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Module B EU Type-Examination Certificate

For the requirements of PPE Regulation 2016/425
Certificate No.: CE-PC-200327-134-01-9A

Certificate Anqing Rixin Sanitary Materials Co., Ltd.
holder: ShiPai Road Industrial Park Huaining County, Anqing City, Anhui
Province, P. R. China

Product: Disposable face mask with ear loops
Classification: FFP1 NR

Model reference: AQRX-2020

Standard(s): EN 149:2001+A1:2009
Test report No.: 2020(D) - 0144

Issue date: 2020-05-01

Expiry date: 2020-07-31

The product(s) on this certificate and the Technical File have been assessed and found to be in
conformance with the Essential Health and Safety Requirements in Annex Il of the PPE
regulation 2016/425 and meeting the needs of WHO document dcp-ncov.pdf and EU
Commission Recommendation (EU) 2020/403.

Any changes to the design, manufacturing location or manufacture of the PPE product certified
here must be advised to CCQS Certification Services Limited for review.

CE marking shall not be applied until the requirements of all the PPE Regulation 2016/425 and
relevant EN Harmonised standards and/or Technical specifications have been met.

If the certified product is Category Ill then this certificate is only valid if used in conjunction with
Conformity Assessment against Module C2 or Module D.

This certificate remains the property of CCQS and maybe withdrawn at any time if it is
considered that the equipment is no longer in conformity with the requirements of the PPE

Regulation 2016/425.
! i i IS0 17065 Approv

I'YNAB

ACCREDITED
PRODUCT CERTIFICATION
OETAILED IV eopg REG ND.6028 dWén Bi

CCQS Certification Services Limited
Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccgs.co.uk E-mail: info@ccqgs.ie Page 1 of 1

If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm220-017, Rev.1)

Approved by Ireland
Government
as a Notified Body
for CE Marking No.2834
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WiEgm's: ZFLJ2623776 40, a4
Ui
No. CAS No. Forbidden Arylamine
(W5 | FHigwS) (242 F5)

1 92-67-1 4-aminobiphenyl (4-5 JLH 4

2 92-87-5 benzidine (X))
3 95-69-2 4-chloro-o-toluidine (4-5 41 FF 2K %)

4 91-59-8 2-naphthylamine (2-25f)
5 97-56-3 o-aminoazotoluene (4 Z 3 {H % 1 45)
6 99-55-8 5-nitro-o-toluidine (5-fifk-41 F 2% )
7 106-47-8 p-chloroaniline (& S )
8 615-05-4 2,4-diaminoanisole (2,4-—Z K% Hff)
9 101-77-9 4 4'-diaminobiphenylmethane (4,4'- "%t “ZRH L)
10 91-94-1 3,3'-dichlorobenzidine (3,3- 5t RZ)

11 119-90-4 3,3-dimethoxybenzidine (3,3'-— Fl 4 K1)
12 119-93-7 3,3'-dimethylbenzidine (3,3~ P34 %)
13 838-88-0 3,3’-dimethyl-4,4’-diaminobiphenylmethane (3,3~ " HJE-4 4'- &0t L)
14 120-71-8 p-cresidine (2-F1 & Jk-5-FF LKt )

15 101-14-4 4,4’-methylene-bis- (2-chloroaniline) (4,4’-iF F3&-—- (2-F %))
16 101-80-4 4 4-oxydianiline (44'- " X /)

17 139-65-1 4 4'-thiodianiline (4,4’- 2} KWk )

18 95-534 o-toluidine (4 FF k)

19 95-80-7 2 4-toluylenediamine (2,4- & FEH %)

20 137177 2,4,5-trimethylaniline (2,4,5- =K 3£ fi%)
21 90-04-0 o-anisidine (4l % 54 Fk)

22 60-09-3 4-aminoazobenzene (4-Z B B%E 4

23 95-68-1 2,4-xylidine (2,4- " H 32K

24 87-62-7 2,6-xylidine (2,6- " H 3L )
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Anhui Provincial Supervising & Testing Research Institute for Product Quality
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CERTIFICATE

of MDD Notification

Reference number: JH-ERA-20291V35
Issued date: March 20, 2020

This certificate will be automatically void if the Notification is rejected by the EU Authorities
or upen termination of the EAR.

This is certify that, According to Medical Device 93/42/EEC(MDD), we accepts the
appointment to be the Authorized European Representative for products which listed in the
attached agreement between below manufacturer and Luxus Lebenswelt GmbH.

Manufacturer: Anqing rixin sanitary materials Co. , Ltd
Address: ShiPai Road Industrial Park Huaining County, Anging City,
Anhui, The People's Republic of China

The Manufacturer declares that the Medical device complies with de Directive including all

essential requirements.
According to Medical Device 93/42/EEC(MDD), the European Databank on Medical Devices

(EUDAMED) is established as of May 1, 2011, the German Compe nt Rtﬁhonty is notified
of the manufacturer's Medical Devices and has allocated reglsfrd} fnumbers shown in:

disposable face mask, UMDN code: 21 ?34

Where the manufacturer affix the CE marking to the product listed they must ensure that all
the requirements of the appropriate EU directive(s) and sfz;‘ rds have and
continue to be met. ) M 7;,

C€E

Luxus Lebenswelt GmbH

Kochstr. 1, 47877, Willich, Germany
info.m@Iluxusiw.de



Luxus Lebenswelt GmbH

&
“ Medical Kochstr. 1, 47877, Willich, Germany:

EU Representative Agreement

Document Number:
This agreement will be valid for 1 years from 2020.3.20102021.3.19 . Part A could choose to renew
the agreement by then, otherwise this agreement will be terminated automatically. iL & [i] # ¥ Wi 791
1, §20204E3H20H £2021FE3 4190 . BIWIG i rig gk s st & E WJ 2.

Part A (Ff /) l

Name( % 5): Anging rixin sanitary materials Co. , Ltd

Add (i ht): ShiPai Road Industrial Park Huaining County, Anging City, Anhui,
The People's Republic of China

Zip Code(Hi4m): 246121

Contact Person(ft & A): | Zhu Yanging

Tel/lFax(B% H WL iE/4 H): | 18055660386

E-mail (M 4): 905269806@qqg.com

Party B (Z. /)

Name(.% #1): Luxus Lebenswelt GmbH

Add(3iiil): Kochstr. 1, 47877, Willich, Germany

DIMDI Code: DE/000004791

Tax Number: DE305829099

Contact Person: Lin Sun

Tel/Fax: 0049-1715605732

E-mail: Info.m@luxusiw.de

Competent authority(3: 1§ /5 5 &)

Name Bezirksregierung Dusseldorf, Dezernat 24

Federal state Nordrhein-Westfalen

City Dilsseldorf

Postal code 40474

Street, house no. Cecilienallee 2

Phone/Fax +48-211-4750 / +49-211-4752671 -

E-mail dez24.mpg@brd.nrw.de

Party A hereby appoints Party B as the authorized European Representative for their Medical Dewce _
with CE mark, Party B accepts the appointment to be the authorized European Representa‘twe tmf /) ~
Party A in the market of European Union (E.U) , EEA and Switzerland, Turkey, Both pames enter fhi‘s

agreement as follow, the appointed product categories set out in below form: ’j}?
B (T fp 277 ACEEITF= MR W R IR, LW fTan, WRiTy f’i s, EEA. Hi-k, M HHE
s MOCEEIT P M iR T %% E Rl B, ZAEMP =G s i i ~ 4
No. Product Name/r™ & % B Models!_f*r_'! 5 Classification/
; Sra%
1 disposable face mask 1

Page 1/8 C01/v6-20190424
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0""0 ] Luxus Lebenswelt GmbH
0'0 Medical Kochstr. 1, 47877, Willich, Germany

. Obligations and Liabilities of Party A

B R BT R L%

1. Party A assures to provide the updated technical files of each product category with CE mark to
Party B. If Party A can not provide the required technical file to Party B within 30 days after
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/WORD/JPG/ vision), the written copy would be submitted if
required by the competent authority. Detail of the requiremenis of the submitted files as following:
Ay B R T AME S G 6] 2 7 AR (R — S CE R R B (0 HA TR, MU W Ay TE A IESS
WHUSTE 152 BHI30 Ky, skF e mal ™ Qe HICE EId 2 g, (SR iR iites 2 y FE ER
MYCEH AR Casfy, AR E AN Wy 7R4E dit i o &2 T T . HE a, L’ ,,m: ELT M. X
{1 LA S POF/WORDIIPGHE 3 AT ff — . F01l0 1 PO e R 8 2 ) 5 e b A 382 277 .

FT R ZE O P B I BR nF

(i) Declaration of conformity, #F &4 75 11

(ii) Copy of the label, packaging and instructions for use (in all languages requested by the
countries where the device is marketed), Fi%5. 3%, R4 (Frfd Ll 5 S8R0 &
IR A% )

(iii) Notified Body certification (where relevant), 2 % sLE k15 (& Bl

(iv) Post market surveillance process and data, vigilance reports and complaints, processes and
data, |-ili )5 8B BRSO LU R A AR RN

(v) Technical documentation relevant to market surveillance investigation being undertaken by the
Member State, 5 sk 51 [ L o Gl U258 17 2003 AT

(vi) Relevant clinical data / notification, HI T A A £

(vii) Details of any distributors / suppliers putting the CE marked devices on the market,
724 O CEGE ey S kA £ W ma/ 1 Jy 4

(viii} Incident reports and corrective actions taken, 35 ¥t 5 A AT 24 115 h

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 product labeling updated and details of any distributors /suppliers
in EU, otherwise this agreement will be terminated automatically, Party A should take on any
aftereffect by itself. AT I
A< BIn VST 5 R 04 B A 1 F B A ol Bz i lE"f’j'aL ARG L. JEHMN :NJLJ’“ 32

P BRSO R R RS A S B, W AEM S SRR TR TR S Mﬂffﬁ (G

3. If there are any changes of products and update of technical file, Party A shall notify Party B w:th
change notification 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@!uxusiw de.
P IAT O, BRSO T, O T S A G — A 2 A T R R A A O

FEREERZTLUFHFHE: info.m@luxusiw.de.
4. If any accident/near accident of products(including any serious adverse event during clinical

Page2/8 C01/V6-20190424
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0“ Medical Kochstr. 1, 47877, Willich, Germany

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 compiete 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 $8/79/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
must 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.

S R B P BEA BB, R M B AL A g CRUE (bl Rl R R R B
9 A B O R B (U L Guideline for Authorized Representatives (MEDDEV 2.5/10) (2012 E
18 . WA ENAGZ MeRR, FFRZ -G s R W (R Hi
B &34 ) #% MDD 93/42/EEC (MDD 7 ) 8¢ IVDD 98/79/EC  (IVDD ™) Mt {EH R
FEEE Y B QUWTE 6 2 J7 il U A e MR R SRR . I CE kb S, MR, HERAL ;,?___'E; ft;
RREEEEAH, W7 Jnﬂ\'i‘} oA, Il o e A R SR .

i N WhE N 0 G R E_ji B E S IR A, W A R A R P L T R SR
BELRBEK D V!J*LJ Mpgf ek, IR E RN T ML B RO .
{210y 77 S AE S ’t hf——fnJm_?uL.fJ

. Party A shall be responsible for any business dispute related to 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 accordance with the authorization of Party A. All the
expenses occurred outside the china mainland during Party B's handling of the accident shall be
borne 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.

By RE0E 8 1 U A AR I S ) o S A B R Sl AL R W TRl 55 2 'J Eyfvt. L AR R R
AN A RS AL, TER AR, 2 TN A e g . A r'}; i i h f LI{"""]‘JMH
It - L Bk ""iw}. WkE y i

SRR LS. R, Z TR BLEGR P TY x.fHH'_'.‘_i"'ﬁJTﬁiiTi:a- {111:’4J.:f‘h{d\—':',“'ﬂ-h:-, 1‘
LHtEEWFZE. LTF fl‘ ORI #5180y 38 (B RO 540 .

190 i

. Party A should keep the complete sales list of all of the products exporting to any area of E.U, EEA.

and Switzerland (including the OEM products) by electrical documents in English at least 5'years, - F ey —

in order to be provided by Party B for the using to be transferred or inspected to the relevant /-
competent authorities of E.U., EEA and Switzerland, Turkey Party A assures the accuracy and the/ /.

validity of the data.

B T M (R L EEA RIS |-, H I 2 I e S i . CEAEOEMIISI T ) . B/
e Tl e e e o8 1| 1 B 1 T I o e R v B m;,.“* Twk, UL 2 AR RS ZEEA
AU EAMRA. 89, Py BTt EE e sl . 1ok .

7. Party A must notice Party B the complaint record and the result of disposal on the accident of

products immediately, and Party A should save, transfer, check-up any of the record according to

Page 3/8 C01/V6-20190424
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0'0 Medical Kochstr. 1, 47877, Willich, Germany

the 5% article on the above.
B 77 EF X% PR PO SRR RO R TR A B PR TR LI m £ T BLAL
FIEICTMEGE. WA, B, %M IR s & R h .

. Party A should appoint one persons as the primacy linkman who connect with Party B and deal

with the normal daily grind according to this agreement. Information of both Parties’ linkman should
be written 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.

P EEE—- A ERB. AR A, FERE *-'jZ_J'J'{i’&IdI Bip il AL ACH) DR SO
TR A B B A M. XU IBRER N IAIRZE 77 SIS SR AR B {I’I’J BT, LARikE TT IR NS
BAREERE  y, WIS NG SR I E R O 2 i s

. 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, Party A should take the aftereffects such as
warning, penalty or even the results that the CE certificate will be withdrawn, and the distribution of
its products in EU, EEA, and Swiss, Turkey market will be prohibited.

B 5 5 BEAE A I A A ol e il T J““’ B RESL A ol B 0 R A Fid e s B

WiiH & EEA ML, LRz 2oanREE. wRd T JJ i B IA Ja'la' Mt HEILEER

G EEA i L2 g0, WG AN, B, HEAEMW CE M aiE Mt &

AN IS /L EEA Rl LR H 2 A,

10. Party A shall notify of the intention to Party B to carry out a clinical investigation for MDD or

1.

AIMDD, and the intention to carry out a performance evaluation for VDD performed in EU, EEA
and Swiss, Turkey.
F A7 R 2 FEER M. EEA R b B b O BT B8 R 0 £ U RN TR T O b 1 R A
R BLR (W T R i 8.

Party B is released by Party A of any liability relating to the medical devices manufactured by
Party A.

W R 277 ASKE A PR T ) 3R R R ] 9T R

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 manufactured by Party A.
W7 e SRR A ST (R, FRI I 2 £ 07 A S g v 7 A 1o o e S P e R ) £
{of D (R FNE i AR

13. Any liabilities for damage to any third party attributed to service stipulated herein provided by

Party B, Party A shall bear all liabilities for damage and undertake to exempt any responsibilities
of Party B to any third party. If it is required for Party B to employ any expert and counsel,
especially to employ legal counsel to provide consultation and legal agency, Party A shall bear all

relevant fees caused by the employment and pay such fees in advance upon request of 'Frarty B A

1552 7. 77 RS 0 A B0 4 A = uHhFﬁﬁ-WﬁhimeNMA'W&ﬂ»
} Jl..[”hé.)‘i ”")’I‘FJ ')“ fro "]L'Lé H [l »H nr,rft.;'km i ‘ A TH N ”}- 'ri‘J'."Jljl".’-:!' i "}‘Ii I-r.H- ""i’ m“'“f Jﬁ' f‘\-iﬁi
B 7 R AR 2 77 R e A M e G R SRR 0 T CE R Sy TR B

Obligations and Liabilities of Party B

L7 TR BT R L5

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 to Party B and supply all the files and forms needed. Party B shall
review it within 7 working days, and submit to competent authority of the country in which Party B is
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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 be adjusted
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.

iy LB 7 AN CE e 1417 S 44200 B M1 4 0 58 4 1 508 CE 7 SR LOU ML L S R SE i TR
SR, R A R A IR B, S HPETE. o JLJJ T 4 'T.'.
e SERWIE . 5 A L1E B P ARoE £ 77 T (1 e 18] 0 A 28 T o i i 2 . HEdTHE
FRZE S P9y TR TR ER W £ 77 0 2 SR R IR B i AR e fi) R 2
8 AL O B L R T S L I ) e

1

> B [ 3 Jj‘ RO . IR
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WA a2 38, e mFdEERE i"(ii"—.’ffh‘.r{:i‘}_f-fl'tl_!..

. Party B shall reserve technical files of each category of party A's products with CE mark. The
technical files shall be reserved for at least ten years after manufacturing of the last batch of
products. Once competent authority needs the technical files (including new edition of the technical
files which had already registered) of each category of part A's products with CE mark. Party B
should send them to competent authority within ten workdays.

ZIF W R KR CE RRES RS, %R ’; 74
., —HEBEETNRTGEHEEG CE i IAL T (FO&FRE
FHEE 10 A4 TAE B P8 i 8 2 6.

. 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; Party B have the obligation to send them to competent authority if
necessary. Part B should maintain and keep them secret.

Z. VR B 7 SR A CEH A TR S (R R3 A TR F A 1R 7 h L T B i ‘H‘iL kel 2
FWCER O, MiAR LR RS 2 WO R R
3 2 0 SR S H LR B R A R R T

. Party B shall notify any information about the products with CE mark within the Boundary of EE C

including any claims of customers and the competition company that produce the same CE marked

I__ ik mIT e+
LA . 2H

fi

products, to Party A.
ZHiRAS T ¥ CE = S 7RI B Py 1Y O o] 515 B0 (BLEG 2 P 49 VR B ] 2835 5 fiolle) 2t 368 1 OF O
. If any serious accident of products happen within boundary of E.C., Party 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
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 bRkl & (e RO Py e R, 2 77 ORI 2 ™ @ A AR R R 19 (S =
WA E AR E LB E . IR Rz PSR WWOT —'LL fi ot s AR By . 2 0 BT
ESER Y IR . U A g BRI R i RO
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6. Party B shall appoint one persons as the primacy linkman whose responsibility is to connect with
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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.

ZHTE— AN (ERT. L0 M RSN, LB 5 ] i AR AR
SECHE AR LFE. XUFES NN G2 FEAR L S — 1L

. 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 Party A in time.
CH M T R TR [R5 R, A R

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

277 BEX B T7 BRSO R
SERVICE FEE R&#H
Party A shall pay the service fees to Party B separately according to the agreement for the relevant

HR

service provided by Party B.

AR A O SR % N IR R R e g S LT B T

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

QR U LA B R AR s 2 SR . XU R S Sy T TR A R

IV. Others

1.

Written Form Clause 5ifii 125

Amendments to this Contract shall only be valid when given in writing. The requirement of form
may only be waived in writing. Verbal collateral agreements or modifications are not valid.

A 1) U}iJI’J”‘f“} Y A R U TR . R RS A AR OGRS
FIET. FLA PR O R A2 L.

Contract Language &[S &

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

A PR R ORI B R R A, PR AR RIS AR P e A

Severability clause A 53 #1112

If any provision of this agreement or a provision incorporated herein at a 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
provision 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'i.agréef__ﬁé{ﬁf

and any later modifications, if they had considered this issue when concluding the agreem'errts;

If the invalidity of any provision is due to a measure of performance or time (time-limit or date)

stated therein, a measure of performance which most closely corresponds to the ongma[

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

s AR A b 1 2R a R R T I AE B i e AL, ek A2 R H_Urr HT

U.H P‘i FE SRS . BTl LR AT 2 S R KR T i PR S )
)B4 TC AT HE PR MO BRSO L R C R SRR S B 4y . PR R S i e A T A P A
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This agreement is subject to the requirement specified in the <EU 93/42/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
1998>, <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 o ensure that the
requirements of the new regulation are met.
AT (RRIE TR TR RAY 93MM2EEC 154) , (It fk X -1 a7 #4 R 12007/47/EEC {64 ),
&luﬁ PG ARSI YT B AI08/7/EC 154 ) il (FEI7 BRI IA F iy £l W IGRR
5 (R4 5 Gy . L GEAD R G Al W b ERERR MR, XU
AR i A0V aE . 0 {5 R 2 B L R
During the implementation of the agreement, this agreement will be terminated automatically when:
(EFPARTT A Py F 0 A AR L B B E I
(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, Party A is obligated to accomplish the following
processes to avoid the further consequences:
B 7 ) CE iE -5 B3 7 i bl % F HUKS IR 5 505 BT A
(VL st —ER A, P LA & 277 UG LR R LR, AR T AV R (A S
P B A L
- Brief statement in written about the reasons why CE Certificate being withdrawn, being closed or
being recalled by the notified body. 15 {f % (5 B i 1 df 7 185/ IO 19 T DT . 0435 4 2 35 L
FIE) B
- Written statement of non-sales if there are no products under the withdrawn, closed or recalled
CE Certificate 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.)

i

T A B BUH T CEE -1 i W s SR 5 a6 L didg UL REEAIER 4. B K2 i
M. MLGEAT. s EATE e, f-'ll‘ij--fai mMJJ_.J. SR ST N [l R TNTRE AR B Laolh] | U o
1% TR 585 2 Y 7 A e o) % 4 A 0 () )

(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 60 days from Ihe' .
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 notify body for record.

7 TR A &S AR 1D 2 S5 J3D)*|)’d & i"'l o AR LT HICE R IE Z i, VPSR H(iLes
ZF TS ERMCER A M. AMLEEI R, EARFAZTEM60 M. T hess (iR Jf
5 3 0 K W AR A2 R CELE u'-‘?;'-?'%?i KL, LT7al W gk T R AR R R 5. LR
5 7 SR E B AL L A R

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

deadline.
B 7 0815 S5 W SO 50 RS IR P RS 0 R IR S S L O TR BRI .
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Luxus Lebensweit GmbH
Kochstr. 1, 47877, Willich, Germany-

/1 Ay
Signature( 7= ) Z/WU‘
Company Stamp( Z; 7).
Date(/ 1) o7~ 3. >4
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Signaturef = 72}
Company Stamp( . 1)

1 HEA-
For and on behail of

LUXUS LEBENSWELT GMBH
Kochstr.1, 47877 Willich, Germany

Simon Qisn
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. EC Declaration of Conformity

Manufacturer: whose single Authorized EU-Representative:
Luxus Lebenswelt GmbH

Anging rixin sanitary materials Co. , Lid Kochstr.1, 47877, Willich, Germany

ShiPai Road Industrial Park Huaining County, DIMID: DE/0O000047791

Anqing City, Anhui, The People's Republic of Lin Sun

China Tel: 0049-

E-mail: info.m@luxuslw.de

We, the manufacturer, herewith declare that the products
disposable face mask

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

The medical device has been assigned to class| 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 VIl 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

Anging rixin sanitary materials Co. , Ltd
ShiPai Road Industrial Park Huaining County, Anging City, Anhui, The Pwpte's@pubnc of

China
T WA b & 73
oA e
Place, date Legaﬂy@fgnature@
‘7/8 I, e‘b&
}o il ; *0832012M

o S

EC Declaration of Conformity
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