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Pre-clinical Testing Guidance for Electronic Sphygmomanometers
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1. & /& (Power supply) e

2. % =t (Dimension) ~ & & (Weight) o

3. 3% 1%k Bt (Operating conditions) ~ %% 5 Ik 5 (Storage conditions) °

4. & pl# F(Range)* /& 4 M 77 & (Accuracy of pressure measurement) 2% /& #% 7% B 4 &1 2 354 1R
"¢ (Limits of the error of the cuff pressure indication) °
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(Electromagnetic
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1. fm#2 & 4 (Cytotoxicity)
2. i A7 3F % (Sensitization)

ISO 10993-1(2018)
ISO 10993-5(2009)*
ISO 10993-10(2010)®

(Biocompatibility ) 3. f#c(Irritation) 2 £ P §1 %38 2 (Intracutaneous
reactivity)
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(Software Validation
test)
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(Performance test)

1. & 4 & p| % Fx & (Accuracy of controls and
instruments):
(1)z & #l * & or # Fl(Indicating, measuring and
display ranges)
Q)R irr™ » BRI ERFLEZER
(Limits of the error of the manometer from
environmental conditions)
(3)& ¥ % 1T 2_ & + /& 4 (Maximum pressure in
normal condition)
(4)H - &5k wT™ 2 & % B4 (Maximum
pressure in single fault condition)
(5)= & & p|enf R (Reproducibility of the blood
pressure determination)

2. R BB grpF > RS £ F & £ (Interruption of
the power supply/supply mains)

3. &2 % ki(Alarm system)

4. B #% ¥ % H(Construction) ~ 4c /i (Pressurization) %
¥ 4 B3¢ #% % (Connection tubing and cuff
connectors)2. & f
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CNS 13075(2007)®
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2. IEC 60601-1-2 Medical electrical equipment - Part 1-2: General requirements for basic safety and
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essential performance - Collateral Standard: Electromagnetic disturbances - Requirements and
tests(2014).

. IEC 80601-2-30 Medical electrical equipment - Part 2-30: Particular requirements for the basic safety and

essential performance of automated non-invasive sphygmomanometers (2018).

. ISO 10993-1 Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk

management process (2018).
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11.BS EN 1060-3: 1997/ A2: 2009 Non-invasive sphygmomanometers - Part 3: Supplementary requirements
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Guidance for Pre-Clinical Testing of Electrocardiograph
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o 238 1 E2340 < § Bl 2= B (Electrocardiograph)
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A S-#cif 2 445 (Product description and specification)

1. & #k(Power supply)

2. ® =t (Dimension) ~ £ & (Weight)

3. 3 (¥ 7k 8 (Operating conditions) ~ &% 75 ¥ 3. (Storage condltlons)

4. B R|EEr -2 7 #&15E Bl(Amplitude measurement) ~ % ¥ £ Jp|(Interval measurement)
5. ﬁ%l » 12 Input impedance)

6. H & X T(Required gain)

7. % #4F % (Common mode rejection)

8. Jaia E(Filters)



9. # % (Baseline)-#

10. #F & (% #) 2 & (Frequency (high frequency) response)
11. #% (11 4E ) 2 & (Impulse (low frequency) response)

12. 31;]/\ MELAR

t# & (Linearity) * #- f& # [](Dynamic range)

7 #2342 & (Noise level) ~ #f 3¢ ¥ + # (Channel crosstalk)

13. P~ 2L 2 & tf(Sampling and amplitude quantization during data acquisition)
14. 3z4ki¢ & (Recording speed)

F 22 B 52E% T (safety and performance data)
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TR 2Rk
(Electrical Safety test)
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IEC 60601-1:2005/AMD
1:2012/COR1 (2014) "
IEC 60601-2-25 (2011)©
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TRAP F 18R
(Electromagnetic
Compatibility test)
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IEC 60601-1-2 (2014)®

3.3k R AT PR
(Software Validation
test)
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(Performance test)

1. $REmAE-¢ 7 312 P(Amplitude

measurement) ~ % ¥ & /B|(Interval measurement)

2. gL s B 4rfopFendp o (Indication

of inoperable electrocardiograph)

o fe % 5Lip|2&(Test of lead network)

w 44 PF /F (Recovery time)

ﬁi%] » e FInput impedance)

H# Z 3K ¥ (Required gain)

+ #i-4F % (Common mode rejection)

i ¢ @t < 2 (Overload tolerance)

Tk B (Filters)

0. & % (Baseline)-# 7 f2: 42 & (Noise level) ~ #f

i &+ #(Channel crosstalk)

11. #F & (% #7) 5 & (Frequency (high frequency)
response)

12. #% tbe( <47 ) 55l (Impulse (low frequency)
response)

13. ﬁig?] » UELSUE & (Linearity) ® #+ £ 4 ]
(Dynamic range)

14, B~ 45 8L 2 J=+5 £ * (Sampling and amplitude
quantization during data acquisition)

15. 7160~ 2+ TR EEFE @ ﬁi«%] (Printing, electronic
storage and transmission)

16. 3% &y 1-¢ 2 PER 2 ¥ 2 4557 (Time and
event markers) ~ ;&4xi# & (Recording speed) ~
PF R 2 J& tg e 4k ¢ (Time and amplitude ruling)
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17. & &= E &1 i 4 (Pacemaker pulse display
capability)
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