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OLYMPUS

OLYMPUS C&S spol. s 1.0, Obchadni zkratka OCS, zapis v OR Mast. soudu v Praze, oddil C, vioZka 866, Evropska 176/16,
160 41 Praha 6, tel.; 221 985 111, 221 085 211, fax: 224 934 (15, 224 933 810

NO. 234 pa2

PROHLASENI K ,DECLARATION OF CONFORMlTY“ZDRA‘JOTNICK‘?CH PROSTREDKU
OLYMPUS :

Declaration of Conformity (MDD) dodavani ke zdravotnick§m prostiedkim OLYMPUS jsou
,Prohlagenim o shodd® ve smyslu §4 odst.1) pism.a) zakona &.1 23/2000Sh. o zdravotnickych
prostiedcich ve znéni pozdéjsich piedpisi.

Prohlaseni se vztahuji ke smémici EU 93/42/EEC (MDD) pro zdravotnické prostiedky, ktera je
v souladu s nafizenim viady #.336/2004 Sb, na zdravotnické prostiedky ve smysiu §1 tohoto
nafizeni.

Vyrobky jsou v souladu s pozadavky predpisil oznaceny GE.

Zdravatnické prostiedky OLYMPUS, oznaiené CE byly jiZ uvedeny na trh v zemich EU a proto

se u nich jiz v &R neopakuje klinické hodnoceni ve smysiu §8 odst.1) pism.b. zak.C.
123/2000Sb.

Prohlageni o shodé se vztahuje i na piislusenstvi k zdravotnickym prostredkim, na
piisluSenstvi se samostatna Prohlaeni o shodé nevydavaji.

Praha 05.01,2005
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JUDY.Petr HanzliK :
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DECLARATION OF CONFORMITY(MDD)

NO. 234

OLYMPUS

1. Manufactarer
2. Address

3. Model

4. Name of product
5. Serial or Lot Ne.

6. Cilassification

OLYMPUS CORPORATION

2951 Ishikawa-cho, Hachioji-shi, Takyo, Japan

SonoSurg-I0

SonoSurg Irrigation Unit

from 9410165 to

Class Ila

7 Authorized representatives in EU

B Name
Address

0 Name
Address

B Name

Address

Olympus Europa GrabH
Wendenstr. 14-18 20097 Hamburg,Germany

Olympus Winter & Toe GmbH
Kuehnstr. 61 22045 Hamburg, Gérmany

KeyMed (Medical & Industrial Equipment) Lid.

KeyMed House,Stock Road,Sovthend-on Sea, Essex SS2 SQH,
TK

e

We herewith declare that the above mentioned product complies with the requiremients of
EC Divective 93 / 42 / EEC (MDD).

This declaration is based on : MDD, Annex XI T

8. Certification of a quality system

Issued by

Place

Signature
Name
Title

Date

TUV Rheinland Product Safety GmbE (0197)

20951 Jshikawa-cho, Hachioji-shi, Tokyo, Japan

G e (e

Hisao Yahe

Management Re‘presentative, Medical Systems Group

" 2004/07/07 (yyyy mu.dd)
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