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EN ISO 13485:2016 
  

 Registration No.:  SX 2076546-1 

 Certificate Holder:  CDM Center of Excellence Ltd. 
 Golden Land Building Office 1302A, 
Liangmaqiao Road No.32, 
Chaoyang District, 
100125 Beijing 
P.R. China 

 

The Certification Body of TÜV Rheinland LGA Products GmbH certifies that the organization has established and applies 
a quality management system for medical devices.  
Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality 
management system is subject to yearly surveillance. 

 Report No.:   190151485-110 

 Effective date:   2024-03-01 

 Expiry date:  2027-01-16 

 Issue date:  2024-03-01 

 Replaces certificate SX 2076546-1 issued 2023-11-15 

This certificate can be validated on https://www.certipedia.com  

 Jing Zhang 
TÜV Rheinland LGA Products GmbH 

Tillystraße 2 · 90431 Nürnberg · Germany 
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Scope:  Manufacture and Distribution of Medical Devices: 
- Gauze Products (Sterile and Non-sterile Gauze Swabs with 
X-ray and without X-Ray Detectable, Sterile and Non-sterile 
Lap Sponges with X-ray and without X-Ray Detectable, Sterile 
and Non-sterile Gauze Balls with X-ray and without X-Ray 
Detectable) 
Sterile and Non-sterile Bandages 
Sterile and Non-sterile Absorbent Gauze (Cutting, Foled or 
Rolled) with X-ray and without X-Ray Detectable 
 
- Non-woven Products (Sterile and non-sterile Non-woven 
Sponges with X-Ray and without X-Ray Detectable 
Sterile and non-sterile medical isolation gowns, Sterile surgical 
gowns, Medical Shoe cover, Medical Bouffant cap 
Sterile and non-sterile surgical mask, Protective clothing, Lab 
coats) 
- Plastic Products ( Shoe Covers, Sleeve Covers) 
 
- Absorbent Cotton balls and cotton sheets 
- Sterile and Non-sterile Absorbent Cotton (ball, pad, roll) 
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- Sterile syringes, Sterile Infusion Sets 
- Medical sterilization packaging bags/rolls 
- Disposable Needles, Dental needles for single use, Sterile 
Irrigation Needles for Single Use 
- Dental Root Canal Instruments 
- Sterile Dental Instrument Kits 
- Disposable Saliva Ejectors 
- Disposable Aspirator Tips 
- Disposable Dental Air Water Syringe Tips 
- Sterile Absorbent Paper Points, Gutta Percha Points 
- Latex and Nitrile examination gloves sterile, PVC Gloves 
 
- Dental Products for the areas of Prosthetics, Restoration 
- Light-curing Dental Bonding Agents/adhesives 
- Light-curing Dental Pit and Fissure Sealants 
- Light-curing Dental Composite Resins 
- Light-curing Dental Temporary Filling Materials 
- Dental Etching Agents 
- Dental Filling Materials 
- Dental Cements 
- Light Curing Cavity Liner 
- Dental Impression Materials 
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