Ref : DOC-C2018-004-02- EN-CZ

HRA

EC DECLARATION OF CONFORMITY / Es PROHLASENi 0 SHODE

According to Annex Il of 93/42/EEC Medical Device Directive
V souladu s pFilohou Il smérnice 93/42/EHS o zdravotnickych prostfedcich

I, undersigned, Paul Carter, acting as CE Mark Representative of:

Ja, nize podepsany, Paul Carter, vystupujici jako zdstupce schvalujici oznaceni CE:

Laboratoire HRA Pharma, 200 Avenue de Paris, 92320 Chatillon - FRANCE

declare that the products listed below / prohlasuji, ze nize uvedené vyrobky

Compeed® Foot Care Corn between Toes
Compeed® Foot Care Corn / Compeed® Compeed Ndplasti na kuri oka
Compeed® Foot Care Bunion
Compeed® Foot Care Callous / Compeed® Ndplasti na mozoly
Compeed® Foot Care Callous Large

e are falling into class lla, according to rule 4, of Annex IX of the 93/42/EEC Directive
spadaji do tridy lla podle pravidla 4 pFilohy IX smérnice 93/42/EHS;
e are compliant with the applicable requirements of the 93/42/EEC Directive and French Public
Health Code
splriuji pfislusné poZadavky smérnice 93/42/EHS a francouzského zdkoniku o verejném zdravi;
e are not covered by any other EC Declaration of Conformity,
nevztahuje se na né Zadné jiné ES prohldseni o shodé.

This declaration is based on / Toto prohldseni vychézi z

e The content of the technical file HRA-C2018-004 demonstrating compliance with essential
requirements according to Annex | of the 93/42/EEC Directive,
obsahu technické dokumentace HRA-C2018-004 prokazujici soulad se zakladnimi poZadavky podle prilohy | smérnice
93/42/EHS;

e The EC certificate #34541, according to Annex Il excluding section 4 of the 93/42/EEC Directive,
issued by GMED (Notified Body n°0459)

certifikdtu ES #34541 v souladupiSlohou I, s vyjimkou oddilu 4 smérnice 93/42/EHS, vydaného GMED (¢&islo
ozndmeného subjektu 0459).

This until the end of the certificate validity: May 26th 2024
A to do konce platnosti certifikdatu: 26 kvetna 2024

Issued at/Vyddno: Chatillon

On/patum: May 24t 2021 //“) 52]1/'
Approved by/schvdlil: Paul Carter Sk L -
Chief Scientific Officer / CE Mark Representative / MD responsible person

Vedouci védecky pracovnik / zdstupce schvalujici oznaéeni CE / osoba odpovédnd za
zdravotnické prostredk

HRA Pharma | 200 avenue de Paris, 92320 Chatillon - FRANCE | TEL : +33 (0)1.40.33.11.30 | FAX: +33 (0)1.40.33.12.31
N° unique d’identification SIREN : 420 792 582 RCS Paris
Laboratoire HRA Pharma, Société par Actions Simplifiée au capital social de : 84 778 228 €
TVA intracommunautaire : FR 67 420 792 582
www.hra-pharma.com



Ref : DOC-C2018-004-02- EN-SK

HRA

EC DECLARATION OF CONFORMITY / VYHLASENIE ES O ZHODE

According to Annex Il of 93/42/EEC Medical Device Directive
Podla prilohy Il smernice 93/42/EHS o zdravotnickych poméckach

I, undersigned, Paul Carter, acting as CE Mark Representative of:
Ja, niZsie podpisany Paul Carter, konajuci ako zdstupca pre oznacenie CE spolocnosti :

Laboratoire HRA Pharma, 200 Avenue de Paris, 92320 Chatillon - FRANCE

declare that the products listed below / vyhlasujem, Ze produkty uvedené nizsie

Compeed® Foot Care Corn between Toes
Compeed® Foot Care Corn / Compeed® Ndplasti na kurie okd
Compeed® Foot Care Bunion
Compeed® Foot Care Callous / Compeed® Ndplasti na Mozole
Compeed® Foot Care Callous Large

are falling into class lla, according to rule 4, of Annex IX of the 93/42/EEC Directive

spadaju do triedy lla podla pravidla 4 prilohy IX smernice 93/42/EHS

are compliant with the applicable requirements of the 93/42/EEC Directive and French Public
Health Code

su v sulade s prislusnymi poZiadavkami smernice 93/42/EHS a francuzskeho zdkonnika o verejnom zdravi

are not covered by any other EC Declaration of Conformity,
nevztahuje sa na ne Ziadne iné vyhldsenie ES o zhode

This declaration is based on / Toto vyhldsenie vychddza z

The content of the technical file HRA-C2018-004 demonstrating compliance with essential
requirements according to Annex | of the 93/42/EEC Directive,

obsahu technického spisu HRA-C2018-004 preukazujuceho sulad so zdkladnymi poZiadavkami podla prilohy | smernice
93/42/EHS,

The EC certificate #34541, according to Annex Il excluding section 4 of the 93/42/EEC Directive,
issued by GMED (Notified Body n°0459)

certifikatu ES #34541 podla prilohy Il s vynimkou oddielu 4 smernice 93/42/EHS, vydaného GMED (¢islo notifikovaného
orgdnu 0459)

This until the end of the certificate validity: May 26" 2024
A to do konca platnosti certifikdtu :26 Maj 2024

Issued at/Vydané v: Chatillon
On/Dria: May 24™ 2021 /7

Approved by/schvdlil: Paul CARTER Sk

Chief Scientific Officer / CE Mark Representative /MD responsible person

Vedlici vedecky pracovnik / zdstupca pre oznacenie CE / zodpovednd osoba pre zdravotnicke pomécky

HRA Pharma | 200 avenue de Paris, 92320 Chatillon - FRANCE | TEL : +33 (0)1.40.33.11.30 | FAX : +33 (0)1.40.33.12.31

N° unique d’identification SIREN : 420 792 582 RCS Paris
Laboratoire HRA Pharma, Société par Actions Simplifiée au capital social de : 84 778 228 €
TVA intracommunautaire : FR 67 420 792 582

www.hra-pharma.com
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