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Registration Notification

Reference number: JH-ERA-20742V00
Issued date: June 12, 2020

Thes cadficate will ba auiomabcaly void if the Motification is rejecied by the EL Authoribes
or upon armination of the EAR

This s certify thal, According to Medical Device 8342EECIMDD), we accepts the
appaintrment 1o be the Aulhonized European Representative for products which listed in the
attached agreement between below manufaciurer and Luxus Lebenswell 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 Manufacturer declares that the Medical device comples with de Directive including all
essantial requirements.

According to Medical Device 34 2/EEC(MDD), the European Databank on Medical Devices
(EUDAMED) is established as of May 1, 2011, the German Competent Authority & nolified of
the manufacturer’s Medical Devices and has allocated registration numbars shown in

Disposable Medical Mask (No Sterile)
Ragistration number: DERCA 20001 -Luxuslebenwali-44 220

Wihere the manufacturer affix the CE marking to the product listed they must ensung that aill
the requirements of the appropriate EU directive(s) and standards have and continue to be
maat.
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FDA E{EE

FDA Registration Information

The 3™ Party Document of Medical Device Registration

Mote:

This fila is Mot baing issued by FDA. Wea, GTS, as the 3rd party, produce it, inended to
facilitaie cusiomer display & transmit informabion. The following contents, FO& regisiened
Facilty OwnenDperalar&FDA lisling Medical Devics, are excerpled from dalabase ai

Establishment:

H 7 Biplogical Engi ing Co.. Lid
Mo. 88 Dengta Road, Qivang Economic Development Zone, Qiyang County |
Yongzhou, Hunan, CHIMA 456833

Registration Number / FEI Mumbar®:

# Ferm Estahlishment Identificr (FED) should be weed for sdentification of casties withis the impaiis message s
Status: Active

Date of Registration Status: 2020

Owner/Operator

Hunan Zranyun Biclogical Engineering Co., Lid

Mo.88 Dengta Road, Qivang Economic Developmeant Zone, Qiyang County |,
Yongzhou, Hunan, CHINA 456833

‘ Cwnan'Operator Number: 10071282

Official Correspondent
Contact Mame: Xuhao Zhang  International Trade Manager

Mo B8 Dengla Road, Qivang Economic Development Zone, Qiyvang County |
Yongzhou, Hunan, CHIMNA 456833
Tel: +86-199-67T626906  E-mail: owen_zhang@ziramyun.com

Devices Listing information
Proprietary Name Pﬂ‘:‘;": D;;‘"; m E::lh:«:;thlr::':
Dﬁﬁﬁﬂﬁal Lyu 1 D3 | Manufacturer
Disposakle Medical Mask Lyu i D3ge** Manufacturer
KNG5S Disphi:::z:h Medical | o - e [

Please careful protect your Lishing Numbiar.

FDA .t

Fralassienal FOA Reqisiealion Senices, iy Shanghai Global Testing Sardoes Ca,, Lid,
iore details on The websie: hipdiwwes. gis-lab.com

Mead halp? Contact us, GTS, at +BE{0Z1) 33E3TE55 & infofligis-lab.com

FOwh CERTIFICATE MUM: GTS2431




CE fF& 1 EH
CE Declaration of Conformity

EC Declaration of Conformity
Hunan Zirdrmyurn Bisogcs : lLumss Lebenswel GmbH
Address: No BB Dergta Fioad, e Kochete 1, dFATT, Wilkch, Garmany
Derveiapmant Zore. Ciyang County DIMID: DEDOCO04 T3
Yongzhou Ciiy, Huran Province China. 426100 Lini Sum

Tl DD48- 1715806722
C-mad: indo miloushs de
W the mirslactune, hisrwith ceciies that the products

Despoaabie Medical Mash (Vo Shede),
iefocieis IR YT -0000
TRV -000d
rriesed The prosemscres of Directivs SR ZEEC whch apply 1o T

The medical dewvios has been sssgresd G0 class | BOSOMNG &0 Annex [0 of e Deectve
SAMEEC. K baars tha mark

folpanng M procecurs relsting 1o e EC Dederation of Conaimity s ouf in Annea VI of
Dvocva BIATEED.

This Dedarabor of Corormity oovers all medcal deaced a8 apeched in the prodiad bkl

bkcrsging b this decianmtion,

This ks manboned decaration of comrlormity & axclussssly undar e meeponsbiny of
Higmae Zirmnyan Biingacal Engnasnng Co |, Lid

Address Mo B Dengta Rosd Qryang Econdmic Devalopreant Zone, Qiyeng County,
wongrhou Ciy, Munan Peosvince China 426100
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