
贝恩医疗设备（广州）有限公司 
地址：中国广州市经济技术开发区东区骏成路 10 号 邮编：510760 

Bain Medical Equipment(Guangzhou) Co., Ltd. 
 Add:No.10, Juncheng Road, Eastem Section, Guangzhou Economic &  

Technological Development District,Guangzhou,China 510760 

Tel： 86-20-82265249 Fax：86-20-32067500 

Website: www.bainmedical.com 

 

DECLARATION OF CONFORMITY 
Date: 20/12/2012 
 

Manufacturer’s Name: BAIN MEDICAL EQUIPMENT (GUANGZHOU) CO., LTD. 
Manufacturer’s Address:  NO.10 JUNCHENG ROAD, EASTERN AREA, ECONOMIC AND 

TECHNOLOGICAL DEVELOPMENT DISTRICT GUANGZHOU 510760 CHINA 
 
Name of Device/:  TUBING SETS FOR HEMODIALYSIS 
Range of Device DISPOSABLE AV FISTULA NEEDLE SETS 
Remark: Produced under “DORA” Trade Mark 
 
Model/Type:    BAIN-BL-001  BAIN-BL-002  BAIN-BL-003 
      BAIN-BL-001U  BAIN-BL-001W  BAIN-BL-001P 
      BAIN-BL-001UP BAIN-BL-001G  BAIN-BL-001UG 
      BAIN-BL-002G  BAIN-BL-001OB BAIN-BL-001UOB 
      BAIN-BL-002OB BAIN-BL-001UW BAIN-BL-002W 
      BAIN-AVF-001A BAIN-AVF-001V BAIN-AVF-0011A 
      BAIN-AVF-0011V BAIN-AVF-002A BAIN-AVF-002V 
      BAIN-AVF-0022A BAIN-AVF-0022V 

 
Classification: Directive 93/42/EEC 
Classification no./ IIA 
Range of Device  
Reference of Notified Registration No.: HD 60035006 0001 
Body Certification:  Report No.: 17013633 002 
Notify No.: 0197 to the EC Commission 
Notify Body: TÜV Rheinland LGA Products GmbH 
 
European Representative: MT Promedt Consulting GmbH 
      Altenhofstrasse 80 D-66386 St. Ingbert，Germany 
         Tel: +49 (0) 6894 581020   Fax: +49 (0) 6894 581021 
 
I, the undersigned, hereby declare that the medical device(s) specified above conforms with the Essential 
Requirements listed in Annex II, Article 3 of EC Directive 93/42/EEC, and the conformity assessment route 
requirements as in Annex II, Article 5. 
 
Bain Medical Equipment (Guangzhou) Co., Ltd. 
 
 
………………………………………    
Ms. Mu Fangzhen 
Manager of Quality Control 



贝恩医疗设备（广州）有限公司 
地址：中国广州市经济技术开发区东区骏成路 10 号 邮编：510760 

Bain Medical Equipment(Guangzhou) Co., Ltd. 
 Add:No.10, Juncheng Road, Eastem Section, Guangzhou Economic &  

Technological Development District,Guangzhou,China 510760 

Tel： 86-20-82265249 Fax：86-20-32067500 

Website: www.bainmedical.com 

 

DECLARATION OF CONFORMITY 
Date: 20/12/2012 
 

Manufacturer’s Name: BAIN MEDICAL EQUIPMENT (GUANGZHOU) CO., LTD. 
Manufacturer’s Address:  NO.10 JUNCHENG ROAD, EASTERN AREA, ECONOMIC AND 

TECHNOLOGICAL DEVELOPMENT DISTRICT GUANGZHOU 510760 CHINA 
 
Name of Device/:  DISPOSABLE AV FISTULA NEEDLE SETS 
Range of Device  
 
Remark: Produced under “FLEXISET” Trade Mark 
 
Model/Type:    SIM-AVF1525-A, SIM-AVF1525-V, SIM-AVF1625-A, SIM-AVF1625-V 
      SIM-AVF1725-A, SIM-AVF1725-V, SIM-AVF1525-AR, SIM-AVF1525-VR,  

SIM-AVF1625-AR, SIM-AVF1625-VR, SIM-AVF1725-AR, SIM-AVF1725-VR 
 

Classification: Directive 93/42/EEC 
Classification no.: DISPOSABLE AV FISTULA NEEDLE SETS  IIA 
Range of Device  
 
Reference of Notified Registration No.: HD 60035006 0001 
Body Certification:  Report No.: 17013633 002 
Notify No.: 0197 to the EC Commission 
Notify Body: TÜV Rheinland LGA Products GmbH 
 
European Representative: MT Promedt Consulting GmbH 
      Altenhofstrasse 80 D-66386 St. Ingbert，Germany 
         Tel: +49 (0) 6894 581020   Fax: +49 (0) 6894 581021 
 
I, the undersigned, hereby declare that the medical device(s) specified above conforms with the Essential 
Requirements listed in Annex II, Article 3 of EC Directive 93/42/EEC, and the conformity assessment route 
requirements as in Annex II, Article 5. 
 
 
Bain Medical Equipment (Guangzhou) Co., Ltd. 
 
 
………………………………………    
Ms. Mu Fangzhen 
Manager of Quality Control 
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