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Caracteristicas Mascarillas Quirurgicas IIR:

.

175mm x 95mm

BAJA RESISTENCIA
RESPIRATORIA
(presion diferencial
<a 60 Pa/cm?)

>98%

Eficacia de

—

Filtracion
Bacteriana/
BFE

16

Presion de
resistencia a las
salpicaduras/

kPa 3 Capas

>99,8% SEGUN
ENSAYOS SGS

UN SOLO USO

No esterilizadas

Estas mascarillas presentan marcadoCEy estan fabricadas conforme a Directiva
93/42/CEE relativa a productos sanitarios y siguiendo norma EN 14683:2019. Test

Report homologado por SGS.

Packaging:

BOLSA 25 UDS
29*17 cm
REF. QF - 00119/41

" MASCARILLAS CUIRURCHICA
= == puscdamt ra

AR FACE LSS
- @@ @
— e

——————

CAJA 50 UDS
21*10*9 cm
REF. QF - 00119/50

S -

CAJA MASTER
2.100 UDS

(84 BOLSAS)
53*43*46 cm

REF. QF - 00119/41-2100

=)

CAJA MASTER
2.500 UDS
(50 CAJAS)
53*43*46 cm

REF. QF - 00119/50-2500




EC Declaration of Conformity

Manufacturer: whose single Authorized EU-Representative:

Luxus Lebenswelt GmbH
Kochstr.1, 47877, Willich, Germany
DIMID: DE/0000047791
Lin Sun
Tel: 0049- 1715605732
E-mail: info.m@luxuslw.de

We, the manufacturer, herewith declare that the products

Disposable medical face mask

meet the provisions of Directive 93/42/EEC which apply to them.

The medical device has been assigned to class I according to Annex IX of the Directive

93/42/EEC. It bears the mark

following the procedure relating to the EC Declaration of Conformity set out in Annex VII of
Directive 93/42/EEC.

This Declaration of Conformity covers all medical devices as specified in the product list
belonging to this declaration.

The above mentioned declaration of conformity is exclusively under the responsibility of

, AL T e 71 T8 )
féjl %‘ }f«%é!!f\fqmiflilfl’.‘-':LE_ MEDICAL)
FEQUIPMENT ' ]

,’ﬁ %Mmdm Joth. o EQUIPMENT

Place, date Legally binding signature, Function

EC Declaration of Conformity
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CLASE 8.
L TR
Informe de la prueba

AP35 6
CNAS Eﬁ

TESTING
CNAS L0599

Fecha: 18 de junio de 2020 Pégina 1 de 3

La(s) siguiente(s) muestra(s) ha(n) sido presentada(s) e identificada(s) en nombre del cliente como:

Descripcion  de  la
muestra

N° de referencia interno
de SGS

N° de modelo

Color de la muestra
Fabricante

Pais de origen

N°® Articulo

N° de lote

Prueba realizada

Fecha de recepcion de la
muestra

(AYAZUL claro
China
No se ha facilitado

Prueba(s) seleccionada(s) a peticion del solicitante
19 de mayo de 2020

Periodo de la prucba 19 de mayo de 2020 - 18 de junio de 2020

Resultado(s) de la prueba A menos gue se indique lo contrario, los resultados que se muestran en este informe de la prueba se refieren
inicamente a la(s) muestra(s) analizada(s), para méis detalles, véase(n) la(s) siguiente(s) pagina(s).

Firmado por y en nombre de

SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

[firma ilegible] [firma ilegible]

Sara Guo (Ejecutiva de Cuentas) Dongjing Liu (Firmante Autorizado)

{MAR

//"' raductof e Intérpr
/ Negs21

rado de Inglés

[sello: Servicios de Prueba e Inspeccidn (resto del sello en idioma chino)]
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'TIMBRB
DELTESTADU

Informe de la prueba Pigina 2 de 3
dusula 5.2.2 Eficiencia de la filtracién bacteriana (BFE por s *
(EN 14683:2019 Anexo B)
1# 2# % b 5#
(BPE), % 999 99.9 99,9 99.9 99,9

Observaciones: Requisitos de cumplimiento: Tipo [295%, Tipo [[=98%, Tipo [IR =98%
* Esta norma de ensayo no estd dentro del 4mbito acreditado en el centro de ensayos de SGS Shanghéi, siendo llevada a cabo por un laboratorio
externo acreditado por la CMA (China Metrology Accreditation - Acreditacion de Metrologia de China).

dusula 5.2.3 bilidad -

(EN 14683 :2019+AC:2019 Anexo C) M AR i
Muestra: A e Jurado de Inglés
Nimero y ubicacién de lapruecha  : 5 zonas aleatorias para cada muestra (mascariffay N2 6521
Pardmetros de acondicionamiento : Minimo de 4 horas a 21+50C y 85+5% R.H.

Zona de la prueba : 49cm2
Tasa de flujo ¢ 8 Vmin

1# 2# 3# 44 54
Presién diferencial 30 30 27 30 30
AP (Pafcm2)

Observaciones: Requisitos de cumplimiento: Tipo [<40 Pa/cm?, Tipo [1<40 Pa‘em’, Tipo IIR<60 Pa‘cm?

(ISO 226[IS| 2[|[I4 Presnfm lﬁ OkPa)

| Penetracién en la superficie interior
1# il I# 44 5# 6 T# 8#
Aprobado | Aprobado | Aprobado | Aprobado | Aprobado | Aprobado | Aprobado | Aprobado
O# 19% 11# 12# 13# 144 15# 16#
Aprobado | Aprobado Aprobado | Fallido Aprobado | Aprobado Aprobado Aprobado
17# 18# 19# 20# 21# 22# 23#% 24#
Aprobado | Aprobado Aprobado | Aprobado | Aprobado | Aprobado Fallido Aprobado
25# 264 27# 284 294 30# 3# 32#
Aprobado Aprobado Aprobado | Aprobado | Aprobado | Aprobado Aprobade | Fallido
Nimero de aprobados: 29 )
Resultado general: Aceptable

Observaciones:

1) Requisitos de mmp]lmlcmo Tipo I: N/A, Tipo II: N/A, Tipo IIR: =16,0kPa

2) La distancia de la superficie de la superficie de la mascarilla quirtirgica hasta la punta de ]a canula es 300=10mm.

3) Condiciones y temperatura de la prueba (21+5)°C, humedad relativa (85+10)%

4) Se cumple un limite de calidad aceptable del 4,0% para un plan de muestreo tnico cuando 29 o mds de los 32 ejemplares
sometidos a prueba muestran resultados de aprobacidn

[sello: Servicios de Prueba e Inspeccion (resto del se!{ o en idioma chino)]
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CN8374948

Piigina 3 de 3
(EN 1 5D y EN ISO 11737-1:2018)

1# 2 e 4 s#
CFU/g 1 1 2 4 5

Observaciones: Requisitos de cumplimiento: Tipo 130 CFU/g, Tipo =30 CFU/g, Tipo ITR=30 CFU/g

La declaracitn de conformidad que consta en este informe de la prueba se basa inicamente en los valores medidos por el laboraterie y no tiene
en cuenta sus respectivas incertidumbres.

***Fin del informe***

[sello: Servicios de Prueba e Inspeccion (resto del sello en idioma chino)f
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DEL ESTADO

ON8374849

CLASE 87 BT

[ L
Don Marc Caubet Prades, Intérprete Jurado de Marc Caubet Prades, Sworn Translator of
inglés, en virtud de titulo otorgade por el English, appointed by the Spanish Ministry of
Ministerio de Asuntos Exteriores, Unidn Europea Foreign Affairs, European Union and
y Cooperacién de Espafia, certifica que la que Cooperation, does hereby certify that the
antecede es una traduccion fiel y completa al preceding translation is a complete and
espafiol de un documento redactado en lengua faithful rendering in Spanish of the original in
inglesa. English.
En Madrid, a 22 de septiembre de 2020 Madrid, 22 September 2020

MARC CAUBET PRADES

Traductor Jur-do delnsgld: / English Swarn Translator
Cf Charzina, 36 2oC
28220 Majadahonda {Madrid), Fspasia
Tel: (+24) 660 987 031
caubet@gmail.com | www.marccaubet.es
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l",' (] ; Luxus Lebenswelt GmbH
!" Medical Kochstr. 1, 47877, Willich, Germany

EU Representative Agreement

Document Number:  JH-ERA-20473V00

This agreement will be valid for from 2020.3.30 to 2024 .5.26 . Part A could choose to renew the
agreement by then, otherwise this agreement will be terminated automatically. it & & 47 ¢ 1 52020
iE3FI30H F202445E5H26H . SR SIS S BB S .

Part A (7))
Name({ % #5): | Foshan Hefeng Medical Equipment Co., Ltd.
Add( i) | No.4-1. Legiang Road, Leping Town, Sanshui Dﬁricl. Foshan City,
| Guangdong Province, China
Zip Code((l;i): | 528100
' Contact Person(ii# A.): | NANCY HE
TellFax(it & b/t f1): | +8675787781123
E-mail (i #): KYO7T@NHKAIYANG.COM
Party B (Z.)7) o
Name( # #): | Luxus Lebenswelt GmbH
Add(lLi): Kochstr. 1, 47877, Willich, Germany =
DIMDI Code: DE/Q000047731
Tax Number: DE305829099
| Contact Person: LinSun
| TelfFax: 0049-1715605732
| E-mail Info m@Iuxusiw.de )
| Competent authority( i 24 i &)
Name Bezirksregierung Dasseldorf, Dezemnat 24
| Federal state Nordrhein-Westfalen
| City Dusseldorf
Postal code 40474
| Streel, house no. Cecilienallee 2
| Phone/Fax +49-211-4750 / +49-211-4752671
f E-mail dez24 mpg@brd. nrw.de

Party A hereby appoints Party B as the authorized European Representatiyg
with CE mark, Party B accepts the appointment to be the authorized Eurg) ative
Party A in the market of European Union (E.U» , EEA and Switzerland, Tur ‘oarties &t this
agreement as follow, the appointed product categories set out in below form: . |
WA EMZ A WCEEST P s B HREC, Z M EEW (e HEr ., =P
TR ECEBT ™ S B AU B8 F 7| R, Z2 TR it 25 ML T

~r their MedicsfDévice

No. Product Name//™ {4 £5 Models/ T 5 Classification/
1 Disposable medical face mask HF-SUD1 . | I
HF-SU02,
Page 1/8 CO01/vB-20190424



@ "
9% e i Luxus Lebenswelt GmbH
le‘ Medical Kochstr. 1, 47877, Willich, Germany
HF-SU03, |
HF-S0L04,
HF-SM01
HF-SMo2z
HF-SM03 ,
) . HF-SM04
2 Medical protective mask HE-MPO1 , ||
HF-MP02
| HF-MPO3
] L HF-MP04

I.  Obligations and Liabilities of Party A
H {'J'E!’.t‘iiﬁl LA
1. Party A assures to provide the updated technical files of each product

approval of CE certification or before using CE mark for "self declaration” products, this agreement
will be terminated automatically, Party A should take on any aftereffect by itself. The technical files
should be the electronic copy (PDF/MWORD/AIPG/ vision), the written copy would be submitted if
required by the competent authority. Detail of the requirements of the submitted files as following:

i
oA R AT RUR T Z 7 M 0818 — JO M CERRAET Fif . RO AR CHY . 030 7 5 26 1 i 4 nbs
AOAHE S 2 IR RIB0R I, SR IR W B M RICEARIEZ M, IhR B A S 7, 5 R B o Jat
PCERRTCRM, AP ASRR, ki M m R R, TSR, © s
P BLJE PDFAWORDIIPGHS S E il — b 403 5 7 70 025 0 0 ol ) A R 7, 7 (
AL S R B R A
(i) Declaration of conformity, 7528 s
(it) Copy of the label, packaging and instructions for use (in all languages requested by the 8

countries where the device is marketed), 7% . B3, B BHAE (it LB L s ,"_’_“.'..".:

56 | ]
(iii) Notified Body certification (where relevant), 2% 0L 15 GEHRD
(iv) Post market surveillance process and data, vigilance reports and complaints, processes and
data, Lili/EliE i madE. Sl a el ik, Smansds
(v) Technical documentation relevant to market surveillance investigation being undertaken by the
Member State, 5 5k TRE i by 050 0 4 i AR o
(vi) Relevant clinical data / notification. % 491G A 8548 i
(vii} Details of any distributors / suppliers putting the CE marked devices on the market,
LR CERR G BT AR WA A R i Ay
(vili) Incident reports and corrective actions taken. R 5 22 T Mgy 20 58 i
2. Before each product listed in this agreement is placed into the EU market, Party A must notify
Party B and provide Party B with preduct labeling updated and details of any distributors /suppliers
in EU, otherwise this agreement will be terminated automatically, Party A should take on any
aftereffecl by itself.
AU UL O R RO BE e S IR IR B B2 0, WAL 2y, H M7 AR ey
PRSI MBS A E R, SR AR RS, WA AR e T 0T S R

Page2/8 CO01/VB-20190424



6.9
9% e 4 Luxus Lebenswelt GmbH
0" Medical Kachstr. 1, 47877, Willich, Germany

3. If there are any changes of products and update of technical file, Parly A shall notify Party B with
change nolification in electronic copy as soon as possible. Party A shall send relevant information
to Party B's email listed as below within one week upon changing information: info.m@luxusiw.de
A e, HAC AT, AR EEEHEE AR 2 N CL 100 G 1
QR F Z L F Pl ST infom@luxusiw.de.

4. If any accident/near accident of products(including any serious adverse event during clinical
investigation in premarket stage)(see clause A15 e of "Guideline for Authorized
Representatives(MEDDEV 2.5/10)(January 2012)") happens within boundary of E.U. . EEA and
Switzerland, Turkey, Party A shall help Party B to investigate the reason in time, and complete the
initial report together with Party B. Party A shall present the investigation result and final report to
Party B according to MDD 93/42/EEC (MDD products) IVOD 98/79/EC (IVDD products) and the
Guidance of vigilance system. If the accident of the product happens out of E.U., Party A shall
notify Party B as soon as possible, and Part B should make decision whether to report to
competent authority or not.

If the above mentioned accident/near accident of products was known by Party A at first, Party A
musl send notification to the email of Party B as stipulated in Article 2 hereof in two calendar days
‘and provide the complete report of the investigation, analysis and disposal result of the
accident/near accident to Party B by E-mail or other effective means in writing within one week
after relevant accident happened.

b B (R Py B EEA FIFRE . L HOUZ R PR e s (BT Ll Riah i A U
P4 (R A R RN C3F T "Guideline for Authorized Representatives (MEDDEV 2.5/10) (2012
1H)"), BN ENASZ A RIERE, SRR eI, PR (R IR
M &k 4 i MDD 93/42/EEC (MDD # § ) o IVDD 98/79/EC  (IVDD 7= ) 1 (%eak £
Ty SR A (a] A e 2R IR R R . sl CE dnEuie s, ¥R, BESREE
W Nish:. BN RIREML Y, FdlAREREnEE LR,

TR T S R R (5 B T M S B S O S A S R R B R R R R S A W
W FRS2G R T AP WA AL, AR, ST IT A R, H
ekl A A ERX P~ E R - RANEm LY.

5. Party A shall be respensible for any business dispute related fo their product problems, such as
medical accidents or claims for compensation concerning quality that arise after sale. Party B shall
assist Party A to handle the dispute in accerdance with the authorization of Party A. All the
expenses occurred outside the china mainland during Party B's handling of the accident shall be
bormne by Party A. Party A should pay all of the cost of the traffic and other allowance for PART B's

employee or advisor In the china mainland for the need of investigation, analysis and disposal of

the accident. Party B is entitled to require Party A to pay in advance. Before Party B receives such
payment Party B is entitled to refuse to pay on behalf of Party A or take relevant measures.

FPL A7 R S 5 S A A 1 S o e I e R R ek S 2l gy it . 2 IRAE o e L,
PRB) AR eE AT . FEgiR e rEch, LG IR EENR AR ST S R, AR TR R AR,
Wi~ dr, BUEN R, SMETa M, 207 R 5 1 b G Bl TR TE .
iR A A, dFRA, ZJrol BER RS HEM A EETA R R RIA
ZTREW 200, 7 BURHE 56 1 J I el AT 2 1.
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"l. @ A Luxus Lebensweit GmbH
'.' Medical Kochstr. 1, 47877, Willich, Germany

validity of the data.
PO R REEARR . EHHZHEMOm eSS (BIS0EMMMKE T | R
P 5 b B SRR, AE e g, B E AR =R e, L7 e T BEEA
Fs b 2w AN AL R E. BTSRRI EOEIOERI . St .

7. Party A muslt notice Party B the complaint record ‘and the result of disposal on the accident of
products immediately, and Parly A should save, transfer, check-up any of the record according to
the 5" article on the above.

RSt FUR S By i E e A . MBI RS, B T R R R Em T LY.
Fifi e AR, A, B, N0 LR R Ao,

8. Party A should appoint one persons as the primacy linkman who connect with Party B and deal
with the normal daily grind according 1o this agreement. Information of both Parties’ linkman should
be writlen in Page one. The information delivered to the primacy linkman who connect with Party A
by Party B shall be deemed as delivery to Party A and the instruction provided by the primacy
linkman who connect with Party A shall be deemed as the instruction from Party A.

HUrdhE — A (BN, Z3GME—ma A, FEEEAY Z 0 R, SE A i &8
LB MM R LE. s ARERS A R R R R T, 2R e AN
HEERIEL L, BB AR LSRRGSR SRS,

9. Party A shall fully realize the risk of selling its products to EU, EEA and Swiss, Turkey market

without product registration to relevant competent authority of E.C. If it caused by Party A, such as
delay, admittance or conceal of files submission, Parly A should take the aftereffects such as
warning, penaity or even the results that the CE cerlificate will be withdrawn, and the distribution of
its products in EU, EEA, and Swiss, Turkey market will be prohibited.
B R R IR B A e i R, BEAR, BB PR i i Al e Rk Sl A i
Wik EEA R L, T HRZETFRMAE. RO THFMEE, BE™REHHEARS
HEARM R EEA WiF-L2 i mm, WAdRadE. B EFEHERY CE ™= RiE skl i
HENECW il 45 B EEA faFn-t. RHILX gL,

10. Party A shall notify of the intention to Party B to carry out a clinical investigation for MDD or
AIMDD, and the intention to carry oul a perfermance evaluation for IVDD performed in EU, EEA
and Swiss, Turkey.

BT RGMAZ A ER . EEA FIRG 3 B A BRI A5 0 1 RN RERR 97 B Al AT I Mt B
i, CA R PR A S R R AT AT A B TR ‘
11. Party B is released by Party A of any liability relating to the medical devices manufactured by
Party A.
HUR R, 237 AT 0 S P (Y BE 7 S8 it 2 Bl 7R A (1 o] (T
12. Party A will be fully responsible for the performance of its products and will hold Party B harmless
against any liability claim arising from the use of the products manufacturad by Party A.
IS o e i Pl Bl AR 4 S0 (F, MR R 2.5 A S5 0 W 0y 4 7 1 7 Sl B e FR e e A B
{5 £ 2 W R AT 40
13. Any lisbilities for damage to any third party attributed to service stipulaled _hessin provided by
Party B, Party A shall bear all liabilities for damage and undertake fo exg %ﬁ(&? s
of Party B to any third party. If it is required for Party B to employ.an) g
especially to employ legal counsel to provide consultation and legal agehicy, Party A sh Al

relevant fees caused by the employment and pay such fees in advandgiipon request u% -
" (3

Walg At B E. WRZ h st TR T EME, R 6 st it Tl (U,

Page 4 /8 C01/V6-20190424
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” ". : Luxus Lebenswelt GmbH
Pa Medical Kochstr. 1, 47877, Willich, Germany
P AR 2 R R E R G R, 2O RV R RO A .

Il. Ohligations and Liabilities of Party B

L H IR R L&

1. About the register for Party A's products with CE mark to relevant competent authority of E.C.,
Party A shall apply it in written lo Party B and supply all the files and forms needed. Party B shall
review it within 7 working days. and submit to competent autherity of the country in which Party B is
located (Germany) within 5 days. If Party A's application is returned/rejected by Party B or the
competent authority for the contents of the submitted files, the above schedule will beladiusled
accordingly.

If it needs any expenditure by the competent authority, only after getting Party A's approval, then
Party A can take on the payment. If Party A's products register fails by Party B's reason, according
to Germany/EU relevant laws Party B will be given a warning, penalty and even the qualification of
the European Representative will be revoked.

HHEA A Nk CE bR b S e B M Hl i e 2 AR DS CE o U BHE B 28, BB A

PR, FREOITE A IDERTC RS R R, S22 E, o ke 7 41

{EE SemME, 5 P LEQMRZZ HAERSME FF S RHE R R0 &R0, MR dTE

PEEXAF AR A I RERER 2 SR E S RIBENERMN R, A ez 5.

B 0 AL R W LR T R A U G Y, WA RIS AT Z o R . g

R 2 H R, B0 R e & B W RE e ol 7 I Al ARk BE i, B

AT R, iR IS . T, MBI R R T .

2. Party B shall reserve technical files of each category of party A's products with CE
technical files shall be reserved for at least ten years after manufacturing of : f
praducts. Once competent authority needs the technical files (including newjed? finica!
files which had already registered) of each category of part A's products wi
should send them to competent authority within ten workdays.

2 NAREU R — KRR CE HE MiEoR T, S SRSk A
iF. -BEMETLRTERS CE HilASMERLF (FEE2MTER NG
fuilite 10 S TERMEEEE EFEA.

3. Upon receiving the CE technique files, Party B shall gave a electronic receipt to Party A within 3
working days. It's the evidence that Party B have received all the required files. Party B would not.
be responsible for the file content. All the documents, such as sales list and complain records are
deemed confidential information; Parly B have the obligation to send them to competent authority if
necessary. Parl B should maintain and keep them secret,

2 TR T I CERUR R S T S TE RN, MR AR R EERGENZ
HUCRI R S, AR SCHR NS . L3R IR R, RE RS, M
MR AN TRIF ARG RE. EHEQTE.

4. Party B shall notify any information about the products with CE mark within the Boundary of E.C.,
including any claims of customers and the competition company that produce the same CE marked
products, to Party A, '
TR CE FeSb ERR BTN AT FTIH B (R 45 A BLURRRIHETE B doalle) Rt sl J 1 .

5. If any serious accident of products happen within boundary of E.C., Parly B shall notify Party A
within two calendar days of complaint or feedback on Party A's products and assist Party A to
execute vigilance system of medical device products, and also make the initial report together with
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Party A. Party B shall then present the initial report, Investigation results and the final report to

competent authority of country in which the accidents happen.
WA CE FRab ™ fye i iy Je & Sgrbl, 2,77 1 (PB4 S 00 5 7 0 4 ok B s

BAARRAGRTY, FEPTHHBZTRERR. B9 —Rh i cRysis. Zind
RTINS, IR AR A S S R R R S gt

. Party 8 shall appoint one persons as the primacy linkman whose responsibility is to connect with

Party A and deal with the normal daily grind according to this agreement, The information of both
Parties’ linkman was written in first page of this contract.

LA MRE —A, FAW, ZRGME—BEA, FEMERYS P IR, G AR &R
VAR PR TR TR A ke aCiT st e AR i iy s — .

. Party B shall assist Party A to comprehending the condition of the same products within boundary

of E.U, and send the related information to Parly A in time,
2 i W T AR SR R S IR, SRR BRSO

8. Party B shall keep all technical files and information of Party A's in confidentiality.

o Ti AT B A P A R R

fl. SERVICE FEE [it% %t Hl

IV. Others
1.

Party A shall pay the service fees to Party B separately according to the agreement for the relevant
service provided by Party B.

MZ R RED U A el Sy, SIS R EHZ RS R .

Provided that Party A requires Parly B to provide the service beyond scope stipulated herein, both
parties shall agree relevant fees separately in writing.

AR IR AU A E 2 AR R 2 R i S AT

Written Form Clause 5 723X BE ey
Amendments to this Contract shall only be valid when given in writing T:I@FF@ meqf,ﬁf
may only be waived in writing. Verbal collateral agreements or modificatic R e d?“"’
R E LA O S e H UL I A . e RS T AR |
MfEX. DSk EpUCF O sk f%id e k.

Contract Language & =i S

This agreement exists in English and Chinese language. The Chinese version is an exact
duplicate of the English version.

A Bl A SO S B R A, i B A R A B e B

Severability clause fJ 4 ¥4 & &

If any provision of this agreement or a provision incorporated herein at 3 later date is or shall
become invalid in whole or in part, or if this agreement or any modification thereof is found to
have a gap, this shall not affect the validity of the remaining provisions. It is, however, the
express intention of the parties to maintain the validity of the other provisions of the agreement
under all circumstances. In place of any invalid provision or to fill a gap, a valid and enforceable
pravision shall be agreed which most closely corresponds legally and economically to that which
the parties intended or would have intended within the meaning and purpose of the agreement
and any later modifications, if they had considered this issue when concluding the agreements.
If the invalidity of any provision is due to a measure of perfarmance or time (time-limit or date)
stated therein, a measure of performance which most closely corresponds to the original

Page 618 CO1/VB-20190424



.0

'."" _ Luxus Lebenswelt GmbH
o" Medical Kochstr. 1, 47877, Willich, Germany

measure in a legally admissible way must be agreed for this provision.

E A RBOP R E IR T IMER TR, M4 2 500, ST F RS
AL BRI AT TEE . B IR, LT I R AR R T R A L 9 A
#Hﬁﬁtﬂﬁﬁmﬁﬁ%ﬂ&W=ﬁfﬁ%%ﬁﬂm%ﬁ,muﬂHMHﬁﬁmﬁwmmmﬂ$
AR BT R & A H ), ALk POER AR, R, UL PR % M M 36
HM R B % .

This agreement is subject to the requirement specified in the <EU 82/42/EEC Directive 1998>, <EU
2007/47/EEC Directive 2007>, <EU 98/79/EC Directive 2003> and the < MEDDEV 2.12-1 REV.8
January 2013>. Should there be any conflicts between this agreement and <EU 93/42/EEC Directive
1898>, <EU 2007/47/EEC Directive 2007>, <EU 98/79/EC Directive 2003> and the < MEDDEV
2.12-1 REV.8 January 2013> shall be followed as standards. If the regulation above update or
change, Party A and Party B should actively negotiate and communicate to ensure that the
requirements of the new regulation are met.
REIT (ERFE IR TIEEI7 B3R O3M2/EEC 154D . CHRILA X TEErr B IY2007147/EEC 154
(LB RT A2 W BT S MEI08/TO/EC 140 M (EIr Bk R0 Y00, WAL RS
9 S B WD A, A GRS M CHR AME. W EREE A TR, 2
FRBR PR R il (R 4 A 2 0 B sk
During the implementation of the agreement, this agreement will be terminated automatically when:
FESMLIATIIE N T 50 B A Aok isid @ )2 i 17 1.
(a) The day upon Part A's CE Certificate be withdrawn temporarily, be closed or be recalled by the
notified body.
(When the above mentioned things happen. Parly A is obligated to accomplish the following
processes 1o avoid the further consequences:
1175 139 CE 15 A UE i S uE WL R BB F A 6 P 1) 9
(A Edsc—BRSE, RARESREZ AU TEELE, SR
PR IR AT (T

Py

- ‘Written statement of non-sales if there are no proeducts under the withdrawn, closed or recalled
CE Cerlificate exporting to EU, EEA and Swiss, Turkey market, or if there are products exporting,
a written statement of sales would be required with the sales lists, risk assessments and the
measures and timetable to cover the risk.)

T A W O CERE 1T W 8™ B B ESH W Nkt L, REEARI L. LEXZ
Yo WREAT, WHICREIAE, R, W LI O, R R T e
(TR e R P R e ) A ol et (e e )

(b) Party A can not provide the required technical file to Party B within 30 days after approval of the
CE certification or before using CE mark for “self declaration” products. During B0 days from the
date of this agreement terminated, Party A could transact the routine affairs as the authorized
European Representative while Party A could appoint new European Representative and change
the CE certification. Party B should report the invalid agreement to the netify body for record.
FAHEMESRNTHE R Z/E0930K A, HE AREH" ™ I EHCERIZZ i, (NRGHE Rt
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LA ERMCERA LMY, APHlEasRM. EAKRZBEMBORN, BTG HER S
B B BB R A R CEE B X LR, LA T R RH R K. Z M
5 R R AT LS BRI A L R

(c) Party A doesn't payoff the service fee according to this agreement and refuse to explain on the

deadline.
VR T A T O T R S PR A R SRR R S B, R

No other rights or obligations are applied to Party A or Party B other than specified in this agreement.
EpAcHILAh, B LU TR BRI R L %
Forand on behaif of

PART A: Fos ; Helen: jedical Equipment Co., Ltd. Lwﬂmzwnlf

Kochstr.1. 47877 Willich, Gﬁrmmy

Signatu Signa%?_r

Compan pese Comp (A HE)s _

Date( H W%\ a' : : lﬂrlx;'} mﬂﬁhﬁﬁuﬂ'tﬂ?&' ............. #
Simen Qlan i

Only used fat EU Representative sgreamonts
ﬁ
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