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1. REIXEAZEHATHY, 2SO B ICIEE A L2 Tl
7230,

2. BPERE FAFE SRR Z WL, BRRAERCIIN DOMARE R L
EOFETC, Y E RIS A BRI L TLIZE 0,

3. I SCEICER SN B B R OVHE - &I TR L
TLIEEW, el B 9 R OE - & LS CofE I

DONTE, ERROEEMERIAEL N RET,

4. T DHEEE O IRAT SCE KR OB E 2 K<
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1. Anti-TPO
HERGRIE/F v T Dt
MP {Z(M)/ (4,
AN TNV a—T g TN~ A 7 —T 4 L
(SA T MP)
i 1R/ IR 2
M2, 2'-E V)T = LD
e A AV NP A= By V2 IR N
(Ru(bpy)s B4t TPO LK)
Rk 2(R2) /B
EAFUALENRRR LA R H —F
(e FF 1k TPO)
2. 7oL (BI5E)
(AR YE S S ALE)
akv/H
N7 e L7y
HEE) L 2. 1TAGDETHEALTIESN,

(ERE E’J]
MyE X%
[BIE R 2]
Ay M, Mg SOX i O HHF RSV XU F — B HR
(Anti-TPO) ZE 326 DT, BRALFEF AR EEECLIA)Z
HEFEEELCOET Vo8 1 OSEL TRIEERORIK 1 (Rulbpy);
HEEEHT TPO HUR) N2 AL Fa—Tar LET, # 2 BUSEL TR
53 2(1:“21‘%‘/“5 TPO)&U‘ MP % (SA BtE MP) Z Nz A > & 2 —
varLEd, X BRERE /ARSI, BEIZED SA ftk
MP % & fiR J‘I%H TET W F et (N7 e L 7Iy) 25|
L, REISHEBRELET(B/F 4786, SA Btk MP IZFEALTWD
Ru(bpy)s HZ#k#1 TPO HLIAD Rulbpy)s 1, EME~OHEIZLDER(L
LN RE AT IV TOME TSI LY i 6 A K3 DT,
FTEREFCORNIREZ HBE MG E THELET, FROHRIE
ELIZX YT L — X ORNFREND, RIEF O Anti-TPO R EAH
HLET,

FoEkIC

ERFUR R~

RO HARIR VA T2 & — B HUR ORI E

cobas’

HHRELDEER]
1. AEHPOME-FEGE
JE BBk - i3 S M E (~/<U> | EDTA)
RIEFBI 2 EN: : 20~25°CT 8 H [H,
2~8°CT 8 HMl.
-20°C(+5C)T 24 » A% E
(BRAS AR 1 Bl 2)
P OFEBEIC Lo Tt JER RIS EL LT THE 1S
FT O TH AT 2HRME ORIE SCORRINESTTEE,
WY OHOBARIL, A RTNCE D ERIERIT> TSN, F2,
IMEAL T B AR EAE I L7\ 728,
TN DR ER T LR he— i, IE
TRNTLTEEN,
FFNZLDME D EBA AT D728 | AR TR E LT AR,
Xy )T —HF arhr— U 2 BERILANICHIEL TLEEN,
2. BHEME-HEEF
(1) FE(EVLEREE 66 mg/dL), YR IML(~ES oL g
0.24 g/dL ), FLE(NZVEFARIRE 2,100 mg/dL), &4
FAEHI B 10 ng/mL £TIE, FEEETHRIEIC
B2 5883+ 10% N T,
2) 1 H5 mgll b F Ay BNEES L QWD EREN
HOFRIMLIZ, 5%, D7adit 8 REMLL ERGEL T
FhaL TTEEN,
3)  Vr=FRTFIL 450 IU/mL EFTHEICH 2D E T+
10%LANTY,
(4) 16 FEOIAFNZ SO\ TOEE%L In-vitro FRER THERLT-&
A EITRRO BN ER AT,
5) FTRITRTEANCDOWTOEZ S In-vitro FAER CTHEZRL

“IREAIL

A LT OREETEEIGEDLNEFATLE,
FEA V1N
© g/mL
lodide 0.040
Carbimazole 6.00
Methimazole 16.0
Propylthiouracil 60.0
Perchlorate 400
Propranolol 48.0
Amiodarone 40.0
Prednisolone 20.0
Hydrocortisone 40.0
Fluocortolone 20.0
Octreotide 0.060
Levothyroxine 0.143
Liothyronine 0.015

6) In vitro BERIZEBNTAMTa Y — L (BFIEEID % 10
g/mL IRNIL725E2, WEEO ERB RS EL,
(7 M/7“h7t“‘/“‘/x VT = BT PR O AT A3 FE
IRV TN ET LA RHVET,
8)  AL/T AT, HFERRKIEMER LSS, 5D
AT fE FATR L CL FERF R SUS R 554 _Efff—é‘fotu\
BRHVET,
3. ZTOith
ARRIELLL T OB SR T ET,

RIS R e 411 738
TN 6000 (FaRZALIRA] €601 £ 2—/L)
PRE R /XA 8000 (FaF LR €602 £ 2—/L)
e
ZDIEN O FTRE e ER IO W CITR A E TRV A EL
=AW
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CTIN—V A TLI)— M

CTIN— A Fa—T Ty a M

CTIN—T AR TRATNYT/FT M
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Fro, BREICEOEE T DRV ET O T, TR R E
NESVELIEB A E TR WA DELZSN,

BREAE

(1) RIEERE
IUIN—REE
@ Anti-TPO

(a) WBADRENVIDHRE
BB ORIET 4RI DZENTNERY v a s TR IR
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RIEIFINL TRV TSN,
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FrEDALE IR Ay N UET,

TR~ ORRE FIEOFEIT MR O BRI EE 5
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(e) FxIL—av
AREIHHT A —F VT L —ar T —HiT
Ry 7 WRITF VT L—FD 2D N—a—F,
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2F% YT —varFRICEHESNTVET, v X
A —XXU T —ar T — LB HERRORIBICHEA S
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1.

BMWBHVET DT, Bk TERRELAHED L BRELTTZIN,
2. 1ﬁ17$0>fﬁ§-¥R
PURBTIEIZI DT, PURDZARIEIZ LY, AR E R RS 72
WA &;Uia‘@f HEFPA_FIRE 2 DR EE R U BRIR
OFRPEEATHIZ LI TEERA,
(f£8E])
1. thEE
[k P& (R JT18) 1O REARIC e | R - IE R PE - [ R 7T
MO KRR EIT o756 FLoBUEICE AL ET,
(1) RERR
A-TPO ¥xU7L—# 1 & A-TPO F¥V7L—# 2 DX
TN Z IR EH L TRIELTIZS 80 A-TPO )
TU—4 1 £ A-TPO ¥ 7L —4% 2 OFEAER DI
FED7E1T 50,000 Counts VA ET4,
(2) IEREMER
BEFRE OB A ME 2 E T D&%, BEARED £
20%LANTTT,
(3) RIEFBHRMERR
R —#efRz 3 [EIRRHIAIE T 5L & RIEMED CV X
10%LLFTY,
(4) BlE#EE
5~600 1U/mL
(5) AIETRE
LDL : 5IU/mL
LoB :8I1U/mL
LoD : 91U/mL
LoQ : 151U/mL
CLSI AT A EP1T-A2\2t-T, 7T 7 EIR (LoB) .
IR (LoD) . ERIRBAR (LoQ) 2B L EL 7=, Kaiser”
DIFHEIHEST, LDL (R FIR) 25 L £ LT,
2. (ERAMEEBRAIE
(1) AR5 EREAGE M E DM BIMZRFTL 7oL 24, 54 Bl M ik
BRIKIZB DT R BMEN GO EL O,
FEBILREL r=0.989
BR y=0.954x - 1.11
vy x:BIAKGR A
(2)  MiFK AL MR L OB ERFILIZEZ A, 52 o
BRRICEBWC RGO ELZ 9,
FHEEER % r=0.985
\RE  y=0.951x + 6.35
v MAERR A x: IfLE AR
3. BEROREYNH

BIEHROHE

(1) JREERR RO AR T AR 72\ 91 Hil AT AT AL
55 58 fHillzksd ROC M BRD Iy A7l
16 IU/mL RT3 2,

2 HAHRRFEEOBAIEZM T ART A ITYEHLL, 75
PRI AT RE RO\ 60 Bl EEE ., AN
FTRZRDD 149 JEFIDOHS Anti-Tg H31E < FREFHIC
HDIEBID Anti-TPO FAKAEGROT=H > bA 7 1% 30
U/mL A5 ¢34 2,

1y A7, BERE JE S %%%MM:&E LW R BY

NIBSC (National Institute for Biological Standards and Control)
66/387 Standard

o[ A £ IFEHR LD EDIEE]

1.

Bk E (FERRBALE) DEE

1) BERORSEOERNMNIIL, VG TR, EHE L
DIRFHER K ORI IRGEAE E 5708, )\ﬁs (BBl
NARVWIDITHEBEL TS, £, HIEK THIZILTE
H o TLIES Y,
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2) REPHESTHROICASTHAIIE, EHIZKTLY)
RN 728 DI BALE 1T ERHIVUTE
BT Y Cle %521 TIEE,

(3)  BIENFHS TRFE R ORI B LT HEGI2E, BB
KEOKTHWFRL TEEW,

4 REZIFLEHA IR THRL T LR EH->TLE
AN

(B)  BRZITULI-% A 1%, R HE 3 ER 7 O 20 3 B
1,000 ppm,0. 1%)&5@?‘#%?&%@5%Lrtwﬁéi/uﬂ’ﬁ
TR TR, 7o, HMEMBBRITIT, T 2D T4

EIZIFaR#EL CIZEn,

6)  FRIR M OVAR il & B 925 55 BT C Ik & SR 2 L 720
TLEEW,

(1) KT HIV, HBV, HCV 728 DY AN AL DY D fER
PR HLHDEL TV , BAE ST A L%
B I EARRIRE 2% AV T 121°CT 20 43 RIBL_Ehn
FIRBE AR 29 570>, Y SR A (b M SRR L 1,000
ppm, 0.1%) 12 1 REHLL Rig T 72812 k0T
ZHBDOIEETIL, L) S AR E1T > TEEN,

®) AMITVAXR—KIGEEITBZENNRHD 2-AF )L
AVF T = -3QH)-F v HRENEENTHET D
T, WL ) SANZER L TLIES N,

FREDIE

) ﬁ;‘é&@?llﬁuu iﬁ)ﬂmhm%fiﬁﬁb FDORZ H‘Euu
7RENHIEH D HIZIRH L7 W T7E2E0,

(@ BRI PIFET B S TRFL , RS L7 E R
TED G TIRIFLIZL O IR E 728 Dl
FERLZ2NTLIZE N,

(3) vy RIEITE ST RARE S Tl AL
RNTLIES Y,

@) IR TR
T2 LARNTLIEEN,

(B) N—aA—RERLLIED, XUTRATLHRELTGELIZIL
TRNTLTEE N,

(6) JEIJ'm“fDﬁﬁ iT«“T@?ﬁ;E&JEIJ;ﬁfWEP@’i?@@ﬁ - T

LTSN, KIaRHHGE TR TSN,

. TEJRAE (Water bath 72&) 12

) T/\’C@?t;‘; iﬁﬂ" SIS e TR TLIZE N,

(8) T XTORIKILBE U ERT ALY D15 Ye i)
TLIE&E,

9 WERKOFFROMBEUT L TIEROKR AL, AKE
KIZAWRNTEE N,

(10)  #ARIIAEH RS 20~25°CICTREL ., XIBFML TSN,
72720 LIRVIRET-0  JESL T LA o2 E 0,

A1) ARMERETDIEIL, vy 7 OEIREEZ T 205D
12, EEOKIE CTHRAEL TLIEEN,

(12) AREEHEHAT DL, vy 7 ORITHRIEE TR0 5D
2, BMEORRE TR AL TIIZEW,

(13) #EpAEOIH T e, @RI
FLAG DR THEALTTZSN,

BEErOIE
(1) WECEVAECZERIC OV T, Bk L L RREICHE
i{é&@ﬂ@é%ﬁofd_éu\o Fo, INBEFEIETD
BEIIT. BEETFIIC L > TEDSNIZBE I~ TL
7280,
(2) FEHBORNBEREETDIEAIIL, BEEDICETIHE
ZHE> TR SRBEIEN) U PE BRI 70 & KB L CALEL
TLIEEW,
(3)  BRIT DL, KE
(Qt={AN
4)  BRERORIEZIFT UG A, R SR R (AR
‘b;'i%f“ 1,000 ppm, 0. 1%)%@8@?&1%%@%&1§be@@5$
I ET S TIES W, 22, IMEWABRTIE, T 280
4’—%&& WX FAEREL TTES0,

T WL ORI L CTLBIL T

LTZZENY,

AIESNTWET DT,

Nf—LOOLLZ LYE90
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r—L00LLZ LY E

G)  Fuw(GIFE) BFHO EFEFEFRT OIS AT T L AVR
(I — R Z7Y— L) BIRA LI TLIE &,
4. ZOMOEFE
(1) AEICEZDREEITBEFR S & @B R R UET 23,
AR RREEE DB ARHYET O T, BEIELT
FHEMEIC W TSN AZE B EIDLET,
(2) MIE FIREIZBIL TIE, A1, CLSI AARTAAZHSD
XE LT LoD #HERL$9,
AL, AT AL Tl £ LDL Z3E TIRELTZ

MLt 0L HVET O THEEEZBEVLET,

(BT A% - B3 ER]
1. FFEAE

IHON—IRAE

(1) Anti-TPO
2~8 CTIRTFL TLIZSW R 13538 CLIZEW),
B ZE 72N TLTEE N,
Za+)L (BI5E)
15~25°C THRAEL T EW RS 1308E T TIEEWY),
R A B SR TLIEE N,
2. B

IHON—IREAE

2

(1) Anti-TPO
18 »H
£ AR (Exp NIAMFHIZFLH L THV E T,
(2 FatwiL(A%E)
24 5 H
i IR (Exp IXAMEICRR L TV £,
([BEH]
IHIL—RERE Anti-TPO 100 TRk~
M P iZ(M) 1X6.5 mL
ik 1(R1) 1X9 mL
ik 2(R2) 1X9 mL
IIL—RRE Anti-TPO 5%x100 7R+
M P #&(M) 1X6.5 mLX5
iR 1(R1) 1X9mLX5
ik 2(R2) 1X9mLX5

<A@ >
TN — A Anti-TPO F¥U7L—% 244

IONL—RRE Ol (FIFE) %
aA=S 9% 6X 380 mL

IHIN—IRRE TOt)L M(BIE)*
A% 1X2L Xi& 2X2L
M2 AT AR ADbE /L —V AREK Tk ey
N—VARIE Takr M BT RLIESN, TRAZR SR E R
TEVFELELEAETBMW A ELZEE N,
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1) Blackburn, G.F. et al.
Development of Immunoassays and DNA Probe Assays for
Clinical Diagnostics. Clin.Chem. 1991, 37(9), p.1,534~1,539.

2) ZREH NI BrhrAamsar VPR HES M r— R
A Anti-Tg) BLUOBH IR R~V AR F —EHLERIEF v b
[y — 2GR F Anti-TPO | ORRF R ELAL Rk & O%F s
oz ROC #hi#a iV oAy M7 EDRRE L HERED L.
EZEHRE 2006, 55(5), p.775~782.

3) LI RHBEESEFROIERELE cobas e
411 % 7= ECLIA(electrochemiluminescence immunoassay)i%
B2 AT T IAT A4y 7 ARASH) THIEL7Z TgAb BIT?
TPOAb fEIZ XA FEAIR O fi.15 72 Wr & 99 B F RO 2 W & O FH Y.
EEERLHRSE . 2009, 61(5), p.739~746.
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4) Clinical and Laboratory Standards Institute. Evaluation of

Detection Capability for Clinical Laboratory Measurement

Procedures. CLSI Document EP17-A2. Wayne, PA: CLSI;

2012.

5) H.Kaiser,Fresenius Zeitschrift fiir analytische Chemie, 209, Nr.
1, 1965, p1-18

6) HitF—%

(L& k]

T a s BAT T ) AT 4o 7 AR S

HAG <= a—artr 24—

T108-0075 HLFUHIHEX RS 1-2-70

ZY—FA¥ L 0120-600-152
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COBAS is a trademark of Roche.
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