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Fresenius Medical Care

EC DECLARATION OF CONFORMITY

No. 12/05/02/CZ-001

Fresenius Medical Care AG & Co. KGaA

{Manufacturer)

D - 61346 Bad Homburqg

(:ddress)

s

S S

declares that the products

see attachment

meet the applicable provisions of the MDD 93/42/EEC Annex 1l, section 3.

T

FOR REGULATORY
PURPOSES ONLY!
Product group: Bioimpedance device
j} Risk class: lla
o, . (according to annex |X MDD 93/42/EEC)
Notified body: TUV SUD Product Service GmbH
D-80339 Minchen, Ridlerstrale 65
Notified body no.: 0123
Bad Homburg, 13.05.2008 “
Place and date Senior Manager Medical Device Regulatory and Safety

%
Manager Medical Devic® Regulatory and Risk Management
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Fresenius Medical Care

EC DECLARATION OF CONFORMITY

No. 12/05/02/CZ-001

BCM

Version Article Number
BCM H02 201 1

Bad Homburg, 13052008 %@e

Place and date Senior Manager Medical Device Regulatory and Safety

= —

Manager Medical Devic_é-ﬁegmatory and Risk Management
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*-\\ No. 534 of the deed register for 2008

on inquiry by the Notary, whether she or any member of the partners or associates had
ad\ed in the matter which is the subject of the foregoing document except in a notarial
ca \Rity, the Appearers replied in the negative.

| hereR\; ceriify, that the above are the true signatures, respectively acknowiedged in my
presencei\pf

Mr. Mo Zimmer, born April 14", 1974
and  Mr. Ren®\Betz, bom March 16", 1978,
Ity known to me, business address:
burg v.d.Héhe, Else-Kréner-Stralle 1, Germany,

both persol
61352 Bad

acting on behalf of the pu}lic company
Fresenius Medicalk‘re AG & Co. KGaA, Bad Homburg v. d. Hohe, Germany.

Bad Homburg v. d. Héhe, May 14\\2008
\

‘ Christina Tiirck
\

- Notary -



Fresenius Medical Care

EU Prohlaseni o shodé

C. 12/05/02/CZ-001

Fresenius Medical Care AG & Co. KGaA
(vyrobee)
D-61346 Bad Homburg
(adresa)

prohlasuje, Ze vyrobky
viz pFiloha

spliiuji prislu$na ustanoveni Smérnice o zdravotnickych prostiredcich 93/42/EEC
priloha II, odstavec 3.

Pouze pro zdkonné ucely!

Skupina vyrobku: Bioimpendanéni zafizeni

Trida nebezpednosti: Ila

Dle ptilohy IX Sm&mice o zdravotnickych

Prostfedcich 93/42/EEC

Oznamovaci orgin: TUV SUD Product Service GmbH
D-80339 Miinchen, Ridlerstrafle 65

C. oznamovaciho organu: 0123

Bad Homburg, 13. 05. 2008 necitelny podpis

Misto a datum Vrchni feditel kontroly a bezpe&nosti

zdravotnickych prostredki

necitelny podpis
Reditel kontroly a fizeni nebezpe&nosti

zdravotnickych prostfedkt

Stranalz2



Fresenius Medical Care

EU ProhlaSeni o shodé

C. 12/05/02/CZ-001

BCM
[Verze Cislo vyrobku
|[BCM HO02 201 1
Bad Homburg, 13. 05. 2008 necitelny podpis
Misto a datum Vrchni feditel kontroly a bezpe€nosti

zdravotnickych prostiedki

necitelny podpis
Reditel kontroly a fizeni nebezpeénosti
zdravotnickych prostredki

Strana 2z 2



C.534v rejstiiku ikont pro rok 2008

Na dotaz notafe, zda jmenovany notaf, nebo jakykoli z partnerii nebo spoleéniki, jednal
v zaleZitosti, kterd je piedmétem piedchazejiciho dokumentu, jinak neZ jako notaf,
odpovédély dostavivsi se osoby negativné.

Timto potvrzuji, e vySe jsou pravé podpisy ovéfené v mé piitomnosti vtomto pofadi

pana Marco Zimmera, narozené¢ho 14. dubna 1974
a pana René Betze, narozeného 16. bfezna 1978,

ktefi mi jsou osobné znami, adresa sidla:
61352 Bad Homburg v.d.Hohe, Else-Kréner-Strafie 1, Némecko

jednajicich jménem vefejné obchodni spole€nosti

Fresenius Medical Care AG & Co. KGaA, Bad Homburg v. d. Héhe, Némecko.
Bad Homburg v. d. Hohe, 14. kvétna 2008
Necitelny podpis
Christina Tiirck

-notaf-

kulata notarska pecer’



TLUMOCNICKA DOLOZKA

Jako tlumoénice a piekladatelka jazyka
anglického, rozhodnutim

Krajského soudu v Hradci Kralové, Ceska

jmenovana

republika, ze dne 11. unora 1994, &j. Spr.
2967/93,

doslova souhlasi stextem pfipojeného

stvrzuji, Ze tento pieklad
dokumentu.

V piekladu nebyly provedeny 24dné
upravy.

Tlumoénicky ukon je zapsan v deniku

pod pof. &islem:-

379/08

TRANSLATOR'S CLAUSE

As an interpreter and translator of the
English language, appointed by Decision
of the Regional Court in Hradec Kralove,
Czech Republic, dated 11™ February 1994,
file number Spr. 2967/93, I do hereby
certify that this translation complies
verbatim with the text of the enclosed
document. No amendments were made in
the translation.

The act is registered in the Diary under

Serial No.-

(PoF.cislo / Serial number)

20/05/2008

(Datum / date)




