CERTIFICATE of CONFORMITY

APPLICANT . BaKBAK MAKINE SANAYI VE TICARET LTD.STI.
KUSGET SANAYI MAH.60013 NOLU CAD. NO:4 sEHiTKAMiUGAziANTEP

MANUFACTURER . BAKBAK MAKINE SANAYI VE TICARET LTD.STI.
KUSGET SANAYI MAH.80013 NOLL CAD. NO:4 SEHITKAMIL/GAZIANTEP

Product Name . Disposable Non-sterile Isofation Gown / Tek kullanimitk Non-steril izolasyon Ortiisii

Product Classificalion . Class
Related Standard . EN 13795

Directive(s)  93/42/EEC Medical Device Directive (Class I)

This ceriificate has been issued according to the voluntary application of the manufacturer. This certificate

is valid only for the product(s) in above mentioned. This certificate confirms that the decleration of conformity
which is prepared by manufacturer is available. #'s manufacturer's sole responsibility fo meet all the neccessary
conformity assessment activities according fo 93/42/EEC Medical Directive Equipment Directive and refated
standards or the mentioned produci(s) before placing them on the market. It is the manucturer’s responsibility
to comply a fulf technical file according to 83/42/EEC MDD and the manufacturer is the responsible fo take aff
necessary actions before affixing CE mark on the product(s}

Date of issue of this cerlificate : 20.02.2021
Expirydate : 20.02.2022
Certificate Number: 20.02.319-CE
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Inspect Uluslararas: seégdeﬂdnm ve Gizetion Hizmetleri Tic. Led. §6. / IUKKE?
Sertifikanm gegerlitigi gézetin: de lerinin bosariyla gerceklegtivil
Sertifthanm gegerkifik dursme web sitemizden incelenebilir. & mmmspeci com frj
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