EU DECLARATION OF CONFORMITY

Registered trade name and the address of the registered place of business.

JJW Spéltka Jawna J. Karpinski, J. Rudnicki, W. Lewin
Plac Zgody 6
05-520 Konstancin-Jeziorna, Poland

2 A statement that the EU declaration of conformity is issued under the sole responsibility of the manufacturer.
We hereby state that the EU declaration of conformity is issued under the sole responsibility
of the JJW Spolka Jawna J. Karpinski, J. Rudnicki, W. Lewin

3 The Basic UDI-DI as referred to in Part C of Annex VI

Generic name of the product: Prophylactic medical socks
Models:

Trade name of the model Basic UDI-DI
DeoMed Cotton Silver 5901050DMCottonSilverRW
DeoMed Bamboo 5901050DMBambooCQ
Smart SeaCell 5901050SmartSeaCell9J
Medic Deo Cotton 5901050MDCottonNS
Medic Deo Silverwool 5901050MDSilverwoolE6
DeoMed Wool 5901050DMWool36

4 | Product and trade name, product code, catalogue number or other unambiguous reference allowing
identification and traceability of the device covered by the EU declaration of conformity, such as a
photograph, where appropriate, as well as its intended purpose. Except for the product or trade name, the
information allowing identification and traceability may be provided by the Basic UDI-DI referred to in

point 3.
Generic name of the product: Prophylactic medical socks
Models:
Trade name of the model Model reference code
DeoMed Cotton Silver DMS
DeoMed Bamboo DMB
Smart SeaCell SSZ
Medic Deo Cotton MDC
Medic Deo Silverwool MSW
DeoMed Wool DMW

Risk class of the device in accordance with the rules set out in Annex VIII.

Class I Rule 1

A statement that the device that is covered by the present declaration is in conformity with this Regulation
and, if applicable, with any other relevant Union legislation that provides for the issuing of an EU declaration
of conformity.

The device models to which the declaration relates comply with REGULATION (EU)
2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 5 April 2017
on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and

Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC
(Text with EEA relevance).
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References to any CS used and in relation to which conformity is declared.

EN ISO 15223-1: 2016 [PN-EN ISO 15223-1: 2017-02] Medical devices - Symbols for use on
medical device labels, markings and information provided with them - Part 1: General
requirements

EN 1041: 2008 + A1: 2013 [PN-EN 1041 + A1: 2013-12] Information provided by the
manufacturer of medical devices

EN ISO 14971: 2019 [PN-EN ISO 14971: 2020-05] Medical devices. Application of risk

management to medical devices.
and with other documents:

ZN-JJW-W-013: 2019 DEOMED COTTON SILVER socks - manufacturing process
ZN-JJW-W-005: 2011 DEOMED BAMBOO socks - manufacturing process
ZN-JJW-W-009: 2015 SMART SEACELL socks - manufacturing process
ZN-JJW-W-001: 2018 MEDIC DEO COTTON socks - manufacturing process
ZN-JJW-W-010: 2015 MEDIC DEO SILVERWOOL socks - manufacturing process
ZN-JJW-W-011: 2017 DEOMED WOOL socks - manufacturing process

Where applicable, the name and identification number of the notified body, a description of the conformity
assessment procedure performed and identification of the certificate or certificates issued.

Not applicable

Where applicable, additional information.

Not applicable

Place and date of issue of the declaration, name and function of the person who signed it as well as an

indication for, and on behalf of whom, that person signed, signature.

Janusz Karpinski
co-owner

F
Jerzy Rudnicki ' ,.-""f.,.r%/_;;_ Q
co-owner o /(
JJW Spétka Jawna et

-

J. Karpiniski, J. Rudnicki, W. Lewin g
Plac Zgody 6.‘ 05-520 Konstarcin-Jeziorna |
tel. 22 716 o, /716 01 59 /)
tel./fax. 22 750 08 73 Wt imi | i/L/
08 73 odzimierz Lewin /
NIP: 5210480256, REG 008402850 . f
, co-owner
Konstancin-Jeziorna, on April 30, 2021
i e " Name, function and signature
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