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EC Sertifikasi

Tam Kalite Gilivence Sistemi
93/42/EEC Medikal Cihaz Direktifi, Ek Il (3)

Sertifika Numarasi
41312698

ik Belgelendirme Tarihi
2 Kasim 2003

Sertifika
10 Temmuz 2009
‘dan itibaren gegcerlidir.

Sertifika
17 Kasim 2013
‘e kadar gegerlidir.

Belgelendirme, kurulugun sistemini bu
belgede bildirilen diizenlemelerle uyum
icinde sdrdirmesine ve onayli kurulugun
s6zlesmedeki zorunluluklar dahilinde
devamli degerlendirmesine baglidir.

Intertek Semko AB 93/42/EEC Medikal
Cihaz Direktifine gére 0413 kimlik nolu
Onayli Kurulus'tur.

Intertek Semko AB

Box 1103, SE-164 22 Kista,
Sweden

Telephone +46 6 750 00 00
medtechsweden@ intertek.com

Biz, igsbu sertifika ile beyan ederiz ki, asagida belirtilen kurulusla ilgili
Isve¢ Milli Yasalarinin yerini alan Medikal Cihaz Direktifi 93/42/EEC Ek
Il (B6lum 4 hari¢ olmak Uzere) uyarinca tam kalite glivence sistemi
teftisi gerceklestirilmistir. Tasdik ederiz ki; tam kalite giivence sistemi
yukarida belirtilen direktifteki ilgili kosullara uygundur ve sonug olarak
kurulusa asagida listelenen uriinleri icin CE 0413 isaretini koyma
yetkisi verilmistir.

Kurulus:

Bovie Medical Corporation
5115 Ulmerton Road, Clearwater, FL 33760, USA

Uriin Kategorisi:

- Koterler

- Tek kullanimlik sinir bulucular

- Medikal aydinlatma/isik

- Elektrocerrahi ekipmanlar, aksesuarlar dahil
- Oftalmoloji testereleri ve gii¢ tutacaklari

- Tirnak matkaplari ve gug tutacaklari

10 Temmuz 2009 3 (imza var)
Imza tarihi firme Midara MDD
0 AB, Kista, Sweden

lg bu belge tarafimdan s 0 elge Dairemiz Yeminli

Terclman, Al Ll o
Tarshindandss u’der@dsca

Tercime edilmigtir.Onaylanm,

wdagiliae.... Asindan,
77 TN
Terciime edilmistir
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Intertek

Certificate Number
41312698

Initial Certification Date
November 2, 2003

Certificate Valid from
July 10, 2009

Certificate Expiry Date
November 17, 2013

The certification is subject to
the organization maintaining
their system in

with {he regufations stated in
this cartificate, aflowing
reguiar assessments and
following the contracted
requirements of the Notified
Body.

Intertek Semko AB is a
Nolified Body according lo
Direttive 93/42/EEC on
medical devices, with
identification number 0413.

Inlertek Semko AB

Box 1103, SE-164 22 Kisla,
Sweden

Telephone +46 8 750 00 00
medledisweden@inlertek.com

1.4 HRAY 201
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EC Certificate

FULL QUALITY ASSURANCE SYSTEM
Dlrective 93/42!EEC on Medical Devices, Annex II (3)

/ We hersby declare that an examination of the under mentioned full
quality assurance system has been carried out following the
requirements of the Swedish national legislation to which the
undersigned is subjected, transposing Annex Il (with the exemption of
section 4) of the Directive 93/42/EEC on medical devices. We certify
that the full quality assurance system conforms with the relevant
provisions of the aforementioned directive, and the result entitles the

organization to use the CE 0413 marking on those products listed
below.
\

/Organization:

Bovie Medical Corporation
5115 Ulmerton Road, Clearwater, FL 33760, USA

. /
\ - - . .- - - . - . o™

i Product Category:

- Cauteries

- Disposable nerve locators

- Medical light

- Electrosurgery equipment including accessories
- Ophthalmology burrs and power handles

- Nail drills and power handle /
\

\

S e

Hans Efi

July 10, 2009
Signed date

n, Acting Certification Manager MDD
Intertek Semko AB, Kista, Sweden




