Clen asociace vyrobci a dodavatell A

zdravotnickych prostredku —

ES PROHLASENI O SHODE

EC DECLARATION OF CONFORMITY

dle Smérnice Rady 93/42/EHS ve znéni 2007/47/ES pro zdravotnické prostiedky

Vyrobce:
Producer:

Nazev vyrobku:
Product Name:

Typové oznaceni:
Model:

Varianty:
Variants:
Trida:
Class:

Uéel pouziti:
Intended Use:

Normy:
Standards:

Legislativa:
Legislation:

Normy systému kvality:

Standards of Quality
system:

Ostatni dokumenty:
Other documents:

according to Directive 93/42/EEC as amended 2007/47/EC for medical devices

Flidr medical s.r.o.
Siroky D0l 200, 572 01 Policka, provozovna Hegerova 987, 572 01 Policka
CESKA REPUBLIKA / CZECH REPUBLIC

Terminalni jednotky pro stlaéené medicinalni plyny a podtlak
Terminal units for compressed medical gasses and vacuum

R14

Iib (dle Prilohy IX Smérnice Rady 93/42/EHS ve znéni 2007/47/ES)
(Annex IX, Medical Directive 93/42/EEC as amended 2007/47/EC)

Slouzi k dodavce a odvodu plynnych medii v prostorech zdravotnickych zafizeni
Used for supply and outlet gas media in specialized areas of medical devices

CSN EN 1041:2014, CSN EN ISO 14971:2012, CSN EN ISO 15001:2012, CSN EN ISO 15223-
1:2012, CSN EN I1SO 7396-1:2007, CSN EN ISO 9170-1:2009, EN 980:2008

EN 1041:2013, EN ISO 14 971:2012, EN ISO 15001:2011, EN ISO 15223-1:2012, EN ISO 7396-
1:2007, EN ISO 9170-1:2009, EN 980:2008

U vyse uvedeného vyrobku bylo provedenoc posouzeni Systému Upiného zabezpeceni jakosti
podle Prilohy Il (s vyjimkou éasti 4) Smérnice Rady 93/42/EHS ve znéni 2007/47/ES.

For the product assessment was carried out Quality assurance system according Annex Il (exclusive
section 4) Medical Device Directive 93/42/EEC as amended 2007/47/EC.

CSN EN ISO 13 485:2012, CSN EN 1SO 9001:2009
EN ISO 13 485:2012, EN ISO 9001:2008

ES Certifikat systému Gpilného zabezpeceni jakosti podle pfilohy €. 2 NV ¢. 54/2015 Sb.
(pfiloha &. 2 Smérnice 93/42/EHS) ¢islo 15 0676 QS/NB ze dne 24. 6. 2016, Protokol z ITC Zlin
¢. 462201206 ze dne 17. 3. 2015.

Full product quality mangement certificate — EC according to Annex 2 regulation No. 54/2015Sb.
(Annex Il Directive 93/42/EEC) No. 15 0676 QS/NB from day 24. 6. 2016, certificate ITC Zlin No.
462201206 from day 17. 3. 2015.

Vyrobce timto prohlasuje, Zze uvedeny vyrobek spliuje odpovidajici zakladni pozadavky Pfilohy | Smérnice
Rady 93/42/EHS a je pfi pouziti za uréenych podminek a k uréenému Géelu G€inny a bezpecny.

The producer hereby declares that the product meets appropnate essential requirements of Annex | of Council Directive
93/42/EEC and its use is effective and safe under the conditiong_andfof’ﬂre purposes intended.

Policka, 24. 6. 2016

\

~Karel Flidr
reditel spolecnosti

Jakékoliv neautorizované zmeény na vyrobku vedou k tomu, Ze dané prohlaseni se stane neplatnym.
Any modification to the product, not authorized by us, will invalidate this declaration
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