


 

 

498/188 Sammakorn Avenue. Ramindra, Ta Raeng, Bangkhen District, Bangkok 10220 Thailand Tel: +662 103-1680 Email: info@hnmedicalgroup.com  

EU DECLARATION OF COMFORMITY 

 
We,  HN MEDICAL GROUP Company Limited   

& MEDYBIRD LIMITED  

 

Head Office Address: 

  HN MEDICAL GROUP Co.,Ltd. 

498/188 Sammakorn Avenue. Ramindra, Ta Raeng,  

Bangkhen District. Bangkok, 10220 Thailand 

 

MEDYBIRD Ltd  

51 Bracken Road, Sandyford,  Dublin 18 

  

Hereby declare that the following product, meet the provisions of 

 

PPE Regulation (EU) 2016/425 (Module C2) for Category III as following;  

 

Manufacturing Plant: HN Medical Group Company Limited (Thailand) 

99/9 Moo 16 Nongheang, Panusnikom, Chonburi  20140 Thailand 

EU Representative / Distribution Partner :           MEDYBIRD LIMITED  

Application Standard(s) 

EN ISO 21420:2020; EN ISO 374-1:2016+A1:2018; EN ISO 374-5:2016. 

 

Product Description 
 

Brand Name Product Size Product Sold 

M+D Disposable NItrile 

Gloves 

Kleans Disposable Nitrile 

Gloves  

EXCEL Disposable Nitrile 

Gloves  

 

MEDYBIRD NITRILE Disposable 

Gloves  

Acrylonitrile Butadiene 

Rubber Powder-free 

Disposable Gloves, 
 

(Non-Sterile) 

 

M (7-8); L (8-9); 

 

HN202001 

HN202002 

HN202003 

MD202007 

 

This declaration applies to all products manufactured identical to submitted for testing and 

assessment of compliance of the product with the requirement relating to safety standards listed 

above was performed by manufacturer HN Medical Group Co.,Ltd. and EU/REP MEDYBIRD LIMITED. 

The conformity to type based on quality assurance of the production process under surveillance of 

the EU Type Examination Certificate Number: 2777/15635-01/E00-00  by SATRA Technology Euroup 

Limited Notified Body: 2777. Bracetown Business Park. Clonee. D15YN2P Republic of Ireland. 

 

We explicitly designate MEDYBIRD LIt(Ireland) 51 Bracken Road, Sandyford,  Dublin 18 

. to act as our sole Authorized EC/REP in the European Union for the above indicated 

products. 

 

Signature: 

 

 

 

Divari Varintip 

Managing Director 
Director/ceo

Danny Manu

Medybird ltd(Dublin) 

signature
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CERTIFICATES



Committed Certificates





ISO 9001: 2015

Certificate of Registration

Quality Management  System



ISO 13485: 2016

Certificate of Registration

Medical Devices Quality 

Quality Management  System



FDA Certificate of Registration



FDA Certificate of Registration



FDA USA



FDA Device Listing Number 
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