MEEVL‘WE ' Declaration of Conformity

Declaration of conformity n° DC Curad Latex

Revision n° 00

Technical file # 09 (MDD) and 24 (PPE)

Manufacturer Medline International France SAS -

5 rue Charles Lindbergh
44110 Chateaubriant France

Product Examination Gloves - Curad Latex

Product Codes CURE8103, CURE8104, CURE8105, CURE8106, CURE8B107

Medical Device class/rule Medical Device class I NS - rule 5

PPE Category Personal Protective Equipment Category III

GMDN Codes 47172 Hevea-latex examination/treatment glove, non-powdered, non-sterile

European Union Reaulations:

European Representative
We herewith declare under our sole responsibility that the above-mentioned products meet the provisions of the following EU
Council Directive(s) as transposed into national laws.

Applicable directive: Medical Devices Directive: Council Directive 93/42/EEC of 14 June, 1993 as amended.
Annex 93/42/EEC VII

Notified Body N/A

Certificate n°® N/A

First Issued (Place/Date) N/A

Applicable standards See Technical File 09

Applicable directive: Personal Protective Equipment: Council Directive 89/686/EEC of 21 December 1989.

EC-type examination per Article 10

Certificate n® CE 653419

Notified Body (name/number/address) BSI (0086), MK5 8PP, UK

First Issued (Place/Date) The United Kingdom, 25" May 2016
Applicable standards See Technical File 24

Conformity assessment procedure per Article 11

Article 11 Aor B Article 11A

Certificate n° CE 653430

Notified Bedy (name/number/address) BSI (0086), MK5 8PP, UK

First Issued (Place/Date) The United Kingdom, 25" May 2016

Australian Requlations:

This declaration is made in accordance with the requirements of Clause 6.6 of Schedule 3 of the Australian Therapeutic Goods

(Medical Devices) Regulations 2002 relating to the stated devices.
All supporting documentation is retained at the premises of the manufacturer.
Authorised Signatory:
Kenneth Smith N\~ S\ ;: > 44110 Chéateaubriant - France 21\\es ‘/?L,\(.
International Quality Operations Manager Place Date
[11.09.INT | " Duration of archiving: End of life and support period o

See intranet or the server for latest released version. For internal use only. This document contains confidential, proprietary information of Medline
Int. or one of its subsidiaries. It may not be copied or reproduced without prior written permission from Medline Int.
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