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NVA QUALITY CERTIFICATION

EC DECLARATION OF CONFORMITY

GALOSSAN PLASTIK VE MEDIKAL URl'J.NL..ERi
ITHALAT iHRACAT SANAYI TiCARET LIMITED

SIRKETI
DEFTERDAR MAH. DEGIRMEN SOK. EYUP i§ MERKEI NO:19 iC KAPI NO:47
EYUPSULTAN / iISTANBUL / 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 93M2/EEC regulations as circulating by us, This
declaration will cease to be valid if the product specified below is replaced.

Teslim ediler versivorumicda agagida agikianan trenan, tavafimizda dolagima sokuldugn geldivie Tibbi Cihazlar
Direkeifi 954NV EEC yonetmeliklerinin temel gavenlik ve sagivk gerekliliblerine wygun oldugwnu beyan ederiz
Ayagda bilgileri belivtilen @rivin degistiriimes( holinde bw beyan gegerliligin yitirecektir.

Qescriptlon Of The Product : DISPOSABLE OVERSHOE
Uriinfine Tanum TEK KULLANIMLIK GALOS

Product Type | Oriin Tipi : Galog / Cizme galosu / Galosmatik Galosu
Overshoe / Boot Overshoe / Overshoematic Overshoe

Product Commercial Brand / Marka : GALOSSAN

Applicable EC Directives : MEDICAL DEVICES DIRECTIVE 9342/EEC
Gegerli AT Direktifleri TIBBI CIHAZLAR DIREKTIFI 934 2EEC

Applicable Harmonised Standards  : TS EN 1SO 20344, TS EN 138322, TS EN 138323
Gegerli Uynmiagterelmuy Standartiar

Applicable National Technical Standards and Specifications

Uygulanabilir Ulusal Teknik Standaritar ve Ozellikler

Classifications /  Senuflandirma : CLASS-1/NONSTERILE
Certificate Number / Sertifika Numaras: : 20062301

Certificate Code / Sertifika Kodu : GALOSSANFPL
Certificate Issue Date / Sertifika Yayin Tarihi : 22.06.2020/
Certificate Validity Date ! Sertifikamn Gecerfilik Tarihi : 22.06.2020 <%

Company Official / Firma Yetkilisi (&

(Authorized Signature and Title) / (Yerkili fmze ve Unvan) \

GALOSSAN PLASTIR VE MEDIKAL URUNLERI ITHALAT THRACAT SANAY I TICARET LIMITED SIRKET] doclures that the
Muodical Devicas Directive 93/42/15C has tuliiled the ap q and resp iy has been taken for the adove-described
prodect groups. The product grougs describod sbove have boes dled o ding on §
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GALOSSAN PLASTIK VE MEDIKAL ORUNLERI ITHALAT IHRACAT SANAY! TICARET LIMITED SIRKETY ofarak pysbarsd
ooy odan Srde praadant i Db Cacdur Sl 93 42 BT e sppianaielen perokablermy perine grimsiiion ve sormesibglan
afiwey olwndgbvty beyan eonelradir Fakorads soveovdovan drso graplovn, & Sreroe Sommralerie baily alarat Comvrol eddoniynr
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