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In vitro diagnostic test systems—Performance evaluation method—

Part 2. Trueness
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B.3.3 {RfFfait
B.3.3.1 {R{EEXIE (<100 mg/dL)
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it o B RO 2 A1 A A 2 I 00 D i 222 0 o B8 S 32 X 1] P O £ % il T
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B.3.3.2 S{ERXIE(=100 mg/dL)

o FECEE R T ESE T 100 mg/dL (9 45 -~ 0k 22 a) 9 R X i 22 Bk As i 5E L HOR X 25 19 0 A 0y P-
P A.QQ E il WE B.6.A B.7,

Lo WM RBRE
o
0. 8
]
]l
g 0.6
% o
M oo.a ™
* % &
oo
0.2
0.0 -

0.0 0.2 0.4 0.6 0.8 1.0

B B.6 DIFFre BIEZ P-P

AL

0. 100

0. 07579 4

0. 050

0. 0257

B E

0.0001
o

o
—0.025F

—0. E:ZS u.Em 0.625 0.!550 D.tlh?s 0. 100
B.7 DIFFre BIIEZ Q-0 B

MoP-P L QQ Pl kLA B A B AR ek B — i B IR A M R RO A A R S
1o i 52 P00 A T — AP L R R A5 R L K B4

B4 ESMEHRER

il T
N e | Bk P R i 1 W [if
{230
Hith | sEibR | SeibE | SR | SR | mibE | R | SRR | BRiRiR
DIFFre 15
. i —0.04 0.10 0,030 0 | 0,025 23 | —0.602 | 0,354 1.994 0.695
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AL i 2 19 4 A e 3 15 B9 4005y SURA [l 05 7 e A B o AN 2 a2 43 A 0 L 2 SRR LA LR
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B.3.4.2 MmN ZFE(WLS)
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by ZHIH
ML EASGRERILE BS,

F&B6 WLSERHZR

(20 wer; )

95% CI
g F A frifeiR ! Sig.
T I
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5 1.038 0,008 179,590 0,000 1.027 1.050

I 1 i
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—C,
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#F B.10 125 mg/dL # B R E 95%CI{WLS)

EEi) 1 7 T - fE i

{i Fif [.1 3.5 1.7 mg/ dLL
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EcpL] 1 £ T i i
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