IEC 60601-1
Medical electrical equipment

Part 1: General requirements for basic safety and essential performance

Report Reference No. ................... :  SHES190501629601

Date of issue.........ccceeriiiiiiiiiinnnnn, :  2020-06-02

Total number of pages.................. : 118 pages

Testing Laboratory .........cccccuvreennn. : SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd.

Address.........ooceiemrirnnn e : No. 588 West Jindu Rd, Xingiao Town, Songjiang District
201612 Shanghai CHINA

Applicant’s name...........cccceueuenceee. : Nanjing Puao Medical Equipment Co., Ltd.

Address.........oovvimmriennn e :  No. 9, Gaoke 1st Road, National Hi-Tech Zone, Nanjing, Jiangsu,
China

Test specification:

Standard.........cccoiiiiiiinncieen : 1EC 60601-1:2005 (Third Edition) + CORR. 1:2006 + CORR. 2:2007
+ A1:2012
(or IEC 60601-1: 2012 reprint)

Test procedure.........cceeeueeeneeennnnnns ;. Type test

Non-standard test method............ N/A

Test Report Form No. ................... : IEC60601_1K

Test Report Form Originator ........ : UL(US)

Master TRF........ccoovcimiiiiiiiieeees : 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.

Test item description.............ccce... : | Medical Ventilator

Trade Mark ......ccccoeeiiiiiiniiiiiiiiininn, |/

Manufacturer........cccccvvevvveivienneennnes : | Nanjing Puao Medical Equipment Co., Ltd.
No. 9, Gaoke 1st Road, National Hi-Tech Zone, Nanjing, Jiangsu,
China

Model/Type reference..........ccccceee.e. : | PA-500, PA-700B, PA-900B

Ratings .....ccoovvrirerviiiieeeee e cnee e : | For PA-500 Input: 100-240 VAC, 50/60 Hz, 45VA

For PA-700B & PA-900B Input: 100-240 VAC, 50/60 Hz, 80VA




Page 2 of 118 Report No. SHES190501629601

Internally battery: Two rechargeable sealed lead acid battery
modules, 11.1VDC, 6.6Ah

Testing procedure and testing location:

X |Testing Laboratory:

SGS-CSTC Standards Technical Services (Shanghai) Co.,
Ltd.

Testing location/ address..........cccceveeveeenees : | No. 588 West Jindu Rd, Xingiao Town, Songjiang District

201612 Shanghai CHINA

O] |Associated Testing Laboratory:

Testing location/ address..........cccceveevveeenes :

Tested by (name, function, signature) ....... :| Cherry Wu i

Project {g%[(
Approved by (name, function, signature) ..: Fezﬁ@m
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List of Attachments (including a total number of pages in each attachment):

IEC 60601-1-8:2006+A1:2012 test report, 23
pages ISO 80601-2-12:2011 test report, 48 pages
Attachment 1: Technical documentations, 10 pages

Attachment 2: Photo documentations, 11 pages

Summary of testing

All tests have been passed with positive results.

The submitted sample complied with applicable requirements specified in this standard.

Tests performed (name of test and test clause):
All applicable test items as described in this report were carried out:
- 4.11 Power input

- 5.7 Humidity preconditioning treatment

- 5.9.2 Determination of accessible parts

- 7.1.2 Legibility of markings

- 7.1.3 Durability of markings

- 8.4.3 Voltage or charge limitation

- 8.6.4a Earthing and potential equalization test

- 8.7 Leakage currents and patient auxiliary currents
- 8.8.3 Dielectric strength

- 8.8.4 Ball pressure test

- 8.9.4 Creepage distances and air clearances

- 9.4.2 Stability and transportability

- 9.4.3 Instability from unwanted lateral movement

- 9.6.2.1 Audible acoustic energy measurement

- 9.8.2 Tensile safety factor

- 11.1 Excessive temperature in ME equipment

- 11.6 Overflow, spillage, leakage, cleaning, sterilization and
disinfection

- 11.8 Interruption of power supply
- 13 Hazardous situations and fault conditions

- 15.3 Enclosure mechanical strength

Testing location:

SGS-CSTC Standards Technical
Services (Shanghai) Co., Ltd.

No. 588 West Jindu Rd, Xingiao
Town, Songjiang District 201612
Shanghai CHINA

Summary of compliance with National Differences

The product fulfils the requirements of
EN 60601-1:2006/A1:2013

TRF No. IEC60601_1K




