5405 Windward Parkway
c V ﬁ N o S Alpharetta, GA 30004

T 1-844-425-9273

avanos.com

Declaration of Conformity

Product description : Microcuff* Endotracheal Tubes
Microcuff* Subglottic Suctioning Endotracheal Tubes
(SSM)

Product Codes : See attached Annex (product list)

UMDNS Code: 14082 (Cuffs, Tracheal Tube)

14085 (Tube, Tracheal)

GMDN Code: 47691 (Cuff-Suction Endotracheal Tube)
46967 (Basic endotracheal tube, single-use)

CE Manufacturer (Place of Issue): Avanos Medical, Inc
5405 Windward Parkway
Alpharetta, Georgia 30004, USA

EU Authorized Representative: Avanos Medical Belgium BVBA
Leonardo Da Vincilaan 1
1930 Zaventem
Belgium

Product Standards: BS EN ISO 5361 2016 (with the following exceptions,
section5225,6227,575,832,and 83 3)
1ISO 594-1 1986

Start of CE: See attached Annex (product list)
Conformity Assessment Route: Annex I

Device Classification: lla (as per rule Five Annex IX)
CE certificate number: CE 711145

Notified Body: BSI Netherlands (2797)

ISO certificate number: FM 702907

We hereby declare that the above mentioned devices comply with the provisions of the European
93/42/EEC Council Directive on Medical Devices

All supporting documentation Is retained at the premises of Avanos Medical, Inc This decleration of
conformity 1s issued under the sole responsibility of Avanos Medical and 1s valid for the products listed
on the attached product list in their original, unmodified packaging
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Authorized Signature:

<& >

Thomas Koznfa

Director, Regulatory Affairs
Avanos Medical, Inc

Date 10 July 2019

Annex (Product List)

This declaration of conformity Is issued under the sole responsibility of Halyard Health, Inc, and 1s valid
for the products listed on the attached product list in their original, unmodified packaging

Pg)odduect Product Description CSéa;tac;L
35210 Microcuff* Endotracheal Tube for Adults, 5 0mm 07/10/2019
35211 Microcuff* Endotracheal Tube for Adults, 5 5mm 07/10/2019
35212 Microcuff* Endotracheal Tube for Adults, 6 Omm 07/10/2019
35213 Microcuff* Endotracheal Tube for Adults, 6 5mm 07/10/2019
35214 Microcuff* Endotracheal Tube for Adults, 7 Omm 07/10/2019
35215 Microcuff* Endotracheal Tube for Adults, 7 5mm 07/10/2019
35216 Microcuff* Endotracheal Tube for Adults, 8 Omm 07/10/2019
35217 Microcuff* Endotracheal Tube for Adults, 8 5mm 07/10/2019
35218 Microcuff* Endotracheal Tube for Adults, 9 Omm 07/10/2019
35220 Microcuff* Endotracheal Tube for Adults, 10 Omm 07/10/2019
13220 Microcuff* Subglottic Suctioning Endotracheal Tube for Adults, 7 0Omm 07/10/2019
13221 Microcuff* Subglottic Suctioning Endotracheal Tube for Adults, 7 5mm 07/10/2019
13222 Microcuff* Subglottic Suctioning Endotracheal Tube for Adults, 8 0mm 07/10/2019
13223 Microcuff* Subglottic Suctioning Endotracheal Tube for Adults, 8 5mm 07/10/2019
13224 Microcuff* Subglottic Suctioning Endotracheal Tube for Adults, 9 Omm 07/10/2019
35111 Microcuff* Endotracheal Tube, Pediatric Oral/Nasal Magill 3 0mm 07/10/2019
35112 Microcuff* Endotracheal Tube, Pediatric Oral/Nasal Magill, 3 5mm 07/10/2019
35113 Microcuff* Endotracheal Tube, Pediatric Oral/Nasal Magill, 4 Omm 07/10/2019
35114 Microcuff* Endotracheal Tube, Pediatric Oral/Nasal Magill, 4 5mm 07/10/2019
35115 Microcuff* Endotracheal Tube, Pediatric Oral/Nasal Magill, 5 Omm 07/10/2019
35116 Microcuff* Endotracheal Tube, Pediatric Oral/Nasal Magill, 5 5mm 07/10/2019
35117 Microcuff* Endotracheal Tube, Pediatric Oral/Nasal Magill, 6 Omm 07/10/2019
35118 Microcuff* Endotracheal Tube, Pediatric Oral/Nasal Magill, 6 5mm 07/10/2019
35119 Microcuff* Endotracheal Tube, Pediatric Oral/Nasal Magill, 7 0mm 07/10/2019
35161 Microcuff* Endotracheal Tube, Pediatric Oral Curved, 3 Omm 07/10/2019
35162 Microcuff* Endotracheal Tube, Pediatric Oral Curved, 3 5mm 07/10/2019
35163 Microcuff* Endotracheal Tube, Pediatric Oral Curved, 4 Omm 07/10/2019
35164 Microcuff* Endotracheal Tube, Pediatric Oral Curved, 4 5mm 07/10/2019
35165 Microcuff* Endotracheal Tube, Pediatric Oral Curved, 5 0mm 07/10/2019
35166 Microcuff* Endotracheal Tube, Pediatnic Oral Curved, 5 5mm 07/10/2019
35167 Microcuff* Endotracheal Tube, Pediatric Oral Curved, 6 Omm 07/10/2019
35168 Microcuff* Endotracheal Tube, Pediatric Oral Curved, 6 5mm 07/10/2019
35169 Microcuff* Endotracheal Tube, Pediatric Oral Curved, 7 0Omm 07/10/2019
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