
 

 

 

 

 

 

 

 

 

We hereby declare that the technical file of product complied with the requirement of Council Directive 

on Medical Devices 93/42/EEC as Amended 2007/47/EC. 

Manufacturer 

Name         :  SREE MAHIZHAM HEALTH CARE 

Address      :  1B/894, 69TH STREET 11TH SECTOR, K K NAGAR, Chennai, Tamil Nadu, 600078 

Products     :  3 ply face masks with Elastic band, 4 ply face mask 2 layers Melt blown with Elastic Ear Band, 
4 layers carbon activated Melt blown + Melt blown + 2 layers spun bond, 3 ply face masks with 
elastic Ear loop, children’s face mask with band/loop, 3D face mask 4 layers with 2 Melt blown 
1 layers ssmms and 1 layer spun bond, N95 mask with 5 layers, KF 94 - Protective face mask, 
PPE Kits ,Shoe cover,Surgeon caps ,Adult diapers, Underpad, Cottons and Surgical disposables 

The Certification body has performed an audit of the above product quality system covering the design, manufacture and 

final inspection of the certified product. The quality system has been assessed, approved and is subject to continuous 

surveillance according to Council Directive on Medical Devices 93/42/EEC as Amended 2007/47/EC. 

This certificate is issued under the following conditions: 
1. It applies only to the quality system maintained in the manufacture of above referenced models and it does not 

substitute the design or type-examination procedures, if requested. 

2. The certificate remains valid until the manufacturing conditions or the quality systems are changed. 

3. The certificate validity is conditioned by positive results or surveillance audits. 

4. After fulfilling the relevant Standard testing performance, the manufacturer shall affix to each device, of the 

referenced models. 

The CE mark as shown above can be used, under the responsibility of the manufacturer, after completion of an EC 

Declaration of conformity and compliance with all relevant EC Directives. The statement is based on a single 

evaluation of one sample of above mentioned product. It does not imply an assessment of the whole production. 

Validity of this certificate can be verified at http://www.ukascert.co.uk/verify.aspx 

                 Certificate Number:         CE-1034  

                                Issue Date:   13th August 2021 

                                Valid Until:   12th August 2024 

1st  Surveillance on or before:  12th August 2022 

2nd Surveillance on or before:  12th August 2023 

UK CERTIFICATION AND ASSESSMENT LTD. 

                      Michael. . 
        Auth. Signatory 
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