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Business Stream Products 
Certification Department 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 
 

 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 

TÜV Rheinland 
LGA Products GmbH 
 
Am Grauen Stein 
51105 Köln 
Germany  
 
Headquarter 
 
Tilly straße 2 
90431 Nuremberg 

 
Phone. +49 911 655 5225 
Fax      +49 911 655 5226 
            serv ice@de.tuv.com       
www.tuv .com/safety 

Board of  Management 
 
Dipl.-Ing. 
Jörg Mähler, Spokesman 
 
Dipl.-Kf m. 
Dr. Jörg Schlösser 

 
Nuremberg HRB 26013 
VAT No.: DE 811835490 

 
Chairman of  the 
Superv isory Board 

Dipl.-Ing. Ralf Scheller 

 
 

 

MS-0042228 rev.2 
 

 
 

TÜV Rheinland LGA Products GmbH  51105 Köln 

 

SONOSCAPE MEDICAL CORP. 
Room 201 & 202,12th Building, 
Shenzhen Software Park Phase II, 
 1 Keji Middle 2nd Road, 
Yuehai Subdistrict, Nanshan District, 
Shenzhen 
518057 Guangdong 
P.R. China  

 Contact 
 
Tel. +49 911 655-5225 
Mail: serv ice 

@de.tuv .com 
 

Date  August 10, 2022 
 

 

Application for: QMS 
Certificate No.: SX 2027206-1 
Requirement : EN ISO 13485:2016 
 

Dear Madame or Sir 
 
 
 
Enclosed please find the new certificate No. SX 2027206-1 replacing the 
previous certificate. 
 
With effective date of the new certificate, the previous certificate becomes 
invalid. 
 
 
 
 

 

Best regards, 

 

Dipl.-Ing. W. Hsu 
Certification body 

          

http://www.tuv.com/safety
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EU DECLARATION OF CONFORMITY 
 
 
 
 
 
 
 
 
 
 
 
The following EU declaration of conformity exemplifies the required content according to 
Regulation (EU) 2017/745. 
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EU DECLARATION OF CONFORMITY 
 

 
 

 
 

 
Name and address of the  

manufacturer:  

SONOSCAPE MEDICAL CORP. 

Room 201 & 202, 12th Building, Shenzhen Software Park Phase II,  

1 Keji Middle 2nd Road, Yuehai Subdistrict, Nanshan District, 

Shenzhen, 518057, Guangdong, China 

Single registration number (SRN) CN-MF-000009623 

  

Name and address of the  

European Representative 

Shanghai International Holding Corp. GmbH (Europe) 
Eiffestrasse 80, 20537 Hamburg, Germany 

Single registration number (SRN) DE-AR-000000001 

 

We declare under our sole responsibility that  

 

the medical device:  Video System Center  
(model No.: X-2600, X-2600S, X-2600A, X-2600B, X-2500, X-2500S, 
X-2500A, X-2500B, X-2400, X-2400S, X-2400A, X-2400B, X-2300, X-
2300S, X-2300A, X-2300B)   
 

of class:  

 

 

IIa 

according to Rule 12 in annex VIII of Regulation (EU) 2017/745 

Basic UDI-DI 69458686X-2600ME 

 

EMDN code Z120204 

 
 

meets the provisions of the Regulation (EU) 2017/745.  

 

Conformity assessment procedure:  

 

Regulation (EU) 2017/745 Annex IX Chapters I and III 

 

 

 

Registration No.:  

 

HZ 2027206-1 

 

 

 Notified Body: TÜV Rheinland LGA Products GmbH 

  Tillystraße 2 

  90431 Nürnberg 
 Deutschland 

 CE 0197 

 
 
 

Shenzhen, May 9, 2024  Vice President   
Place, date   Name and function 
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EU DECLARATION OF CONFORMITY 
 
 
 
 
 
 
 
 
 
 
 
The following EU declaration of conformity exemplifies the required content according to 
Regulation (EU) 2017/745. 
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EU DECLARATION OF CONFORMITY 
 

 
 

 
 

 
Name and address of the  

manufacturer:  

SONOSCAPE MEDICAL CORP. 

Room 201 & 202, 12th Building, Shenzhen Software Park Phase II,  

1 Keji Middle 2nd Road, Yuehai Subdistrict, Nanshan District, 

Shenzhen, 518057, Guangdong, China 

Single registration number (SRN) CN-MF-000009623 

  

Name and address of the  

European Representative 

Shanghai International Holding Corp. GmbH (Europe) 
Eiffestrasse 80, 20537 Hamburg, Germany 

Single registration number (SRN) DE-AR-000000001 

 

We declare under our sole responsibility that  

 

the medical device:  Video Gastroscope  
(model No.: EG-X20)   
 

of class:  

 

 

IIa 

according to Rule 5 in annex VIII of Regulation (EU) 2017/745 

Basic UDI-DI 69458686EG-X20SJ 

 

EMDN code Z120205 

 
 

meets the provisions of the Regulation (EU) 2017/745.  

 

Conformity assessment procedure:  

 

Regulation (EU) 2017/745 Annex IX Chapters I and III 

 

 

 

Registration No.:  

 

HZ 2027206-1 

 

 

 Notified Body: TÜV Rheinland LGA Products GmbH 

  Tillystraße 2 

  90431 Nürnberg 
 Deutschland 

 CE 0197 

 
 
 

Shenzhen, May 9 , 2024                                       Vice President   
Place, date   Name and function 
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EU DECLARATION OF CONFORMITY 
 
 
 
 
 
 
 
 
 
 
 
The following EU declaration of conformity exemplifies the required content according to 
Regulation (EU) 2017/745. 
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EC DECLARATION OF CONFORMITY 
 

 
 

 
 

 
Name and address of the  

manufacturer:  

SONOSCAPE MEDICAL CORP. 

Room 201 & 202, 12th Building, Shenzhen Software Park Phase II,  

1 Keji Middle 2nd Road, Yuehai Subdistrict, Nanshan District, 

Shenzhen, 518057, Guangdong, China 

Single registration number (SRN) CN-MF-000009623 

  

Name and address of the  

European Representative 

Shanghai International Holding Corp. GmbH (Europe) 
Eiffestrasse 80, 20537 Hamburg, Germany 

Single registration number (SRN) DE-AR-000000001 

 

We declare under our sole responsibility that  

 

the medical device:  Video Colonoscope  
(model No.: EC-X20R, EC-X20RL)   
 

of class:  

 

 

IIa 

according to Rule 5 in annex VIII of Regulation (EU) 2017/745 

Basic UDI-DI 69458686EC-X20RRY 

 

EMDN code Z120206 

 
 

meets the provisions of the Regulation (EU) 2017/745.  

 

Conformity assessment procedure:  

 

Regulation (EU) 2017/745 Annex IX Chapters I and III 

 

 

 

Registration No.:  

 

HZ 2027206-1 

 

 

 Notified Body: TÜV Rheinland LGA Products GmbH 

  Tillystraße 2 

  90431 Nürnberg 
 Deutschland 

 CE 0197 

 
 
 
Shenzhen, May 9, 2024 

______________________  Vice President   
Place, date   Name and function 
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