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Pre-clinical Testing Guidance for Electrocardiograph (Draft)
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SARABEE 2 g;y % # §* ¥l (Scope) :
d\zﬁg@@?*“?*#&ﬁki A AGEH ECG 2w TR - 2L FRRFA Y (WpLERE - oRTEF
WE)ZCTH 75 (e~ TR FRIPNS R ) K p R ECC 2w mﬂ#ﬁ *e 7
2igd WA ECG 2 T B~ ' fEE ECG A5 # it 22w T BB (4ot QRS Rl) ~ B 2% o T B
2R AN T R(E K ECC s B2 fFfy 2 P~ ECG 2 %8 )~ 2L X A B 7 (4o & B)ECG 2 T B ~
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-~ ﬂ\ﬁiﬁ;i‘* FREHLHFLF 24 484 557 (regulation number) 2 3 gw|(Identification) :
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- & &4t 2 .$.(Product description and specification) :

% /% (Power supply) °

& =1 (Dimension) ~ £ & (Weight) -

4% 157 8 (Operating conditions) ~ %% i+ 7 # (Storage conditions) -

§i;] » 3 5L B (Input Dynamic Range) -

W 3k € % %rg & (Gain settings and accuracy) ~ 3 £ 4& € {2 (Gain stability) o

P [ $ihiE 4% (Time base selection) ~ p# F fih 2 72 & (Time base accuracy) °

i 11 & 7+ (Output display)-# % #g % (Channel width) ~ 5 e B % & 2 ¥ & & (Trace width and visibility)
¥ 4 & f%/7e 4782 2% (Rectangular coordinates/alignment of writing points) ~ FF ¥ % 4& +§ 2z 4% = (Time and
amplltude rulings) ~ p¥ i 2 & i %57 (Time and event markers) -

8. & XE |34 (Overall system error) o

9. #f & X (Frequency Response) °

10. *% =55 s (Impulse Response) -

No g~ PR



11.
12.
13.

calibrator) -
14.
15.
16.

% segen (System noise)- #

# 47 ¢ 4% F] 5 (Lead weighting factors) -
Y& 7% . % (Hysteresis) °
% 2% ¢ J& (Standardizing voltage) £

ﬁie?] ~ 12 F(Input Impedance) -
+ fi-4F & (Common mode rejection) £t & ﬁ*ﬁ: % ++ (Common mode rejection ratio) -
i 11 &g % f22 (Cable,circuit,and output display noise) ~ #7 ig &

FRE TR

+ $& (Channel crosstalk) -

17.
18.

A Sy 2 42 212 (Baseline control and stability)- &
ﬁi\ i% £ (Overload protection)- ¢

7 LATK

z 2t B(AC voltage) 4 38 B2 7 2. v 12 (Recovery) ~

MR 7 R A (Determination of relative errors of the internal

Z_(reset) ~ 2k 4 f& = |+ (Baseline stability)

FALES 34

T 2 2_ it £ (Reduction in energy delivered to the patient) ~ # i £ § % 2 (Operator safety) - & = ® &g
5t ac # (Pacemaker pulse display capability) -

X2 Hay

3% 5 7 4L (Safety and performance data) :
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T T 2R
(Electrical Safety test)
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$A4 5T (TEHL I

IEC 60601-1 (2005)")
IEC 60601-1-1(2005)?
IEC 60601-2-25(1999)®
¢ IEC 60601-2-27(2011)®

TRAAR B R
(Electromagnetic
compatibility test)

A7 @RI T A EPRATRAE A REA AL DT
PES REEN ERD AL O LN S P E T

IEC 60601-1-2(2005) ©

3 R rE vE Sk
(Software Validation
test)

F oM dlZ A& B FHRNEGER -

FDA Guidance (2002)®
FDA Guidance (2005)“%

4.7 5 A%
(Performance test)

1. ﬁ%l » 3554 [ (Input Dynamic Range)

2.3 3k =2 % & (Gain settings and accuracy) ~ 3 &
(Gain stability)

3. #h:E #% (Time base selection) ~
accuracy)

4.%?1 11 & 57 (Output display)- ¢ % #g % (Channel width) ~ 35 = B % &
2 ¥ 8 & (Trace width and visibility) ~ 2 % & {&/oérgb &
(Rectangular coordinates/alignment of writing points) ~ P & 2 J& t§
2&4% ¢ (Time and amplitude rulings) ~ ¥R 2 ¥ i %57 (Time and
event markers)

5. % o8 3% £ (Overall system error)

6.47 & 55 (Frequency Response)

7.7% =25 & (Impulse Response)

8.3 42 4« # ¥+ (Lead weighting factors)

9.4% 7F I % (Hysteresis)

10.1& & % & (Standardizing voltage) & p ¥R & it 7 BRE AL

(Determination of relative errors of the internal calibrator)
11.@—1 » teF(Input Impedance)
2.+ $i4F % (Common mode rejection) ¢
mode rejection ratio)

13. % %3z (System noise)-# 7 & &, & B % %] VAR T FE
(Cable,circuit,and output dlsplay noise) ~ #g i & -+ 4 (Channel
crosstalk)

1435 s dp 1 2 48 = 12 (Baseline control and stability)-s %

AR T

P& R b 2% £ B (Time base

£ #4F % ¢ (Common

zATH

Z_(reset) ~ 2k 4 7€ 2 | (Baseline stability)

FDA Guidance(1998)®©
ASTM EC11(1991)
OIML R90(1990)®
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15.3 §* 3£ (Overload protection)-# 7 < jix T & (AC voltage) ~
FEE R 2 vk (Recovery) ~ " MA RSB LN E
(Reduction in energy delivered to the patient) ~ #& ¥ 4 § % 2
(Operator safety) ~ &= % &g 51 it 4 (Pacemaker pulse display
capability)
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