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Test specification:

Standard ......cccceeviiee . IEC 60601-1:2005 (Third Edition) + CORR. 1:2006 + CORR. 2:2007
+ A1:2012 (or IEC 60601-1: 2012 reprint)
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Test item description ....................... :
Trade Mark .......cccooveeeiiiiiiiieeeeeee, :
Manufacturer ...........cccocoiieieie, :
Model/Type reference ..........cccueeeeeee... :

Ratings ....cvvvveiiiiicieee i, :

Mesh Nebulizer

4
Changzhou Zhengyuan Medical Technology Co., Ltd.
YS37

DC 3V(2”"AA” Alkaline Battery) Or AC adapter(input: 100
~240V,50/60Hz; Output: DC3 ~ 5V,1~2A)

Respon5|ble Testing Laboratory (as appllcable) testin

g procedure and testing location(s):

‘ CB Testing Laboratory:

Electrosuisse

Testing location/ address :

Luppmenstrasse 1, 8320 Fehraltorf
SWITZERLAND

| ‘ Associated CB Testing Laboratory:

Testing location/ address ............ccccvvvveeeee.n. :

Tested by (name, function, signature) ............ :

Regis Juillerat
Project engineer

Approved by (name, function, signature) ....... :

Karim Badr
Project engineer
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Electromagnetic Compatibility

Information

Guidance and manufacturer” s declaration - electromagnetic emission

The YS37 Mesh Nebulizer is intended for use in the electromagnetic environment specificd

heloow © The customer or the user of YS37 Mesh Nebulizer should assure that 1t 1s used n

such an enviroment.

Fimissions 1est

Compliance

Elcctromagnetic environment-guidance

EF emissions Ciroup | The YS37 Mesh MWebulizer uses RF
CISPRI energy only for s internal  function.
RE emissions Cluss B Therefore, s RF emissions are very
CISPRITI low and are not hkely o cause any
interference  in nearby  electronic
cguipment.
Harmonic cmissions /A The YS37 Mesh Scbulizer 1s suiable
[T G 000-3-2 for use in all establishments, including
Voltage N/A domestic estabhishments and  those

MuctuationsTheker
CIISS1005%

[ECHTO00-3-3

directly - connected 1w the  public
low-valtage power supply network that
supplhies buwildings used tor domestic
PUTPOSes,
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Guidanece and manufacturer’s declaration -electromagnetic immunity

The YS37 Mesh MNebulizer is intended for use in the electromagnetic enviromment specitied

bl oy

such an cnvironmment,

The customer or the user ol YS37 Mesh Nebulizer should assure that 10 1s used in

[mmunity test

0 GO0 est level

Complianc

¢ level

Flectromagnetic
environment-guidance

Electrostatic

dischargell

[ECT 6 T0-4-2

Ny

RN comtact
15KY air

LE kY
contact

+ ] SKV air

Floor should be swood,
concrete or ceramic tile, 17
floors are covered with
synthene material, the
relative humadity should be
at least 30

Flectrostatie SDEW Lo poveer supply MNSA Mlains power guality should
Transicnt/bursi lines b that of a typical
[ECT O TO-4-4 TR for input ot commercial or hospital
lines CNVITONnMment
Surge LR differential mode N/A PBains posaer qualicy should be
TECaTOmn0-4-5 2ROV commmon mode that e o typacal conmmercial or
hospital environmeaent
Woltage =L SR, N/A “iains power quality should be
dips .short [ Z=95% dipin L for that of a typical commercial or
interruption and 0. 5cvele haospital cnvironment.
voltage variations 40U I the user of the Y5335 Mesh
on power supply (0% dipoan U2 Sebulizer requires continued
mnput lines FFar 5 cyeels operation during power mains
IECH1000-4-11 FOrallr. mterruptions, it is recommended
C30% dip i Lir? that the Y5335 Mesh Nebulizer
For 25 cwveles be powered from an
] D uninterruptible power supply or
[(==95% dipoin Uy a battery
For 5 sec
Porwver Treguency 3IAmM 3A/m Power requency magnetic

[(S07A0H#)
magnetic feld
|G 005

ficlds should be at levels
characteristic of a typical
location in a tvpical
commercial or hospital
crnvironment

NOTE

L is the a.c. mains voltage prior o application of the test level
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Guidance and manufacturer’s declaration -electromagnetic immunity

The YS37 Mesh Mebulizer is intended for use in the electromagnetic environment specitied
helow - The customer or the user of YS37 Mesh MNebulizer should assure that it 15 used in
such an environment.

lmmunity test TEC G Complianee Electromagnetic environment-guidance

test level level oL L

| 1 | - ] H i
Portabteamd-mobre Rtcommmomeatons

cauipment should be used no ¢loser o any

part of the Y535 Mesh
Conducted RF AN

106 10000 - - 5 . : :
p ' 1 50kHz to N/A Nebulizeraneluding cables.than the
' sONMHz
recommended separation distance
calculate from the equation appheable o
the frequency of the transmitter
Recommended Separation Distance
3.3
d= | VT R P
3.5
Radiated RF IV /m V/m d- 177 1IN P 50 Mz 800 Mtz
IECH1000-4-3 ROMILZ 1o
2.7GHz 7
a1 &1 14 P 800 MHz 2.5 GH?

Where Pas the maximum output power
rating of the transmitter i watls (w)
accordimg 1o the transmitter manufacturer
and d 1s the recommended sepuaration
distance m metresim).
Field strengths from fixed REtransmitters ,
as determined by an clectromagnetic sie

survey, should be less than the comphance
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evel i each frequency range.
Interference may occur i the vicinily of
cquipment marked with the following

syimbaol:

MNOTED Al BOMHz and 8S00MHe, the higher lrequency range applics
MNOTEZ These guidelines may not apply inall situations, BElectromagnetic is affected by
absorption and reflection from structures, objects and people.

a Ficld strengths from Axed transmitters, such as base stations for radio (eellular/'cordless)
telephones and land mobile radios, amatear radio, AN and FM radio broadeast cannot be
predicted theoretically with accuracy. To assess the electromagnetic environment due to the
YS37 Mesh Nebulizer 1s used exceeds the applicable RF comphance level above, the YS37
Mesh NMebuliver should be observed 1o verily normal operation. [T abnormal performance is
observed. addittonal measures may be necessary, such as reorienting the YS37 Mesh

Mebulizer.

b Over the Trequency range 1530kHz 1o 8O0MHe, Deld sirengths should be less than 3% m.
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Recommended separation distance between

Portable and mobile RF communications equipment and the YS37Mesh Nebulizer

The YS37 Mesh Nebulizer is intended for use in an electromagnetic environment in which
Radiated RF disturbances are controlled. The customer or the user of the YS37 Mesh Nebulizer can help
prevent electromagnetic interference by maintaining a minimum distance between portable an mobile RF
communications equipment (transmitters) and the YS37 Mesh Nebulizer as recommended below, according to
the maximum output power of the communication equipment.

Separation distance according to frequency of transmitter
Rated maximum m
cutput of
ransmitter 150K H ~ 8OMHz S0 MHz 800 MHz SDOMHz ~2.5 GH»
! EEN EEN AN
0.01 0.12 0.12 0.23
0.1 0..38 0.38 0.73
1 1.2 1.2 2.3
10 3.8 3.8 7.3
100 12 12 23

For transmitters rated at a maximum output power not listed above the recommended
separation distance d in metres (m) can be estimated using the equuation applicable to the
frequency of the transmitter, where P is the maximmum output power rating of the
transmitter in wats (w) according to transmitter manufacturer.

NOTETD At 8OMhbe and 8O0MHe the separation distance for the higher frequency range
applies.

NOTE2 These goidehnes may not apply i all situation, Electromagnetic propagation is

atfeeted by absorption and reflection from structures, objects and people
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Product Specification

Name Mesh Nebulizer
Model YS37
Dimensions 45mm(L) * 45mm (W) * 115mm(H)

Power Source

DC 3V(2"AA” Alkaline Battery) Or AC adapter(input: 100 ~240V,50/60Hz;
Output: DC3 ~ 5V,1~2A)

Safety Grade BF

Power Consumption Approx. 1.5W
Vibration Frequency 120KHz+10%
Nebulization Rate >(.2ml/min
Medicine Temperature <41°C
Working Voice <50dB
Particle Size Sum+25%

Medicine Capacity

8ml maximum, 05ml minimum

Battery Life

Nebulize continuously approximately an hour and a half
The device can be used for approximately 4 days if operating for 20 minutes a
day by 2 “AA” Alkaline Battery

Guarantee Time

Main Unit 12 Months (medicine bottle not included);
Medicine Bottle 3 Months

Operating Temperature

Environmental Temp: 10 °C ~ 40°C,
Relative Humidity <80%R.H., not in Coagulation situation
Air Pressure: (70.0 ~ 106.0) kPa

Storage Temperature

Environmental temperature: -20 °C ~ 55°C
Relative Humidity <80%R.H.
Air Pressure: (70.0 ~ 106.0) kPa

Accessory

Adult Mask, Child Mask, Mouth Piece, Lithium Battery (Option),
Instruction Manual, Certification, Warranty Card, Carry Pouch
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Guidance and manufacturer’s

Item

Applied standard

Result

Emission Measurement

Radiated emission

IEC 60601-1-2:2014
CISPR11:2009+A1:2010

PASS

Conducted disturbance

IEC 60601-1-2:2014
CISPR11:2009+A1:2010

Not applicable

Harmonic current emission
(harmonic)

[EC 60601-1-2:2014
IEC 61000-3-2:2005+A1:2008+A2:2009

Not applicable

Voltage fluctuations &
Flicker (Flicker)

IEC 60601-1-2:2014
IEC 61000-3-3:2013

Not applicable

Immunity Measurement

Electrostatic discharge IEC 60601-1-2:2014 PASS
IEC 61000-4-2:2008
RF field strength IEC 60601-1-2:2014 PASS

susceptibility

IEC 61000-4-3:2006+A1:2007+A2:2010

Electrical fast transients/burst
test

IEC 60601-1-2:2014
IEC 61000-4-4:2012

Not applicable

Surges test

IEC 60601-1-2:2014
IEC 61000-4-5:2005

Not applicable

Conducted susceptibility test

IEC 60601-1-2:2014
IEC 61000-4-6:2013

Not applicable

Power-frequency magnetic
Field susceptibility test

IEC 60601-1-2:2014
IEC 61000-4-8:2009

PASS

Voltage dips and interruptions
test

IEC 60601-1-2:2014
IEC 61000-4-11:2004

Not applicable

Declaration-electromagnetic emissions
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Contact information

Manufacturer Information:

Changzhou Zhengyuan Medical Technology Co., Ltd.

Northeast 3/4/5 Floor, C1 Block, No.9 Changyang Road, West Tahiu Lake, International
Medical Industrial Park, 213145, Changzhou, Jiangsu, P.R. China

Tel: 86-519-85257899 Fax: 86-519-83607899

The Authorized Representative of European Union:
Shanghai International Holding Corp. GmbH (Europe)

Eiffestrasse 80, 20537 Hamburg, Germany

Tel: +49-40-2513175 Fax: +49-40-255726

Dimdi No.: DE/0000040627 E-mail: shholding@hotmail.com



