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18 June 2019 DECISICN MR FI19/07005P0

Qingdao Kingon Medical Science and Technalogy Co., Lid.
Room 301-302. Mo.15 Hancheng Read,

Qingdao Free Trade fona,

Shandeng, 286555,

P.R.China,

EC-cerlification application 2019-01-14

Subject Certification of quality system and product range, based on Council Directive
B3H2EELC concerning medical devices, Annex WV Section 3
Manufaciurer Cingdao Kingon Medical Science and Technology Cao., Lid.

Qingdan Free Trade Zone,
Shandong, 266555,
P.R.China,

Place of manufaciure:

Qingdan Kingon Medical Science and Technology Co., Lid, Huangdae Branch
24TH Factary Buitding, Mo, 252 Yanhe Road,

Huangdan, Qingdas, Shandong, 268510

P.R.China
Decision A cartificate will be issued for the manufacturer. The cerificate covers the
following prodiects:
Product Model Class
Portable Oxygen P2 lia
Concentrator
Justification 5G4 Fimko Lid has assessed manufacturers quality management system

and producis. Quality managemeant system and products meet the
requirements of Annex W of Medical Device Directive 9342/EEC. The decision
is based on audit report 294467, 2019-03-18

Tha manufacturer has signed the undertaking fo follow the obligations of

Annex W af the Directive B342/EEC,

Ceriificate related FHOTI0E, [ssue 1

o decision

Allachrment to Attachment 1, lssue 1

certificate

Walid until This decision is valid until 18 June 2024 praviding the requirements of the
cartification are fulfiled,

Date Halsinki, 18 turm 2019
= |2

Seppo Vahaszalo, Notified Body Manager




