Ostomy care

Confidential & Coloplast (o
13" October 2016
To whom it may concern
STATEMENT

Legal Manufacturer (according to Medical Device Directive 93/42/EEC):

Coloplast A/S

Holtedam1
3050 Humlebask

Denmark

Devices concerned: Refer to appendix 1

The device mentioned in the appendix 1 can be used for up to 12 weeks, and contains an X-

Ray Line.

Authorized Signatory:
Name: Stéphane Bouché

Title: Regulatory Affairs Manager

Date: 43/ A D/ eo’{'c’

Signature:
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Ostomy care

COIOkaSt Urology & Continence care

Wound & Skin care

¢

Appendix 1

Product family: Urinary Indwelling Catheters

Table 1: List of the devices covered by the statement

Ref. Product name Product description

AA7106 FOLYSIL® LT straight tip FOLYSIL LT / FOLEY CATHETER / 2-WAY / SILICONE
silicone catheter CH FR 06

AA7108 FOLYSIL® LT catheter FOLYSIL LT / FOLEY CATHETER / 2-WAY / SILICONE
straight tip silicone CH FR 08

AA7110 FOLYSIL® LT catheter FOLYSIL LT / FOLEY CATHETER / 2-WAY / SILICONE
straight tip silicone CH FR 10

AA7112 FOLYSIL® LT catheter FOLYSIL LT / FOLEY CATHETER / 2-WAY / SILICONE
straight tip silicone CH FR 12

AA7114 FOLYSIL® LT catheter FOLYSIL LT / FOLEY CATHETER / 2-WAY / SILICONE
straight tip silicone CH FR 14

AA7116 FOLYSIL® LT catheter FOLYSIL LT / FOLEY CATHETER / 2-WAY / SILICONE
straight tip silicone CH FR 16

AA7118 FOLYSIL® LT catheter FOLYSIL LT / FOLEY CATHETER / 2-WAY / SILICONE
straight tip silicone CH FR 18

AA7120 FOLYSIL® LT catheter FOLYSIL LT / FOLEY CATHETER / 2-WAY / SILICONE
straight tip silicone CH FR 20

AA7122 FOLYSIL® LT catheter FOLYSIL LT / FOLEY CATHETER / 2-WAY / SILICONE
straight tip silicone CH FR 22

AA7124 FOLYSIL® LT catheter FOLYSIL LT / FOLEY CATHETER / 2-WAY / SILICONE

straight tip silicone CH FR 24
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Coloplast

13. fijna 2016

PFislusné odpovédné osobé

PROHLASENI

Vyrobce (podle smérnice Rady 93/42/EHS o zdravotnickych prostfedcich):

Coloplast A/S
Holtedam 1
3050 Humlebaek
Dansko

Prostredky, kterych se to tyka: viz. ptiloha 1

Prostfedky uvedené v priloze 1 mohou byt pouZzity az po dobu 12 tydnu a obsahuji RTG kontrastni
prouzek.

Zodpovédna osoba:

Jméno: Stéphane Bouché

Titul: Feditel pro regulatorni zaleZitosti
Datum: 13. 10. 2016

Podpis: necitelny
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Coloplast

Priloha 1

Skupina vyrobkd: Urinarni permanentni katétry

Tabulka 1: Seznam prostfedkd, kterych se tyka toto prohlaseni

Ref. Nazev vyrobku Popis vyrobku

AA7106 | FOLYSILOLT rovny, FOLYSIL dlouhodoby/foley katétr/dvoucestny/silikon
silikonovy katétr CH FR 06

AA7108 | EQLYSILOLT rovny, FOLYSIL dlouhodoby/foley katétr/dvoucestny/silikon
silikonovy katétr CH FR 08

AA7110 | FQLYSILOLT rovny, FOLYSIL dlouhodoby/foley katétr/dvoucestny/silikon
silikonovy katétr CH FR 10

AA7112 | EQLYSILOLT rovny, FOLYSIL dlouhodoby/foley katétr/dvoucestny/silikon
silikonovy katétr CH FR 12

AA7114 | EQLYSILOLT rovny, FOLYSIL dlouhodoby/foley katétr/dvoucestny/silikon
silikonovy katétr CH FR 14

AA7116 | FQLYSILOLT rovny, FOLYSIL dlouhodoby/foley katétr/dvoucestny/silikon
silikonovy katétr CH FR 16

AA7118 | EOLYSILOLT rovny, FOLYSIL dlouhodoby/foley katétr/dvoucestny/silikon
silikonovy katétr CH FR 18

AA7120 | FOLYSILOLT rovny, FOLYSIL dlouhodoby/foley katétr/dvoucestny/silikon
silikonovy katétr CH FR 20

AA7122 | FOLYSILOLT rovny, FOLYSIL dlouhodoby/foley katétr/dvoucestny/silikon
silikonovy katétr CH FR 22

AA7124 | EQLYSILOLT rovny, FOLYSIL dlouhodoby/foley katétr/dvoucestny/silikon
silikonovy katétr CH FR 24
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