/

S

Declaration of conformity

In compliance with the Council Directive 93/42/EEC of 14 June 1993
concerning medical devices, the company

ORMED GmbH
Merzhauser Stralle 112
D-791 00 Freiburg

declares that the products of the product line

ARTROMOT® (see Annex)
fulfils the requirements of the Council Directive 83/42/EEC of 14 June 1993,
Annex |l as well as the essential requirements of Annex |,

According to applicable rule 9 of the Council Directive 93/42/EEC of 14 June
1993 the devices of the product line are classified as:

classlla

Freiburg, February 11, 2009 s
R AN A —
~ QA Management Representative.

This Certificate is valid until: February 11, 2012

Annex:

ARTROMOT®-82 PRO
ARTROMOT®-83
ARTROMOT®-83 Comfort
ARTROMOT®K1
ARTROMOT®.K2
ARTROMOT®.K2 PRO
ARTROMOT®-K2 PRO Chip
ARTROMOT®-K3
ARTROMOT®-K4
ARTROMOT®.8P2
ARTROMOT®.SP3
ARTROMOT®.E2
ARTROMOT®-E2 compact
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Prohlaseni o shodé

V souladu se smérnici Rady ¢. 93/42/EHS, ze dne 14. &ervna 1993 o
zdravotnickych prostfedcich, spoleénost

ORMED GmbH

Merzhauser Strape 112
D-791 00 Freiburg

prohlasuje, Ze produkty sortimentni skupiny

ARTROMOT® (viz Priloha)
spifuji poZadavky smérnice Rady ¢. 93/42/EHS, ze dne 14. &ervna 1993,
Priloha Il, stejné jako i zékladni poZadavky Pfilohy |.

Podle pfisludného pravidla 9 smérnice Rady &. 93/42/EHS, ze dne 14. dervna
1993, jsou prostfedky sortimentni skupiny klasifikovany jako:

tiidall a

Freiburg, 11. Unora 2009 ‘ 4
N Al

zastupce pro zajiStovani kvality-

Toto osvé&dceni je platné do: 11. Unora 2012

]

Priloha:

ARTROMOT®-S2 PRO
ARTROMOT®-S3
ARTROMOT®-S3 Comfort
ARTROMOT®-K1
ARTROMOT®-K2
ARTROMOT®-K2 PRO
ARTROMOT®-K2 PRO Chip
ARTROMOT®-K3
ARTROMOT®-K4
ARTROMOT®-SP2
ARTROMOT®-SP3
ARTROMOT®-E2
ARTROMOT®-E2 compact



Tlumoénicka dolozka

Jako tlumoénik jazyka Geského a anglickeého jmenovany dle zakona &. 36/1967 Sb., o
znalcich a tiumoénicich, ve znéni pozdéjSich pfedpis(, rozhodnutim Krajského soudu v Brné
Ze dne 7.11. 2005, &.j. Spr 427/2005,

STVRZUJI,
Ze pfeklad souhlasi s textem pfipojené listiny. Na dukaz toho pfipojuji svlj podpis a razitko.
Tlumogénicky tkon je zapsan v deniku pod pof. & S9¢- oo 155 dne 22 +. 2010.
AN/
s

Mgr. Jan Struhar
soudni tlumoé&nik

Interpreter's clause

I, Jan Struhér, a certified interpreter for the Czech and English languages, appointed
pursuant to Act No. 36/1967 Coll. on Certified experts, Translators and Interpreters, as
amended by subsequent regulations, by the Regional Court in Brno, the Czech Republic, on
7 November 2005, reference no. Spr427/2005,

DO HEREBY CERTIFY:
that the hereunto annexed translation corresponds with the original copy. In testimony

whereof | have hereunto set my hand and affixed my seal, this 22" dayof A Pl in
the year two thousand and ten.

The interpreter's performance is entered on the register of officially authenticated documents
undersenalno. U - 00 ss




