Bayer HealthCare .

EC DECLARATION OF CONFORMITY

We: Bayer Medical Care Inc.
1 Bayer Drive
Indianota, PA 15051-0780 USA

With our Authorized EC Representative:
Bayer Medical Care BV

Horsterweg 24

6199 AC Maastricht Airport

The Netherlands

BAYER MEDICAL CARE INC.
PRODUCT/PRODUCT FAMILY LIST INFORMATION
Catalog No. Product Classification
MRXP 200 MEDRAD MRXperion MR Injection System lib, Rute 11

DECLARATION:

Bayer Medical Care Inc. declares that the above mentioned products meet all applicable
requirements of the European Councit Directive 93/42/EEC (as amended by 2007/47/EC) and

2006/42/EC including:
e Annex I, Clause 3 - EC DECLARATION OF CONFORMITY (Fuli Quality Assurance

System)
« The essential health and safety requirements for Medical Devices in Annex |

The above mentioned products:

« do not incorporate, as an integral part, a substance which, if used separately, may be
considered to be a medicinal product as defined in Article 1 of Directive 2001/83/EC;
« do not incorporate, as an integral part, a substance or a human blood derivative referred

to in section 7.4 of Annex | of Directive 93/42/EEC as amended by 2007/47/EC; and
e are not manufactured utilizing tissues of animal origin as referred to in Commission
Directive 2003/32/EC (1)
e are in conformity with Directive 2011/65/EU of the European Parliament and of the

Council of 8 June 2011 on the restriction of the use of certain hazardous substances in

electrical and electronic equipment and have been demonstrated to meet the
requirements specified in Article 4.

The quality system concerning the above mentioned product types has been evaluated by a
government accredited European third party organization.

The CE marking has been affixed on the device according to article 17 of the EC Directive,
93/42/EEC as amended by 2007/47/EC.

Start of CE marking: his certificate is effective for all MEDRAD MRXperion MR Injection Systems

manufactured after the date of the signing of this Declaration of Conformity.

Troy Jack (
Head, Global Regulatory Affairs

Issued as a true copy after comparison
with the original, by me,

Jules Meta Annette Pas LL M,

civilaw notary in Beek-Limburg.

Signed in Beek-Limburg (the Netherlands)

n 3 April 2003

Bayer Medical Care Inc.

1 Bayer Drive

Indianola, PA 15051-0780
USA.

(412) 767-2400

www.ri.bayer.com
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Soudni preklad z anglického jazyka
Bayer HealthCare Logo: (BAYER)

PROHLASENI O SHODE ES

My: Bayer Medical Care Inc.
1 Bayer Drive
Indianola, PA 15051-0780 USA

se svym zmocnénym zistupcem pro ES:
Bayer Medical Care BV
Horsterweg 24
6199 AC Maastricht Airport
Nizozemsko

__ BAYER MEDICAL CARE INC.
EVIDENCNI INFORMACE O VYROBKU / RODINE VYROBKU

Katalogové ¢. Vyrobek Klasifikace

MRXP 200 | Injekéni systém MEDRAD MRXperion MR TIb, Pravidlo 11 Bayer:iedioal CacpJng,

Injection system

1 Bayer Drive
Indianola, PA 15051-0780

PROHLASENI: USA

Bayer Medical Care Inc. prohladuje, Ze vyse uvedené vyrobky splituji veskeré platné
pozadavky Smémice Evropské rady 93/42/EHS (ve znéni 2007/47/ES) a 2006/42/ES, vEetné:
e Piilohy II, odstavce 3 —- PROHLASENI O SHODE ES (uplny systém zajisténi
kvality)
e  Zakladni zdravotni a bezpecnostni poZadavky pro zdravotnické prostiedky v Piiloze I

(412) 767-2400

www.ri.bayer.com

Vyse uvedené vyrobky:

¢ neobsahuji jako nedilnou sougést latku, kterd, pokud by byla pouzita zvlast, by se
mohla povaZovat za 168ivy pfipravek definovany v ¢lanku 1 Smémice 2001/83/ES;

e neobsahuji jako nedilnou soucast latku nebo derivat lidské krve uvedené v oddile 7.4
Ptilohy I Smémice 93/42/EHS ve znéni 2007/47/ES; a

e nejsou vyrabény s pouZitim tkéni Zivo¢isneho pivodu, jak je uvedeno ve Smérnici
Komise 2003/32/ES (1)

e jsouv souladu se Smérnici 2011/65/EU Evropského parlamentu a Rady ze dne 8.
gervna 2011 o omezeni pouZivani nékterych nebezpecnych latek v elektrickych a
elektronickych zafizenich a bylo prokézino, Ze splfiuji pozadavky uvedené
v ¢lanku 4.

Systém kvality tykajici se vySe uvedenych typti vyrobki byl vyhodnocen evropskou organizaci
jako tfeti stranou akreditovanou vladou.

Ozna&eni CE bylo na prostiedek pfipojeno dle ¢lanku 17 Smémice ES, 93/42/EHS ve znéni
2007/47/ES.

Pociatek znaeni CE: jeho osvéd&eni je uginné pro vdechny injekeni systémy MEDRAD
MRXperion MR Injection Systems vyrdbénych po datu podepsani tohoto Prohlaseni o shod€.

Necitelny podpis 12. SRPNA 2015

Troy Jack Datum
Vedouci, celosvétové regulacni zaleZitosti

Vyhotoveno jako piesna kopie po srovnani L. S. (kulaté razitko notare)
s originilem mnou, Jules Meta Annette Pas LL

M, ob&anskopravni notaikou v Beek-Limburg.
Necitelny podpis
Podepsano v Beek-Limburg (Nizozemsko)

dne 3. DUBNA 2017



TLUMOCNICKA DOLOZKA

. ’ g Jako tlumoé&nik némeckého a anglického jazyka jmenovany rozhodnutim Krajského soudu
] v Brné&, dne 28. Gnora 1994 (&.j. Spr 1518-93) stvrzuiji, Ze pfeklad souhlasi s textem pfipojené
listiny.

Tlumognicky tkon je zapsén pod pofadovym &islem .Z7%..... deniku, polozka &islo #4z. 207

11-04- 207

Tlumocénik:
Ing. Pavel Skiivanek







