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Declaration of conformity

Barkey S-line

Manufacturer: Barkey GmbH & Co. KG

Gewerbestrasse 8

33818 Leopoldshoche

Germany

Tel.: [int] + 49 5202 9801-0

Fax: [int] +49 5202 9801-99
Device: S-line
Type of device: Infusion warmer
Serial number: all SN as of August 16, 2013
Classification: MDD-Class IIa, (rule 9, clause 1 part 1)
Class of protection: I
Marking: CE 0123 (according to article 17 of Council Directive 93/42/EEC

g . . *
concerning medical devices )

Notified Body: TUEV SUED Product Service GmbH,
Ridlerstr. 65, 80339 Muenchen, Germany

For the above-mentioned medical device Barkey on its own authority declares the obscervance of the
Essential Requirements (Annex 1) of the Council Directive 93/42/EEC* concerning medical devices)

It is in particular guaranteed by the following standards:
1IEC 60601-1:2005 + Corr. 1:2006 + Corr. 2:2007
IEC 60601-1-2:2007, modifiziert

The observance of the Essential Requirements and of the standards is documented by a certified qual-

ity management system according to EN ISO 13485:2012-+AC:2012 and Annex 11.3 of Council Direc-
tive 93/42/EEC* concerning medical devices

: Council Directive 93/42/EEC of 14 June 1993 conceming medical devices lastamended by the Article 2 of Directive 2007/47/EC of the
Buropean Parlimnent and of the Council of 5 September 2007
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Location, Date Thomas Barkey
Managing Director
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Preklad z anglického jazyka

[logo Barkey]
Prohlaseni o shodé
Barkey S-line
Vyrobce: Barkey Gmbh & Co. KG
Gewerbestrasse 8
33818 Leopoldshoehe
Némecko
Tel.:  [mezinar.] +49 5202 9801-0
Fax:  [mezinér.] + 49 5202 9801-99
Zdravotnicky prostfedek: S-line
Typ zdrav. prostiedku: Ohfivac infuzi
Sériové Cislo: viechna sériova ¢isla od 16. srpna 2013
Klasifikace: tfida lla podle Smérnice o zdravotnickych prostfedcich
(pfedpis 9, ¢lanek 1, &ést 2)
TFida ochrany: I
Oznaceni: CE 0123 (podle €lanku 17 smérnice Rady 93/42/EHS

o zdravotnickych prostiedcich*)

Notifikovanz organ: " TUEV SUED Product Service GmbH,
Ridlerstr. 65, 80339 Mnichov, Némecko

Barkey ze své pravomoci prohlasuje, Ze pro shora uvedeny zdravotnicky pistroj byly spinény
nezbytné poZadavky (podle pfilohy 1) smérnice Rady 93/42/EHS* o zdravotnickych prostiedcich.

To je zaruceno zejména dodrzenim nésledujicich norem:

IEC 60601-1:2005 + novela 1:2006 + novela 2:2007
IEC 60601-1-2:2007, ve znéni pozdéjsich pfedpisti

SpInéni nezbytnych poZadavk( a dodrZeni téchto norem je doloZeno certifikovanym systémem Fizeni
jakosti v souladu s EN ISO 13485:2012+AC:2012 a Pfilohou II.3 smérnice Rady 93/42/EHS* o
zdravotnickych prostfedcich,

* Smérnice Rady 93/42/EHS o zdravotnickych prostfedcich ze dne 14. éervna 1993, naposledy novelizovana élankem 2
smérnice Evropského Parlamentu a Rady 2007/47/ES ze dne 5. za¥ 2007.

Leopoldshoehe, 15.08.2013 [necitelny podpis]
Misto, datum Thomas Barkey
generalni feditel
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Preklad proveden dne / Translation executed on this ...

Jako tlumocnice jazyka anglického, jmenovand rezhodnutim | As a sworn translator to English, appointed by the Regional
Krajského soudu v Ostravé ze dne 23.6.2000, ¢j. Spr| Court in Ostrava, Czech Republic, on June 23, 2000, file no.
2263/2000, a vedend u Krajského soudu v Praze, Spr|Spr2263/2000, registered with the Regional Court in Prague,
4139/2000, stvrzuji, ?e pFeklad souhlasi s textem pfipojené | file No. Spr. 4139/2000, | hereby confirm this is a true
listiny. translation of the attached document.

Tlumocnicky tkon je zapsdn pod poradovym éfs!%};\@_ t.{-é};f;ﬁfﬁického deniku / Interpreter’s Register No.:
V4G Ui/ 57
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