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DECLARATION OF CONFORMITY 

 

The manufacturer MEDOP, head office in Zabala 16 Street - 48003 BILBAO 

(Vizcaya), declares that the following product unader Class I meet the 

provisions of Council Directive 93/45/EEC, concerning medical devices and 

Category 3 meet Directive 89/686/EEC, concerning PPE which apply to them: 

 

Powdered and Powder free Latex Gloves 

Powdered and Powder free Nitrile Gloves 

 

The following standards were used to prove the products conformity with 

essential requierements of above directive: EN 455, EN 374, EN 420 and 

Plastic Material and Articles in contact with Food Commission Regulation (EU) 

No 2016/1416. 

 

All the products are identical to the PPE which is the subject of EC 

certificates of conformity numbers 03413389, 03413390 and 

034/2016/0218, issued by CEBTEXBEK, as Control Notified Body number 

5876. 

 

Bilbao, on 27th of March 2017 

 

Inés Gómez-Rubiera 

Representative Legal 

 

http://www.medop.es/
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In application of the directive 89/686/EEG of 21 December 1989 concerning the harmonisation of the Member
States legislation relative to personal protective equipment, Centexbel Notified body 0493 authorised by decree
AV/0A235/ST dated 94-05-25 of the Ministry of Employment and Labour has issued

to: Medop

for:

Bruno Mauricio Zabala 16-7°

48003 Bilbao

Espana

The powder free latex gloves LGPF-02 with references 911520, 911521 911522 and 911523

The personal protective equipment above mentioned satisfies the applicable essential safety
requirements of the Directive 89/686/EEG.

For the argumentation, the following standards are used:

EN 420:2003+A1 :2009: Protective gloves - general requirements
EN 374-1:2003 (10w): Protective gloves against chemicals and micro-organisms
This is PPE of category III, subject to regular checks in accordance with article 11 of the European
PPE directive. In agreement with the manufacturer’s choice audits shall be carried out to assess the
quality control system (art.11B). The manufacturer must be able, on request, to present the audit
report. A first audit shall be performed at the latest on 31.12. 2014 and at east be repeated with
intervals of one year.

This declaration applies to the equipment as submitted in the type testing and described in the
manufacturer’s technical file that is registered with number 5876
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(*)Recognized by decree AV/0A235/ST of 94-05-25 of the Ministry of Laband
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CE TYPE EXAMINATION CERTIFICATE

Nr. 03413390

Issued by Centexbel, Notified Body 0493, in Ghent, on

page



The powder free latex gloves LGPF-02 with references 911520, 911521, 911522 and 911523

fulfils the requirements of EN 3741 2003 (10w):

Level 1 — Suiphuric Acid 96%

Level 6 — Sodium Hydroxide 40%

Level 0 n-Heptane
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Annex to certificate 03413390

to use the fotfowing pictogram
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