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compatibility
test)

Non-invasive blood
pressure monitor
guidance(1997)
OIML R 16-2:2002

3.4 1 4p F 13
5
(Biocompatibility
test)
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(1) xm ¥z & 4 (Cytotoxicity)

(2) 18 #7:# 5% (Sensitization)

(3) Fligc(Irritation) 2« £ p 1] j5cid %
(Intracutaneous reactivity)

1ISO 10993-1:2003
ISO 10993-5:1999
1ISO 10993-10:2002
FDA Guidance
Non-invasive blood
pressure monitor
guidance(1997)

4.7 i iRk
(Performance
test)

1.8 4 & | % rx & (Accuracy of pressure
measurement) 2% /i #% 7 Bk 4 BT iR A (B 2
#%& "L (Limits of the error of the cuff pressure
indication)

2.3 5. 1+ 5 (Environmental performance)

(a)%& 5 »< 5 (Effect of storage)

(b):® & »< & (Effect of temperature)

3. %R TR engl B (Effect of voltage
variations of the power source variations)

@ %7 Jm(Internal electrical power source)

(b) #t #% % & (External electrical power
source)

4.5 ¥ % ¥i(Pneumatic system)

(a)i#& F (Air leakage)

(O)f1* Pz 2o KB VR & SL(Pressure
reducing system for devices using the
auscultatory method)

(c)B-i# £ % (Rapid Exhaust)

(d)iF # (Zero setting)

5. Fﬁ"‘\ + R 4 Bg ot g T 2 (Stability of the
cuff pressure indication)

6. fﬁ 4 & % % (Pressure indicating device)

7.7% %{ﬂzﬂ » Z ti;J 41 3% i> (Signal input and
output parts)

8.5 %8 x L2 xR (Overall system accuracy)-

(a)B ~ T 35 B2 £ (maximum mean error
of measurement)

(b) & ~ F % &% X (maximum experimental
standard deviation)

9. % (Alarms)
10.% 2 {4 (Safety)
()&% = J&& 4 (Cuff pressure)
(b) & 5 # 48 7§ (Unauthorized access)

CNS 13075:2007
CNS 15041-1:2007
CNS 15041-3:2007
ANSI/AMMI
SP10:2002

FDA Guidance
Non-invasive blood
pressure monitor
guidance(1997)
OIML R 16-2:2002
BS EN 1060-1:1996
BS EN 1060-3:1997
BS EN 1060-4:2004
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(c) ¢ ¥ ¥ % (Tubing connectors)
11.% % 5 4 22 &% (Inflatable bladder and
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