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ORTHOPAE C S
EC PROHLASENi SHODY
EC DECLARATION OF CONFORMITY

g _CISLO (No.): 5/2010
NAHRADA KLOUBU ZAPESTI/TOTAL WRIST JOINT REPLACEMENT
tiida IIb / class 11b
MEDIN Orthopaedics, a.s.
Jinonicka 329, 150 07 Praha 5 - Jinonice,

Ceska republika (Czech Republic)
CZ27172538

se sidlem (Company Address):

ICO (Company Registration No.):

prohladuje, ze uvedené zdravotnické prostfedky odpovidaji pozadavkim Nafizeni vlady ¢. 336/2004 Sb.
ve znéni NV 245/2009 Sb., které se na né vztahuji a ze byl dodrzen stanoveny postup pfi posouzeni
shody. Uvedené vyrobky mohou nést oznac¢eni CE1014. |
Certifikaci systému Fizeni jakosti provedia notifikovana osoba ¢.1014 ELEKTROTECHNICKY
; ZKUSEBNI USTAV, ktera vystavila
CERTIFIKAT ¢&islo : MED 060046 ze dne 31.5.2006 s platnosti do 30.11.2010.

We MEDIN Orthopaedics, a.s. declare that following products are conform with the relevant
requirements of Council Directive 93/42/EEC concerning medical devices as amended by Commission
Directive2007/47/EC , and that we adhered to the stipulated conformity procedures. The products are
entitled to bear the CE1014 marking.
The conformity assessment was performed with participation of the Notified Body No. 1014
ELEKTROTECHNICKY ZKUSEBNI USTAV, which issued
the CERTIFICATE No. : MED 060046 valid from 31.5.2006 to 30.11.2010.

Toto prohlaseni bylo vystaveno dle: NV é&. 336/2004 Sb., Priloha 2, odst. 3
This declaration is in accordance with: Annex Il section 3 of the Council Directive 93/42 EEC

Vyrobek:  Neaktivni implantabilni zdravotnicke Modely: Specifikace v piiloze prohlaseni
prostredky tfida Ilb - sterilni
Product:  Non Active Implantable Medical Models: Specified in Annex to this certificate

Devices class IIb -sterile

Upozornéni: Vyrobky jsou za normélnich podminek pro urceny icel pouziti bezpecné, ucinné a vhodné pii poskytovani zdravotni péce
Toto prohlaseni ztraci platnost, dojde-li ke zméné.skutecnosti, za kterych bylo vydéno, a pokud tyto zmény mohou ovlivnit
viastnosti vy$e uvedenych zdravotnickych prostiedki z hlediska zékladnich pozadavku.

These products are safe, effective and acceptable in standard conditions for intended purpose of providing a health care.
Declaration loses its validity if the conditions of its issue were changed and if these changes can affect the properties of the
above mentioned medical devices, from the point of view of the fundamental requirements

Notice:

Datum (Date): 22.3.2010 Misto (Place): Praha

Predstavitel vedeni pro jakost:
(Quality assurance manager).

Reditel spole&nosti:
(Director of Company,
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PWEDIN ORTHOPAEDICS
=o=— PRiLOHA EC PROHLASENI SHODY C.(No.): 5/2010
/ Annex EC declaration of conformity

7V\'E'D'|'N MEDIN Orthopaedics, a.s., Jinonicka 329, 150 07 Praha 5 - Jinonice, Ceska republika,
S ICO : CZ27172538

‘pMEDIN Vyrobek: NAHRADA KLOUBU ZAPESTI
1 Product: TOTAL WRIST JOINT REPLACEMENT

S Modely :/ Models:

K MMEDIN i PMMEDIN ‘ .7V\ED1'N

@ ' 5.1 | Endoprotéza zapésti necementovana / Endoprosthesis of wrist - cementless

& & Misto (Place): Praha
Datum (Date): 22.3.2010

'ﬁ‘ Reditel spole¢nosti: Predstavitel vedeni pro jakost:
@ (Director of Company): (Quality assurance manager). MW\
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ORTHOPAED V.C'S

ES PROHLASENIi O SHODE
EC DECLARATION OF CONFORMITY

CiSLO (No.): 5/01/2010
OPERACNI INSTRUMENTARIUM
SURGICAL INSTRUMENTS
trida I/ class 1
MEDIN Orthopaedics, a.s.
Jinonicka 329, 150 07 Praha 5 - Jinonice,

Ceska republika (Czech Republic)
CZ27172538

se sidlem (Company Address):

ICO (Company Registration No.):

prohladuje, Zze uvedené vyrobky odpovidaji pozadavkim Nafizeni viady ¢. 336/2004 Sb. ve znéni NV
245/2009 Sb. které se na né vztahuji a ze byl dodrzen stanoveny postup pfi posouzeni shody. Uvedené
vyrobky mohou nést oznaéeni CE.

We MEDIN Orthopaedics, a.s. declare that following products are conform with the relevant
requirements of Council Directive 93/42/EEC concerning medical devices as amended by Commission
Directive2007/47/EC and that we adhered to the stipulated conformity procedures. The products are
entitled to bear the CE marking.

Toto prohlaseni bylo vystaveno dle: NV €. 336/2004 Sb., Priloha 2
This declaration is in accordance with: Annex Il of the Council Directive 93/42 EEC

Vyrobek:  Operaéni instrumentarium, tfida I, Modely: Nahrada kloubu zapésti
nesterilni

Product:  Surgical instruments, class |, Models: Total wrist joint replacement
nonsterile

Upozornéni: Vyrobky jsou za normélnich podminek pro uréeny udel pouziti bezpecné, tcinné a vhodné pfi poskytovani zdravotni
péce Toto prohléseni ztrci platnost, dojde-li ke zméné.skutec¢nosti, za kterych bylo vyddno, a pokud tyto zmeny mohou
oviivnit viastnosti vy$e uvedenych zdravotnickych prostiedk( z hlediska zakladnich poZadavku.

These products are safe, effective and acceptable in standard conditions for intended purpose of providing a health care.
This declaration loses its validity if the conditions of its issue were changed and if these changes can affect the properties of
the above mentioned medical devices, from the point of view of the fundamental requirements.

Notice:

Datum (Date): 22.3.2010 Misto (Place): Praha

/ Predstavitel vedeni pro jakost:
(Quality assurance manager).

Reditel spole¢nosti:
(Director of Company)..
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