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IEC60601-1
AFY X gs IEC60601-2-4
1SO 15223-1
e IEC60068-2-27
WS IEC60068-2-64 (10Hz to 2,000Hz)

IEC60068-2-32 (1m)

Y HT S5

(ol2xI 2 AS) IEC 60529, IP55

ot Qs IEC60601-1-2(EMC) / Directive 2014/30/EU
7.3

2 2xte| HTE(ECG)E L0 Mt 7| £4 iR E Z2F5HH Lh39

« Shockable Rhythm-VF: IEC 60601-2-4, AHA’s recommend: >90%

« Shockable Rhythm-VT: IEC 60601-2-4, AHA’s recommend: >75%

» Non-shockable—Rhythm-NSR: I[EC 60601-2-4, AHA’s recommend: >99%

« Non-shockable-Asystole: IEC 60601-2-4, AHA’s recommend: >95%

« Non-shockable-all other rhythms: IEC 60601-2-4, AHA’s recommend: >95%

Standard advised | Minimum Test Test Shock No Shock

RIS by AAMI sampleSize | Sample | Decision | Decision | Performance
Coarse VF >90% sensitivity 200 209 203 6 97.13%
FastVT >75% sensitivity 50 122 100 22 81.97%
NSR >99% specificity 100 108 0 108 100.00%
AF, SB, SVT,
heart block, >950% specificity 30 231 0 231 100.00%
idioven- tricular
PVC’s
Asystole >95% specificity 100 144 6 138 95.83%
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