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Rossmann_EU Declaration of Conformity

We herewith confirm that the appliances as detailed below do comply with the governing EU-regulations as ticked in
this form and bulk production will be affected accordingly.

article description ~ Pulse oximeter

EAN 4211125454302

Model PO 30

technical details 2x 1,5V AAA

o 2001/95/EC directive 2001/95/EC on general
product safety

o 2014/35/EU directive 2014/35/EU on the harmonisation of the laws of the member States
relating to the making available on the market of electrical equipment designed for
use within certain voltage limits

o 2014/30/EU directive 2014/30/EU on the harmonisation of the laws of the Member States
relating to electromagnetic compatibility

o 2014/53/EU directive 2014/53/EU on the harmonisation of the laws of the Member States
relating to the making available on the market of radio equipment and repealing

Directive 1999/5/EC

& 2011/65/EU directive 2011/65/EU on the restriction of the use of certain hazardous substances in
electrical and electronic equipment

o 2009/125/EC directive 2009/125/EC stablishing a framework for the setting of ecodesign
requirements for energy-related products

o 2009/48/EC directive 2009/48/EC on the safety of toys

o 2017/1369/EU  regulation (EU) 2017/1369 setting a framework for energy labelling and repealing
directive 2010/30/EU

o 2019/29/EU directive 2014/29/EU on the harmonisation of the laws of the Member States
relating to the making available on the market of simple pressure vessels

o 2014/68/EU directive 2014/68/EU on the harmonisation of the laws of the Member States
relating to the making available on the market of pressure equipment

o 2006/42/EC directive 2006/42/EC on machinery, and amending Directive 95/16/EC
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x 2017/745/EU  regulation (EU) 2017/745 on medical devices, amending Directive 2001/83/EC,
regulation (EC) No 178/2002 and regulation (EC) No 1223/2009 and repealing

Council directives 90/385/EEC and 93/42/EEC

o 2014/31/EU directive 2014/31/EU on the harmonisation of the laws of the Member States
relating to the making available on the market of non-automatic weighing

instruments

o 2016/425/EU regulation (EU) 2016/425 on safe personal protective equipment

o 2013/29/EU directive 2013/29/EU on the harmonisation of the laws of the Member States relating to
the making available on the market of pyrotechnic articles

o 75/324/EEC directive on the approximation of the laws of the Member States relating to aerosol

dispensers

O  1935/2004/EG regulation (EC) No 1935/2004 on materials and articles intended to come into
contact with food and repealing Directives 80/590/EEC and 89/109/EEC

o 1272/2008/EC regulation (EC) No 1272/2008 classification, labelling and packaging of substances

and mixtures

O 1223/2009/EC regulation (EC) No 1223/2009 on cosmetic products

o 84/500/EEC directive on the approximation of the laws of the Member States relating to
ceramic articles intended to come into contact with foodstuffs

article do comply with harmonized EN-Standards and general standards below mentioned:

IEC 60601-1, IEC 60601-1-2

Ulm, 21.09.2023

Place, date of issue

Kammerer, Daniel

Ulm, 21.09.2023

Name, first name
supplier

sy urer GmbH
( Z/ ;@@ﬁe% * 89077 Uim

Place, date of issue

Kammerer, Daniel

Name, first name
production company

Company stamp/signature with legally binding effect
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