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c € EC - Declaration of Conformity

In accordance with Annex | and VIl of the EC Directive 93/42/EEC concerning medical devices, last amended
by Directive 2007/47/EC of 5 September 2007

Manufacturer: Dr. Mach GmbH & Co. KG
Flossmannstralle 28
D-85560 Ebersberg (Germany)

the undersigned herewith confirms under his own responsibility that the products listed below

Type designation: Mach 130 (F), Uniflex
MACH M2 (F, F/H, H, S, F-S, H-S, F/H-S)
MACH M3 (F, F/H, DF, DF/H)
MACH M5 (F, F/H, DF, DF/H)
MACH LED 110
MACH LED 115 (C)
MACH LED 120 (F)
MACH LED 130 (F, FP, Dental, Dental P)
MACH LED 150 (F, FP)
MACH LED 200 (F)
MACH LED 300 DF
MACH LED 500 DF
MACH LED 2wmc, 2sc
MACH LED 2MmCs (smart)
MACH LED 3mc, 3sc
MACH LED 3MCs (smart)
MACH LED 5mc, 5sc
MACH LED 5MCs (smart)

Instrument and equipment racks with double sockets and PA sockets
VDU support
Doctor’s instrument table, hand operating table

Video system MFB-MO
Video system Mach HD
Control cabinet with unit transformer 300VA (Type EI120/ 61.8 S002)

complies with the basic requirements and provisions of the following directive:

Directive 93/42/EEC, Annex | of the Council of 14 June 1993 concerning medical
devices

Standards: DIN EN 60601-1 : 2007 (IEC 60601-1)
DIN EN 60601-2-41 : 2010 (IEC 60601-2-41)
DIN EN 60601-1-2 :2011

Class: The examination and/or operating lamps and their accessories are Class | active
medical products according to Annex IX of the Directive

Labeling is by means of the mark: C €

P /46\,5
Ebersberg August 6" 2015 Rainer Adams

Town Date Technical Manager

59593002 / 06.08.2015
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PROHLASENi O SHODE-ES

Ve shodé s piilohou | a VIl smérnice ES 0 zdravotnickych prostfedcich 93/42/EHS , upravené dle nafizeni
smérmice 2007/47/ES z 5. zafi 2007

Vyrobce:

Dr. Mach GmbH & Co. KG
Flossmannstrape 28
D-85560 Ebersberg (Némecko)

podpisem potvrzuje na svou vyhradni zodpovédnost, Ze nize jmenované produkty:

Typové oznadeni:

Mach 130 (F), Uniflex

MACH M2 (F, F/H, H, S, F-S, H-S, F/H-S)
MACH M3 (F, F/H, DF, DF/H)

MACH M5 (F, F/H, DF, DF/H)

MACH LED 110

MACH LED 115 (C)

MACH LED 120 (F)

MACH LED 130 (F, FP, Dental, Dental P)
MACH LED 150 (F, FP)

MACH LED 200 (F)

MACH LED 300 DF

MACH LED 500 DF

MACH LED 2MC, 2SC

MACH LED 2MCs (smart)

MACH LED 3MC, 3SC

MACH LED 3MCs (smart)

MACH LED 5MC, 5SC

MACH LED 5MCs (smart)

Nosice pro nastroje a zafizeni se dvéma zasuvkami a zasuvkami PA
Podpora VDU
Stolek pro lékaiské nagini, pfiru¢ni stolek

Video systém MFB-MO
Video systém Mach HD
Rozvadéd s transformatorem 300VA (typ EI120/61.8 S002)

jsou v souladu s pozadavky a ustanovenimi nasledujici smérnice:

Smérnice o zdravotnickych prostfedcich 93/42/EHS,
Priloha | z nafizeni Rady ze dne 14. ervna 1993

Normy: DIN EN 80601-1 : 2007 (IEC 60601-1)
EN 60601-2-41 : 2010 (IEC 60601-2-41)
DIN EN 60601-1-2 :2011
Trida: Vysetfovaci a/nebo operacni lampy a jejich piislugenstvi jsou ve tfidé | - aktivni
lékaisky vyrobek dle pfilohy IX smérnice.
Znageni se provadi pomoci symbolu: CE
Ebersberg 6. srpna 2015 Rainer Adams __ (podpis necitelny)
Mésto Datum technicky feditel
59593002/06.08.2015
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Tlumoénicka dolozka

Jako tlumognik jazyka anglického jmenovany rozhodnutim Krajského soudu v Brné ze dne 5. listopadu
1991,

&.j. Spr. 2802/91 stvrzuji, Ze preklad doslovn& souhlasi s textem pfilozeného dokumentu.
V ptekladu nebyly uginény zadné dopliiky nebo skrty.
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Ing. Petr Prochazka
tlumoénik

A |

aback

ABACK linguistic consulting spol. s r.o.
prekladatelsky servis / translation services
www.aback.cz



