NVA QUALITY GERTIFICATION

EC DECLARATION OF CONFORMITY

GALOSSAN PLASTIK VE MEDIKAL URUNLERI
ITHALAT IHRACAT SANAY! TICARET LIMITED
. SIRKETI
DEFTERDAR MAH. DEGIRMEN SOK. EYUP I$ MERKEI NO:19 IC KAPI NO:47
EYUPSULTAN / ISTANBUL / TURKEY

In our delivered version, we declare that the product described below complies with the essential safety and
health requirements of the Medical Devices Directive 93/42/EEC rcgulations as circulating by us. This
declaration will cease to be valid if the product specified below is replaced.

Teslim edilen versivonumuzda asagida agtklanan iiviingin, tavafimizda dolagima sokuldugu sekliyle Tibbi Cihazlar
Direkrifi 93/42/EEC yonetmeliklerinin temel giivenlik ve saghk gerekliliklerine uygun oldugunu beyan ederiz.
Asagida bilgileri belirtilen dirtingin degiytirilmesi halinde bu beyan gegerliligini yitirecektir.

Description Of The Product : DISPOSABLE OVERSHOE
Uriiniin Tanim ‘TEK KULLANIMLIK GALOS
Product Type / Uriin Tipi : Galog / Cizme galosu / Galosmatik Galosu

Overshoe / Boot Overshoe / Overshoematic Overshoe

Product Commercial Brand / Marka : GALOSSAN

Applicable EC Directives : MEDICAL DEVICES DIRECTIVE 93/42/EEC
Gegerli AT Direktifleri TIBBI CIHAZLAR DIREKTIFI 93/42/EEC

¥

Applicable Harmonised Standards : TS EN ISO 20344, TS EN 13832-2, TS EN 138323
Gecerli Upumlastirilmg Standartlar

Applicable National Technical Standards and Specifications
Uygulanabilir Ulusal Teknik Standartlar ve Ozellikler

Classifications /  Smnuflandirma : CLASS-1/NONSTERILE
Certificate Number / Sertifika Numarasi : 20062301 et
Certificate Code / Sertifika Kodu : GALOSSAN PEA
Certificate Tssue Date / Serfifika Yayn Tarihi : 22.06.202 fo

Certificate Validity Date / Sertifikamn Gegerlilik Tarihi : 22.06.202
Company Official / Firma Yerkilisi b
(Authorized Signature and Title) / (Yetkil{ Imza ve Unvan)
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GALOSSAN PLASTIK VE MEDIKAL URUNLERI ITHALAT IHRACAT SANAY[ TICARET LIMITED SIRKETI declares that the
Medical Devices Directive 93/42/EEC has fulfilled the applicable requirements and responsibility has been taken for the above-described
product groups.The product groups described above have been controlled depending on internal production controls.

GALOSSAN PLASTIK VE MEDIKAL URUNLERT ITHALAT IHRACAT SANAYI TEICARET LIMITED SIRKETI olarak yukarid )
tamimianmis olan Giviin gruplart i¢in Tibbt Cihazlar Direktifi 93/ 42 EEC’ nin uygulanabilen gereklililderini yerine getirdigimi ve sorumbulugun
almmis olundugunu beyan etmeltedir. Yukarida tanimlanan iiriin gruplar, ig dretim kontrollerine bagl olarak kontrol edilmigtir.

www . nvakalite.com infoid nvakalite.com




