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IR NeilMed Sinus Rinse A L&

Manufacturer: NeilMed Pharmaceuticals, Inc.
601 Aviation Boulevard,
Santa Rosa, California 95403
United States of America

Authorized European MDSS
Representative according Schiffgraben 41,
MDD(93/42/EEC Article 1 30175 Hannover
section (i) Germany

We, NeilMed Pharmaceuticals, Inc., declare with sole responsibility that the below mentioned
products meet the provisions of the Council Directive 93/42/EEC as amended by 2007/47/EC
for medical devices which apply to them. All supporting documentation is retained under the
premises of the manufacturer.

Product classification according to the Directive 93/42/EEC: Class | MDD — Annex IX (Rule 5)
Conformity Assessment Procedure: MDD Annex VII
List of products

NeilMed Sinus Rinse Pediatric 120 Sachets 705928002043
NeilMed Sinus Rinse Kit 60 Sachets 705928001008

NeilMed Sinus Rinse Hypertonic 70 Refill Sachets 705928004009
NeilMed Sinus Rinse Pediatric Starter Kit 705928014008

NeilMed Sinus Rinse Pediatric Kit 705928003002

NeilMed Sinus Rinse 50 Sachets 705928052000

NeilMed Sinus Rinse 120 Sachets 705928002005

NeilMed Sinus Rinse 10 Sachets 705928003101

NeilMed Sinus Rinse 30 Sachets 705928002302

Place of original issue: Santa Rosa,
California, USA

Date of-original issue: August 3rd, 2017

Place of current issue: Santa Rosa,

California, USA
August 3rd, 2017

Date of current issue:
/,_’;% glz|z27

Signature & Date:
Dinesh Patel

VP of QA/RA






