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Test Report issued under the responsibility of: 

 

 

IEC 60601-1 

Medical electrical equipment 
Part 1: General requirements for basic safety and essential 

Performance 

Report reference No. ...................... :   18-EL-0133.S03 
Date of issue .................................... :    2017-08-16 
Total number of pages ..................... :    010 
Name of Testing Laboratory                    Electrosuisse 
preparing the Report......................... :    Luppmenstrasse 1, 8320 Fehraltorf 
                                                                SWITZERLAND 

Applicant’s name ............................ :   Changzhou Zhengyuan Medical Technology Co., Ltd. 
Address ............................................ :    Northeast 3/4/5 Floor, C1 Block, No.9 Changyang Road, West Tahiu Lake,                                        
                                                                        International Medical Industrial Park, 213145, Changzhou, Jiangsu, P.R. China                                                                

Test specification: 
Standard ........................................... :   IEC 60601-1:2005 (Third Edition) + CORR. 1:2006 + CORR. 2:2007 
                                                               + A1:2012 (or IEC 60601-1: 2012 reprint) 
Test procedure ................................. :   CB Scheme 
Non-standard test method………..:        None 

Test Report Form No. ..................... :  IEC60601_1K 
Test Report Form Originator ............ :   UL(US) 
Master TRF ....................................... :  2015-11 

Copyright © 2015 Worldwide System for Conformity Testing and Certification of Electrotechnical 
Equipment and Components (IECEE), Geneva, Switzerland. All rights reserved. 
This publication may be reproduced in whole or in part for non-commercial purposes as long as the IECEE is acknowledged as 
copyright owner and source of the material. IECEE takes no responsibility for and will not assume liability for damages resulting from 
the reader's interpretation of the reproduced material due to its placement and context. 

If this Test Report Form is used by non-IECEE members, the IECEE/IEC logo and the reference to the CB 
Scheme procedure shall be removed. 
This report is not valid as a CB Test Report unless signed by an approved CB Testing Laboratory and 
appended to a CB Test Certificate issued by an NCB in accordance with IECEE 02. 

General disclaimer: 
The test results presented in this report relate only to the object tested. 
This report shall not be reproduced, except in full, without the written approval of the Issuing CB testing 
laboratory. The authenticity of this Test Report and its contents can be verified by contacting the NCB, 
responsible for this Test Report. 

 



Page 2 of 10 
                                                                                                                       Report No.: 18-EL-133.S03 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Test item description ....................... : 
Trade Mark ......................................... : 
 
 
Manufacturer ...................................... : 
 
Model/Type reference ........................ : 
 
Ratings ............................................... : 

Mesh Nebulizer 
 
 

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) 

Responsible Testing Laboratory (as applicable), testing procedure and testing location(s): 
X CB Testing Laboratory: Electrosuisse 

Testing location/ address : Luppmenstrasse 1, 8320 Fehraltorf 
SWITZERLAND 

 Associated CB Testing Laboratory:  
Testing location/ address ............................... :  
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 
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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 

                                               m 

 
 

 

  

 
 

 

  

 
 

 

   

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.  
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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 >0.2ml/min 

Medicine Temperature <41°C 

Working Voice  <50dB 

Particle Size  5µm±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 

Declaration-electromagnetic emissions 

 
 

 

 

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) 

IEC 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 
IEC 61000-4-2:2008 

PASS 

RF field strength 
susceptibility 

IEC 60601-1-2:2014 
IEC 61000-4-3:2006+A1:2007+A2:2010 

PASS 

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 
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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 

 

 

 

 

 

 

  


