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i /g =i 8 IR MefAkik, M, FRifER,
DEFNOEIICED 5T
FET BT ENTES,
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RORRIE, i E 21
MUED S 1M & 7o i3 i
SEEF, SRImBR, imfEE
RETBT L,

I & 721 A 5 i
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BR, MBI EERET B T &,

-10°CLAT 30 HH

SRR ORDIE LISHT 5 T &,
IR DEHESRM
AR A S & CREMEMEICIG LTeal#e, ZoRzfr5 T &,

(2) EME - HEZFH

TTWRLIeT—2IIRENZHITH O Sk TIE R 2502 RT
BENH 5.

F54hE

NI

Miitid NCCLS A RS0 > EPT-AICHit > TiTo Tz | Tg HilhIpE A
53.41 ~320.25 1U/mL Ok, HIEMHEICHERR 5% 2 aRelEDdH %
LUROWEZFIMU TG LIz T A, BIE Y -38 ~ +1.7% Th >
7o

et R
vy =< 20 mg/dL
NEJHEY < 1000 mg/dL
2 RTHE (KRE) 4 g/dL
R RTE (EiE) 10 g/dL
F)JVESA R < 2000 mg/dL

H SRl K UE i IgG

B [ C st & O 16 Riklc, Tg Hitkz i 175.58 ~
23586 IU/mLIc7%: % &SI L, WIE Uiz, B OFHHE (%)
ZELAFICRT,

7SN BT IGHOHE (%)
figdifk (ANA) 12

M) <7 (RA) 18
LHMETY 7T =7 (SLE) 2.1
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BRI R 5 72 & SICHHIET 5 72 HIC HAMA B X TV U FIR 172
HE L. M LTz HAMA BPMERAS KUY < FIHFRMERIKIC, Tg
PUAZ IR 218.05 ~ 235.86 [U/mLIC7% 5 X S ICimUL, Rl EIic S
Z %558 (%) 7Z7Hili Ulzo sE8OFIIHE (%) ZLLFICRd,

SRR n RCBONROE (%)
VY FET 10 18

HAMA 10 13
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(2) BEZRE - 884 - ABE
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(Fraay ) VR, 2287 Beets (g, ek
A ERAEA  BUsiAD
Fv VT L—XDREZ L IR,

T
e (IU/mL)
30mL X 1 0.0
30mL X 1 5.0
30mL X 1 62.5
30mL X 1 125.0
30mL X 1 500.0
3.0mL X 1 1000.0

+ Alinity TgAb - 1> F—)L (Alinity i Anti-Tg Controls, #i& 5
9P34-CNT-01, REF 09P3410)
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A (IU/mL) (IU/mL)

40mL X 1 05 <215
[CoNTROL[+] 40mL X 1 150 90-210
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5L,
« RIS O P B R INRIC T % 7z 8, JIERARTICY > TV Ay T
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 [J—H T I Iy T TORKLEREREE 10
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* WIEIE DY > 7))V 75 pl
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CREY VTN R—=TUric ey MM 3 REEILICHIET B5E
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BT ST L,
« R EIRORERIC OV T, T 2 EERO Bk S ]
5T L,
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AZ2ED TV BEE, MR OTFIRCHES T L,
RIEDFHIR
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DTS ITNEREND, TOBRIKICOWTIEHEITFINE 2 THRR~Z M
WCTHRHEST 2T &N TES,
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HEIMICAEH I NS,
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3. FHRWT 20 HICHINL THIET %,
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e UTREESNS, TREERENT ZH1ONEMEA 3.00 IU/mL &0
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TR ZE A Ush o T 80E. SR 2 W05 3 % il Y e A asR
I BT b, TRU TN > 7 IV ORGEEAIEH O RBE 3.00 IU/mL
KCTH DA, TOMBITME LN &, MYEFRERTHERL,
HNEST Z0EHH %,
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Mz,
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« O b a— ) VOERHRIPHZ I FRICE DO TERE L TWianig
Gix, D et 30 HC—ElEF Yy VT L—a v k{152 &,
TE NV 27 N A BEVED & 250 D A > 7T > ZRfE A FLfii L
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FIET S &,
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FAHEZZRT L,
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B TEDzaY ba—)Vid, BIETCOH A R T4 20 HIHIC
M- THHT 2 &, BHERTEDIZT Y b a—)ILVOBILFHHEICRLH

ENTVZEHHEFAE, HETBEME LT R L,

T % 3> b a—)bORX—ZAFEH AT ORI LTy cdh 2

ZERT BT L,

REEEBEHA NS4

FEIEEBDNA T4 2L LT, James O Westgard, Ph.D. @ “Basic QC
Practices” Z 9% C LMW TE %, 3

TEREDIREE

AFICEM T N TV B PEREDOMGEZ Shilis T o Ba o7 v b a)uicD
W, BEEREHITIED Ty A HEDMGL ST 5 T &,

(5) &R

HE

AFw i, APLC i (4 Parameter Logistic Curve fit, Y-weighted) 7
AOTFY VT L=y a vh—T7 =L, #RZHIT 5,

739

WERRICE > TR T T IR T Z T WNERRENDHON LD, TOM
IKFIRENDHEMEDH 2 7 F 71D TE. (T 2 H2RO BRI
HeBMTBT L,

[(RIERBROHIEZX]

T IR LT T—=2IEMRENRHITH O . SHisk TR 2 RERT
Wahd 5,

MR RHEMORHEIC D & . Sitiaic i U 7 B 23 E 5 2 &
fRHER 234 ZORMEAD 5 b M IIEMIAZ R LTz, X TORIAD
TSH MIEMEIFHHERFANT D > 7z TOREMD 5 5 6 filldfthod Tg #ii
RHPEF Y MTBOWTHME el E Nz, bR LTz, 5%
DORURD 97.5 78—t > Z A )JVIEEIX 4.11 IU/mL Th -z, TORMEM
I ZIAERIFIE 4.11 IU/mL Kl TdH O RHEED 97.8% (223/228)
M OHFPANTH > Tze (YHT—RITE D)

HELDEE

s FUADORIERERIE, ZRMEZI T O B 2 EEDO—DIEE L
WV, FIRIMEROBW Z1T 51 dH Tz > TR, HEOREZITO. IR
FiH & BDETREMICHNTT 2 C &,

- R RHERIO Tg HAHIUAMRERNDEZ 5 &, # 20 % DME B
FRRDMFAES 2 FHEMNEDN D B0 Tg PUADIRERII NG & 75 2 RHEM D
i, ML HIIC X > TRERZGEDD .

- HEPUADOEIEAMEEIC X 2 2D, mREREZ RS 7%
WA BIFAETS 5

c RURE/ 7 a—F)VHiRE I OCTZEFNC K B W K CiaR R 2
jzBZ ORATICIE, HAMA (Human Anti-Mouse Antibodies : §ii~ ™
At MR BWEENTWBAEENDDH 5, HAMA ZETHAZ, <
U RAE/ 7a—F iR EHOTWSFy R TllE LEEE. IELWL
TEMEAE S NEWATREED D 2o ERE KA ERIKFT RIS TGS 55
B BTN RS RE L 2B T LW D B, 4O
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- b MO BRI, BRI OREs a7 ) VICKIS L, in
vitro DA L) T v v A IS BREX 5 L5, ARNCEIE /-
EEIME FRERICE 5 ENZBE TR, TS ETFHEZITS
BEMNH O, ELWIEMEAES IR WTTEEED B 5, BHiZTT5 1
Hico> T, MOERIREL RS ENH B, 6

- B ORISR EE OB TIIRERIEONE, IR RIRISHET D
5 20T, HEFHERICHD < BRI MO REPE RIS 2558 LT
WOMICTHINT 5T L,

[ #E)

TR U T =2 I3MRENZFITH D, Fitiak ClEBRR SR Z2RT
BENH 5.

RIEEE

HEREPRIE. A, TS KO 7 AW A T v b OMRETRA
HIPHAIC & 2 MEMHIPE (U/mL) &9 %,

A hOREEPAIE 3.00 ~ 1000.00 IU/mL TH 3,

IEREY - IR

Miatid CLSI 1 RS54 2 EPO5-A2 IchE> TH o720 7 &% 1 By it
o Fy VT L—%, aryho—UEHHLT, ¥R 5 THRHZT->
feo 1Oy bu—)LBXC, 4ot M Sx)V7z 20 HECHE
D 1H2ME, Piked 2 EUELE,

WENFHRE i msi
g GHAED  GRmEE) @
o) n (IU/mL) SD %CV SD %CV
ko> ha—)b 119 159.83  3.038 19 3.408 2.1
A VI 120 4.67 0.121 2.6 0.130 2.8
ISV 2 120 19.31 0.406 2.1 0.451 2.3
NI 3 120 462.03 9.715 2.1 12.945 2.8
I8V 4 120 79765 19.231 24 22.230 2.8
MRS, WEMEEE, DAREE 5T,

BIE TR

Fiatid CLSI 4 R4 > EP17-A2 ICHE> TiTo 720 8 3 1w F Dtk
BRU2BOMSEZMA L, 3 HBELL LIS D BEtZ 7> 7. LoB (7
Z 7 ER). LoD (BHIREFD. LoQ (E&E FBR) D AEAELLFICRT,

U/mL
LoB? 0.05
LoDP 0.11
LoQ® 033

3 LoB IXWEL DY > 7% 60 ML EHE LIz ED, 95 /38—t
ZA YT HEETH S,

b LoD &Y > 7))L 7% 60 ML, EJIE Lz & Zi2, 95% DIEHET
WETEZRNEETH B,

€ LoQ (Y > 7))L 7% 60 [mILL EflE L CHEH L, fIRECE O TR
KA CV 20% T § i NI & Uiz,

[EESE

#iEH& CLSI 414 RS+ > EPO6-A IcHt> CTiT o7z, 9

A R 3.00 ~ 1000.00 IU/mL O#ipH CHEFEE RS,

RERGEE

RN HEASN T B % L HEE E NItk 68 filds L T/ R jilifk 85
Bl 72 5E U Bt 2 s U oo BRIRREWTI B iR DRI HE o T, 7335,
CNSDIERN, &9 L6 Tg HURSLHUIRIRRIVA > X — Bk (TPO
iR ORERZTTICEkZ21T o Tob I TlRw, #RZUL FOXRITRT,

KA I R
n Wtk (%) n Watk (%)
68 75.0 85 753
JvY9ITT7zI b

TwITT 2y b, JERICSIREOMIAOTE @A, JIEHITH AR
JEOMKME & 752 5 BiG 2159, Tg HUARIENRAHK 100 000 [U/mL O+
VINWERELIZETA, Ty T 27 M3 E Niah o Tz,

TERE AR ER AR
- BEhd CLSI A1 RS54 > EP12-A2 It > Tl otz 10
AK¥w b7 —=F7 7 b - TghUkOREMZ iR Uiz, 51278 ffild
Wik, AF v bTIE 31y FOMEZEH LT, 150 Alinity i &
AFLT, 7—FF 7 b - TgHiATIE 1 0y FOMEREHALT, 1
£ 0 ARCHITECT 7+ 5 A '— i2000SR T, %4 1 HHlE L7z,
7—F77 bk - Tg Hitk

(718 (5353
(Z 411 10/mL) (< 4.111U/mL)
AFy b Bk (Z 4.1110/mL) 156 6
2t (< 4.111U/mL) 0 116

Rt —#eR (%) = 100.00% (156/156) 95% CI (97.66 ~ 100.00%)
Fat:—%eR (%) =95.08% (116/122) 95% CI (89.60 ~ 98.17%)
R—HR (%) = 97.84% (272/278) 95% CI (95.36 ~ 99.20%)
YU TIVORERF R+ b) 1 < 3.00 ~970.31 IU/mL
Y TIVOREERIB (7 —F7 7 b - TgHifk) @ <3.00 ~ 980.40
IU/mL

« MEHE CLSI A R 5+ > EPO9-A3 IZHE > THr»o Fzo G
Passing-Bablok %\ 7z, 11

MR BT n FMHBIGREC YA fEEZ JREHIDH
ARFy b ovs M  IU/mL 157  1.00 034 104 363-
T=F%7T k- 920.19
Tg hifk

BIEROEAENSE
F v VU T L—XODJEIE, NIBSC World Health Organization 1st
International Reference Preparation 65/093 IZ3DUW TV %,

(fEA EXIZEER L EDEE]

(1) Bk L (fEpRBALE) DEFE

< CEEANE THAT ZaEEICIE, b FHBRB XU/ EIBEN
RO H BMENFTENT VS, L. [FoR - B85S (v
FOMRR)] Xz (B - BE (&EFAD] 2885 e, b
HRYIE & 72 3 AR LMD e I BB LV T L 2T %
R DN TV, TRTOL S ERYE IR BTEIC SR D B
BEEZTC, INHORIHE B LU MafkiZ, OSHA Standard on
Bloodborne Pathogens IZfit> THUD 5 T &, BEMMHEZEE. &
7ZIEZ DRV H 2B DONTIE, NI ARATT0 LNV 2, %
T3] 72N A A T T ¢ HERGT B b, 1215

AN =T 4 ZIVICEEND & N HEYIE T HBs HUEBE M.
HIV-1 RNA 2P, HCV fiifkB21E. HIV-1/HIV-2 FilklzETdh %,

cFyY VT L—EB~FICEENS & FHRMIE X Tg FUARGE. HBs
HUskatE, HIV-1 HUsEEYE. HIV-1/HIV-2 $ilkkarE, HCV Hifkkarc
H%

s aYbha—)UcEENS E FHREE Tg HilkkEtk, HBs Hiliba.
HIV-1 HUsiatk, HIV-1/HIV-2 HUAREEE, HCV Uk TH %,

cAFy FORETIE, & MRIEERD S, Mifkid. HIV, HBV,
HCV ZEDBRREDRNAH2EDE LTHOHS T L, MEICHIZ>T
&, BROERERT BT, BHOELK, B, <27 BXOH
BTFRESEHL, 0K EXRy 740 V7 TbARnT &,

< AFED S THR NS A - T2 BT3RS e 3 F O s s
BT, BRERHNIEMOT Y THEEZIT BT L,

c RUF—ETIVAH)UAETH B, ERICEEL TR, SR E Y RS
WKLY, BIGASHRWESHERET ST &,

< AWETHAT 2B, BERIE LTI MY O LA EE
NTV2E0WH 5, . (K - #EF (Fv FOBmR)] 7z
I (B - BE (RMEAR)] 22T 5T L, Lol kv IEE
WCEREDBNH ANFET B, WO BIFEROF L, REL, <A
EEBER L, KR REZWALRNT &, NADE K UALRIHE
YR /TECHRET B T &,

) Abbott



ROFAIFUC BT B b TR, TERHHZ RS | [ASSAY DILUENT

HEDRTF

O

=G

H319 AR HRF

H316 % R D R R

BERE

P264 Bfizid Fe X <vko c &,

P280 IRAETAS / R / IREEIREEZE 2 C &
[SREE

P305+P351 +P338  [HUC A o 72858 1 K TR TES T &
KAy 2y LY RAEER LU TOTEZICHE
LLERNT L, TOBRBTRERITS T L,

P337+P313 ARDOFGE L B hr © ERDRLE / T 22
5T &,

P332+P313 * RS E U6« KRS/ TUTRZ
Ik,

% EU 1272/2008 (CLP) Z7z1& OSHA Hazard Communication 29 CFR
1910.1200 (HCS) 2012 Zj#H$ % 5Ed#4 Lsuy,
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