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b)‘, (IEC/ EN 60065-2011)

EN 60065:2002+A1:2006+A11:2008+A2:2010+A12:2011 2012 1 24

http://lwww.cenelec.eu/dyn/www/f?p=104:110:1297385848572907::::FSP_ORG_ID,FSP_PROJECT,FSP_LAN

G_ID:85,22566,25

(IEC/ EN 60065-2011)

EN61010-1:2001

EN61010-1 2001 2013 10 01
EN61010-1:2010

http://lwww.cenelec.eu/dyn/www/f?p=104:110:784731567373721::::FSP_ORG_ID,FSP_PROJECT,FSP_LAN
G_ID:683,22196,25

0755-26715467 26748077 E-mail ada.guo@szhtw.com.cn
0755-26715467 26748077 E-mail caroline.li@szhtw.com.cn
0755-26715386 26748089 E-mail vicky @szhtw.com.cn
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(DINP) DoH



/B IR EMC TS

ETSI EN300328

EN 300 328 %—

oy

Application

ETSI EN 300328 5 ETSI EN 300440 X %1

R&TTE CE

ETSI EN300440

Description

Wideband Data

Transmission Systems

Comments

Wireless  networking

devices (including
ad-hoc networking) for
the transmission of
Data (including
digitized audio and
video). Eg.,
technologies such as
WiFi, BluetoothTM,
HomeRFTM,

ZigbeeTM, etc.

2.4GHz
ETSI EN300328

ETSI EN300440

Frequency band

2400 — 2454 MHz

Transmit power

100mW e.i.r.p.

For wide band
modulations other
than FHSS (e.g. DSSS,
OFDM, ..), the

maximum e.i.r.p.

density is limited to 10
mW/1 MHz

Channel access and

occupation rules

Duty cycle < 100 %

Devices use a medium
access protocol
designed to facilitate

spectrum sharing




EN 300 328

B

EN 300 440

Description

Comments

Application Wideband Data Wireless Application Non-Specific Short This category is
Transmission networking Range Device available for any
Systems devices (including type of application
ad-hoc which fulfils the
networking)  for technical
the transmission conditions (typical
of Data (including uses are telemetry,
digitized audio telecommand,
and video). Eg., alarms, data in
technologies such general and other
as WiFi, similar
BluetoothTM, applications).
HomeRFTM,
ZigbeeTM, etc.
Frequency band 2400 - 24835 Frequency band 2400 MHz -
MHz 2483.5 MHz
Transmit power 10 mW e.i.r.p. For wide band | Transmit power
modulations other 10 mW e.i.r.p.
than  FHSS (e.g.
DSSS, OFDM, ..), the
maximum e.i.r.p.
density is limited to
10 mW/1 MHz
Channel access Duty cycle <= Channel access
and occupation 100 % Devices use a | and occupation
rules medium access | rules
protocol designed to
facilitate spectrum
sharing
2005 2.4GHz CNAS A2LA
EMC 0755 26715335 26748005 E-mail wenliang.li@szhtw.com.cn

0755 26715386 26748089 E-mail vicky@szhtw.com.cn
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WTO
7
GB13837-2003 CISPR13
3C GB17625.1-2003 IEC61000-3-2
GB13836-2000 IEC60728-2/FDIS:1997
EN55013 CISPR13
EN55020 CISPR20
EN61000-3-2 IEC61000-3-2
CE
EN61000-3-3 IEC61000-3-3
EN55020
FCC
ANSI C63.4 CISPR
CFR Title-47:part 15
16-1 CISPR13.
BETS-7 /
EMC /
EMC
/ IEC
CISPR
EMC /
EMC /
EMC /
EMC

VCCI




MIC Notice 2001-115
EMI MIC Notice

EK CISPR13 CISPR20
2001-116 EMS) RRL
IEC61000-4
Notice 2000-183(
AN/NZS CISPR13 CISPR13

EMC

0755 26748012
0755 26715386

0755 26748005 E-mail haiyan.zhang@szhtw.com.cn

0755 26748089 E-mail vicky@szhtw.com.cn
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cc 2011 ”7 GB 4943.1-2011 GB 8898-2011 2011 12 30
GB 4943.1-2011 2012 12 01 GB 8898-2011 2012 11 01
1.
2. 5000m
3.
4,
5.
6.
MX 1‘ \‘//
LBEHBRAAR
CCC
CCC
E-mail caroline.li@szhtw.com.cn 0755-26715467 0755-26748077
E-mail vicky@szhtw.com.cn 0755-26715386 0755-26748089




SFDA CE FDA
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IFU 2013 3 1

http://eur—lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2012:072:0028:0031:EN:PDF

www.medcerd-cn.com

Swissmedic 2012 9

Swissmedic - Identification of manufacturers on medical devices.

http://www.medcert—cn.com/files/Swiss—news.pdf

www.medcerd-cn.com

FDA

FDA - - -

Guidance for Industry and Food and Drug Administration Staff: Factors to Consider When Making Benefit—Risk
Determinations in Medical Device Premarket Approval and De Novo Classifications

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM?296379.

pdf?source=govdelivery

11
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ISO 13485 —FDA

FDA 2012
FDA 1SO13485:2003 FDA 21 CRF 820

Guidance for Industry, Third Parties and Food and Drug Administration Staff — Medical Device 1ISO 13485:2003 Voluntary
Audit Report Submission Pilot Program

Document issued on: March 19, 2012

The draft of this document was issued on May 20, 2010.
http://iwww.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm212795.htm

FDA intends to use the audit results as part of its risk assessment to determine whether that establishment can be removed
from FDA ~ s routine inspection work plan® for one year from the last day of the 1ISO 13485:2003 audit. The effect of removal
from the routine inspection work plan is that FDA intends to postpone the establishment * s bi—annual inspection for that
one-year period. The voluntarily submitted ISO 13485:2003 audit report provides FDA some information on the conformance
of the manufacturer with basic and fundamental quality management system requirements for medical devices. Inspections
conducted ““For Cause”” or ““Compliance Follow-up”” by FDA will not be affected by this pilot program.

It is important to note that participation in the Medical Device ISO 13485:2003 Voluntary Audit Report Submission Pilot

Program is entirely voluntary.

ISO 13485:2003 Voluntary Audit Report Submission Pilot Program
125

e Online Video Presentation (with Captioning)

http://fda.yorkcast.com/webcast/Viewer/?peid=d88a49405a434c44800997e4f92f22391d

e Printable Slide Presentation*® http://www.fda.gov/downloads/Training/CDRHLearn/UCM?297088.pdf
e Transcript™ http://www.fda.gov/downloads/Training/CDRHLearn/UCM?297089.pdf
® CE 2013 3 1
® FDA - FDA 510(k)
IEC 60601-1 3 +
® FDA 1SO13485:2003 FDA 21 CRF 820
CE FDA 510 k
0755-26715598 0755-26748077 E-mail ivy.chen@szhtw.com.cn
0755 -26715340 0755-26715350 E-mail linda.zhu@szhtw.com.cn
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J61347 JIS C 8147-2-13 LED JIS C 8154
LED JIS C 8121-2-2 2-2 LED
J60968 J60598 JIS C 6802
J62471
1.JIS C 8154 J8154
JIS C 8154:2009 LED LED IEC 62031:2008
2.JISC8121-2-2
JIS C 8121-2-2:2009 2-2 LED
LED IEC 60838-2-2:2006 GB 19651.3-2008 IEC 60838-2-2:2006

3. JIS C 6802:1998 J60825-1

LED LED J60825-1(H14) J62471
J62471 J60825-1
J60825-1 J62471 -1EC
J60825-1(H14) JIS C 6802:1998
EN 60825-1 ““3.LED
4. 360968 (H14)
J60968 (H14) IEC 60968:1998+ A1:1991+A2:1999
IEC -IEC
IEC 60968
5. 360598
J60598 J60598 1
e »s 2 e - e I
2012 7 1 PSE PSE, PSE
PSE PSE
®
0755-26715351 0755-26748077 E-mail spark.song@szhtw.com.cn
0755-26715386 0755-26748089 E-mail vicky @szhtw.com.cn
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EN 62493:2010

2013 2 1
EN62493
EN62493
IEC EMF
EN62493 EMF
EN 55015/A2:2009
20kHz - 30 MHz
100 kHz - 30 MHz
30MHz - 300 MHz
20kHz - 10 MHz
EN 55015/A2:2009 EN 55015/A2:2009 CE/EMC

CE/EMC EN 62493:2010

Pt L | .

BB R RRR T =
EMC EMF EMC EMF
0755-26715600 0755-26748077 E-mail tiger.jiang@szhtw.com.cn
0755-26715386 0755-26748089 E-mail vicky@szhtw.com.cn
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518057
Http://www.szhtw.com.cn

86-755-26748019
86-755-26748089

E-mail sales@szhtw.com.cn

Medical Devices
g and Certification Services
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