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Partner for progress

EC Certificate
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-ll Section 3

Certificate Number: 1984-MDD-10-059
We hereby declare that an examination of the under mentioned full quality
assurance system has been carried out following the requirements of the
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

Digitally si;
Date: 2021
Reason: M
Location: M
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Partner for progress

Enclosure of the EC Certificate: Page 1/1
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-il.3

Certificate Number: 1984-MDD-10-059, Revision Number: 12

Concerned medical devices;

Product: Ultrasonic Nebulizer, Class:lia
Models: Hikoneb®908 DC, Hikoneb®906 HC, Hikoneb®906S/LCD,
Hikoneb®Hometype
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