OLYMPUS DECLARATION OF CONFORMITY fo

Annex VIl of the Medical Device
Directive, Ref: 93/42/EEC as

KeyMed (Medical & Industrial Equipment) amended by 2007/47/EC

Ltd KeyMed House, Stock Road, Southend-on-Sea, Essex
S82 5QH, UK Facsimile: +44 (0)1702 465677, Telephone:
+44 (0)1702 616333 e-mail:olympus@olympus.co.uk,
Web: www.olympus.co.uk

Declaration Ref No: DC/1214-M/127

T — Device Part No (s): K10021765, K10021964,
egialerag o K10021613,K10021617,
pinly bt i K10020333, K10020640,
Medical Device Directive. K10020641, K10020680,
Certificate Nos FM 20993, K10022084, K10022085,
MD 567684 and EC 0424, K10022087 & K10023069
Description: WM-NP2 Workstation
Sets1,3,5,6&7
WM-DP2 Workstation
Sets 1(EU), 1(UK),2,3& 5
Sterile or Measuring? N/A Device or Accessory? Device
Notified Body Ref No: N/A Classification: Class |

Declaration:

This devicelaccessory meets the provisions of Directive 93/42/EEC which apply to it.

Checklist reference 031 Issue 10 dated 17 August 2012 refers.

Applicabiiity:

On the basis of an appropriate review of any approved changes to the design of this devicelaccessory,
the above referenced checklist applies to all devices/accessories with the above part no. identified by
the following range of serial numbers and/or batch {iot) numbers:

21200335 (WM-DP2) Date of entry of final s/no or
b/no data and initials.
Serial number range: From 21126045 (WM-NP2)
21125999 (WM-T2) to
Batch number range: From to

If the “to” numbers above are not entered, it indicates that current production of the devicelaccessory is
covered by this declaration.

Should any approved changes to the design of the product affect the validity of information contained in the
above referenced checklist, the checklist will be up-issued and reverification that the devicelaccessory
meets the requirements of Directive 93/42/EEC carried out and recorded on a superseding declaration.
At the time of implementation of the design change into the product, the serial/lbatch numbers of the last
items manufactured to the previous design will be entered in the “to” section above, thus recording the
full range of items to which this declaration refers.

| declare that on the basis of the above information, the given numbers of the device/accessory detailed above are in
compliance with the requirements of Annex | of Directive 93/42/EEC as amended by 2007/47/EC. This declaration

will be kept at the disposal of the competent authorities for a minimum of five years after the last sale of the above
device/accesso

Signed: ﬁ@l/\ DW Regulatory Affairs Manager Date: 17 August 2012

Name: A Prior

Empowered to sign on behalf of KeylMed (Medical & Industrial Equipment) Ltd.

Issue 11 KMF 00066
27 June 2011 CR 02513



OLYMPUS

KeyMed PROHLASENI O SHODE
KeyMed (Medical & Industrial Equipment) dle P¥ilohy VII Smérnice o
Ltd KeyMed House, Stock Road, Southend-cn-Sea, Essex zd I'HVOtlliCk)”Ch pl‘OSti"EdCl’Ch
$82 SQH, UK 93/42/EHS ve znéni
Fax: +44 (0)1702 465677, Telefon: +44 (01)702 616333 dopliiki smérnice
E-mail: olympus@olympus.co.uk 2007/47/ES
www.olympus.co.uk
BSI Registrovans dle BS EN ISO 9001, Prohla%eni &, DC/1214-M/127
Registrovanad BS EN ISO 13485 a pFilohy II ZafFizeni &.: K10021765, K10021964
Smérnice o zdravetnickych prostFedcich K10021613, K10021617
Cislo certifikdtu FM 20993, K10020333, K10020640,
MD 567684 a ES 0424 K10020641, K10020680,
K10022084, K10022085,
K10022087, K10023069
Popis: Pracovni stanice WM-NP2

sady1,3,5,6a7
Pracovni stanice WM-DP2
sady 1(EU), 1(UK), 2,32 5

Sterilni nebo mé&Fici? Nesdéleno Pfistroj nebo prisluSenstvi? Pristroj
Cislo notifikovaného organu: Nesdéleno Klasifikace: T¥ida I

Prohlé%eni:
Toto zatizeni/ptislugenstvi spliiuje odpovidajici ustanoveni Smérnice 93/42/EHS.

Seznam odkazii 031 vydéni 10 datum 17. srpna 2012

Aplikovatelnost:

Na zéakladg jakychkoliv schvalenych zmén konstrukce zafizeni / pislusenstvi je vySe uvedeny seznam odkazi
platny pro viechna zatizeni / prisludenstvi s vy3e uvedenym identifikaénim &islem a je platny pro nasledujici
sériova ¢isla a/nebo &isla davek:

Datum zapisu kone¢ného &isla
Sériové ¢islo:  od 21200335 (WM-DP2) do série / davky a parafy
21126045 (WM-NP2)
21125999 (WM-T2)
Davka ¢islo: od do

Pokud ,,do* neni vyplnéno, znamen4 to, Ze soucasna vyroba zafizeni je timto prohlagenim pokryta,

Pokud by jakékoliv zména konstrukce zafizeni méla ovijvnit hodnotu informace uvedené ve shora uvedeném
seznamu odkazii, bude tento zrevidovan a bude znovu potvrzeno, Ze zafizeni spliiuje poZadavky Smé&rnice
93/42/EHS vydané a zaznamenané v prohlaSeni o pfi¢inach. V dobé implementace zmén konstrukce zafizenj
bude vyrobni &islo posledniho vyrobku zaznamengno do &asti ,do“ ve vySe uvedeném oddile, aby byla

Zaznamenana cels $kala vyrobk, na které se toto prohladeni vztahuje.

Na zakladé vyse uvedenych informaci prohladuji, Ze vySe uvedena &isla zafizeni jsou v souladu s pozadavky
Ptilohy I Smémice 93/42/EHS ve znénj dopliikii smérnice 2007/47/ES. Toto prohlaSeni bude ulozeno k dispozici
kompetentnim uradiim po dobu minimalng péti let po poslednim prodeji tohoto zafizen.

Podpis  podpis necitelny Vedouci regulatornich zileZitosti Datum 17. srpna 2012
Jméno  Alison Prior

Zplnomocnén k podpisu spoleénostl K evMed (Medical & Industrial Equipment) Ltd




Jako tlumoénik jazyka anglického jmenovany rozhodnutim Krajského soudu v Ostravé ze dne
28.2.2002, ¢.j. 1341/2002 stvrzuji, Ze peklad souhlasi s textem pfipojené listiny.

- flodi I
Tlumocnicky tkon je zapsan pod pof. €. L’}/Hﬁﬁ ...... deniku.

As a sworn interpreter of English language appointed by a decision of the Regional Court in
Ostrava dated February 28, 2002, reference No. 1341/2002, 1 hereby certify that the translation

is a literal translation of the attached document.

This interpreting act is entered under No.: ......coevevvvvecnenene. of the Journal.

TN

Lenka Petrasova

kulaté razitko: Lenka Petrdasova, tlumocnik jazyka anglického
round stamp: Lenka Petrdsovad, interpreter of English language



