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BEEDN B %o - WGERETE, SRR, MOMBHER, BIRATRE L & Sbe CTREMICHINT 5 T L.
1) #ifk 75 pL 1 L C ARCHITECT i S5BMATHUE 75 pL 7RIS %, - Ry b OB AR I P IS 2556, SEMOBIE %P RIS R iR
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BUERE AT 2 iOPEA 0.01 ng/mL L0552 &S CHNT BT &, Beafld, CLSI 70 bV EP5-A20 12> Tiio /e, AFw by ho—ib, i
A —A—IT DT OREMIE, T 5 B OBHRE 22T 5T L. WSV 3B RSV 3B BB BE QBT Y T, 20y FOREBRU 2
4 EPYT—gy B0 VT, 20 HEORBIMIBICHE D 1 H 2 [ 2 wIlE Uz, M2 RITRS

CFPUT LR A~F2EL 2 WIS B Fv )T L— 2GR, HBICHE e IR BGEANEEIE RSB
¥z, ¥V Begs Pvh n (ng/mb) SD CV(%)  SD  CV(%)
- BREOTY bR—VES LEREL, Fv U T L—ya YEFHITE &, aY AYbE—L 1 180 096 0018 19 0031 32
I O — VDR A AT SIS E N TV B EIHIIC A > TV % T L kR 2 2 80 096 0030 28 0030 32
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YRR D FIAICHES T & PRISFIV 2 1 1 80 4493 0838 19 1.170 2.6
+ 2 b —)LVORGEEMNARN CEICLRE N TORERTHICA>TWwa T L% 2 2 80 46.72 1511 32 2.052 4.4
MEiRd 2 2 Lo HHEMZANTO 225G, BENHIIEMRIZEN L U, HIlE bRV 3 1 1 80 14051 2856 20 4763 3.4
75T L, BEWSUTHFY ) T L—ra vy 2752 L, 2 2 80 146.08 6.881 4.7 7.141 49
- BEMAE, BRCSCTIY FR-Logny bk, BEC LICEHRTHE % CTIRLIET— REREMEHITH D | SR TIE RSB RRE KT HEND
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CErUT Ly Vi
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C-RTF RilfEEM 0.97 ~ 16.33 ng/mL 07— LIy > 7L 10 filic, LA
O C-XT7FF (005, 024, 1.20, 6.00 ng/mL) Z¥RML CHAEIT> 72, AFw b
EHNT C-RTF RBEAAE L, BICRERINLZET A, 91.2 ~ 100.9% T
96.2% T - 12X,
¥ CTIORUIe T —2IIMENZHITH O . Siliat ClE B 2R 2 R Hahd %,

74

C- RTF RIEEEAS 6.12 ~66.77 ng/mL DIRY > T 5 BllC, BEATEEED C- 7T R
(25, 50, 100, 200 ng/mL) Z¥RINL Tt 211> 7. AF v FEIIVT C-XTFF
Wapt 22 U IR B Uiz & 2 A ARl 98.9 ~ 101.2% T 99.8% TH -
7%
¥ CTIORULIETF—RIIRENLHITH D . SHiR TIREAZERERTHAND 5.
(3) HREMRME
b

AFy b OFEREREE, 2 SEPRN FERRE< 50%) DG 100 + 15%
THbo 2ERMABTHMEITS & GERWER> 50%) WEMEAEL %5 > 15%)
RN B %

C-XTF RIEHEM 0.63 ~ 15.66 ng/mL O F— VIS > 7 )L FNT, FEER
WDOWE 21T T2, TNEDOY T )V7%  ARCHITECT i @EMAR IR Z W T~y =2
TIVRETRIEE (20~ 115 ICHRLIZEC A, Ef5D 50 ~ 90%DHEfAE R
Utz fERZ TS,

. RREEI]:} SFRATERREARE @
~ L TR
vr7) NS (ng/mL) %)
1 JETR 0.63
1:20-1:1.1 0.34-0.56 104.0
> HETR 353
1:20-1:1.1 1.85-3.10 100.9
3 AR 10.19
1:20-1:1.1 5.39-9.77 106.5
4 SRR 15.66
1:20-1:1.1 8.18 - 14.06 1015

EHIT, C-RTF RN 0.82 ~ 21.20 ng/mL O, iR H & CILEEED 7— )L
MEY > 7V O CREREO R ZT > foo SILEOY > T bk, R OY
VT WEHWCTRBEIC RN Uz, e RITRS K,

BT AR R iNE ek el ST RRE AR @

DRT (ng/mL) (ng/mL) (%)
{KIERE  0.82

1 e oo 236 - 5.62 1022
{KIEE 1.56

2 e 1520 408-10.10 954

3 ke 2.62 7.39-16.79 102.7

EiRE 21.20
¥ TIRUIT— R IERENEHITH D | Bilisk T FAE AR 2RI HaNH %,

THFERIfE (ng/mL)
— X X 100
SPREERME (ng/mL)
EFIRERE (%) = TXTOY > T VO FRERE DTl

a WRRERE %) =

)3

AFy b OFREFIEE, T 100 £ 15% TH %,

C- X7 F RUEHEM 6.80 ~ 284.48 ng/mL DIRY > 7 )V T, FREFEO BT
Fiiolz, TNESDOY 7 )V7%, ARCHITECT i @A G Z VT~ = 2 7 )V
TETRMEHR (100~ L1 IKHNLIZET A, FED 10 ~ 90% DRlEMHZ R Lz,
FERAE TR,

. . S EIE ST R @
N Py

"IN Ep NS (ng/mL) (%)
1 T 6,80 —
1:100-1:1.1 0.74 - 6.40 107.0

2 BRI 75.64 ---
1:100-1:1.1 7.47 - 70.30 100.6

3 TR 126.60 ---
1:100-1:1.1 12.64-117.36 100.8

4 BRI 284.48 ---
1:100-1:1.1 2547 -252.22 98.7

BT, C- 7T RIEREEA 12.04 ~ 208.16 ng/mL O, iR & ORISR O FRY
YTV CTRRERIEO R 21T > 720 BIEOY > TV, ARMEDY > T )Y
ZHOTEBEICHIN U, SRR,

P A B TR P TR AR @
DR (ng/mL) (ng/mL) (%)

1 %g’é ey 62.03 - 155.55 100.1

2 g;ﬁg 008 68.38 - 122.87 97,5

3 kit 12.04 69.66 - 176.80 1136

EiRE 208.16
¥ T TICRUIT—RIEREKNEHITH » | Bk Tl E MR 2RI Han b5,

SR (ng/mL)
a WRIEEE (%) = ————————— X 100
A (ng/mL)
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AFy FOREIE, 001 ng/mLEUFTHB, MHREE. 75790 TI Gy
VT L—% A) OFHii 5 2SD ITHIET 58 & T %,
75V LR (LoB). &R (LoD). EEFRF (LoQ)

CLSI 7’11 b b EP17-AT 12§ > THRE 17> 72 £ T 5. LoB (& 0.002 ng/mL, LoD
1 0.01 ng/mL, LoQ I& 0.08 ng/mL TH 7= %,
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T 93~ 106%. THI99%, JRTIE 98 ~ 107%. T4 102% T - 2%,
¥ T TIORLIET— 23BN EREITH D . Sk TR 2R RTHEaND 5.
(6) RIEEEH

WEEEPE, M, M 001 ~ 30,00 ng/mL (LoD BEUGF+ U T L— gy
i LR SEH L), FRTIE 0.10 ~300.00 ng/mL TH% (LoD BLUF+ 1
T L— g VRO FRO 10 S 5EHK LT,
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1. HERAMEEHBRAIR
Ay b AR EIETE (CLEIA i) OHBITEZ MG L.
[V /51% (& Passing-Bablok 1 @ Z Wz, #HZ ISR X,

A%y b vs. A4l CLEIA

N

A DRI N g Y HHBEREL ()
M 119 0.9 0.0 1.0
R 60 0.9 4.8 1.0

BRI (AR B 10.23 ~ 29.55 ng/mL
MERRARRE MR (A %k CLEIA %) © 0.2 ~ 36.3 ng/mL
PRERASIE MR (RFw ) 1 2.18 ~ 269.02 ng/mL
PRI WFEPA (A #1 CLEIA{%) 0.6 ~ 313.0 ng/mL
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F v ) 7 L— 2 DY PRSI DN TV B, A EEERIE National Institute
for Biological Standards and Control (NIBSC) 12& D, 1986 fEIfF#E i/ WHO
International Reference Reagent for C-peptide of human insulin for immunoassay, code
84/510 1DV TV 5,
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- BRI E O EOEEOFEIC OV TR, [T 2 BRI FHE 2SR
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IR A T aS—T 4 ZVERID TR Y b T REEE. kI L Tn B ]
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HiCOWTiE, (B - B2 BERR)] ) BIE (R Eesidscl,

- HER MVARER, ARORRBREFREEIT. HEOHLEHHHTE
BAT5Z&, PEEXRFMINEDETEY ICEALED >FIBE. REBROEE
HIFREETERL,

C HREBT B TeiT, EOR MVISHR BRI M % & 23, R TSRS
LTiro 2 &,
© F vy TEES FAER MUICHEZIRD 3 e%E. R MVEREBETEEWNT
& WEMRH UL WERSROEEEN T DN S,
c BEREARED & AEEN R ERI TR LTINS 2 B 20, WEICIEEEL
AN
- BEAREMERR O R EOEE OIS DOV TIE, T 2 HERO ki 2 S
5L,
- DRI TRT
ARSI R RICHEONRIE LI O i 7285 A, BABIRE TRETH %,

BEGE
RFRE AR RELOEESEE
kBE/ 2~8T EHBIE 2~ 8COMERIA B L itk
HEs e EQ I IMHHTHETH %o
VTl EERET AL,
et sz 30 HIY 30 HfEBE - RARERTZ 2 b,
iR BINIC BT B RENEO LS+ 5

IZDWTIE, Y 2 B e OHUREIT
BT BT L,

MRS LTI 2R MEFET 50, H20IEHERD SHO L TIRIFT %,
RN OO LT e &k, GREOR MV 8B JUREER MU+ v v
TEREONFIZIRET) WVTHELE2~8CTHIFETHT L, WIMOHOHL
TIRET Bk, VL THRREZREDD, B EDRY 7 ZABXT b L AR TR
1792 LaHidEd 5, HBHPSIMWEBLIEIIION—T 17 ILKMVH, 2
~ 8 CHREZATCUTCRETRESNGD > IHE (PELZIY FIFfIREE
T). TOFREFY MIFEET DL, wEF v FaESEN S0 HTEIC DWW
T, T 2EROHIGIHEZ 2T 5T &,

cFy VT L—%, arvio—)lid, 2~8CTHET S L,

cFy VT L—&, OV ha—)UIRRICHEONRE LI o 72

LETH D,

win, WEHHIRE T

cFy )T =&, arviho—)Vid, 2~ 8COMRELEFIMLHL LK, I
fEFRRE T %o MEHMNCERSS M ICIEEIRT 2 C & BRI EZEL Ho, 2
~8CTIRFT ST L,

() BRLDEE

+ BAHICIE HIV, HBV, HCV HDEGED L DIMFEST 2BNNH 2 DT, Bk,
[ Hde R s EIEHREE T B Y Y L CHRIEREE 1,000 ppm, 1 RFRELLE
IR BTNV VTR (2%, 1KLL R I X B0, H20
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s B X URES2FERT 250103, FERMOUME KU T 2 1EH K
BRGEIRG ESOBE It > TS 5T &,
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wox WA N
Ay b 2~8C 11 f&§H
Tt A TR A— O, R ) A= ONEERBIR

EHBIE, SHEICRREN TV S,
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C AT IS—T 4 )V 6.6 mL X 1
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- BRI 10.0 mL X 1
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