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Kk Fy )T L—& Y (ng/mL)
1 10 (10.00)
2 1000 (1000.00)

kAR JE O Al E % [E B AR HE (L B M (ISO : International Organization for
Standardization) OWEICF I 2 NN EDRID N A F (GUM : Guide to
the Expression of Uncertainty in Measurement) 3& U Eurachem Guide for
Quantifying Uncertainty in Analyical Measurement (Eurachem/CITAC Guide) (<%
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FrVTL—& ng/mL
1 10 £0.22
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A%y Tld. 4PLC 7 (4 Parameter Logistic Curve fit, X-weighted) %W\ T3F v
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cWERRIC K> TR T IITMC T S IDRRENZ 5N DS, TOMEREN
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TEFERR A BIE 32 #4136 KGR LCIE 60 # 5 D fiE Az A+ v M X D FTHE

L7z T A, FRIEROMED Th- 1z,

PN HEMDT DR 95%

R (ng/mL) Z B (ng/mL)
Bt 32 75.62 21.81 -274.66
Lot 60 39.42 4.63 - 204.00

Ol — 210 & B)

il 2 OBAKIE, FPEHL 7 ) F> « BAF8y ZIc XD IEHF EHEES N D%

M UTeo SEMERUDRIE, Mg, AGE. BF. BREIZ EOHERIC K O 05 Lix 2 R4
NS &> TR S T8, SR U7 e 2 e T 5 T o

72V FVREN 10 ng/mL K TH %0, BRZIELEMOIEREL 55 T LR

LHENTVS 45, PREHAMBETH > To, BTSRRI 3 0HH 55, b
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© Y RE S T a—F)UHiAE ORI & BB & G R Z U T B Ok
rficid, HAMA (Human Anti-Mouse Antibodies : 1~ At MMjifk) BNEFENT
WBIEEEN S B, HAMA ZETRIAES ™Y ZE /7 a—F UikE Ry b
CHRIE L8 IE LOEE A 5 MW ATRENEAN D 5 I 21T 5 1S B 725 Tl
DM RIEL 5% T Lhb S 89,

+ b b iEFOREPETTAL, SEERORIE S 0T VSIS U, invitro DA L/ T

YA ERGA BT ENHD, AHICIE i EBmiEdse e 5 & h
BEH TR, TOLILTHEEZIBHANH Y, ELOLIEMHAES NV ITHE
WDB B, BWEITSICHIZ> T, MOERIREE RS Ehd 5 10,

(-
(1) BRK

Ay POKHEBRME. a¥ ha—)V L M. H OSR)V 1~ 3) OREDHPET

CVI%BLLFTH %, MM, Clinical and Laboratory Standards Institute (CLSL. |H
NCCLS) 7't1 k1)L EP5-T2 It - TR Uz 11, 3l &2 >R 7 BLA D #Eiii S
VORIV 1L 2, 3) & 3BIDBHASHAINE A M i SV OSFIL 4, 5.6) %=,
1 5O T 20y FOMEZHWT, 20 HIENCHED 1 H 2 [0 2 \EE Lz, Fv U
TL—yar@&atsny hT e 1 fro . FERAERITRT,

e TEME WA BT

SV By b KSR n (ng/mL) SD CV(%) SD CV (%)
1 1 1 80 20.33 0.723 3.6 0.968 4.8
1 2 1 80 19.08 0.818 4.3 1.217 6.4
2 1 1 80 148.07 5.760 3.9 8.417 5.7
2 2 1 80 145.38 5.303 3.6 8.096 5.6
3 1 1 80 391.47 15574 4.0 21.593 5.5
3 2 1 80 387.61 13.012 3.4 21.703 5.6
4 1 1 80 421.13 15.847 3.8 25.080 6.0
4 2 1 80 408.61 14.353 3.5 21.504 5.3
5 1 1 80 155.03 5.338 3.4 14.962 9.7
5 2 1 80 149.89 5.226 3.5 15514 10.3
6 1 1 80 40.52 1.286 3.2 4.500 11.1
6 2 1 80 39.22 1.336 3.4 4.600 11.7

BHRM (Reproducibility)

Matid CLSI A K51 > EP05-A312 12t TiTo 7. 1 Ty RS MAT LT,

Has 3 B THE 21T o 720 3BID R IR TEADEER STV OSFIV 1, 2, 3) &
5 AL EICED 1 H 21, Aa< &t 3EIGE L, #RZLLFTRT,

TEfE DETHEE TR @ HBIED
v n (ng/mL) SD  CV(%) SD CV(%) SD CV(%)
AV 120 20.56 0667 32 0730 36 0963 4.7
83V 2 120 150.85 4355 29 4686 3.1 55563 3.7
83V 3 120 396.07 13.629 34 14329 3.6 14329 3.6

a PHTREIE GRENEEITD . AUERESTE. AEEBE2 5.
b GHTREIE GUAENTETD ., AGEREBTE, HREEBE, B2 50,

(2) AhNERE

MRICBENIRED T =V F V2 iMm Lic & EOAF v S OFERMEIGRIE, 100

T 10%TH%. BIANREDT =) F 7% 5 fld e bMRikicimm L ztk, K&y b
ZROTT 2V FVREZRE L, BIERZRI U,

TRIRTAGER 7 2 V) 7 IR A hE id

2T (ng/mL) (ng/mL) (ng/mL) [0 (%)

1 21.19 85.72 100.27 92.3
21.19 262.26 267.77 94.0

21.19 423.92 440.40 98.9

2 82.17 85.72 171.85 104.6
82.17 262.26 328.15 93.8

82.17 423.92 510.35 101.0

3 175.40 85.72 250.67 87.8
175.40 262.26 404.20 87.2

175.40 423.92 606.72 101.7

4 246.95 85.72 32798 94.5
246.95 262.26 485.28 909

246.95 423.92 662.04 979

5 452.76 85.72 550.16 113.6
452.76 262.26 738.96 109.1

452.76 423.92 924.84 111.4

P : 98.6%

IRIVIAERE (ng/mL) — FRANATHIE i (ng/mL)
IR (%) = X 100
7 V) F VI (ng/mL)

(3) PBIRRE

ARy FONHIEEE, 1 ng/mLLLNTH S, /oHEE, I 0.0 ng/mL OY >

TIVOTFEENS 2SDICHIST BIRETH Y, B u L KT ESRNEEZEL T, 2
WU D13, 1 ng/mL KiiiTdh -7z (36 [\lE)

4) RIESEER

WIEFEFIE, 1.00 ~ 2000.00 ng/mL TH%.

Kk

ke

ke

Rk

(5) tERIMEERAER URERAOEENE
1. HERAMEERAE

KEFy e FFEI T ) F Y XA F 8w Z%e 1~ 1000 ng/mL ORI T

LG A, HER 121202 THD, HEREIEZ 095 LLETH -7 AF v b E
PFEIH T )T ZA T8y EDOMBIMEIC DWW TG Lz, BIRTIER.
2 Jei: & Passing-Bablok 172 U oo il Az RIS d HOHOK

ARIFy bvs. FPFEHM T VTV BTN

[l 75 1 A (ng/mL) ik HHE THBI R
vl 2 ik 436 1-10001 -4.386 1.18 0.979
518 1-20002  -3.65 1.18 0.986
Passing-Bablok %% 436 1-10001  -152 1.16 0.979
518 1-2000%2  -1.89 117 0.986

T ORMIIC W Te AT v M £ 2 MFHAROFIMIE, 1:1.39 ~ 1510.64 ng/mL, 2:

1.39 ~ 1967.46 ng/mL TH > oo FFEIL T x) F 2 « XA F 73w 71T K B ik
{KOWBIE, 11 1.37 ~ 997.17 ng/mL. 2 : 1.37 ~ 1827.47 ng/mL ThH > 7,

ES PFEIL T )T BAF I8 ZIC X BHEHEOHIATH %

¥k YU VB X CHERRADO DRI U CREBIR RS 2 2 U 7R WO ELAR AR
W 13,

MK TR LT — I REMNRHITH D, Shiak ClE R 25812 Rd 56
N3,

2. BIEROEENE

FrV)TL—&, oY bu—)VORREEIE, EREHERICEDSOTIHRL TV,

#EPESEHE S U NIBSC World Health Organization (WHO) First International Standard
80/602 ICHDN T2,

(2R EXIFERV EDEE]

(1) BkWE (BRRRMIL) DEFE
s AFy FOMETE, b MREZIO KD . BikiE, HIV. HBYV, HCV %DRELD

BNHHZEDE LTHOIES TE, MBICH 2> TE, BHOERE T 5 728,
HOBK, B, SRV BIOCHECBTESESHL, LMK 8RRy T o
VIR ITbIRNT &,

< EE OARE TR T 2SI, ¢ FPERB XU/ X IBTEIIC RO B

DMENZTENTV S, FHlE, (AR - BEE (Fv FORBA)] 723 (B
BE (BEAR)] 2232 L, b MHoRIE X 72 RS LR EYD eI
PERE LW 2GRS 2BIE A 5 N T0aL, $RTOE MHBRP BT
USRI D2 EEZ T, ThHORMEHR, & MRk, BERIRGIEM IR
N7k, OSHA Standard on Bloodborne Pathogens IZfit> THUD 5 T &,
OB Z B TE. T OO D 2 WHE, BYWEMEICHR E NIcEIC DWW
T NAFAEATT 0 LNV 2 i3, Hilsk, fiiIc & 2 oY) a1 A
AT T R EHT BT e 11T,

CERUTL—&, AV REUCEENS L MHRYIEE HIV-1 ML, HIV-2 B0,

HBV &1k, HCV BEETH 5,

+ BEEDERS THRIE A - AR T HICEWIR T F OIS EZ 7O, 2

ENHNREMOF Y THELRIT B L,

s FUA=@TIVAVIEERTH S, ANCKRL Tld, B EHERMICAE LD,

HICASZWE ST 2T &,

< AWETHEH T I, REAE LT T MUY LNFENTVLE L0

NHb. iHld. R -BEE (Fv FOER)] 723 (BZE-BE (RESHR)]
BT BT &, B ORFEMIC K D IEFICH DR ADFRET S, O DB
FHHOER, BE. A 7EZEH L. B REZWALENT L, NAYE
KURBBHEY R TECTHERT BT L,

© ROMFIAC T B fEBrE HIERW, EEHEZRT,

s FYVUTL—&

s arvihru—b

7o MUY LeEs

EUH032 iz & ORI K O IEFITHIEDIROH ADFEET S,
P501 WAY) / Bz Y aInETHET 5T L,

c ERAEICOV TR Q) ERELDFREZSMT D L, £/o.ZR2T—2 ¥ — h(SDS)

DHEHERIZTE5 L0 TEMT S L,

cLRT—2Y—bk (SDS) KDV TE, A=Y R—brA—lcBHNED

BLEE,

- BB E D% EOEROFMIC DOV T, (19 2 M OTSiHE 2 2

5T &,

(2) EHLOFE
- fEFIIRR 23 & 7 SR L s T &,
s kY MEREEESF Y FOREREEETERLEVT &,
A0y FESORETH o CTEMEEFETRI LB LAENT &,
B A T O—T 4 ZVEGDTE Y FTREAE. ki LTV A

RENED D 2 HiF72H 50 CHFRET 2 0EDNH %, XA 73— 1 7)VOiEM
OV TE, (B - BE GEAR)] Q) BE 8P E2zlRdsc L,

- HER MVATER, HEOERRERELIBREET. HEOLEHSTDBTE

AYAT L, PREAROIETEY ICERALAN SBA. AEAROEREIR

ETEGL,

BRI B IIC, RRIER MIVICTREEIRD (105 & &8, IR TR
Lefis k.
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s vy SRS LR MVIShE AR [ 2%IE. RV ERESEEWNT
& ENIRH L. WESROGEENMEZDN S,
s REEIAYED & BN ERRE TR LTI T 2 2 0B 20, MEICIIHEL
AN
- BEIS R ER ORR O EOEEOFEC OV TIE, HHd 2 HaRO Bk it 2 21
BT L,

* lFED LRI 2 RIS T S

AR HRICHENRTE LD o 758, NI E TRETH 5.

BERE
RERE  HARS Rz LiEEEE
REIH/  2~8T MR 2 ~ 8CORIERATA B I Y Lz t4.
LS *T I QIEHTTHETH B
VCREERET AT L,
Hess b HamoRE 30 HiY 30 HMZ M E /B A HERT 2 T Lo
i HARNIC B 2O R 5w F 25
IZOWTIE, Y 2 R0 BRI
EBETL L,

KRR RE L EERFT 20, HEWVIEHEGRD SO MU TRIFT %,
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