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GAMA GROUP
a.s.
zavod Jimramov

ES PROHLASENI O SHODE
EC DECLARATION OF CONFORMITY
Cislo (No.):G6-BU-40

Vyrobce (manufacturer): GAMA GROUP a.s.,

se sidlem (registered office): Minesova 11/3b, 370 67 Ceské Bud&jovice,
) Ceska republika (Czech Republic)

ICO (CRN): 45797463

vyrobni misto (production site): GAMA GROUP a.s., zdvod Jimramov,
592 42 Jimramov, CZ

timto prohlasuje, Ze nize uvedené zdravotnické prostredky spliuji zdkladni pozadavky
stanovené v NV 54/2015 Sb. v platném znéni (Smérnice 93/42/EHS v platném znéni),
které se na né vztahuji, jsou za podminek ur¢eného tucelu pouziti bezpecné a jsou vyrabény
ve shod¢ s technickou dokumentaci. Pro posouzeni shody byl pouzit postup podle piilohy 2.
K prokazani shody byly pouzity harmonizované ¢eské technické normy uvedené v technické
dokumentaci vyrobku. Na posouzeni shody se podilela notifikovana osoba: Elektrotechnicky
zkuSebni tdstav Praha, identifikacni ¢. 1014, ktera vystavila ES certifikat systému
iplného zabezpeceni jakosti ¢islo: MED 170010

declares hereby that the below specified medical devices meet the essential requirements set
out in GR 54/2015 Coll. as amended (Directive 93/42/EEC as amended) which apply to
them, are safe under the conditions of intended use and have been manufactured in
conformity with technical documentation. The procedure for conformity assessment has been
used according to Annex 2. The harmonized standards listed in technical documentation of
product were used to conformity assesment. The conformity assessment has been performed
with participation of the Notified Body: Elektrotechnicky zkuSebni ustav Praha,
identification no. 1014, which issued the EC certificate full quality assurance system
number: MED 170010

Vyrobek: Bezpecnostni uzavér

Product: Safety valve

Typy (Models):  specifikované v pfiloze prohlaseni (Specified in Annex to this Declaration)
Klasifikace podle prilohy 9 (Classification according to Annex [X): Ila

Pravidlo (Rule): 2

Uréeny tucel pouziti: Jednorazovy sterilni zdravotnicky prostfedek uréeny pro prerusované
injekce 1€kt pomoci pryzové zatky vyrobené z materialu latex-free, kterd umoziuje
opakovatelné pouZiti a zajistuje ochranu proti bakteridlni kontaminaci. Bezpe¢nostni uzavéry
lze pouzit pro gravita¢ni i tlakové infuzni systémy do tlaku 2 bary.

Intended purpose of use: Sterile single use medical device is designed for intermittent
injection of drugs through a rubber latex-free stopper that allows repeated application and
protects against bacterial contamination. Safety valves can be used for both gravity and
pressure infusion systems up to a pressure of 2 bar.

Datum (Date):'{.2.2017 Jméno (Name): Ing. David Bfiza, MBA
Misto (Place): Ceské Budgjovice Funkce (Position):  pfedseda pfedstavenstva
Chairman of the Board of Directors
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PRILOHA ES PROHLASENI O SHODE &. (No.):G6-BU-40
Annex to EC DECLARATION OF CONFORMITY

Typy vyrobku (Models):
. , Zkratka Cislo vyrobku
Nézev {Asficls) (Model code) (Article number)
Bezpeénostni uzavér NO PVC
Safety valve NO PVC - YoRaass
Datum (Date): 7.3.2016 Jméno (Name): Ing. David Btiza, MBA
Misto (Place): Ceské Budé&jovice Funkce (Position): pfedseda piedstavenstva
Chairman of the Board of Directors
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