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Briefing on Differences Between IEC/EN 60950 and A2

Item Original Amendment 2

1.5.1 No mention about the IEC 62368-1 | Components complied with IEC 62368-1 are acceptable
Component without further evaluation.
1.5.6 Only peak (Impulse) voltage is Capacitor(s) that bridging any insulation should also comply
Capacitor considered: the rms voltage:

Y1: 8kVpeak Y1: 4kVrms

Y2: SkVpeak Y2: 1.5kVrms
1.7.13 No 1.7.1.3 exist Symbols should be in accordance with IEC 60417, 1SO 3864-2
Symbols or 1SO 7000.

In the absence of suitable symbol, manufacturer may design
specific symbol but explanation in the manual is needed.

2.6.2 No symbol requirement (60417-5018) or (60417-6092) shall be marked.
Equipment has only FE (60417-6092 is also required by IEC 62368)
and no PE
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Briefing on Differences Between IEC/EN 60950 and A2

Item Original A | 2
2.9.2 No specified condition for tropical countries For tropical countries, the time duration is
Humidity conditioning changed from 48h to 120h.
2.10.10 No mention about multi-layer PCB If no delamination after the thermal cycling
Pollution Degree 1 (PD1) test, PD1 can be applied to PCB traces in the

inner layer (same layer or different layer) of a
multi-layer PCB.

438 |EC 62133 is not required Secondary sealed cells and batteries (other

Battery than button) containing alkaline or other non-
acid electrolyte shall comply with IE
62133:2012.
Overcharging under normal condition test with | Deleted the overcharging under normal
106 % of the rated output voltage of the condition test. (Done by IEC 62368)
charger for 7h.
Annex Q No flammability requirement on the VDR body | The body of VDR shall comply with needle
VDR flame test or V-1 requirement.
Annex U Diameter range: Diameter range:
Insulated winding 0.05mm to 5.0mm 0.01mm to 5.0mm
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Briefing on IEC 62368-1

*IEC 62368-1: 1st Edition

|[EC 62368-1: 2" Edition

*Scope and Principle of IEC62368-1
*What is HBSE

*Terminology

*Electrical Energy Source Limits
«Safeguard for ES

*Touch Temperature Levels

*What's Changed?
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*EN 300 328 v1.7.1 #£2 vI.8. 1£ &

*ETSI EN 301 893 vI. 7.1

o PR B9 BT PR B

FWi-Fi/BT B4+

*EN 300 328 Test Cases

*MIMO Synchronous Power Measurement
*Adaptive test item

*All DFS regulations we supports

*CAC/ In Service Monitoring/ Non-Occupy Ul
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4G LTE solutions

Business Development Manager
Magic Lin
+886-928-862-629
magic.lin@litepoint.com
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4G LTE Solution

l-
Wy

Training Agenda

Cellular market overview and trends
IQxstream value proposition

- |Qxstream overview and architecture

Looking forward to 2013 trends and challenges
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UL and CSA Requirement for LED Tubes and LED Bulbs

*Version and Validation
*Enclosure Requirement
*Electrical Requirement
*Spacing Requirement
Input Test

*Leakage Current Test
*Dielectric Voltage-Withstand Test
*Temperature Test
*Abnormal Test
*Dimming Test
*Mechanical Test
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LED # ouEMCHR 042 2 £ 1)

*EN 300 328 v1.7.1 #2 vl.8. 12 %
*LED Z sHEMCH. $54% %

*EMC Directive 2004/108/EC

*EN 55015:2006+A2:2009 (1. 3.2012)
*EN 61000-3-2

*EN 61000-3-3

*EN 61547
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Safety Requirement for Medical Equipment

R

*601 Safety Standards Worldwide
*What’s New in Edition 3.0?
*Terminology and Definitions
*Leakage Currents in 60601-1
eIsolation in 60601-1
*Requirement on Enclosure
*Earthing Requirement
*Cord-Connected Hand-Held or Foot-operated Control
*Mechanical /Radiation Hazards
*Temperature Test

*Marking Requirement
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Emission:

CISPRI1 ~ T ~F - B (ISM) Hiiaet B e RERRETT A
IEC61000-3-2 B BB R IR E R A,

IEC61000-3-3 B BRI ;

CISPR22 fEREERREERM: - IRIENMAE A

CISPR15 ERBHEAELEEFNREERERMENREANR S

%%’R 14-1 BHHE - FHES - S8 TEHBEOSENEX - £—%49
Immunity:

1IEC61000-4-2 BENE (ESD) HiiBENRER;

1IEC61000-4-3 @5 (RS) BRI HIEE AR

IEC61000-4-4 PR / kP (EFT) SR E AR

IEC61000-4-5 BE (Surge) HBEERR;

TEC1000-4-6 51550450050t 0 ) 10 L B 0 5 6 1 SRR

IEC61000-4-8 T AR5 (PFMF) Hidl B oA R s

IEC61000-4-11 ERY . S EESL (0IP) EERR
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FDA Requirement for Medical Equipment

Introduction of FDA regulatory
requirements

East and north China

Health Science Business Unit
Daniel Qiu

Nov.2013
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FDA Requirement for Medical Equipment

AGENDA

EmBZme TR
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FDA % K
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