= GAMA

GAMA GROUP
a.s.
zavod Jimramov

ES PROHLASENI O SHODE
EC DECLARATION OF CONFORMITY
Cislo (No.):G6-GP-01

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

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

ICO (CRN): 45797463

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

timto prohlaSuje, Ze niZe uvedené zdravotnické prostfedky spliiuji zadkladni poZadavky
stanovené v NV 54/2015 Sb. v platném znéni (Smérnice 93/42/EHS v platném znéni), které
se na n¢ vztahuji, jsou za podminek urceného ucelu pouziti bezpené a jsou vyrabény ve
shodé s technickou dokumentaci. Pro posouzeni shody byl pouZit postup podle piilohy 2.
K prokazani shody byly pouzity harmonizované Ceské technické normy uvedené v technické
dokumentaci vyrobku. Na posouzeni shody se podilela notifikovana osoba: Elektrotechnicky
zkuSebni ustav Praha, identifikacni ¢. 1014, ktera vystavila ES certifikdt systému vuplného
zabezpeceni jakosti ¢islo: MED 070018

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 070018

Vyrobek: GAMAPLUS

Product: GAMAPLUS

Typy (Models):  specifikované v piiloze prohlaseni (Specified in Annex to this Declaration)
Klasifikace podle pfilohy 9 (Klassification according to Annex IX): Ila

Pravidlo (Rule): 2 ‘

Urceny ucel pouziti: Jednorazovy zdravotnicky prostfedek uréeny k propojeni jedné nebo
dvou infiznich nebo transfuznich souprav s intravendzni jehlou, k propojeni krevnich konzerv
nebo lahvi, k pfipojeni dialyzacnich souprav k mefici tlaku, k propojeni injekéni stiikacky
urcené pro linearni davkovac s intraven6znim katetrem.

Intended purpose of use: Single use medical device intended for interconnection one or two
infusion or transfusion sets with intravenous needle, for interconnection of blood bags or
bottles, for connection dialysis set with pressure measuring unit, for interconnection of
syringe with intravenous catheter.

Datum (Date):7.3.2016 Jméno (Name): Ing. David Bfiza, MBA
Misto (Place): Ceské Budgjovice Funkce (Position): pfedseda predstavenstva
Chairman of the Board of Directors
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Manesova 11/ 3b @n

2.37067 CESKE BUDEJOVIGE ) )
|CC:45? 97 463 DIC: CZ45797433 Podpis (Signature): | N



= GAMA

GAMA GROUP
a.s.
zavod Jimramov

PRILOHA ES PROHLASENI O SHODE &. (No.):G6-GP-01
Annex to EC DECLARATION OF CONFORMITY

Typy vyrobku (Models):

Nazev (Article)

Zkratka

Cislo vyrobku

(Model code) (Article number)
GAMAPLUS 1,8x450 LL - V606301
GAMAPLUS 1,8x450 LL - V606301-ND
GAMAPLUS 1,8x1500 LL - V606303
GAMAPLUS 1,8x1500 LL - V606303-ND
GAMAPLUS 1,8x1800 LL - V606304
GAMAPLUS 1,8x1800 LL - V606304-ND
GAMAPLUS 1,8x450 UNIV - V606306
GAMAPLUS 1.8x450 UNIV - V606306-ND
GAMAPLUS 1,8x1800 UNIV - V606307
GAMAPLUS 1,8x1800 UNIV - V606307-ND
GAMAPLUS 3,0x150 LL - V606321
GAMAPLUS 3,0x150 LL - V606321-ND
GAMAPLUS 3,0x300 LL - V606342
GAMAPLUS 3.0x300 LL - V606342-ND
GAMAPLUS 3,0x40 LL - V606344-ND
GAMAPLUS POCARD - V606345
GAMAPLUS 3,0x2500 LL - V606347
GAMAPLUS 3,0x2500 LL - V606347-ND
GAMAPLUS 3,0x3500 LL - V606349
GAMAPLUS 3,0x3500 LL - V606349-ND
GAMAPLUS 3,0x450 MVT - V606351
GAMAPLUS 3,0x450 MVT - V606351-ND
GAMAPLUS 3,0x150 YLL - V606371
GAMAPLUS 3,0x150 YLL - V606371-ND
GAMAPLUS 3,0x150 LCH - V606372
GAMAPLUS 3,0x150 LCH - V606372-ND
GAMAPLUS 1,8x450 LL NO DOP - V686401
GAMAPLUS 1,8x1500 LL NO DOP - V686402
GAMAPLUS 1,8x1800 LL NO DOP - V686403
GAMAPLUS 3,0x300 LL NO DOP - V686405

GAMAPLUS 3,0x3500 LL NO DOP

V686407




: ; ZKkratka Cislo vyrobku
Nazev [ rticle) (Model code) (Article number)

GAMAPLUS 3,0x150 YLL NO DOP - V686408
GAMAPLUS 1,8x450 UNIV NO DOP - V686411
GAMAPLUS 1,8x1800 UNIV NO DOP - V686412
GAMAPLUS 1,8x450 LL NO PVC - V696401
GAMAPLUS 1,8x1500 LL NO PVC - V696402
GAMAPLUS 1,8x1800 LL NO PVC - V696403
GAMAPLUS 3,0x150 LL NO PVC - V696404
GAMAPLUS 3,0x300 LL NO PVC - V696405
GAMAPLUS 3,0x2500 LL NO PVC - V696406
GAMAPLUS 3,0x3500 LL NO PVC - V696407
GAMAPLUS 3,0x150 YLL NO PVC - V696408
GAMAPLUS 1,8x450 UNIV NO PVC - V696411
GAMAPLUS 1,8x1800 UNIV NO PVC - V696412
Prodluzovaci hadi¢ka PVC, 150 cm - V606502
150 cm, extension PVC tube
Prodluzovaci hadi¢ka PVC, 150 cm - V606502-ND
150 cm, extension PVC tube
Prodluzovaci hadicka PVC, 150 cm pro - V686423
svétlocitlivé Iéky NO DOP
150 cm, extension PVC tube for light-sensitive
drugs NO DOP
Prodluzovaci hadi¢cka PVC, 150 cm pro - V686423-ND
svétlocitlivé 1éky
150 cm, extension PVC tube for light-sensitive
drugs
Prodluzovaci hadicka PVC, 200 cm pro - V686423-01

svétlocitlivé 1éky NO DOP
200 cm, extension PVC tube for light-sensitive
drugs NO DOP

Prodluzovaci hadi¢ka PVC, 200 ¢cm pro
svétlocitlivé léky

200 cm, extension PVC tube for light-sensitive
drugs

V686423-01ND

Prodluzovaci hadicka PVC, 50 cm pro
svétlocitlivé 1éky NO DOP

50 cm, extension PVC tube for light-sensitive
drugs NO DOP

V686423-02

Prodluzovaci hadicka PVC, 50 cm pro
svétlocitlivé léky

50 ecm, extension PVC tube for light-sensitive
drugs

V686423-02ND

GAMAPLUS 3.0x300 YLL - V606371-01
GAMAPLUS 3,0x300 YLL - V606371-01ND
Spojovaci hadicka 2-cestna - V606402

Connecting Tubing 2-way




: ; Zkratka Cislo vyrobku
Hazey (autidle) (Model code) (Article number)
Spojovaci hadicka 2-cestna - V606402-ND
Connecting Tubing 2-way
Spojovaci hadic¢ka 4-cestna - V606404
Connecting Tubing 4-way
Spojovaci hadicka 4-cestna - V606404-ND
Connecting Tubing 4-way
Spojovaci hadic¢ka 5-cestna - V606405
Connecting Tubing 5-way
Spojovaci hadi¢ka s bezjehlovym vstupem NO - V686424
DOP
Connection tubing with needleless port NO DOP
Spojovaci hadi¢ka s bezjehlovym vstupem - V686424-ND
Connection tubing with needleless port
Spojovaci hadi¢ka S 1,0 x 1500 mm - V696426
NO PVC
Connecting Tubing S 1,0 x 1500 mm
NO PVC
Spojovaci hadi¢ka S 2,0 x 1800 mm - V696427
NO PVC
Connecting Tubing S 2,0 x 1800 mm
NO PVC
Spojovaci hadi¢ka S/BV 1.0 x 1500 mm - V696428
NO PVC
Connecting Tubing S/BV 1,0 x 1500 mm
NO PVC
Spojovaci hadicka S/BV 2.0 x 1800 mm - V696429
NO PVC
Connecting Tubing S/BV 2,0 x 1800 mm
NO PVC
GAMAPLUS 4,5 x 20 LCH - V606372-01ND
Datum (Date): 7.3.2016 Jméno (Name): Ing. David Bfiza, MBA
Misto (Place): Ceské Budg&jovice Funkce (Position):  pifedseda pfedstavenstva

Chairman of the Board of Directors

GAMA GROUP as. € 31T

Ménesova 11/3b @7 Podpis (Signature):
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