LEKARSKA TECHNIKA

Sumavska 15, 602 00 Brno, Ceska republika
Zapsand v obch. rejstf. u KOS v Brné, sp. zn.: oddil C, vlozka 1292.

ProhlaSeni o shodé
podle zakona ¢. 22/97Sb. v platném znéni

Vyrobce: VALLEYLAB Inc.
5920 Longbow Drive, Boulder, CO 80301-3299 USA

Dovozce: I}Iimotech, 8.1.0.
Sugnavské 15, 602 00 Brno
(ICO 188 25 605)

Typ vyrobku:  Elektrochirurgicky generator
Utel pouiti: Elektrochirurgie
Klasifikace vyrobku: Ttida IIb

Model: FORCE 40 vcetné prisluSenstvi

Shoda vyse uvedeného zdravotnického prosttedku byla ov&fena postupem podle pﬁlohy I
nafizeni vlady ¢. 180/1998 Sb. ve znéni nafizeni vlady &. 130/1999 Sb. , jehoZ soucasti je
rovnez posouzeni shody podle nafizeni Vlady ¢.169/1997 Sb. a je doloZena rozhodnutim ¢islo
B-30-00258/00 ze dne 12.6.2000, vydanym Str031renskym zkuSebnim ustavem, s.p., Hudcova
56b, 621 00 Brno (AO 202).

Seznam harmonizovanych ¢eskych techmckych norem
EN ISO 9001, EN 46001 :

ProhlaSujeme, Ze vySe uvedeny zdravotnicky prostiedek spliiuje zékladni poZadavky na
vyrobky véetné elektromagnetické kompatibility a je pro dany ucel pouZiti za obvyklych
podminek bezpeény. Zdravotnicky prostfedek je uren pro opakované pouZiti za stanovenych
hygienickych podminek.

Dale potvrzujeme, Ze byla piijata opatfeni, ktera zabezpecuji shodu viech zdravotnickych
prostfedkl uvadénych na trh s jejich technickou dokumentaci a se zdkladnimi pozadavky.

Datum: 13.6.2000

Misto vydani: Brno
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£rno
MVDr.Vaclav Frslinek
Jednatel firmy NIMOTECH s.r.0.
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Declaration of Conformity

VALLEYLAB,

A division of Tyco Healthcare Group LP
5920 Longbow Drive

Boulder, Colorado 80301

USA

Declare under our sole responsibility that the Valleylab Electrosurgical Generators
with catalog numbers listed in Annex | of this declaration are in conformity with the

Essential principles and classification rules of the Australian Therapeutic Goods
(Medical Device) Regulations 2002

And
Medical Device Directive, 93/42/EEC, 14 June 1993

These devices have been verified as conforming via the procedure relating to
the Declaration of Conformity as set out in Clause 1.8 & 6.6.Schedule 3 of the
Australian Regulations and the procedure relating to the EC Declaration of
Conformity as set out in Annex Il of the European Directive.

W
% February 7, 2006

Manager, Regulatory Date

Declaration Number: 107A

EC Certificate: CE 00500

Notified Body: BSI Product Services, 0086 tqca

Standards: UL544, EN980 EN55011, EN1441,
EN60417, EN60878, EN(IEC)B0601-1,
EN(IEC)60601-1-2, EN(IEC)60601-2-2 “
AAMI HF 18 Valleylab

Revision Date: February 7, 2006

Healthcare

Supercedes: February 1, 2006
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Annex 1

To Declaration of Conformity Number  107A
Revision Date February 7, 2006

This appendix declares the products included in the above referenced Declaration of
Conformity

CATALOG CLASS MDD MDD CONFORMITY  GMDN CODE
NUMBER RULE ASSESSMENT ROUTE
Force 2-2PCH Ib Rule 9 Annex | Electrosurgical unit, general-
purpose, 30005.
Force 2-20CEM IIb Rule 9 Annex Electrosurgical unit, general-
purpose, 30005.
Force 2-20PC lIb Rule 9 Annex I Electrosurgical unit, general-
purpose, 30005.
Force 2-8CEM Ib Rule 9 Annex I Electrosurgical unit, general-
purpose, 30005.
Force 2-8PCH lib Rule 9 Annex | Electrosurgical unit, general-
purpose, 30005.
Force EZ-20 Ilb Rule 9 Annex | Electrosurgical unit, general-
purpose, 30005.
Force EZ-8 lIb Rule 9 Annex Il Electrosurgical unit, general-
purpose, 30005.
Force EZ-C Ib Rule 9 Annex | Electrosurgical unit, general-
purpose, 30005.
Force EZ-8C lIb Rule 9 Annex I Electrosurgical unit, general-
purpose, 30005.
Force FX-8 lb Rule 9 Annex Il Electrosurgical unit, general-
purpose, 30005.
Force FX-8C lIb Rule 9 Annex I Electrosurgical unit, general-
purpose, 30005.
Force FX-8A IIb Rule 9 Annex Il Electrosurgical unit, general-
purpose, 30005.
Force FX-8CA IIb Rule 9 Annex Il Electrosurgical unit, general-
purpose, 30005.
Force 40S lib Rule 9 Annex | Electrosurgical unit, general-
purpose, 30005.
SURGII-8 Ib Rule 9 Annex Electrosurgical unit, general-
purpose, 30005.
SURGII-20 lIb Rule 9 Annex Il Electrosurgical unit, general-
purpose, 30005.
FORCETRIAD lIb Rule 9 Annex Il Electrosurgical unit, general-

purpose, 30005.

tyco

Healthcare

Valleylab
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