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Manufacturer: ViVest Medical Technology
Co., Ltd.
Unit 401,501, Building No.2, Zone B
SIP Biobay Phase 5, No.21
Dongyanli Road, Suzhou Industrial Park
215123 Suzhou, Jiangsu
PEOPLE'S REPUBLIC OF CHINA

SRN Manufacturer - CN-MF-000015304

Authorized
Representative:

Shanghai International Holding Corp. GmbH (Europe)
Eiffestraße 80, 20537 Hamburg, GERMANY

The Certification Body of TÜV SÜD Product Service GmbH certifies that the manufacturer has drawn 
up and presented a Technical Documentation according to Annex II and III of the Regulation (EU) 
2017/745 on medical devices. Details on devices covered by the Technical Documentation are 
described on the following page(s).
The Report referenced below summarises the result of the assessment and includes reference to 
relevant CS, harmonized standards and test reports. The technical documentation assessment 
included an assessment of the clinical evaluation assessment.
The conformity assessment has been carried out according to Annex IX chapter II of this regulation 
with a positive result. 
Changes to the approved device, where such changes could affect the safety and performance of the 
device or the conditions prescribed for use of the device, shall require approval from the notified body 
TÜV SÜD Product Service GmbH. 
In order to place the devices on the market with CE-marking, an EU Quality Management System 
Certificate pursuant to Annex IX chapter I is necessary in addition to this EU Technical 
Documentation Assessment Certificate. All applicable requirements of the Testing, Certification, 
Validation and Verification Regulations TÜV SÜD Group have to be complied with. 
For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G70 107512 0011 Rev. 00

Report No.: 713375413

Valid from: 2025-12-18
Valid until: 2030-12-17

Christoph Dicks
Issue date: 2025-12-18 Head of Certification/Notified Body

https://www.tuvsud.com/ps-cert?q=cert:G70%20107512%200011%20Rev.%2000
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Classification: Class III
Basic UDI-DI: 697310724VP01JB
Intended Purpose: Automated External Defibrillator (AED) is indicated for use on 

patients with suspected Sudden Cardiac Arrest (SCA) who are 
unconscious, unresponsive and not breathing or breathing 
abnormally.

Device(s): Automated External Defibrillator 
Models: 
- P1 
- P3

./.

The validity of this certificate 
depends on conditions and/or 
is limited to the following:

N/A
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