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VEDTRE Declaration of Conformity

Language of this declaration: @ English (translations available in the following pages)

EU Declaration of conformity n® DC_Sensicare Silk
Revision n° 05
Technical file n° 09 - 24
Legal manufacturer Medline International France SAS
5 rue Charles Lindbergh 44110 chateaubriant - France
Single Registration Number Not available
EU representative Not applicable
Single Registration Number Not applicable
Product type Non-sterile exam gloves : Sensicare Silk
Product Code(s) MDS9083, MDS9084, MDS3085, MDS9086, MDS9087
GMDN Code(s) 56286

uropean Union lations:

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

Applicable regulation: Medical Device:
Regulation (EU) 2017/745 of 5 April 2017
Medical Device classification Class I; Rule n°5
Applicable standards and/or Common Specifications
are listed in technical file n°: 09
Conformity assessment procedure Annex II and III
Certificate n° Not applicable, self Declaration
Notified Body (name/number) Not applicable, self Declaration
Applicable regulation: Personal Protective Equipment:
Regulation (EU) 2016/425 of 9 March 2016
Risk categories of PPE Category III;
Risk:

Substances and mixtures which are hazardous to health,
Harmful biological agents

Applicable standards are listed in technical file n°® 24
Conformity assessment procedure(s)

] Module A set out in Annex IV of Regulation

X Module B set out in Annex V of Regulation
EU-type examination Certificate n®
Notified Body (name/number)

[J Module C set out in Annex VI of Regulation

CE 696795
BSI (2797)

Where applicable, the PPE is subject to the following conformity assessment procedure
under surveillance of the notified body (name, number): BSI (2797)

Module C2 set out in Annex VII of Regulation :

Conformity to type based on internal production control plus supervised product checks at random intervals
[d Module D set out in Annex VIII of Regulation :

Conformity to type based on quality assurance of the production process

Australian Requlations:

This is a declaration of conformity made under clause 6.6 of Schedule 3 to the Therapeutic Goods (Medical Devices)
Regulations 2002.

Each kind of medical device to which the technical documentation applies complies with the applicable provisions of the
essential principles and the classification rules before being supplied.

Authorised Signatory:
Kenneth Smith \&M : 44110 Chateaubriant - France 25\ \\\’LC'- 9
Senior QA/RA Manager Place Date
| 05.INT.02 | Duration of archiving: 10 years after the end of life

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.

Revision n® 05 Effective date: 15 July 19

FINT.520



MEDLINE

SENSICARE® SILK NITRILE

Thicker isn’t always better
Reliable and comfortable protection

Thicker exam gloves do not always equal more protection

FEATURES AND BENEFITS

The formers - If the former a glove

Item Number Size Packaging is made on is fauItY the glove in turn
will be faulty. Medline is involved
MDS9084 Small 200 ea/bx, 10bx/cs specifications of the formers to ensure

high quality gloves will be produced.

MDS9085 Medium 200 ea/bx, 10bx/cs
MDS9086 Large 200 ea/bx, 10bx/cs - Nitrile examination gloves
MDS9087 X-Large 180 ea/bx, 10bx/cs - Powder-free

Comfortable fit
Recommended for use in: - Excellent sensitivity

@OWOOOO® Compbiec
aB, - Crisp blue color

Laborand Environmental Laboratory  Pharmacy/  Noncritical Phlebotomy Critical Care
Delivery Services Oncology ~ Care Unit Unit

100% latex-free

Regulatlons and quality standards - PPE certified

Certified EN 1ISO13485
Class I non-sterile Medical device according to directive 93/42/EEC Chemo-tested

Personal Protective Equipment Category Il according to directive 89/686/EEC . Microstop"" Film
Compliance with directive 2002/72/EC for plastic materials and articles intended to come in contact
with foodstuffs. - Color Coded Sizing

o N
@ C E @ 3 T Zl\ To learn more about our products, please contact

your Medline representative or visit us at www.medline.com/uk

©2016 Medline is a registered trademark of Medline Industries, Inc. Sensicare” Silk is a registered trademark of Medline Industries, Inc. One Medline Place, Mundelein, IL
60060, USA. ML496-EN/JK 09/2016
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