EU Declaration of Conformi

EU Declaration of Conformity.

U Declaration of Conformity

Ce€

EU Declaration Of Conformity

Manufacturer Jiebao Daily Chemical (Xiangxi) Co.,Ltd

Address 1 St Floor,Standard Workshop,Building A,G! Industrial

Park Industrial Center,Xiangxi Econm;ic Development Zone,Hunan
Province
EC Rey i Luxus Leb It GmbH

Kochstr. 1, 47877, Willich, Germany
0049-1715605732

Product: Disposable Medical Mask
Model: 17.5cm*9.5cm
Classification (MDD, Annex 1X):  Class I Rule 1

We herewith declare that the above mentioned products meet the transposition into national
law, The provisions of the following EC Council Directives and Standards. All supporting
documentations are retained under the premises of the f ‘We are exclusively
responsible for the DOC.

DIRECTIVES

General applicable dircctives:

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 conceming
medical devices (MDD 93/42/EEC).

Standards:

EN 14683:2019;

EN ISO 10993-5-2009;
EN ISO 10993-10:2010;

All applable harmonized Standards (publis
Communities)

d in the Official Journal of the European

Date CE mark was affixed: April 06, 2020

Signature:
Name/Position:

2y U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices

Radiation-Emitting Products

FollowFDA | E

Vaccines, Blood & Biologics |§ Animal & Veterinary

Establishment Registration & Device Listing

© FDAHome ® Medical Devices @ Databases

New Search

Back To Search Results

Classification
Name:

Product Code:
Device Class:

Registered
Establishment
Name:

Registered
Establishment
Number:
Owner/Operator:
Owner/Operator
Number:

Establishment
Operations:

Proprietary Name:

Disposable Medical Mask

FACE MASK (EXCEPT N95 RESPIRATOR) FOR GENERAL
PUBLIC/HEALTHCARE PERSONNEL PER IIE GUIDANCE

QKR
Not Classified

JIEBAO DAILY CHEMICAL (XIANGXI) CO., LTD

3016775836

Jiebao Daily Chemical (Xiangxi) Co., Ltd

10063397

Contract Manufacturer; Manufacturer

Page Last Updated: 06/01/2020




Test Report No.: 721655163
Report Date: 5 June 2020

Vit B oW
PONY # B &
Pony Testing International Group

BRE-8H
FEHRMW

SUBJECT Physical & Microbiological Test

TEST LOCATION TUV SUD China

TUV SUD Products Testing (Shanghai) Co., Ltd.

B-3/4, No.1999 Du Hui Road, Minhang District
Shanghai 201108, P.R. China

CLIENT NAME Jiebao Daily Chemical (xiangxi) Co.,Ltd

CLIENT ADDRESS 1 st Floor,Standard Workshop,Building A,Guangzhou Industrial Park Industrial I es t Re O rt
Center, Xiangxi Economic Development Zone,Hunan Province

TEST PERIOD 20-May-2020~29-May-2020

No. BOYC51HR847437L1

Prepared By

Sample Description Disposable medical mask
Bella % . e LR
Applicant Jiebao Daily Chemical (Xiangxi) Co., Ltd
(Bella Xu)
Report Drafter

Note: (1) General Terms & Conditions as mentioned overleaf. (2) The results relate only to the items tested.(3) The test report shall not
be reproduced except in full without the written approval of the laboratory.(4) Without the agreement of the laboratory , the client is not
authorized to use the test results for unapproved propaganda.

Chemical/Microbiology Laboratory: Phone : +86 (21) 6037 6375 Regional Head Office:

TOV SUD Products Testing (Shanghai) Co., Fax: +86(21) 6037 6345 TOV SUD Certification and Testing
Ltd. Email: food chem@tuv-sud cn (China) Co., Ltd.

B-3/4, No.1999 Du Hui Road, Minhang District ~ Webpage: www tuv-sud.cn No.151 Heng Tong Road Shanghai
Shanghai 200070 P.R.China

201108

PR China Tw Fagetiofid
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Elenco dei dispositivi medici

Criteri di ricerca:

Denominazione fabbricante: jiebao

Codice fiscale fabbricante:

Partita IVA / VAT number fabbricante:

Codice nazione fabbricante:

Denominazione mandatario:

Codice fiscale mandatario:

Partita IVA / VAT number mandatario:

Codice nazione mandatario:

Tipologia dispositivo:

Identificativo di registrazione attribuito dal sistema BD/RDM:
Codice attribuito dal fabbricante:

Nome commerciale e modello:

Classificazione CND:

Descrizione CND:

Classe CE (valida solo per dispositivi medici di classe, impiantabili attivi e IVD):

Elenco dispositivi individuati

Dati aggiornati al:09/05/2020

DISPOSITIVO MEDICO/ASSEMBLATO

IDENTIFICATIVO _—
OLOGIA DI ISCRITTO AL CODICE ATTRIBUITO DAL
Loy ’ COMMERCIALE CHD

GISTRAZIONE REPERTORIO FABBRICANTE/ASSEMBLATORE
DISPOSITIVO :I;DM R EMODELLD

T020601 -
DISPOSABLE ~ MASCHERINE
MEDICAL MASK  CHIRURGICHE

STANDARD

Dispositiva 1950059 2020030701

Area tematica Dispositivi medici | Archivio banche dati

# stampa | B Scarica il dataset

taly

FABBRICANTE/ASSEMBLATORE

DATA FINE
T PARTITA
CLASSE  DATA PRIMA IMMISSIONE  RUOLO
DENOMINAZIONE IVA/VAT NAZIONE
CE PUBBLICAZIONE IN AZIENDA FISCALE

NUMBER
COMMERCIO

I JIEBAO DALY

ik FaspRicANTE A
non (IANGXI) €O.,
sterile
0340512020 i

esenza
funzioni Luus

g MANDATARIO  LEBENSWELT DE305829099  DE

misura cveH

<< < Pagina:1 > >> Num. Pagine:1 Num. Dispositivi:1

20200517 Medizinprodukte Informationssystem

DIMDI - Deutsches Institut fiir Medizinische Dokumentation und Information

| A Sie haben keinen Titel markiert.

| /A sie haben keinen Titel markiert.

3 in der Dokumentausgabe blattern weiter

1 von 1 DIMDI: MP Anzeigen (MPA) ® DIMDI

Dokumentnummer

Anzeige

:Registrierdatum
|Registriernummer

_Typ der Anzeige
Anzeigender nach § 25 MPG
Formularnummer

Code
_Bezeichnung
Staat

Oort

Postleitzahl
StraBe, Haus-Nr.
Land

Telefon

E-Mail

Zustindige Behorde

Code
.Bezeichnung
Zusatz
Staat

Land

o
Postleitzahl
StraBe, Haus-Nr.
Telefon
Telefax
|E-Mail

Hersteller

. dimdi.de/mpi-

00160600

12020-05-13
'DE/CA20/01-Luxuslebenswelt-220/20

Erstanzeige
dchtigter
0300468

DE/0000047791

'Luxus Lebenswelt GmbH

Deutschland

‘Willich

47877

‘Kochstr. 1

Nordrhein-Westfalen
0049-1715605732

(info.m@luxuslw.de

DE/CA20
Bezirksregierung Diisseldorf

\Dezernat 24

Deutschland

'Nordrhein-Westfalen

Dusseldorf

40474

Cecilienallee 2
+49-211-4750
+49-211-4752671

‘dez24.mpg@brd.nrw.de

>ontrolier/_PRINTSTATION_?uid=0
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