P¥eklad z anglického jazyka do éeského jazyka
GE Healthcare

Datex * Ohmeda

ES PROHLASENI O SHODE
{podle ustanoveni smérnice 93/42/EHS o zdravotnickych prostiedcich, pfFilohy Il
a smérnice 2011/65/EU)

My
vyrobce autorizovany zastupce pro EU
Datex-Ohmeda, Inc. GE Healthcare Finland Oy
3030 Ohmeda Drive Kuortaneenkatu 2
PO Box 7550 Helsinky, Finsko
Madison, WI 53707-7550 FI-00510
USA

prohlaujeme na svou whradni 2odpovédnost, Ze prastiedek tiidy Hib:

Aisys CS°
Ref: 1011-9050-000

Kod GMDN: 37710; Kéd UMDNS: 10-134
Klasifikaéni pravidio {93/42/ES, pfiloha IX}: t¥ida lib, pravidio 11

na ktery se wztahuje toto prohldseni, je ve shodé spoiadavky smérnice 93/42/EHS o zdravotnickych
prostiedcich, kterd se na tento prostfedek vztahuje. Tento produkt dile splfiuje poZadavky smérnice

2011/65/EU o omezeni pouZivani urlitych nebezpeénych latek v elektrickych a elektronickych zafizenich (podie
hodnoceni vyrobce).

Zakladem této shody jsou nasledujici prvky:

- Informace uvedené v dokumentech:
Technicka dokumentace/ref.: DOC1385757 k produktu, na ktery se vztahuje toto prohlaseni.

- Certifikdt ES: Schvéleni kompletniho systému zajisténi kvality (pfiloha || ke smérnici 93/42/EHS
o zdravotnickych prostfedcich) vydany spole¢nosti TUV Rheintand LGA Products GmbH,
Tillystralle 2, 90431 Norimberk, Némecko, notifikovany organ ¢. 0197; certifikat ¢. HD 60109676
0001 platny do 19. dubna 2021.

- Seznam harmonizovanych norem aplikovanych pro oznaleni CE je obsazen v technické
dokumentaci k tomuto produktu.

(neditelny podpis) 4. kvétna 2016

Monica Morrison Madison, USA, den-mésic-rok
manazer regulatornich zaleZitosti

Toto ES prohldeni o shodé nahrazuje pfedchozi prohlaseni ze 14. ledna 2015.

Reference prohlaseni: DOC1385769



6 Datex-Ohmeda

EC DECLARATION OF CONFORMITY

[Foliowing the provisions of the medical devices directive 93/42/EEC, Annex H
ond of the directive 2011/65/€U}

We
Manufacturer EU Authorized Representative
Datex-Obmeda, Inc. GE Healthcare Finland Oy
3030 Ohmeda Drive Kuortaneenkatu 2
PO Box 7550 Helsinki, Finland
Madison, Wi 53707-7550 FI-00510
UsA

Declare under our sole responsibility that the class 11b device:

Aisys CS*
Ref: 1011-9050-000

GMDN Code: 37710; UMDNS Code: 10-134

Classification rule (93/42/EC Annex IX}): Class I'b, Rule 11
To which this declaration relates is in conformity with the requirements of the medical devices
directive 93/42/EEC which apply to it. In addition, the product is in conformity with-the requirements of

the directive 2011/65/EU on the restriction of the use of certain hazardous substances in electrical and
electronic equipment {as assessed by the manufacturer),

This conformity is based on the following elements:
- Information included in the documents:

Technical Documentation/réf. DOC1385757, of the product to which this declaration relates.

- EC certificate: approval of full quality assurance system {Annex It of the medical devices
directive 93/42 EEC) delivered by TV Rheinland LGA Products GmbH, TillystraBe 2, 90431
Nuremberg, Germany, Notified Body No. 0197, Certificate N° HD 60109676 0001 volid until
19-April-2021.

applied for CE marking is located in the Technical Documentation

Lo Y MA y 2006

Madison, USA, Day-Month-Year

Regulatory Affairs Director

This EC declaration of conformity supersedes the previous declaration dated 14 January 2015.

Reference of the Declaration: DOC1385769



interpreter’s Statement

As a sworn interpreter of the English Language
appointed by the decision of the Regional Court
in Brno, Czech Republic, dated January 13, 2012,
Ref. No. Spr 4003/2010, | hereby confirm that
the translation into the Czech tanguage {1 page)
corresponds with the original text in the
attached document in the English language
(1 page).

Corrections made in the translated text: none.
Reimbursement of cash expenses: CZK0.-.

The interpreter’s act has been registered in the
interpreter’s book under serial No. 596.

OstroZska Nova Ves, Czech Republic
21 February 2017

Place/misto:
Date/datum:

Interpreter’s signature:
Podpis tlumocnika:

o f

Name: Ing. Véra Peprnickova
Iméno:

Address: Dolni 364
Adresa: 687 22 QstroZska Nova Ves
Czech Republic

Tel.: 602257173
Email:  vera.peprnickova@volny.cz

Tlumoénicka doloZka

Jako tlhumoénik jazyka anglického, ustanoveny
rozhodnutim Krajského soudu v Brné v Ceské
republice ze dne 13. 1. 2012, &j. Spr 4003/2010
stvrzuji, %e preklad do Cceského jazyka
(1 strana) souhiasi s origindinim textem na
pFipojené listiné v anglickém jazyce (1 strana).

V piekladu jsem provedla nasledujici opravy:
Zadné.

Nahrada hotovych wyloh: 0,- K¢.

Tlumoénicky Gkon je zapsan pod pofadovym
¢islem 596 tlumodnického deniku.

Ostro?ska Nova Ves, Ceskd republika
21. dnora 2017
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