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For the issuing office: 
Høvik, 16 July 2021 
 

DNV Product Assurance AS  
Veritasveien 3, 1363 Høvik, Norway 

 

 
 
 
 
 
 
 
 

Hazem Tinawi 
Technical Reviewer  
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Certificate no.:  
248712-2017-AQ-RGC-NA-PS rev.3.0 

Initial certification date: 
01 NOVEMBER 2017 

Valid: 
16 JULY 2021  08 JULY 2024  

 
 
This is to certify that the management system of 

Wellong Instruments Co., Ltd.  
5th Fl., No. 7, Alley 11, Lane 327, ZhongShan Rd., Sec. 2, Zhonghe Dist., New Taipei City, 
Taiwan 

 

and the sites as mentioned in the appendix accompanying this certificate 
 
 
has been found to conform to the Quality Management System standard: 

ISO 13485:2016/ NS-EN ISO 13485:2016 
 

 

 

 

This certificate is valid for the following scope: 

 

Design, Manufacture, Sales, Servicing and Distribution of No-Sterile He-Ne Lasers  
Design, Manufacture, Sales, and Distribution of Sterile and No-Sterile Spinal Fixation 
Systems.  
Design, Manufacture, Sales, and Distribution of Sterile Shunting Systems 
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Appendix to Certificate 

 

Locations included in the certification are as follows: 
 

 

Site Name  Site Address Site Scope 

Wellong Instruments Co., Ltd.-Factory 5th Fl., No. 7, Alley 11, Lane 327, 
ZhongShan Rd., Sec. 2, Zhonghe Dist., 
New Taipei City, Taiwan   

Design, Manufacture and Warehouse 

Wellong Instruments Co., Ltd.-Taipei 
Office 

2nd Fl., No. 63, Linsen N. Rd., Taipei, 
Taiwan 

Sales and Purchase 
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Wellong Instruments Co., Ltd.  

5th Fl., No. 7, Alley 11, Lane 327, Zhong Shan Rd., Sec. 2, Zhonghe Dist., 

New Taipei City, Taiwan, R.O.C. 

DNV  

29Fl., No. 293, Sec. 2, 

Wenhua Rd., Banchiau 

Dist., New Taipei City, 

Taiwan  220, R.O.C. 

Tel: +886 2 82537800 

Fax: +886 2 82537666 

Date: 

2024-01-25 

 Our reference: 

PRJC-50634-2008-PRC-TWN 

 Your reference: 

9903-2017-CE-RGC-NA-PS 

Confirmation Letter 
 

This letter confirms that, DNV Product Assurance AS, a Notified Body (NB) designated against Regulation 

(EU) 2017/745 (MDR) and identified by the number NB 2460 on NANDO, has received a formal application 

in accordance with Section 4.3, first subparagraph of Annex VII of MDR from 

 
Wellong Instruments Co., Ltd. 

 

Manufacturer decides to sign a written Certification Agreement in accordance with Section 4.3, second 

subparagraph of Annex VII of MDR   

 

Status: 
We, DNV Product Assurance AS, hereby confirm that Certification Agreement is in process. The following 
activities are included in certification agreement to be covered of the existing MDD_ 93/42/EEC as amended 
certificate number _ 9903-2017-CE-RGC-NA-PS with design examination certificate number_ 12109-2018-
CE-RGC-NA-PS  
 
The transition timelines that apply to the devices covered by the certification agreement, subject to the 
manufacturer’s continued compliance to the other conditions specified in Article 120.3c of MDR (as 
amended by (EU) 2023/607), are shown as the transition timelines that apply to the devices covered by the 
agreement subject to the manufacturer’s continued compliance to the other conditions specified in Article 
120.3c of MDR (as amended by (EU) 2023/607), are shown as 
- 26 May 2026 for Class III custom-made implantable devices 
- 31 December 2027 for Class III devices and Class IIb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth, crowns, screws, 
wedges, plates, wires, pins, clips, and connectors) 
- 31 December 2028 for other Class IIb devices, Class IIa, Class I devices placed on the market in 
sterile condition or have a measuring function 
- 31 December 2028 for devices not requiring the involvement of a notified body under MDD but 
requiring it under MDR (e.g., class I devices that qualify as re-usable surgical instruments) 
 

  

 

 

 

 

 

 

 

Dennis Lin 

DNV Business Assurance Co., Ltd, Product Assurance Director 
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