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Table I-5. External Power Supply Product Classes

Product Class Product Class Description

2.5 W (0-10.25 W)
18 W (10.25-39 W)

B DC Output, Basic-Voltage
60 W (39-90 W)
120 W (91-250 W)

C DC Output, Low-Voltage

D AC Output, Basic-Voltage

E AC Output, Low-Voltage

X Multiple-Voltage

H High-Power

N Indirect Operation
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Table I-1. Proposed Energy Conservation Standards for Direct Operation E:

R R PRI Level VSRS, MG 5 A EER AR

Supplies
AC-DC, Basic-Voltage External Power Supply
Nameplate Minimuem Average . .
. . . Maximum Power in
Output Power Efficiency in Active Mode No-Load Mode [W]
(Pour) (expressed as a decimal)
0to <] watt =05 %Py +0.16 <0.100
> 0.071 * In(Pou) - 0.0014 *
< <
> ] to <49 watts Pyt +0.67 <0.100
> 49 watts to < 250 > 0.880 <0210
watis
> 250 watts 0.875 <0.500
AC-DC, Low-Voltage External Power Supply
Nameplate Minimum Average . .
. . . Maximum Power in
Output Power Efficiency in Active Mode
: . No-Load Mede |W]
(Pout) (expressed as a decimal)
0to <1 watt >0.517 * Pyye + 0.087 <0.100
> 00,0834 * In(Poy) - 0.0014 *
> | to <49 watts Poy + 0.609 <0.100
> 49 waltts to < 250 > 0.870 <0210
watts
> 250 watts 0.875 <0.500
AC-AC, Basic-Voltage External Power Supply
Nameplate Minimum Average . .
. . . Maximum Power in
Output Power Efficiency in Active Mode
; No-Load Mode
(Poud) (expressed as a decimal)
0to <1 watt >0.5%Poue + 0.16 <0.210
>0.071 * In(Pgy) - 0.0014 *
> 1 to <49 watts P, +0.67 <0.210
> 49 watts to < 250 > 0.880 <0210
watts
> 250 watts 0.875 <0.500
AC-AC, Low-voltage External Power Supply
Nameplate Minimum Average . .
. . . Maximum Power in
Output Power Efficiency in Active Mode
. No-Load Mode
(Pour) (expressed as a decimal)
0to<1 watt >0.517 * Pyye + 0.087 <0.210




>0.0834 * In(Pou) - 0.0014 *
> 1 to <49 watts Py + 0.609 <0.210
> 49 watts to <250 > 0.870 <0210
watts
> 250 waltts 0.875 <0.5060
Multiple-Voltage External Power Supply
Nameplate Minimum Average . .
Output Power | Efficiency in Active Mode | “iaximum Power in
put Fowe eiency m Active VI0Ge | No-Load Mode [W]
(Pout) (expressed as a decimal) v
0to<1 watt >0.497 x Pout + 0.067 <0.300
> 1 to < 49 watts >0.075 x In (Pout) + 0.561 <0.300
> 49 watts >0.860 <0.300

Hur, AR HE R 201347 H1 H.

* HZPEMIESR, A[S 0. http://www. regulations. gov/#!documentDetail ; D=EERE-2008-BT-STD-0005-0070
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Environment Location AV
780 Physical location HiFff7E
Contaminants Z4%

Water supply fit/K

Temperature &3

Dampness and humidity %@/

Atmospheric pressure changes K HMIEkZz
Air flow X

Childproofing /INZFIH

Tampering >J{&

Travel and International Use THHiH &
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User Recommend you review: H#EFFZMUL N FERIAIARUESEAT A4S :
M

> FDA’ s guidance on human factors, Medical Device Use-Safety: Incorporating Human

Factors Engineering into Risk Management'

»  ANSI/AMMI/IEC 62366:2007, Medical devices — Application of usability engineering to
medical devices

»  ANSI/AAMI HE75:2009

»  IEC 60601-1-11: 2010
The device or system | »  Lock—Out Mechanisms %i7E#L7H]
> Calibration F&#E
AR A >  Mechanical Strength HlL##3/% (TEC 60601-1-11:2010)
» Electrical Issues HAHI% (IEC 60601-1:2005)
> EMC Hif#3k% (IEC 60601-1-2:2007)
Wireless Technology &k A (Compliance of RF wireless technologies with applicable
technology standards and Federal Communications Commission (FCC) J5&kiit £ NV iwi & To2k A%
Hi AR FCC sk
»  Alarm Systems %% %4 (IEC 60601-1-8)
Human factors > FDA’ s guidance: Medical Device Use-Safety: Incorporating Human Factors Engineering
N1 into Risk Management".
» FDA’ s guidance: Applying Human Factors and Usability Engineering to Optimize Medical
Device Design®™.
>  ANSI/AAMI HE75:2009; ANSI/AAML/TEC 62366:2007,
» IS0 14971:2007
Labeling » FDA’ s guidance:Guidance on Patient Labeling; Final Guidance for Industry and FDA
bR&E Reviewers"”.
Disposal of »  For information on the proper disposal of medical waste in each state of the United

Hazardous Waste ) ) , R
States, see the Environmental Protection Agency’ s Web site
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Draft Guidance for Industry and FDA Staff — Design Considerations for Devices Intended for Home Use

http://www. fda. gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm331675. htm?source=govdelive
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