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DECLARATION OF CONFORMITY

TO COUNCIL DIRECTIVE 93/42/EEC oF 14 JUNE 1993
CONCERNING MEDICAL DEVICES

Manufacturer:

[X1'an Arooxy Technology Co.Ltd
European Representative:

L ukas Paufosima - O2Vigor.cz

Cajkovickd 4093/13
628 00 Bmo - Czech Republic

Product:

[Portable oxygzen inhaler

- -

Classification: Class [, Rule 1
Conformity assessment Route: Annex §

[WE HEREWITH DECLARE THAT THE ABOVE MENTIONED PRODUCT(S) MEET THE TRANSPOSITION INTO
NATIONAL LAW, THE PROVISIONS OF THE FOLLOWING EC COUNCIL DIRECTIVES AND STANDARDS
ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER.

DIRECTIVES
General applicable directives:
Medical Device Dwective: COUNCIL DIRECTIVE S3/42/EEC of 14 June 1993 conceming
imedical devices (MDD S3/42/EEC). Amended by DIRECTIVE 2007/47/EC of 6 Seplember
2007
Standard Applied
EN ISO 14971:2012, EN ISO15223-1:2012, EN14848:2005+AC:2007, EN 15006:2006

Notified Body | Ente Certificazione Macchine Srl

JADO Via Mincio, 386/a-41056 Savignano s./P. (MO)JITALY
NB identification number: 1282

Start of CE Markang: Juty 2020

Signature: i~

Name: Cathy Yuan

Postion: Overseas Marketing Director
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