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In vitro diagnostic test systems-

General technical requirements for blood-glucose monitoring
systems for self-testing
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m¥ER % blood-glucose test strips
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>5.55mmol/L
(>100 mg/dL)
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MR E (mmol/L (mg/dL))

1.67~2.78 (30~50)

2.83~6.11 (51~110)

6.16~8.33 (111~150)

8.38~13.88 (151~250)

13.93~22.20 (251~400)

5.4 MUAEACR MR 2% RS HER E
5.4.1 R knAE CEABMME AL HXHAL:

A FH AUV B2 Y BB AE 2R 5 HH ¥ 50 bk 4 L AE o 7E RO FE S AT IR 2 A, B fads, fif
HreriRs], PR EIkIAEE ) K p (O2) 71 % 8.67KPa0.67KPa (65mmHg+5mmHg).
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23t SR BR3P R AR ) 48 B 2 2045 B P i K I 45 SR 5 2 R A0 S O K P 5 B If. 2 45 SR 100 3 2 1)
12 S5 RN w22
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o P L 8 ST B NS 24 0 P TR K LIRS LA B0 T 045 L AR 3 <2. 8mmool/L (<
50m g/dL)IHEfh . HA5F ZR G0 B SR R it 75 B A 7 4% (191 3 3 ) S R o i T A 2

o P L ST B AN 24 0 P TR T, R AN 24 PR 0, BT 36 L Ak
JE>22.2mmol/L(>400mg/dL ) FiIkE i o
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FF i £ MR EE/ (mmol/L (mg/dL))
2 <2.77 (<50)

8 >2.77~4.44 (>50~80)
10 >4.44~6.66 (>80~120)
15 >6.66~11.10 (>120~200)
8 >11.10~16.65 (>200~-300)
5 >16.65~22.20 (>300~-400)
2 >22.20 (>400)
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W2 60 PEAIREE AT DA e A4 At IR VA B AN 21 40 R A
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2 5.33~7.99 (96~144)

3 15.54~23.31 (280~420)
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[1] [1SO 15197:2013, In vitro diagnostic test systems-Requirements for blood-monitoring systems for
self-testing in managing diabetes mellitus.



