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L E K A R S K A  T E C H N I K A

Prohlf5eni o shodd
podle zhkona (,.221975b. v platn6m znbni

Vj'robce: VALLEYLAB Inc.
5920 Lonebow Drive. Boulder. CO 80301-3299 USA

Dovozce: Nimotech, s.r.o.
Sumavsk6 15,602 00 Brno
( reo 188 25 605)

Typvlirobku: ElektrochirurgicklfgenerAtor

Udel pouZiti: Elektrochirurgie
. . : '

Klasifikace v._irobku: Tiida IIb ,,,: , , 
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Model: FORCE 40 vbqtn6 ifiitufeu.styi,', '
' . :  

. . l

t  
" " '  , , ,  , t

Shoda vy5e uveden6ho zdravotnick6hoprostiedku byla ovdiena postupem podle piilohy II
naiizeni vlSdy d. 180/1998 Sb. ve znbrii, naiizeni vl6dy d . T3O/I999 Sb., jehoZ soud6sti je
rovn6Z posouzeni shody pod,le naiizeni vlady (,. 16911997 Sb. a je doloZena rozhodnutim dislo
8-30-00258100 ze dn2t^Z^.!;2000, vydanirn Strojirensklirn zku3ebnim irstavem, s.p., Hudcova
56b,62100 Brno (AO 202). ,, i , '' 

-.. . .,:,, ,.,

Seznamharmonizovanlichdesklichtechnick]ichjnoi,pnut,,'i' I

EN rSO 9001. EN 46001
"'' 

"-':--,*,} 
,

Prohla3ujeme, y'.e vliSe uvedenf zdiavotnickf prostiedek spliuje zfkladrn poZadavky na
vlirobky vdetn6 elektromagnetickd kompatibility a je pro dan;i ridel pouZiti za obvykllich
podminek bezpednli. Zdravotnickf prostiedek je urden pro opakovand pouZiti za stanovenfch
hygienicSich podminek.

D51e potvrzujeme, Le byla piijata opatieni, I<ter| zabezpeluli shodu v5ech zdravotnicklich
prostiedkri uv6ddnlich na trh s jejich technickou dokumentaci a se zakladnimi poZadavky.

Datum: 13.6.2000

Jednatel firmy MMOTECH s.r.o.

Bankovni spoien i: ICO: t aa 25 605 Tel.: 05 - 41 24 49 74, 74 66 88 e-mail: nimotech@gotex.cz
cSOB Brno, 6. ri. gSSAS+giOaOO Dle : 290 - 188 25 605 Fax:05 -74 57 59 http; //wwwnimotech,cz





D ec laration o f C onform ity
We, 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 I of this declaration are in conformity with the

Essential principles and classification rules of the Australian Therapeutic Goods
(Medical Device) Regulation s 2OO2

And

Medical Device Directive. 93l42lEEC. 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 ll of the European Directive.

Februarv 7. 2006
Date

DeclarationNumber: 1O7A

EC Certificate:

Notified Body:

Standards:

Revision Date:

Supercedes:

cE 00500

BSI Product Services, 0086

uL544, EN980 EN5501 1, EN1441,
EN6041 7, EN60878, EN(IEC)60601 -1,
EN(rEC)60601 -1 -2, EN(rEC)60601 -2-2
AAMI HF 18

Februarv 7. 2006

Februarv 1, 2006
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tthlJc s

Manager, Regulatory
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Annex 1
To Declaration of Conformity Number 107 A
Revision Date Februarv 7, 2006

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

CATALOG CLASS MDD MDD CONFORMIry GMDN CODE
NUMBER RULE ASSESSMENTROUTE

Force 2-2PCH llb Rule 9 Annex ll Electrosurgical unit, general-
purpose, 30005.

Force 2-20CEM llb Rule 9 Annex ll Electrosurgical unit, general-
purpose, 30005.

Force 2-20PC llb Rule 9 Annex ll Electrosurgical unit, general-
purpose, 30005.

Force 2-8CEM llb Rule 9 Annex ll Electrosurgical unit, general-
purpose, 30005.

Force 2-8PCH llb Rule 9 Annex ll Electrosurgical unit, general-
purpose, 30005.

Force EZ-24 llb Rule 9 Annex ll Electrosurgical unit, general-
purpose, 30005.

Force EZ-8 llb Rule 9 Annex ll Electrosurgical unit, general-
purpose, 30005.

Force EZ-C llb Rule I Annex ll Electrosurgical unit, general-
purpose, 30005.

Force EZ-8C llb Rule 9 Annex ll Electrosurgical unit, general-
purpose, 30005.

Force FX-8 llb Rule 9 Annex ll Electrosurgical unit, general-
purpose, 30005.

Force FX-8C llb Rule 9 Annex ll Electrosurgical unit, general-
purpose, 30005.

Force FX-8A llb Rule 9 Annex ll Electrosurgical unil, general-

Force FX-8cA lb Rute e Annex l 
pliBlii;3lrl8lirnit, 

generar-
purpose, 30005.

Force 40S llb Rule 9 Annex ll Electrosurgical unit, general-
purpose, 30005.

SURGII-8 llb Rule 9 Annex ll Electrosurgical unit, general-
purpose, 30005.

SURGII-20 llb Rule 9 Annex ll Electrosurgical unit, general-
purpose, 30005.

FORCETRIAD llb Rule 9 Annex ll Electrosurgical unit, general-
purpose, 30005.

ffCal*ftcare
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