
DNV

EC CERTIFlCATE

Full Quality Assurance Systern

·
This is to Certify that the quaHty syster丫 10f

C|xytek luedicaIITechnology Co■ ,Ltd■
10-2,Guang LOng|ndustria|Park,{S}outh 1st Rd,Chencun。 「o、

^`n,{Slhunde lDistrict,FOshan City,Ciuang lDOng Province9{China

FOr design,production and final productinspection/testing of∶

oXVGEN CONCENTRATOR

l-las been assessed with respectto∶

T1he confor△ 1ity assessnnent procedure described in Annex II

excluding section 4 of(C}ouncil lDireCtive 93/42/EEC)on Medical
lDevices,as annended

and found to cornp|y

Certificate No∶ 8740。 20嚼 6-CE-RGG-MA

Further de诅 i|s ofthe producl(s)and COnditions foF certification are given overleaf

P|ace and date∶

HgVik,10 May 2021

Project No。 ∶PRJC-538703-20砖 6-PRC-CHN      Valid Unti1 26 May 2024

FOr the issuing office∶

NOtified Body 2460
DNV Product Assurance As

C)厂U己

丿/
】o啼吣

Tone Elise Kolpus
Lead Auditor

NOtiCe∶ The Certificate is subject to terms and cOnditions as sel outin the Cerllfication Agreement Failure tO cOmply may render this Cert雨 Cate invalid

NOTIFlEED BODˇ 2460I DNV ProduCt AssuFance As)Veritasveien 3,1363 HOvik】 NOrWay,Tel+4767578800I    .                    |CP-4-5i1-MDD-f2:FeV o
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DNV

Cedificate No.∶ 8740-2016-CE-RGC-NA
Place and date∶ Hzvik,10 1Ⅵ ay 2021

Jurisdiction

Application of Cou,nci|IDirective 93/42/EEC)of14 June 1993,adopted as“ FOrskrift orn Medisinsk

Utstyr” by the NOrwFegian Ministry of Hea|th and Care servlces。

C)ertificate history∶

Products coVered by this Certiflcate

T·he cOrnp|ete|ist of deviCes is filed iurith the Notified|Body

sites covered by this certificate

EU Representative

CG|Business Trading and Consu|ting e.K

Hans-Bethe-str.1,60438 Frankfurt af丫 l|Ⅵ ain,(Gerrnany

Revlslon Description lssue Date

0.0 Original Certificate 10 May 2021

Product|Description Product|N|ame Class

C)xygen Concentrator OX-1A¨ E ||a

site Name Address

C)xytek Medica1° Techno|ogy Co■ ,Ltd 10-2,Guang LOng lndustria|Park,{S}outh 1st Rd,

Chencun TOlwn,Shunde District,FOshan City,
Ciuang lDOng Province,{China

NotiGe∶ The Certificate is subject to terms and cOnditions as set outin the Certification Agreement Fai|ure to comply may render this Certificate inValid

NOTIFlED BODY 2460∶ DNV Product AssuranCe AS,Veritasveien 3,1363H¤ vik,NOrWay,Tel+4767578800,www d.nV cOm lCP-4-5-i1-MDD-f2,rev o
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DNV

Certificate No。 ∶8740-2016-CE-RGC-NA
P|ace and date∶ l-lgvik,10λ /lay 2021

Terms and conditions

The certificate is su丬 ectto the fo"owing terms and conditions∶

·  Any produCer(see 2001/95/EC for a precise definition)is liab|e for darnage caused by a
defectin his product(s),in aCCOrdance、 ″ith direCtive 85/374/EEC),as arTlended,cOncerning

|iability of defective products。

·  
ˉ
The certificate is on|y valid forthe products and/or manufacturing prernises listed above.

·  
。
Iˉhe Manufacturer sha||fulfi|the ob|igations arising out ofthe quahty systern as approved

and upho|d it so thatit rennains adequate and efflcient.

·  
ˉ
The h1anufacturer sha||inforn1 the NOtified|Body of any intended updating ofthe qua|ity

systern and the NOtified|Body、 ″i|l assess the changes and decide ifthe certificate rernains

va|id.

·  Periodica|audits、 ″i||be he|d,in order to verify that the Manufacturer rlnaintains and applies

the qua||ty systern。 the NOtified|Body reserves the right,on a spot basis or based on

suspicion,to pay unannounced visits■

The fo||owing rnay render this Certificate inva|id∶

·  Changes in the qua|ity systern affecting production。

·  Periodlca|audits not he|d`″ ithin the a||o、″ed tirne vvindo、 ″。

(C)onformity declaration and marking of product

VVhen rneeting、″ith the terrns and cond|t|ons above,the producer nnay draw up an EC)dec|aration
of conforn1ity and|egal|y affix the CEE rnark follovVed by the NOtified|Body identification nurnber■

End of Certificate

NOtiCe∶ The Certificate is subject to terms and cOnditions as set Outin the Certification Agreement,Fai|ure tO cOmply may render this Certificate inψ alid

NOT|FlED BODY 2460∶ DNV Product AssuranCe As,Veritasveien 3,1363H② vik,NOrWay〗 Tel+4767578800,www dnv cOrn lCP。 4¨ 5。 i1MDDˉ f2rev o
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