FEIEERDNA T4 2L LT, James O Westgard, Ph.D. @ “Basic QC
Practices” Zf§ifd 3 LN TE %, 4

THREDIRSE

AW E N TV B MEEORGE A Sk TIT 2 BAO 71 ha)bicD
WX, BEREHIHED T v LA MHEDMGLZ BT 5 T &,

(5) #ER

H

AFw ME, 4PLC{E (4 Parameter Logistic Curve fit, Y-weighted) 7%
AWTFY VT L—ra v h—T%ER L. MReRHT 5,
HAOZERICOVTIE, 3) MERBORMEE BUOERZSIT 2
T,

TSHN—EF1E—2 3>

IFCC HURARFSREMATASIHE L & B 231, TSH HO AN EN—FF 1 ¥ —
YaveHMNE LT, SREEF Y N OWEMEE IS 5 e 21T -
Tzo O TOMGNT & D IFCC AHEHAREN (Phase IV) 1THHd BA4F
b OFIERREIE R 1.09 Rt E Nz, (Alinity 1 ¥ AT LI K ZHE
filix 1.09 = IFCC AE# & #eEfii (Phase IV))

759

HWEMRIC K> TE T I TMCT S IDERENZGEDN DD, TOM
ICERENDRENEDBH T 5 71D TIE. T 2 Kgs O Budlaing
HEBMT B L,

CRIEFERDHIEE]

CTIORLIeT =2 ERRNEBITH D | BhER TR B R0 2R T
LEnH 5,

HIS AR M DRFEIC D & . S HESITHE L 7 BRI 2 /e 9 5 T L.
TSH B XU T V) — T4 NEERIPINTH 5 LR E Nz iis ik 549 f]
% FO THYERI A O MG 24T > e & 25, 035 ~ 4.94 plU/mL (99%
BEXMED) THholz, CHET—RICLD)

) Abbott



HELDEE

<RI, BRI AE R U 7o R o S0 e O Bl i i 2 it il d %
T &, RS, SO EEORER s X ONERE, MK FHELS 7L AN Y]
TRV, IELUWIIERENMG S N ATRESED D 5,

APEASIE, EIR, MIOMARR, BRATRAR L LG e TREMIC
HIWd BT &,

c AF v FOREREDERTTRICTET 2850, BOREETOH
TEASRZ RS 5 T L R HERET B,

« TSH BAREAMEAN F 723U R &2 0 . HHRIFEREFUIEE HVRED
NZEEE. MK R X o FIRIFERERTT O f5 ST X D i
RIBHTE,

* RUAE/ 7 a—F)UFiRE W IZEENC X B2 X OiREE 2
72 FEOMAFICIEZ, HAMA (Human Anti-Mouse Antibodies : Hi<7
Ak MR DEENTVBARENNSH 5, HAMA ZETSMikz <™
AT/ 7a—F )RR TSy M THIE LS E. ELWH
EEPESNBROVATHENED D %, BWiETITIICHTz> TE, ol
PRELB T ENHB, 67

c b MEF ORI ETUAE. RO a7 ) VKB L, in
vitro DAL/ T A B 525 b b, HENCEME
FEIMTE RIS E 5 X NBEETE. TOXSI B THERZITS
BEDH O, IELOIFEEME S NV IEEED H %, BHEITSIC
Hlzo T, MOFEHIREL LB EHH B, S

 H O RE LS OBA TR BRSO E . JERFRN SN T D
35 %DT, MERERICHED < ZWHI MO DRI S 2 ZE LT
WOl 5 &,

[t #E)

TR LT —23MRENZHITH O, SRk ClER A 2R 2R
LENH %,
« BIEEEE (3REI8EEEE)

R R (LoQ) BXUMHES (LoD) OREMNZT—ZDOHIMNHHE
W U7z lE s GRE ATREHIPH) 72 LU FIC/Rd, CLSI EP34 iCft> T
W3, 9

pIU/mL
(mIU/L)
S R D 2 0.0083 - 100.0000
TR b 100.0000 - 1000.0000
RS A RERIP © 0.0036 - 1000.0000

aEmMIEHPH (AML Analytical Measuring Interval) (&, LoQ ~iE&
FIRTH 2, EEPE S XU 7 ADHITARF v b OMEREFA
HIHPNIC B 2 MHEAEHEFE (uIU/mL, mIU/L) &9 %,
b FBEFP (EMIL: Extended Measuring Interval) (3, &t B~
B ERXTERERTH S, RTEHRGTEEZ 10 f5& LIz & iz
RLTWV5,
CHUENTBERIPH (Reportable Interval) (&, LoD ~#RRAIERIFHD_FBR T
BH%,
B

GRdaLisl
HENE CLSI A B 5+ > EPO5-A2 It > THT o 720 % 1 1w bR,
FrVTL—%, arbua—)LZ2EHL T, #& 1 G THREZIT> 7.
3 BIDOREME/ N3V 20 HIEICHED 1 H 2\, e ed 2HHEL
fzo 10

Pt P AL TR B

pIU/mL (TR (Refr) @
YTV n (miU/L) SD %CV SD %CV
R¥V1 119 00949 000141 15 000187 20
RFV2 120 61453 007995 13 008970 15
SFxV3 119 302624 047546 1.6 062563 2.1

a JENEEE. RERERE. BERBEZ ST,
* B (Reproducibility)

RN FEBIE S K OCHBMEORE 2177, 1By PO, 11w b
PEDOFy )T L—%, 1ay boaryba—)aEHEHLT, #E35
THEIZITo 7 3IBEDOaY Fu—)b (L. M, H) %, 5 HELL R
o 1 H2Mm (k2 RN LE, 2 e 3HEHEL (BlLoyy
Ty THHD . SIS D E 30 ML EORERE RS, KERZ L
TR,

S fE BHTREE FHED
pIU/mL

Y7V n mlU/L) SD  %CV  SD  %CV  SD  %CV

avhk 120 0.1023 000155 15 000170 1.7 000201 20

a—)VL

avhk 119 57049 008793 15 010324 18 0.11247 20

01—V M

avhk 119 286698 062608 22 076105 27 085730 3.0

ao—)VH

A RN, OHTRE GIDENEBIE) . HhEmEEtE, HEFED

PEETs,

bR, GHTRE GIEANEEN. WEMERME, HAEBE, %

PREEBIMEE 5T,

BIE TR

CLSIZTA RS A4 YV EPIT-A2 IcHit>C, 30y hOREBXUT 25D

Hanz A L, 3 HLLRICHE D Mt 21T > 7 LoB (757 L),

LoD CRRHIFESD. LoQ GER TR DRz FoRT, 11

fia BT @

plU/mL mlU/L
LoB? 0.0026 0.0026
LoDP 0.0036 0.0036
LoQ® 0.0083 0.0083

2 LoB gL a ot > /)L 60 [ EHE Lz D, 95 /3—k >
A NCHIY T B4 TH B,
b LoD (3MEHEREH > 7L 7% 60 B EHIE Liz & Elc, 95%DIEHET
WETZ 2/ NEETH S,
¢ LoQ RS> 7 )V 7% 60 [P EflE U CEE L, RISV TR
KFFA CV 20% 2 1o § i NBE & Uiz,
B
MiEHid CLSI 411 R4 > EPO6-A IHiE> TiFo . 12
A3 R 0.0083 ~ 100.0000 plU/mL (0.0083 ~ 100.0000 mIU/L)
O TR,
TERAME S BR AR
MiEhd CLSIZT A R 5 4 > EP09-A3 I it » THr > Tzo [l 5 i1
Passing-Bablok % il 7z, 13

HAL n MBI UIF fEE REHEDE

A%y bhvs i plU/mL 114 099 030 094 00172-
T—FFH b (mlU/L) 97.7306
TSH

BRIEAOEENE

*Fy T L—%, ariha—Wid, BEEEOY avEF > e k TSH
UL CHRIEEICHRE L TV 5, & 1E NIBSC WHO 80/558 136D
WTW3,

(R EXUIEER L EDEE]

(1) Bk LE (BRERALE) DFE
o GER IAFY FOWETIE. & MRAZEDES . $NTDOL FHk

PIEL, FAERE MRS T E NSRBI TEERIC D B %
&% Z T, OSHA Standard on Bloodborne Pathogens (Zfi > THUD 1 5
Tl BRMMBEEGTYE, TORODHZE. BAEYEICTS
RENTZWEITOWTIE AL T T 10 LY 2, KT E, Hisk,
WA & B MDE T2\ A A XA 7 T ¢ SR 5 L, 1417

cARFw FOUETIE, & MRIAZELD S, MifkiZ. HIV, HBV,
HCV DR OBNMNHZ DL LTHORS T &, MEICHz>T
&, BERORERZ RS D20, FHOBEK, B A7 BIUHN
BTFSESEAL, k3 EXRy 70 V73 ThiRnT &,

< BT THR S A - B IKIIK T TN T FO L2
BT, BENHNEERMOFY TE2ZIT DT L,

s PUA—ETIVAVNERTH S, HICERU CTld. sED ERE
AELED, HICALGRWESTRETBH L,

< RRGETHAT 881, (REFFE LTI LT PV I LG X
NTV2LDONH 5, Fflld, [ - 8EF (Fv bOBR)] £/
& (% A2 BERD] 22T 5L, BLOHEmMIcXOIFR
WCHEDBRNAADFEET 2, OIS BTEROEK, REE, <X
UERER L. K. RKZRALRNT &, WA K OAEREE
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© U AE 975 mL X 4
¥ Alinity i A7 LHZSHALZ2E W0, HilFe b OB BRIVE
HELTEEN,
[EZE3HK]
*1. ISO/BIPM Guide to the Expression of Uncertainty in Measurement

*2.

*9.

(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.

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.

Thienpont LM, Van Uytfanghe K, De Grande LAC, Reynders D, Das B,
Faix JD, et al. Harmonization of Serum Thyroid-Stimulating Hormone
Measurements Paves the Way for the Adoption of a More Uniform
Reference Interval. Clin Chem 2017; 63 (7): 1248-1260.

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). Establishing and
Verifying an Extended Measuring Interval Through Specimen Dilution
and Spiking. 1st ed. CLSI Guideline EP34. Wayne, PA: CLSI; 2018.

10. 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.

11. 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.

12. 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.

13. Clinical and Laboratory Standards Institute (CLSI). Measurement

1

3k 15,

*3k 16.

1

4.

~N

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.

BrokidiconT :

< 3T EDXYIVICZELZ ANTWS (il 1 10 000 14D,
MRS E Y A FEMHI LTS B 2 3.12%),
TNTOMEDOIAHER. SO EHREHICREL X,

[AWaheE]

7Ry b INUERER
NAIR—P K=t &—

T 270-2214 TIERMF TG 278
TEL 0120-031441

[HEIRFEEE DB KR UMER]
7Ry FIvNVERRH

T 270-2214 FHEM A HIRIRS 278
TEL 047 (385) 2211 ({8%%)

© ABBOTT JAPAN LLC 2025

) Abbott



