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+ ARCHITECT Insulin * &+ 1) 7' L—% (ARCHITECT Insulin Calibrators)
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W

Fy)ITL—% (pU/mL) (pmol/L)

0 0

3 2153

10 71.75

30 2153

100 7175

300 2153

W E O A il A & 72 [ B AR HE L B 4% (ISO : International Organization for
Standardization) DORIEICH T 2 N lENE DRI DA A F (GUM : Guide to
the Expression of Uncertainty in Measurement) 3& U Eurachem Guide for
Quantifying Uncertainty in Analyical Measurement (Eurachem/CITAC Guide) (<
SuTHELE L2

PURERUTeF v U 7 L— X OISR & OHEEM I IV ZETH D @RD
BHEMEOAENE FIHARERE ) L TR Lick b, MERED
BIRIEAED EZFINT BT ENTE S,

PRI E (k=2)

FrUTL—2 pU/mL pmol/L
Ll SEF
3.0 £ 0.1458 21.5 + 1.0458
10.0 + 0.4497 71.8 & 3.2264
30.0 + 1.0938 2153 & 7.8479
100.0 + 42277 717.5 + 30.3340
300.0 + 12.9390 21525 + 92.8370

+ ARCHITECT Insulin + 2>k @— L (ARCHITECT Insulin Controls)
(BUFES © 8K41-12) : 8mL X 3
(F=EaEW AR >, W R 721k MU Y Lo BEHD

ji=lies P
ayha—)b (pU/mL) (pmol/L) EH (pU/mL) (pmol/L)
8 57.4 56— 104 402 — 746
[conTROL[M] 40 287 28 — 52 201 — 373
120 861 84 — 156 603 — 1119
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- BEEIEAEIOSCTaY ba—b0Fgay F Tl RBEC LICRER TRET * BIE (Reproducibility)

RETHB, HH (3~5H) MO, 20 [FLL LOWEETT> TRIET 5% LD 2y FOMEE, 10y FOFY )T L—% 1ray bOay bua—)LEfHLT,
JiiEN D %o WY E PRI RE T B 1o DICE T NEEEER & UTIELL R eas 2 B TR EfTo 1, 3Hloay va—)b, 4ok ki SR ILE 20 HENCE
EFoN %, D 1H2E P s 2 EllE Lz, RENZD Y hORSELIFIORT,
CEYUTL— a3 VR — —
s g MRS RSB
CEy YT L—xOyw M YT n (pU/mL) SD CV(%) SD CV(%) SD  CV(%)
STy VY TEY 2 — U avrE—LL 160 76 022 29 029 39 031 42
- WERE . - \ avku— LM 160 386 071 18 078 20 087 22
FENFEAHIM 2, SHROMEERTFINCEHTANE TH S,
avbko—LUH 160 1205 191 16 252 21 291 24
6. R . REVI 160 85 023 27 032 38 036 43
AFw FTiE. 4PLC i (4 Parameter Logistic Curve fit, Y-weighted) W CF+
UL 2 o TR E T2 RES 160 184 057 31 065 35 069 37
HHOEE eI 160 543 086 16 116 21 141 26
- i YR (WU/mL) X (7.175) = i (pmol/L) RES 160 1657 245 15 361 22 394 24
7379 a PHTRE GIENHEBM) . JEREEE, HeEsEEz 5,
c PEFRFICE > T 7 F TR E N 5505 5, TOMICERENS b OHTRE GIENHEEIME) . HIERHEEME, HARRME, BERmHEIEEZ 2T,
AREMEDH % 7 F J1C D0 TIE, T 2RO HZSMT 5T L.
(2) [ExE
GRS ot s ) RS TS A S K O MBI BERIRIE D« > R V2R LTz, A+ b
T ‘ EFVTA Y AY VM ERE L, BICRETI Lz,
e RN E i Insulin Z¥I1E Insulin #h0E%  IRIOMEISCE
G20 s L 1 [ A = SHENE [ AE T M RE AN IH nsulin 81 nsulin F87 NI EIEYE S
%@ﬁ@ufg%ﬂ%@ﬁﬁ‘%gtb‘ﬁfxéhéo FEMERIPHIL . AR AR IRRE Wtk (uU/mL) (1U/mL) WA (uU/mL) 0@
DB KD EIC K > THEL TH B
) ) i ] 4.79 19.67 23.22 936
—HRTE B ESERI L LT, LT OSOiRS15 % . i 1 479 60.57 60.30 916
AL © 2SI 5 ~ 10 pU/mL3 4.79 199.23 188.38 92.1
N 13.72 19.67 32.44 95.1
HELDER 15 2 13.72 60.57 7258 972
- SR E ORI TR SO A, RIS D > 5 0Tl f;i 1?223 Zggig 22?
o HS < B Rk ) S AT c : : : : :
HRicHo< ;‘n/lfkfrbitﬂt@\*ﬁ?%éﬁmﬁhiﬁﬁd %i)ﬁb?ff‘: IH’:”‘ flJlH:Vr@;% c },:.O ) i 3 1133 6057 6307 934
< AREy b OPERERDEIRATRICTIET 25 E1E, IBINORIE 217U IE RS 7z i 11.53 199.23 192.99 91.1
WY BT LML, 501 19.67 23.86 9538
- BRI I o TE. AF Y FOWERROBTEL, FEK, MORERE. 1 4 501 60.57 62.33 946
HIPRAT RS & L D TRAICHIRT 52 &, 501 19923 19064 932
« b ST OBAFERTAL, I OsE S 1T ) VKIS L, invitro DA I/ T . 2.04 19.67 20.52 939
CAHER SR BT ENBB Y, HHIICTIE 2 QBRI & 5 X i 5 204 6057 2912 942
R < o HHEMIC < H mhlc 2.04 199.23 186.72 927
NBLETE. COXSBFBEZIBHRAENS D . ELOEIAE SN 600 1067 2526 979
BEMEDS B B0 BWTEITI B> TR, MOEWABEL 5% LHH 5, M 1 6.00 60.57 64.80 97.1
CRURE/ =ik O BANC X B2 B K CEREEZT ERED 6.00 199.23 193.50 94.1
itAricid HAMA (Human Anti-Mouse Antibodies : #i~ ™7 At Mifk) HaEh , 6.23 19.67 25.77 99.3
TR D2 5 6, HAMA Z STRINE Y Y AT/ 7 0—F LAk M 1z ez b3 592 o018 1040
F MTIE LIS, ELOIEAE BN AR S 6, T YT, 750 o7
C A VR Y ECSEEREE F RS T VR = BETEA VR I 3 8.77 6057 66.30 950
SHEMEMEMICHE SN D805 %, 8.77 199.23 194.45 93.2
s BIRARRE LT &y A VR Ui X O EMAMEAAIC 75 2 ATHETED 8.17 19.67 26.94 95.4
53T 8, BE NFAE ST Y OB, 500 mg/dL ¥ TIRIEIEASD B - o, 5% 4 817 oot (o807 s
CUIURT A VA VLK BIEREZ T TOBEEN S ORARDOES, AF v bD 6411 19'67 24'54 93'7
RIS 52 54 2 2 VHilkEGATOS RN 3 9, e 5 611 60.57 6293 938
6.11 199.23 190.73 927
[ ab
(£ &€ B Insulin ZZ#I# (pU/mL) —MNAEYE Insulin #21E (pU/mL) 100
F a R o=
(1 BRk Insulin #shHE: (pU/mL)
A%y b OKHHIEE, CVI% LT THB, MBIk NCCLS 71 b 2L EP5-A210 ——
o THR LTz, 3 AT bo— L& 0 4 BEO L i S3L%E 30y b *(3) AIREARE
DFIEE T, 20 HICDZD 1 H 2 [ 2 FlliE (n=80) L7z, #5HZKITRT, Ay FOTMERIEE, FIEEO VAL L 10%LINTH B,
e E S P WASTRORE A 42.76 ~ 165.33 pU/mL OMAEHAS & T 41.40 ~ 89.10 pU/mL
AldE I fiE H ] Ko E B e \ 1T PL— 22— N
Ktk dvk (uU/mD) S Ve S o @) @lfll(p{?fmfdi’&ﬁb T ﬁlﬁ%ﬁ%lﬁ@@uf%ﬂ -7, frﬁﬁ:}i:\‘—’v U7 L—%— A%
TFRFI L 72, NI MAERIAT 92.5 ~ 102.6%. ML HIA T 97.8 ~ 106.1% TH -
s 1 747 0270 36 0334 45 -
iy 2 761 0322 42 0395 52
3 764 0266 35 0360 47 (4) BE
- 1 3835 0785 20 0889 23 SR ERINO FIREER LT, TS5V 2 Y TVOTENCT SV 2% T
gy o—L 2 3780 0647 17 1041 28 2SD it L CHEE € %. A% v R OOHIEIEE, 1.0 pU/mL L FTHS
3 3847 0792 2.1 0910 24 SRt L °
- 1 11941 2135 18 2456 2.1 (5) FvU—F—/N—
gL 2 11856 2198 19 2507 21 A VAV VM 15 000 pU/mL DY PNV aRELIZE TS, Fv U —F——
3 12110 2447 20 2795 23 B ENAA T (05pU/mL KilTH5).
1 835 0260 31 0354 42 .
RES 2 866 0261 30 0399 46 (6) RIEEEE
3 876 0298 34 0311 36 - WIAEHRIIE. 1.0 ~ 300 pU/mL TH %,
1 18.24 0738 40 0816 45 < E BRRIE. BEImR O E 600 pU/mL TH %,
RESP) 2 1838 0381 21 0656 36 .
3 1868 0395 21 0551 30 (7) BRIERDOEEYSE
1 5373 1007 19 1333 o5 *  Fr VYT L—%, 22 bha—)Uid NIBSC (WHO Insulin Ist International Reference
3L 3 2 53.19 1185 22 1528 29 Preparation, 66/304) IS\ T3,
3 5508 1261 23 1392 25
1 16451 2810 17 3111 19
RES W 2 164.19 3286 20 3540 22
3 16847 3950 23 3950 23
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s ARFY FORETIE. b MRAZEOIRS . Hikid. HIV. HBV, HCV SFDEHRD
BNWHZEDL LTIORS T &, MEICHTIz> Td, BBROMEBRZEHT 57285,
HHOEK, B, YAV BIOCHVETFESZEHL, £ROICEKZEXYy T o
YR TbENWT L,

R AFY FPOJETIE, b FRIKZIOHK S, IXTOR FHRYE, &
TERVEARPE ISV R E N RS IBEANIC R EN B % L5 2 C. OSHA
Standard on Bloodborne Pathogens IZfit > THU D 5 T &, BMEIEZ GTE.
ZTORENDD ZWE, MBI RE NSOV T, NI A AT T«
LAV 2 E70EE M, RIS K 2 MY N A A A T T o HHER T %
L 11—14D

s RIS THR LT A - 2B EICEIK T IV T FOln 2 E 2170,
IR HNEERMOT Y TEHEEZZITHT L,

s FUA—ETIVAVHBR CTH D, HAICKRL T, SR ERHE I E LD,
HICALRWE S ERT ST &,

© ARPIE TR S8, RIFRIE LT ILF P Y LAEENTVEED
Mb %, dhlid. OBIK- HHES Gev FOREOY F/2id (k- HE EHD)]
EBIRT BT L, ML OHEMIC XD IFFITHEDOMO A ANFEET S, IO IR
FEHOGR, WE. < A7FZEML. KX RKZRALZWT &, NEYE
KUATIEY) FETHET S L,

© ROGAEFUCEI S 2 fEbs F N, R FEE R,

- A aIN—F 4 7))L

caAvYal—=r

cFyUTL—X

s avbhua—

7IAbF MUY L ETs

EUHO32 fifz & DFIC & O IFFICH IO ANFEET B,

P501 INEW / 72w Y) 5 )5 CHERR T 5 T Lo

© BEFFEICDOW TR Q) FEH LONEZBIRT 5 T b, iz @427 — % — 1 (SDS)
MNbHELRFTEL LI TERTS T L,

BT —2Y—F (SDS) IKDVTE, AR Y=Y R— by Z—cBHWED
LRIV,

< BERREPOL R EOFEEDFHMNC DOV T, T 2B OTUREIIHE 22T
5T &,

(2) ERLEDER

- {EFHIARR 23 & 7oA 2 T LT &,

cFy MNETIEER S Fy FORBERREECHA LAV &,

s {—0By FESOMETHo CEREAT TR I LIF LAV &,

IR A TR =T 4 IV EYID TRy b REEIE. £y MT SR, @kt
ISR L T2 a[RE DB 2 K728 5 h CH FHIRE T 20BN H %, <A 7 18—
T4 ZIVOEAREICDOWTE, U - Ha A1 (3) MIE G 25
5T,

- AEOR MOV, GUEROZFEIE LR . DR Lz T baa Sl
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