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CE BAUEME R

CE EAR Registration Info

i

T s
Registration Notification

Referance number: JH-ERA-20T42V00
Issued date: June 12, 2020

Thes cerificase will ba automatcaly void f the Nobfication is rejected by the EL Authonties
of upon mrmination of tha EAR

This s cershy thal, According to Medical Device 33M42/EEC{MDD), we accepts the
appointment to be the Authorized European Representative for products which listed in the
aftached agreement between below manufaciurer and Luxus Lebengwell GmbH,

Manufacturer: Hunan Ziranyun Biological Engineering Co., Ltd

Address: No.88 Dengta Road, Qiyang Economic Development Zone,
Qiyang County,Yongzhou City, Hunan Province,China. 426100

The Manufscturer declares that the Medical device complies with de Directive including all
essaential requirements

According to Medical Device 5342/EECIMDD), the European Databank on Medical Devices
(EUDAMED) is established as of May 1, 2011, the German Competent Authority & notified of
the manufacturer's Medical Devices and has allocated regisiration numibers shown inc

Disposable Medical Mask (No Sterile)
Registration number; DECA 20001 -Luxusiobe nweit-44 2120

Where the manufacturer affix the CE marking to the product listed they must ensure that all

the requesrements of the appropriate EU directive(s) and standards have and continue to be
mat.
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FDA #iHE R

FDA Registration Information

. Mote:
(-’ Thes fila is Mot baing issued by FDA. We, GTS, as the Jrd party, produce i, intended o
facilitate cusiomer display & transmit information, The following contents, FOM registerod
FacityOwnerOperator&F DA lising Medical Device, ane excanpied from dalabase
e, fE8. GO,

Establishment:

H 2 Biotogical Endi ing Co..Lid
Mo. 88 Dengta Road, Qivang Economic Developmeant Zone, Qiyang County |
Yongzhou, Hunan, CHINA 456833

Registration Mumber § FEI Number®:

* Farm Estahlishmen| ldentiGer (FEN) should be psed for idoatification off et willo the imports meisape sl
Status: Active

Date of Registration Status; 2020

Cwner/Operator

Hunan Ziranyun Biclogical Engineering Co., Lid

Mo.28 Dengta Road, Oivang Economic Development Zone, Qiyang County |
Yongehou, Hunan, CHINA 456833

‘ Crwnar/Operator Number: 10071282

Official Corrospondent
Contact Mame: ¥uhao Zhang  Intemational Trade Manager

Mo.88 Dengta Road, Civang Economic Development Zone, Qiyang County |
Yongzhou, Hunan, CHINA 456833
Tel: +86-109-67626906 E-mail: owen zhang@ziranyun.com

Devices Listing Information

Product Davica Listing Establishment
Fropretaey Wi Codes Class Number Operations
Disposable Madical [

Protecie Mask Lyl 1 D3g Manufacturer
Disposable Medical Mask LYu | 1 DagH Manufacturer
KNES D'Epm"'“E:'“ Medical | ey | 2 D38 | Manufacturer

Please careful protect your gﬂﬂgﬂmhﬂ

FDA  ..cta!”

Professional FDA Regsiralicon Sanices, by Shanghal Clobal Tesling Sanvicss Cao., Lid.
Mcre details on e websie: hlipdiwws.gls-lab.com

Mand halp? Cortact 15, GTS, af 86021} AIE2TEES & infofigis-lab.com

FOA CERTIFECATE MUM: GTS24291
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