EC DECLARATION OF CONFORMITY

EC PROHLASENI O SHODE

Manufacturer:  ZARYS International Group spoétka z ograniczona

Wrobce: odpowiedzialnoscia spétka komandytowa
~ Address: ul. Pod Borem 18, 41-808 Zabrze, Poland
ZARYS Adlresa: tel. +48 32 271 69 91, fax +48 32 274 72 84, e-mail: zarys@zarys.pl
SRN: PL-MF-000000410

We declare under our sole responsibility that the medical device:
Prohlasujeme na svou vylucnou zoajpovednost, Ze zdravotnicky prostredek:

urine bags /
sbérny sacek na mo¢
of class | sterile, rule 1/ tridy I sterilni, smérnice 1

models/ modely: ~ SAMPLES TAKING URINE BAG/ SACEK PRO SBER MOCI;
URINE BAG/ SBERNY SACEK NAMOC;
URINE BAG WITH SAMPLE PORT/ SBERNY SACEK NA MOC S PORTEM NA ODBER VZORKU;
URINE BAG WITH SAMPLE PORT 2W/ SBERNY SACEK MOCOVY S PORTEM NA ODBER VZOREK, POUZITi DO DVOU TYDNU

(detailed list of products covered by this declaration is available in technical documentation no. TD-27, point 1, subpoint 1.1, appendix no. 5 Identification of the
product /podrobny seznam vyrobkd, na které se vztahuje toto prohlaseni o shodé, naleznete v TD-27 bod 1 pp. 1.1. pfiloha ¢. 5 Identifikace produktu)

according to Annex IX of the Directive 93/42/EEC
v souladu s prilohou IX Smérnice 93/42/FFC

covered by the Technical Files TD-27- Release Document DZDO-01, which is considered as a part of this declaration
zahmuty v technické dokumentaci TD-27 — dokument uvedeni na trh DZDO-01, ktery je povaZovan za soucdst tohoto prohlaseni

meets all applicable provisions of the Directive 93/42/EEC (assessment of the conformity procedure Annex V + VII)
which apply to it as well as of the Act of Medical Devices of 20 May 2010 (Officiel of 2020, position 186, 1493, of 2021,
position 255, as amended).

splriuje vsechny pouZiteiné poZaaavky smérnice 93/42/FEC (procedura hodnoceni shody pfiloha V + Vi) a Zakonu o Zdravotnickych prostredcich
ze ane 20. kvétna 2010 (Sbirka zakond ¢ 107, poz. 679 ve znéni pozdéjsich predpisd).

The device covered by this declaration complies with the list of supervised harmonised standards specified in the

technical documentation of the device TD-27.
VWrobek uvedeny v tomto prohldaseny je v souladu se seznamem kontrolovanych harmonizovanych norem uvedenych v technické dokumentaci
vrobku TD-27.

Notified Bodly: TOV Rheinland LGA Products GmbH

Notifikacni jednotka: Tillystrae 2, 90431 Niirnberg, Germany c € 0197
EC Certificate/ Certifikat: DD 1023663-1

Expiry date/ Platnost do: 2024-05-26

(sig na’fure/ podlpis)

name/ jméno a pijjment: Bozena Smolnik
position/ pozice: Product Manager
Place and date of issue/ Misto a datum vydani

Zabrze, 14.05.2021



