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Yar¥J bk TSH L7 &— (fthoEEY) - HEPES $Efliik, &>
ISTBZERR (T VHBK  ER D 7Ok R UYL

OFL kY H—* (PRE-TRIGGER SOLUTION)
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RO

c PRIE ORISR L T, S ORLE T O BREIAEICHE S T &,
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BzfifHTsC &,

IEERER R 2135 728D ROMAIGHERICHE 0T 22 &,

< T 7V, FRER. ZFOMORNEY 2 ETRIA
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- WAz HECHEZE L. BIRICE > TV RIEEIE. Ik 3 E TR
g%,
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s BRI LF 2 — 7B L, 27x< &% 30 000 g-minutes Ciabiingo
ERA

- T ORMETR T2 9RO BERERE & A RO )T (RCE) DflAEDHED
B2 LA FISRT
D EERERIE RCF 2 tic U R OFTRA TR 5 2 W TE S,

N SR (5) — 30 000 g-minutes
RCF
OO BERE (0)) RCF ( X g) g-Minutes
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BRAFDIRTFSRMF

EREN bl REMREE Zofth
JiiiRT 15~30°C 24 Wi %N N1 NN 3-11%)
HICHD 5 THRET B
TENTES,
2~8C 3 [ Motk i@ 5Bl o
HICD 5 THRET B
TENTES,
-10°CLA™ - 30 HfH M A S ik, o #EHl =
rEgsC k.
1 [A172 8 2 % BsS RO DR UIGEHT 5 T L,

IRERDEE SR
FRPRM AT & GBS UTealss, #onz2f15 T L.
BRIRDIRIESEIFITHES T &

(2) WhEE - hEFEH

CTTICRLIEET—=2IERENEHITH O, Sk TR A 5 R ERT
LENDH %,

FisinE

AR E

Mzt CLSI 4 R 1 > EPO7 3rd ed. Icfit> Citotz, | &% 2
10 TRAb(FJ 1.70 IU/L.5.00 IU/L) Z &LY > TSIV TCHlE Lz e T 5,
LUR OPEE T EEANDIH 5 s B350 S s > 7z (B 1.70
IU/L T+ 0.30 IU/L AN, #2% 5.00 IU/L T+ 15.0% A4,

T

e BT 1 HAT 2
CULey (ani) 40 mg/dL 475 pmol/L
SR €] vt 40 mg/dL 684 pmol/L
NEFAEY 1000 mg/dL 10g/L
o AV AE 15 g/dL 150 g/L
FUZVEFA K (Intralipos) 1500 mg/dL -
ek

Mzt CLSI A1 RS > EPO7 3rd ed. Icfit> CTiio 7z, | S 2
JERED TRAb(#) 1.70 IU/L. 5.00 IU/L) Z & Es8 > IV TRIE LTz & T A,
LUR DR T ME AN 5 h 81338 5 s - 7= GERE 1.70
IU/L T+ 0.30 IU/L BAN, 41 5.00 IU/L T+ 15.0%LP0),

WH =13 e =33
7T/ a—=)y 338 pmol/L  AFXV—) 16 mg/L
EAFY (E4IVB7) 4250ng/mL A b7 HO—)b 5.61 pmol/L
HIVERY =)L 30mg/L  FRE—)L 0.33 pmol/L
V=Fv 84.7 ymol/L FLR=vVmY 20 mg/L
EROaLFY Y 200mg/l. 7075 /0—L 388 umoll
lodine 04pg/L  THELFAIITVIL  60mg/L
DEIN 32mmoll VVEYRT 1200 pg/mL

Z DD NREPE

20 BV 7 < FIRFREPER R GREEERIF 8.7 ~ 1472 TU/mL). 20
@ HAMA G A (REEEHIPE 12 ~ 600 ng/mL) 1DV, 2 ED
TRAb Z &Y > VTR L 7z,

TRAD 2% IR/ FEDME /
K+ n (Iu/L) 7RI (%) 72 (%)
VUFRF 20 1.70 -0.36 - 0.08 IU/L -0.151U/L
20 5.00 -15.2-15.2% 2.4%
HAMA 20 1.70 -0.44-0.341U/L 0.07 IU/L
20 5.00 -20.8-11.5% 5.1%
RERISHE

Metid CLSI A4 R+ > EPO7 3rd ed. IcHt> Tiiotze | LIRS
SOSHIE 2 G3Y > TV DV THIE LTz & T A, TRAb HlEfHDZ1L
1. TRAb #J% 1.70 IU/L "=+ 0.30 IU/L LU, TRADb 32/ 5.00 IU/L
+ 150%UNTH > o

IR/ # (%)

(95% CI)
WH =TS 1.70 IU/L 5.00 TU/L
Tg Hittk 4000 IU/mL 0.02 IU/L -0.2%
(0.11,0.15) (-3.3%, 2.9%)
TPO #ifk 600 IU/mL 0.08 IU/L 1.4%
(0.04,0.20) (-1.4%, 4.2%)
FSH 10 000 mIU/mL -0.01TU/L 1.0%
(0.13,0.11) (-1.6%, 3.6%)
hCG 1 000 000 mIU/mL 0.02TU/L -1.4%
(0.08,0.12) (-4.5%, 1.6%)
IgG #ifk 3g/dL -0.101U/L -5.1%
(-0.17,-0.03) (-7.9%, -2.3%)
IgM Hifk 1g/dL -0.05 IU/L -4.4%
(-0.15, 0.05) (-8.0%, -0.8%)
LH 10 000 mIU/mL -0.04 IU/L 0.0%
(-0.15,0.07) (-2.3%, 2.3%)
TSH 1000 plU/mL 0.09 TU/L 3.2%
(0.00,0.18) (0.8%, 5.6%)
(3) Znith

AFy M Alinity | AT LOMETH 2, FlllE, EticBrVvaD
LRIV,

(% - BE (&FHD)]

(1) HROFHAE
BRI TOEEH B,

(2) wEZRE - 286 - HBF

cAFy VAT AT T AN

+ Alinity TRAD + &+ U 7 L—% (TRAb Calibrators, &5 4V18-
CAL-O1, REF 04V1801)
(FHEEAY  PLTSH Lt 72— M22 & b &/ Z7a—F)VHik, Hb
VU LR SE, Sk N U DL/ U VEES B Y T LREER, X
SOSTELEA (T k) AL T AT B U Y L BiEEHD
Fr VT L—ROYEEELIFITRT,

334

B (u/L)

30mL X 1 0.00
3.0mL X 1 1.00
30mL X 1 3.00
30mL X 1 5.00
30mL X 1 15.00
30mL X 1 50.00

« Alinity TRAb+ > k 1 — )L (TRAb Controls. % 5 4V18-
CNT-01. REF 04V1810)
(FHEHEY  HiTSH Lt 72— M22 b b/ Z7a—F)Uidk, b
VU L e b g, e NV DL /D Vg N U LEETR. 2
VST ELGEA] (TR BRAEAD D 7Ok MUY L BUEAD
O b a—)VOIRE &SR Z DL RIORY SRR AE 4 OWE
fHICHT 2EDTH B,

=35 i PR
i (IU/L) (IU/L)
[CoNTROL]L] 80mL X 1 3.00 165-4.35
80mL x 1 10.00 5.50 - 14.50
80mL X 1 30.00 1650 - 43.50
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ToAT7ANDA YA S=NVITEBXTT vEAINTA—2DHE
TR ZHJTEOFRNCOWTIE, AT 2 EROBEGEIIAEHZ 2T %
Tk,

T ARG A—=ZDHIFNCDOWTIE, #HT 2 a8 OREkHIHE 22
W3z,

AR OB EICEIT ZREIC DV TIE, A9 2 B3R O BRI S 2 2
T35 &,

(4) RIE (BfF) %

L FY U7 L—% GlFeh) XERkE, <A 703—7 ¢ 7)b, #
HFERWE, aA>Yar—b% 5:5:1:5QEETHAL. LIFD
EBORIGEE S,
cF Y ) T L= A NBRIKISS A 78— ¢ 7 )b, BIEAIRIE I
A RISER S,

LAV Tar—bENA KSEE5,

« REIEZRZE%, 7L RUH— 100 il ZhiZ, RIGEE 5,

« MU A—300 pL 2Nz, RISERPOFIE (i EH 400 ~ 500
nm) OFCREZIET 5,

2. F¥ VT L—ROFNAEEN 5 TSH Lt 72—k & 3ot
DORIRINRD 5 NEED ATV —ICiEE NS,

3. MiADFOLmER, BED AT ) —ICEE I N TV R HER & g
TR LIC&o T, MIEHD TSH Lt 7 2 —fitkiiE kb %,

HRIEE

HEFIEOFEANIAEH T 2 Es OB IHE 2 ST 5 2 &,

c TURIAT 2 — T T E AT 2 — T 2T B850, WIKEN T
Th5T LR 20 END 5, (FHT 2RO 22
THIE,

<Yy TR UIE TRERERADY TV RS, BEERIC K
DEMEEN, A—H—V) X LR— MCHRIE NS, ZRFUEMRHOME
Zi/NRICT %728, WERRRTCY > TV A Ty s ov >
TIWHAS> TS EZERT 5T L,

 [[l—H > TV T TORKLEREEL : 10
TR, EBICHET B5E
« WIERAE DY > 7)VEE 1100 pl
< ALY Ty TTBIHES 2G04 Y > 7)UE 1 50 pL
RS YTV R =T vicy Ma, 3HERILUINICHIET B8
- WIEHIE DR FEY > 7))V 1 150 pL
< [WUCH Y Ty TTBIHES 235G D4EY > 7)UE 1 50 pL
AT VTV R =T vicy ME 3IZBEA TIEST 250 ¢
CHUL LY Y NSRS B,

AFEOF YV T L—ABXT Y b VOO PN HIEICDONTE
BET BT L,

-~ R ORI DV TR, (T 2 BB O B 22 S i
5L,

IELWITERIRZ 155 7edic, [T 2 RO BHkFIEICHE > TH
WNEAY T T U AZITH Tl MEROBREN K DHBEIRRA TV
AZED TR, UMD FNUHES T L.

REDHER
TRAb OHliEfEAY 50.00 IU/L Z#BZ MkiE, "> 50.00 IU/L" D755
NEREND, TOBRKICOWTIZAFFRE ZIZFHEREHOTHER
WETZTENTES,
BEIER
Y2 TIE 10 FHISHERIE SN, ERBRICHREGRZ D 72D
HEIICE NS,
FHER
HESEZSRRUASE - 10 £
YT IS pLic L TF Y VT L—X A% 135 pL ifhnd %,
FYVUTL—2 ARSIT HHE. KEBRICHERT ST &,
F— X —{EEF O B ERA R T F 7213 QC 2 7T, TG RE A9
BT &, FHUGREMGEH LT > DVIBEA AT BT X N, AERS
R LTHREEINS,
TRUERZ T B RTOHIEMM 1.26 IU/L LLEICKR S XS IERmINT 5T
&,
TRfERZ A Ulsh o 1235503, AR 259 2 il A mRas R
T BT . TRRUIY > T IVORGEED 1.26 IU/L A Th 254
ZOMRITME LRV & MYJARRGEETHINL., HllET 2058
b5,
TR A — X —FFEDFHNC DOV TIE, 9 2 SO BRI E 2 S
HMyzc e,
Fr)IL—3v
Fy V)T L= a3 YOFEITDOWTIE, T 2R OEEEES
Mz k,
Haryhoa—)VEHEL, Fy VT L—2a v EFITS L,
—FE, BREETE Uy ) T L— 3 VORISR ES NS &
FORBHAET LICF vV T L— 3 V2T BRIV, RO%GE
WKIEHEFY YV T L—2a v Z2i79,
sHLvmy MESOMET Y MEHHT 55
« Y ba—)VOREMD, AFITHEO R TR FRICE DN T
BT LTRSS B OB FIIR 2 SN TV B G
« OV O—)VOE I TR D O GRE L TR W
Ak, Ya s 30 HIC—EHFy V) 7T L—yarz2{1H T &,
TE M 5287 NAZ T A REE D B 287 D A V75 > ARS8 Fhi L
FeHat, iEy ) T L—y g v EREE T AAHENDND S,
mEEEAE
Ay bORHAEH 24 Bi) ki, @EEoay ta—)LEK 1
[\ET ST &,
iR O EEHGEHCHEV, BRERIGAIEa Y ha—)VOJEERENT
B
BRI BW TR D E a Y b a—) )LV OE IR RET 5
BE. g SCTcayra—boay kI ki, #a Y ha—)LiEE
ST % 2=y MEE BRI AEREITNETH D, EEHICHE>T
20 B EOWEZITS R EDHENH D, 10 HE EJEZITS T &
THEZZZOHZ I EMTE S, BoNEMZ TR SN S
WEE (2= M) LiE5DE (Hifl) ZRET 5. WY E R
FZEET 2T DICE B I NEEHEKX & U TR TR 5N S,
cFyUTL—vav
e quiAN
cFyUTL—2my k
Tty U TEY =)V GR4T RS
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— %N 7 S E PO HER TIEIC DWW T, CLSIHA RS54 > C24 4th
ed. RZOMD—PU DB ENTVBHA RSV EBHTZC L, 2
- MR OKFEEMTIED, KoEEIcay ha—VENET 2T L &2E
BHTWBEE, YRR OFIECHES T &,
« Y b a—)VORERS R R TE D T ERHIN SN TS5 5
3, ELWDIIEREMES N TOERWATRENN B 5 12, Klilisk O
FEERLEHCHE > THRIST B T 8o HF vV T L— 3 VHRERY
BB B, 8T TV a—T 4 KDV TIE, HHT 2RO REY
HHEEZBRTLC L,
cHLVT Y FORERF Y ) T L— RO R L KIE, a2k
O—)LOHIE R & SRR 2 TR 5 T &,
av ha—)uid, BETEOHA R A DR HIEICHE - THFT % C
Lo O ba—)VOTWEIAZEICRER SN TV S EIHPHIE. H<EXT
SEME LTS L,
i % a2 b a—)LON—ZIEENAFOFRICH LTI th 2 h
THERT BT &,
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BEEEAA R4V

FEIEERDNA FF 4L LT, James O. Westgard, Ph.D. ® “Basic QC
Practices” Z{#/14%C &HNTE%, 3

TEREDIREE

AWM E N TV B HEREOMGEE 2 F ik T o Jrao 7 a k )bicD
WTIE, HEEREUREIIFE O 7 v LA PEREOMGEEE BT 5 T &,

(5) HBR

B

ARFw M, 4PLC{E (4 Parameter Logistic Curve fit, Y-weighted) 7%
HOTFY VT L— 3 v h—T%ER L. #ERz2HINT 5,

759

WERRICE > TR T F I T S IWERENDHEDNDH S, O
ICERENDARENEDH 57 T 71DV TIE, i 2 ¥gs 0B
HeBMT B L,

CRIEREROHIEZX]

T TR LT —2I3MRENRHITH O, SR T RA 2R 2R
Biahd 5,

H SO RMEMORFEICI D & | Sitiakicms U 7z BRI 2 iREd 5 T &,
RN, 73t ROSELIA OPEEEE ., AKIBEHEDN R R EHE OMIK
ZWE L THRIH Uz N RUmo#ERIEZH DAy b4 7HEiE, 3.10 TU/L
THotee CYHT—2IcKD)

Miatid CLSI 771 RS A > EP28-A3c icfit> T, 4 B AL SERHL L 72
ME A Z 50 U Tz

TRAb ilEfE (U/L)
95 )8—t VR A 975 )8—k >V &ZA)V

n A (95% CI) (95% CI)
TN 237 MATHE 1.99 2.58
< 1.26 (1.92 - 2.06) (2.51-2.65)

CI = {3 HE X
E5IC, A1w bA 7% 3.10 IU/L & L O3t RELN OB EED
5 ERIR U Tz i MefAk 2 i U 72

TRAb
T E fiEd
(Iu/L) <3.10IU/L =3.101U/L
% %
rh i A /EBD o/ WERO
FRRRR R <1.26 22.56 97.5% 2.5%
N Rz RR<) (119/122) (3/122)a
JEFLRRREE <126 1.89 100% 0%
(20/20) (0/20)

A ffk 3 BIDOPEMIF= 3.10 IU/L TH o7z, 3 2 B3, fiod TRAb
WEFY b CTafiznrliz,

HELDEE

< HEAERUE, IR, MORERSR, BAATRZ E &b TRAINIC
g5 b,

CHERIC BT B Ay b OPEREIXRHE L TWhis,

- BRELEDEE] (2) WhEWE - thERS THWE <Rl L2ELl
HWOTHYEIC DOV TG L TR,

* RUAE/ 7 a—F)UFilkE W ZEENC X s X OiRlEE 2
72EFEOMAFICIEZ, HAMA (Human Anti-Mouse Antibodies : $i<7
Ak MR DEENTVERARENNH 5, HAMA ZETSHkz <Y
AT/ I a—F iR ERN TS 3y S THlE LSS, IELW
EMEMESNZOAREMEN D %, ZWiZITIIChlz> Tk, fDIEH
DRE LB EHBHD, 96

- b MG o SRR, P oRES a7 YIRS L, in
vitro DAL T v A IHBREZ BT END D, HENICEE
FEWIMTE RIS E 5 X NBEE TR, TOXSI B THERZTS
Bahnd o, IELWHIEMEMES N WnlgEENH %, ZWiETT9 I
BHizo TR, MOERPREL RS LHHD, |

« & MIEHRDOY T FE T (RE) (& Gl oz 7 a7 ) KB L,
invitro DAL T b A EBEEZ LT LMD D, T

- HOREREBER S ORI TIRERIGDON G, JERRNEEM T
5 % 0T, MEREFICHED < WS MO R IREIR S 2 2% LT
FOERNCHIWTT 52 &,

[t #e

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

BIEEEE (R AREEEEH)

EEFE (LoQ) BXUMHIESR (LoD) OREMET—ZDOFIMHHE
HI U 72 E #PH (R AT RERTPR) 72 DL FIC7Rd, CLSIEP34 1sted. ICfiE>
w3, 8

IU/L
TESAE IR 2 1.26 - 50.00
R b 50.00 - 500.00
e nT RBIp © 0.70 - 500.00

aERAHIERIPA (AML Analytical Measuring Interval) &, LoQ~i &
FIRTH%, EE. HEEB R UL 7 ADFICAF v S OMREFA
HEFANIC & 2 WIEfEREH (U/L) &9 %,
b ZARBIEHIFH (EMI Extended Measuring Interval) (. &5 R~
B ERXTRERTH S5, RTEIMREGEE 10 5L Liz & 2Oz
RLTW3,
C ¥ NTREHIPH (Reportable Interval) (&, LoD ~F#RIEHIFAD _FBRT
H5,
E T vRAT 7 AV EOEMEEI FROVIGIRGE S AR O

NERICHHY S %,

IEFEE - BIRM

Gedlisl

WiHE CLSI A A K51 > EPO5-A3 > TiTo 7z, 9 % 1 1w hoik
WYV T L= aryhu—)V2HLUT, #H 1 GTHREZTT- 7.
3floar ba—BEXT 2ot i 3oLz 20 HEICED 1 H
20\, Axl et 2 EHIELE,

WIE N JitiRE N B
SEEE (DHTHEED (hargBite) @

T T n (UL SD %CV SD %CV
avbho—UL 120 298 0142 48 0155 52
avho—LM 120 979 0174 18 0197 20
avbho—LH 120 2990 0314 11 0.365 12

AN 119 191 0150 79 0179 94
ISRV 2 119 4600 0850 18 0888 19
aPE N, SERAEEE, REmREE S,

AETR

MeEti& CLSI HA RS54 Y EP1T-A2 IchE> Tiio e 10 3y Fodikdk
BRU 25O ZMEHA L. 3 HELLEICHE D MEH 217> 72, LoB (7
Z>7 ER). LoD HIFEFY. LoQ CE&E FMR) ZLITICRT,

IU/L
LoB2 0.38
LoDP 0.70
LoQ¢ 1.26

a LoBIdBEEaDY > 7 )V% 60 L EHIE L D, 95 /83—t
ZA YT HEETH S,

b &R Lz LoD iE. 7—FF 7 k « TRAb @ LoD Td 5%, i FED
Mat CHEIENZAF Y hD LoD &, 062 IU/L THo7z, LoD 3K
B V7% 60 mILLERIE Uiz & ZiS, 95% DEHHE TllE TE % K
INBIETH %o

C KITRLLoQ X, 7—F 77 b « TRAb OERWHIERPHD FET
H 5. WE TROME TR NizAF v D LoQ &, 1.06 IU/L TH->
7zo LoQ IXKHEEY > 7L 7% 60 L EflE L CEH L, mEticksy
THRAFE CV 20.0% %72 9 i/ NBIE & Uz,

BEiRE

#Eh& CLSL #11 RS A > EPO6-A Icfit> Tlio Tz, 11

AFy MIEBENRIERETH S 1.26 ~ 50.00 IU/L THEARIERRT,

TR BR RS

Figtld CLSI 41 K51 > EPO9c 3rd ed. IZfit> TiT> 7z, 12 Passing-
Bablok {7 FWCHHZ ., YA ZFH U, Pearson 4% iV CHBIFREE
B U7z,

AKFw kvs 7—F727 bk - TRAb
n WAL FHEIRER iy e
JiiIb 105 IU/L 1.00 0.54 0.96

L
1.65-47.13

) Abbott



BIFROEENE

Fy U T L—% oY hba—)LoEEIX NIBSC World Health
Organization (WHO) Second International Standard for Thyroid
Stimulating Antibody 08/204 ICHD W T 5,

(e EXIZEERL EDEE]

(1) Bk L (fEpRBALE) DFE

< EE ARNETHAT AREEICIE. b MBRBX U/ ERIBEBEN
RO H BMENFTENT VS, L. (AR - BEE (Fv
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