European
Commiszion

Verification of Conformit

Product(s): Surgical Gown, lsolation Cown, Lab Coct, Coverall, Cap, Face Mask,
Shoe Cover, Boot Cover, Bod Sheet, Pillow Case, Haindressang
Clothes, Beard Cover, Apron, Sleeve Cover, Spread Cover, Shopping
Bag.Therma Poncho,Gyn Skin.Scrub Suts,Colonoscogy
Shorts, Dispesable Clothing

Typeis): See Annex

Product Classification: Class |

The submitted technical files including test report of the above producs have been
reviewed against the sdf declaration requirements of conformity for CE marking
according te Medical Device Directive (9342EEC),
Sunndardis) wied for showing conpliance with the exsensial requisements i the specified direcrivedi)
Standard(s): EN ISO 14971:2012: EN 1SO 15223-1:2016:

EN 104 1:20084A1:2003: EN ISO 10993- 12009AC:3010:

EN ISO 10993-5:2009;  EN ISO 10995-10:2013

The review result of the technical files and test report support the self declaration for the
devices listed above. Where the manufacturer affix’s the CE marking to the procuct listed they
must ensure that all the requirements of the appropriaw EU directive(s) have and continue to be
met.
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