MICROBASE

DECLARATION OF CONFORMITY

We MicroBase Technology Corporation
No. 756, 758 Jiadong Road, Bade District, Taoyuan City, 33464, Taiwan.

EU Authorized Representative, MedNet EC-REP GmbH,
Borkstrasse 10, 48163 Miinster, Germany.

Notified body (NB): SGS Belgium NV, 1639
SGS House Noorderlaan 87 2030 Antwerp Belgium.

declare under our sole responsibility that the product
Portable Nebulizer (MBPN002, MB0500300, MB0500400, MB0500500,
MB05006)

The classification is base on the Directive 93/42/EEC, Annex IX, section 3, 3.2,
rule 11.” All active devices intended to administer and/or remove medicines;

body liquids or other substances to or from the body are in class Ila.”

The assessment conformity procedure is in accordance with 93/42/EEC and its
amendment 2007/47/EC excluding section 4 of Annex Il and the quality system
meets EN 1SO 13485: 2016.

To which this declaration relates is in conformity with the following standard(s)
or other normative document(s):

EN 60601-1: 2006+A1: 2013, EN 60601-1-2: 2015, EN 60601-1-6: 2010, EN
60601-1-11: 2010, EN 62304: 2006, EN 62366-1: 2015, EN ISO 10993-1: 2009/AC:
2010, EN ISO 10993-5: 2009, I1SO 10993-10: 2010, EN ISO 10993-11: 2009, EN
13544-1: 2007+A1: 2009, EN ISO 14971: 2012, EN ISO 15223-1: 2016, EN 1041:
2008
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Name and signature of equivalent marketing

Place /Date of issue of authorized person confidential_A010103



