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GAMA GROUP
a.s.
zavod Jimramov

ES PROHLASENI O SHODE
EC DECLARATION OF CONFORMITY
Cislo (No.):G6-IS-G-S-03

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

se sidlem (registered office): Minesova 11/3b, 370 01 Ceské Budéjovice,
5 Ceska republika (Czech Republic)

ICO (CRN): 45797463

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

timto prohlaSuje, Ze niZze uvedené zdravotnické prostfedky spliiuji zdkladni pozadavky
stanoven¢ v NV 54/2015 Sh. v platném znéni (Smérnice 93/42/EHS v platném znéni),
které se na né€ vztahuji, jsou za podminek uréeného ugelu pouZiti bezpedné a jsou vyrabény
ve shod€ s technickou dokumentaci. Pro posouzeni shody byl pouZit postup podle piilohy 7
ve spojeni s piilohou 5. K prokdzani shody byly pouzity harmonizované &eské technické
normy uvedené v technické dokumentaci vyrobku. Na posouzeni shody se podilela
notifikovana osoba: Elektrotechnicky zkuSebni wistav Praha, identifikaéni &. 1014, ktera
vystavila ES certifikat zabezpedeni jakosti vyroby &islo: MED 210005

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 7 and Annex 5. 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 tstav
Praha, identification no. 1014, which issued the EC certificate production quality
assurance number: MED 270005

Vyrobek: Infuzni soupravy pro gravitacni infiize

Product: Infusion sets for gravity feed

Typy (Models):  specifikované v piiloze prohlaseni (Specified in Annex to this Declaration)
Klasifikace podle piilohy 9 (Classification according to Annex IX): Isterilni (I sterile)
Pravidlo (Rule): 2

Uréeny ucel pouziti: Jednordzovy zdravotnicky prostfedek uréeny k terapeutickému
podavéni infiznich roztokt z lahvi nebo vaki piisobenim gravitace.

Intended purpose of use: Single use medical device intended for therapeutic administration
of infusion solutions from bottles or plastic bags by gravitation effect.

Datum (Date): 10.5.2021 Jméno (Name): Ing. David Btiza, MBA
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PRILOHA ES PROHLASENI O SHODE & (No.):G6-IS-G-S-03
Annex to EC DECLARATION OF CONFORMITY

Typy vyrobku (Models):

Sem g (Miziatffde) (fritsit:(;evr};{fgl?g:r)
Infusion set 5103 15-103 V606103-ND
Infusion 81 151103 pack x50, 15103 V606103-01ND
Iafinion set AR IS-103/K V606103-03ND
Ifucion et 1S 10K - pacen30 pes. | 15 103K-bal xS0 ks | V0G103-04ND
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