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I 1. Alert performance(&2! M%) — Hypoglycemia Alert(KM&E 2l)/
Detection Rate (H&8)
Low Alert Confirmed |Missed Event
Time(min) |Setting,mg/DI Event Detection Tru:agen Falzzt/:ert
(AZH(E) | (MY 2=l | Detection Rate (zIckg) (2E8)
4%, mg/dL) | Rate (H&8) | (0IZXIS) == ==
" 7(41.18) 10 (58.82) 5 (11.90) 37 (88.10)
[18.44, 67.08] | [32.92, 81.56] | [3.98, 25.63] | [74.37, 96.02]
15
70 111 (65.68) 58 (34.32) 92 (55.09) 75 (44.91)
[58.00, 72.80] |[27.20, 42.00] | [47.21, 62.78] | [37.22, 52.79]
54 8 (47.06) 9 (52.94) 5 (11.90) 37 (88.10)
[22.98, 72.19] | [27.81, 77.02] | [3.98, 25.63 |[74.37, 96.02]
30
70 121 (71.60) 48 (28.40) 94 (56.29) 73 (43.71)
[64.16, 78.26] | [21.74, 35.84] | [48.41, 63.94] | [36.06, 51.59]
12, (%), (2|77
B 2. Alert performance(&2 Ms) - Hyperglycemia Alert( 0 &S 4zl)/
Detection Rate (H&&)
High Alert " .
. : Setting, Canilimizal [z Eyent True Alert | False Alert
Time(min) Event Detection
Mzt®) | M9 petecon | Rate et Rats
= (me o Zs8)| (zxe) (ZFICHE) (&)
M5 mo/dL) Rate (A== =AlE
15 250 947 (80.87) 224 (19.13) 903 (88.27) 120 (11.73)
[78.50, 83.09] | [16.91, 21.50] | [86.14, 90.18] | [9.82, 13.86]
0 250 991(84.63) | 180 (15.37) | 935(91.40) | 88 (8.60)
[82.43, 86.65] | [13.35, 17.57] | [89.51, 93.04] | [6.96, 10.49]

e, (%), [MEFZH
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O] &= IEC 60601-1-2:2014 (Fourth Edition)0lA| 27et= MEZRQ| AT 2

It 2 E Zatgiuch

A X B ZALs ot Q7 HAL & Hlz
CISPR 11: 2015

HEARA] sl +AMD1:2016 Enclosure D.C.3V 51, WA B
+AMD2:2019

7| B +
SIS ec 61000422008 Enclosure DC.3v -8 KV/Contact

= 71 +2, +4, +8 +15 kV/Air
10 V/m
IEC 61000-4-3:2006
AR : 80 MHz - 2.7 GHz
RF RX7|5t iﬁmg;%%% Enclosure D.C. 3V 80 %, AM at 1 kHz
’ RF 24 54l

TR o
(50/60Hz) IEC 61000-4-8:2009  Enclosure D.C. 3V 30 A/m
NS
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X4 (W x L x H)

1

40-500 mg/dL

Z|tH 6 m

+ AN OHRl Kl w o
1 a

. R7| 22

2E:10-42C
SE:10-95RH %

2E:5-30C
&E15-85RH %

25:5-30C
X 15-85RH %

EO
23l

O|F2E{ 24A2H F7|

Q4= 700-1,060 hPa
T -382-3,011m

2424 700 -1,060 hPa
e -382-3,011m

EMADE OIE: 352 x 19.2 X 5.0 mm
«  0{22|710|Ef: 49.8 x 51.8 x 73.3 mm
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Hateof| 25 45(YS 71E)

« FA (Full Analysis) Set: 4321 Bt 19A| 0|4} 84H
1) gkl Hate
MARD (%)
10.42 %

2) 22U ME Fx
H8Y> MARD (%)
Day 1 10.70 %
Day 3-5 9.70 %
Day 8-10 9.63 %
Day 15 1.74 %
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