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EU DECLARATION OF CONFORMITY

Responsible Manufacturer: Laerdal Medical AS
P.O. Box 377
Tanke Svilandsgate 30
4002 Stavanger

Norway
Product Name: Laerdal Compact Suction Unit 4 (LCSU 4)
Accessories:
Manufacturing site Plaxtron Industrial (M) Sdn.Bhd.

Plot 28, Kawasan Perusahaan Jelapang II
Zon Perdagangan Bepas, IpohPerak 30020 Malaysia

886100 300 ml Disposable Canister w/tubing
886105 Patient Tube 1.8 m (6’) Disposable

Manufacturing site: Laerdal Medical (Suzhou) Co. Ltd.
Building 18,19,20, No.57 Huoju Road, SND, Suzhou, Jiangsu
Province 215009, China

886108 Wire Stand (for 800 ml)
886115  Wire Stand (for 300 ml)
886109 Carry Bag (for 300 ml)

886311 Carry Bag (for 800 ml)

886116 High Efficiency Filter Kit (Qty.1)

Classification: The LCSU 4 Medical Device Accessories are class I according to rule 1 of
Annex IX of the EU Medical Device Directive.

to which this declaration relates is in conformity with
Essential Requirements of the Council Directive 93/42/EEC for Medical Devices, as
amended.

All supporting documentation is retained by the manufacturer.
Laerdal Medical AS is certified by DNV Product Assurance AS to ISO 13485:2016.

Conformity Assessment is based on the principles described in Annex II/VII of Directive

93/42/EEC.
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