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1. 1SO 81060-1:2007 Non-invasive sphygmomanometers - Part 1: Requirements and test methods for
non-automated measurement type
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cim?standard__identification_no=2

9530

Scope

This part of ISO 81060 specifies requirements for non-automated sphygmomanometers, as defined in
3.11, and their accessories, which, by means of inflatable cuffs, are used for the non-invasive blood

pressure measurement by operator observation.

This part of ISO 81060 specifies requirements for the safety and essential performance, including
effectiveness and labelling, for non-automated sphygmomanometers and their accessories, including test

methods to determine the accuracy of non-invasive blood pressure measurement.

The part of ISO 81060 covers non-invasive blood pressure measurement devices with a pressure-sensing

element and display used in conjunction with means of detecting blood flow.
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ISO 81060-2:2009 Non-invasive s phygmomanometers - Part 2: Clinical validation of automated

measurement type

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cim?standard__identification_no=2

9531

Scope

This part of ISO 81060 specifies the requirements and methods for the clinical validation of me equipment

used for the intermittent non-invasive automatic estimation of the arterial blood pressure by utilizing a cuff.

This part of ISO 81060 is applicable to all sphygmomanometers that sense or display pulsations, flow or
sounds for the estimation, display or recording of blood pressure. These sphygmomanometers need not

have automatic cuff inflation.

This part of ISO 81060 covers sphygmomanometers intended for use in all patient populations (e.g. all
age and weight ranges), and all conditions of use (e.g. ambulatory blood pressure monitoring, stress
testing blood pressure monitoring and blood pressure monitors for the home healthcare environment or

self-measurement).

EXAMPLE Automated sphygmomanometer as given in IEC 80601-2-30 validated by this part of ISO
81060.

This part of ISO 81060 specifies additional disclosure requirements for the accompanying documents of

sphygmomanometers validated according to this part of ISO 81060.

This part of ISO 81060 is not applicable to the validation of non-automated sphygmomanometers as given

in ISO 81060-1 or invasive blood pressure monitoring equipment as given in IEC 60601-2-34.

IEC 80601-2-30 ISO 81060-2.

ISO 81060-1 IEC 60601-2-34
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IEC 8060 1-2-30:2009 Medical electrical e quipment - Part 2-30: P articular requirements for the basic

safety and essential performance of automated noninvasive sphygmomanometers

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard__identification_no=2

9230

Scope

This International Standard applies to the BASIC SAFETY and ESSENTIAL PERFORMANCE of
AUTOMATED SPHYGMOMANOMETERS, hereafter referred to as ME EQUIPMENT, which by means of
an inflatable CUFF, are used for intermittent indirect measurement of the BLOOD PRESSURE without

arterial puncture.

This standard specifies requirements for the BASIC SAFETY and ESSENTIAL PERFORMANCE for this
ME EQUIPMENT and its ACCESSORIES, including the requirements for the accuracy of a
DETERMINATION.

This standard covers electrically-powered intermittent, indirect measurement of the BLOOD PRESSURE
without arterial puncture, ME EQUIPMENT with automatic methods for estimating BLOOD PRESSURE,
including BLOOD PRESSURE monitors for the HOME HEALTHCARE ENVIRONMENT.

Requirements for indirect measurement of the BLOOD PRESSURE without arterial puncture ME
EQUIPMENT with an electrically-powered PRESSURE TRANSDUCER and/or displays used in
conjunction with a stethoscope or other manual methods for determining BLOOD PRESSURE

(NON-AUTOMATED SPHYGMOMANOMETERS) are specified in document ISO 81060-1.

ISO 81060-1
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EN 1060-1:1995+A2:2009

EN 1060-3:1997+A2:2009

EN 60601-2-30:2000

IEC 60601-2-30:1999

IEC 80601-2-30: 2009

EN 80601-2-30:2010

EN 1060-1:1995+A2:2009

EN 1060-2:1995+A1:2009

ANSI/AAMI SP10:2002//A1:2003/
A2:2006/(R)2008

ISO 81060-1:2007

EN 1060-4:2004

ANSI/AAMI  SP10:2002//A1:2003/
A2:2006/(R)2008

ISO 81060-2:2009

CE

oJ EN 80601-2-30
CE

EN 1060

EN 60601-1:1990/A1:1993/A2:1995

EN 60601-1:2006 / A11:2011

EN 1060-1:1995+A2:2009

EN 1060-3:1997+A2:2009

ISO 81060-1:2007

IEC 60601-1-11:2010 + Corr.1:2011

EN 60601-1-11:2010

EN 1060-4:2004

ISO 81060-2:2009




EN 60601-1:1990/A1:1993/A2:1995

IEC 60601-1:2005 +
Corr.1:2006+Corr.2:2007

EN 60601-1:2006/A11:2011

EN 1060-1:1995+A2:2009

EN 1060-3:1997+A2:2009

EN 60601-2-30:2000

ISO 81060-1:2007

EN 1060-4:2004

ISO 81060-2:2009

FDA

FDA
Device system, measurement, blood-pressure, non-invasive
Regulation Description Noninvasive blood pressure measurement system.
Regulation Medical Specialty Cardiovascular
Review Panel Cardiovascular
Product Code DXN
Submission Type 510(k)
Regulation Number 870.1130°
Device Class 2
Total Product Life Cycle (TPLC) TPLC Product Code Report’
GMP Exempt? No

Recognized Consensus Standards

e SP10:2002/(R) 2008 & ANSI/AAMI SP10:2002/A1:2003/( Manual, electronic or automated

spthmomanometerss

o AAMI/ANSI/IEC 80601-2-30:2009 Medical electrical equipment - Part 2-30: Particular requirements for

the basic safety and essential performance of automated noninvasive spthmomanometers9

o  AAMI/ANSI/ISO 81060-2:2009 Non-invasive sphygmomanometers - Part 2: Clinical validation of automated

measurement tvpe10

e |SO 81060-2 First edition 2009-05-01 Non-invasive sphygmomanometers - Part 2: Clinical validation of

automated measurement ’tVDe11

FDA 3
ANSI/AAMI SP10 ( 2

13

2013 6 30



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=870.1130�
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfTPLC/tplc.cfm?id=760�
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/detail.cfm?standard__identification_no=29229�
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/detail.cfm?standard__identification_no=29229�
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/detail.cfm?standard__identification_no=29230�
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/detail.cfm?standard__identification_no=29230�
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/detail.cfm?standard__identification_no=29232�
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/detail.cfm?standard__identification_no=29232�
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/detail.cfm?standard__identification_no=29531�
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/detail.cfm?standard__identification_no=29531�
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IEC 60601-1:1988/A1:1991/A2:1995 IEC 60601-1:2005

+ | ANSI/AAMI SP10:2002/ AAMI/ANSI/IEC 80601-2-30:2009
A2:2006/(R)2008 AAMI/ANSI/ISO 81060-2:2009
2013 6 30 ANSI/AAMI SP10 ANSI/AAMI/ISO 81060-1:2007  ANSI/AAMI/ISO
81060-2:2009  ANSI/AAMI/IEC 80601-2-30:2009 ANSI/AAMI SP10

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/detail.cfm?standard _identification _no=

29229

Extent of Recognition:

FDA recognition of ANSI/AAMI SP10:2002/(R)2008 & ANSI/AAMI SP10:2002 /A1:2003/(R)2008 & ANSI/AAMI
SP10:2002/ A2:2006/(R)2008 Manuel, electronic or automated sphygmomanometers is hereby superseded by

recognition of the following three standards:

a. ANSI/AAMI/ISO 81060-1:2007 Non-invasive sphygmomanometers - Part 1: Requirements and test methods for

non-automated measurement type

b. ANSI/AAMI/ISO 81060-2:2009 Non-invasive sphygmomanometers - Part 2: Clinical validation of automated

measurement type

c. ANSI/AAMI/IEC 80601-2-30:2009 Medical electrical equipment ? Part 2-30: Particular requirements for the

basic safety and essential performance of automated noninvasive sphygmomanometers

FDA will accept declarations of conformity, in support of premarket submissions, to ANSI/AAMI
SP10:2002/(R)2008 & ANSI/AAMI SP10:2002/A1:2003/(R)2008 & ANSI/AAMI SP10:2002/A2:2006/(R)2008
Manual, electronic or automated sphygmomanometers until June 30, 2013. After this transitional period,
declarations of conformity to ANSI/AAMI SP10:2002/(R)2008 & ANSI/AAMI SP10:2002/A1:2003/(R)2008 &
ANSI/AAMI SP10:2002/A2:2006/(R)2008 Manual, electronic or automated sphygmomanometers will not be

accepted

> FDA http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

4

http://ec.europa.eu/enterprise/policies/european-standards/harmonised-standards/medical-devices/index_en.htm



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/detail.cfm?standard__identification_no=29229�
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfstandards/detail.cfm?standard__identification_no=29229�
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm�
http://ec.europa.eu/enterprise/policies/european-standards/harmonised-standards/medical-devices/index_en.htm�
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4 BEE# (COF )

EW 14511:2007

Alr conditioners, liguid chilling packages
and heat pumps with electrically driwen

compressors for space heating and coeling

Herbl (EERD

EW 15213: 2006

Alr conditioners and liguid chilling
packages with evaporatively cooled condensor
and with electrically driven compressors for

space cooling

FETIHEL
(SEER)  FE=TMEES
F# (S00R)

FrEN 14325:2011

chapter & and 9

Air conditioners, liguid chilling packages
and heat pumps, with electrical compressors,
for space heating and cooling — Testing and
rating at part load conditions and

calenlation of seasonal performance

L

EW 623012005

Household Electrical fAppliances: Measurement

of =tandby power

TREER

EW 1Z10Z:2005

fir conditioners, liquid ehilling paclages,
Leat pumps and dehumidifiers with
elactrically driwven compressors for space
Leating and cocling - Measurement of
airborne noize — Determination of the =ound

Tower

N er e

IEC BOET9: 1936
[oorr. 193Z)

Ferformance and construction of electrie

cirenlating fans and regulators

PR R

EW BOTO4-2-7:199T

Houzehold and similar electrical appliances
= Test code for the determination of
airborne acousticsal noize — Fart Z:

Farticular requirements for fans
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EU  No 206/2012 4
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X & 2 B B R R T SRR B PR AL
R T BT SN B R RIE AR,

FDA 1983

2005

1 FDA

1983 1991 2792 165 5.9%
1992 1998 3140 242 7.7%
1999 2005 3771 425 11.3%
FDA
1 1999 2005
33.7%
1992 1998 79.3%
FDA | 2007 5 | 2009
|
YY/T 0664-2008
YY/T 0708-2009 1-4 GB/T 25000.51-2010
SQuaRE COTS

2011

http://www.cmde.org.cn/CL0013/1880.html

3
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LED 2011 7
LED LED 2012
7 1 PSE
2001 4 1 DENAN PSE
453 A B A 115
B 338 / METI
PSE
2012 7 1
J 61347-2-13 PSE
LED PSE
LED LED 100 300V
W 50Hz  60Hz LED
LED JIS C 8156 2011 LED
50V - LED  PSE 1
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SAR PR

/ EMC
1.SAR
SAR Specific Absorption Rate
SAR / (Wikg) / (mW/g) SAR
SAR
2000 Data.com SAR
DoMode.com FCC
2005 9
3
1.3 DNA
2.SAR
SAR
SAR
,SAR
3.SAR
18°C~25°C +2 C 0.012W/Kg
SAR 3%
4.SAR
YD-T 1644.1 -
SAR 300MHz-3GHz

SAR

12

SAR

EUT

CE : EN 50360 Product standard to demonstrate the compliance of mobile phones with the basic restrictions related to

human exposure to electromagnetic fields (300 MHz - 3 GHz) .

EN 50361 B asic standard for the measurement of specific abs orption rate related to human exposure to electromagnetic

fields from mobile phones (300 MHz - 3 GHz) .

IEC62209-1 Human exposure to radio frequency fields from hand-held and body-mounted wireless communication devices.

Human models, instrumentation, and procedures. Procedure to determine the specific absorption rate (SAR) for hand-held

devices used in close proximity to the ear (frequency range of 300 MHz to 3 G.

21



FCC:ANSI / IEEE C95.1

IEEE Standard for Safety Levels with Respect to Human Exposure to Radio Frequency Electromagnetic Fields, 3 kHz to 300
GHz .

ANSI / IEEE C95.3

IEEE Recommended Practice for Measurements and Computations of Radio Frequency Electromagnetic Fields With
Respect to Human Exposure to Such Fields, 100 kHz—300 GHz .

IEEE P1528 — 200X

Draft Recommended Practice for Determining the Peak Spatial-average Specific Absorption Rate(SAR) in the Human Head
from Wireless Communications Devices: Measurement Techniques 2002"OET BULLETIN 65 SUPPLEMENT C .

Evaluating Compliance with FCC Guidelines for Human Exposure to Radiofrequency Electromagnetic Fields .

FCC Limit (1g Tissue)

Spatial Average

(averaged over the 0.08 0.4

whole body)

Spatial Peak
(averaged over any 1g of 1.60 8.0

tissue)

Spatial Peak
(hands/wrists/feet/ankles 4.0 20.0

averaged over 10g)




CE Limit (10g Tissue)

Spatial Average

(averaged over the whole 0.08

body)

0.4

Spatial Peak
(averaged over any 1g of 2.0

tissue)

10

Spatial Peak
(hands/wrists/feet/ankles 4.0

averaged over 109)

20.0

CE

20cm,
FCC
POS

20mw
CDMA  WIFI

SAR GSM

20cm Outpout power 60/FGHz SAR

DASY
SAR
SAR
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Hong Kong Electronics Fair (Autumn Edition)
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	一般用途隔离变压器标准GB19212.5换版公告
	推荐：制造商采用新版标准进行检测。
	对无创血压测量，FDA产品代码的查询结果如下：
	推荐：制造商采用新版标准进行检测。
	在2013年6月30日之后，ANSI/AAMI SP10将被标准 ANSI/AAMI/ISO 81060-1:2007 ，ANSI/AAMI/ISO 81060-2:2009 和 ANSI/AAMI/IEC 80601-2-30:2009 替代，ANSI/AAMI SP10的报告将不被接受。
	欧盟修订农产品中三聚氰胺和赭曲霉毒素A的最大残留量

