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EU Representative Agreement

Document Number:

This agreement will be valid for 1 years from 2020.3.20t02021.3.19 . Part A could choose to renew
the agreement by then, otherwise this agreement will be terminated automatically.tt& [ % 41
%, H20204:3H20HE20214E3190 . IS i o7k 45 S 4ok A 7 E B R K

Part A (H77)

Name(£#%): Anqing rixin sanitary materials Co. , Ltd

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

Zip Code(Hi4R): 246121

Contact Person(B & A): | Zhu Yanging

Tel/Fax(BX R HIE/MEH): | 18055660386

E-mail(#B3H): 905269806@qq.com

Party B (Z7)

Name(£#R): Luxus Lebenswelt GmbH

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

DIMDI Code: DE/000004791

Tax Number: DE305829099

Contact Person: Lin Sun

TelFax 0049-1715605732

E-mail: Info.m@luxuslw.de

Competent authority(E£& X4 /5{5 5)

Name Bezirksregierung Dusseldorf, Dezernat 24

Federal state Nordrhein-Westfalen

City Dusseldorf

Postal code 40474

Street, house no. Cecilienallee 2

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

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

Party A hereby appoints Party B as the authorized European Representative for their Medical Device
with CE mark, Party B accepts the appointment to be the authorized European Representative for
Party A in the market of European Union (E.U) , EEA and Switzerland, Turkey, Both parties enter this
agreement as follow, the appointed product categories set out in below form:

F T AE £ 277 HCEEST = B KR AR, Z 77 B2 W7 (R P T TERRBL. EEA. Ht. FMEHH
Hi I HICEEF7 7= S AR, W7 %8 FHI WL BB L T

No. Product Name/7=h % Models/% S Classification/
ES
1 disposable face mask 1
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l.  Obligations and Liabilities of Party A
BT BRI NS
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 requirements of the submitted files as following:
FHRRENEA NG R Z R ME — KA HCEARER M. BETHBAIHE. MRPHENES
HRBUEBZEHN0KRA, REBRFET-REMHACEIFCZA, MARERMAEZHHEER
RICERARIIER, X EEIARY, BHRBHITSROTFELER. PhLERZTH T, X
7T LLZPDF/WORD/PGHE R MMEM —Fr. BHXHRAERBLRFTEHEN A REZLT .
B T X HEASTHERIT:
(i) Declaration of conformity, #F& 75 EA
(i) Copy of the label, packaging and instructions for use (in all languages requested by the
countries where the device is marketed), 1745, 3. HHPRA (A LTERXERNES
HIRR4)
(iii) Notified Body certification (where relevant), A&HIHIER GERR)
(iv) Post market surveillance process and data, vigilance reports and complaints, processes and
data, bR MBERMEEE. BAIRE UERRUF. AEALEE
(v) Technical documentation relevant to market surveillance investigation being undertaken by the
Member State, 5B 8L 57 H b7 BB R ER RHEAR M
(vi) Relevant clinical data / notification, #< I FRELIRE B &N
(vii) Details of any distributors / suppliers putting the CE marked devices on the market,
2449 77 CERRE ST 2R I 24 P 18t 7 4
(viii) Incident reports and corrective actions taken. IR % & RIHIL EHEIE
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 R AR S ERR IR T 2 0, RAUBIREG 275, I BRI L7 SRR Y
= AR SC R AT T IR B, WA A SRR, WA RE LTS BNATHER.
3. If there are any changes of products and update of technical file, Party A shall notify Party B with
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@luxusiw.de.
PRSI B, BRSO A T, T IR BEIE TS B AT — R P B R R A A R
ERRIZEF|ZH LT BFHEAE: info.m@Iluxusiw.de.

4. If any accident/near accident of products(including any serious adverse event during clinical
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investigation in premarket stage)(see clause A1.5 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) ,IVDD 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
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.

M RERB B A K EEA Mift+. HHHZ RASRES RN (BEE LI eR I EN B
REM™ERRFA (¥R Guideline for Authorized Representatives (MEDDEV 2.5/10) (2012 4
TR, BANENEEZTAERRA, HRAZHF—BAFTRIERSE . FHRE (RHLRIE
BEEL4) MDD 93/42/EEC (MDD 7= 4) X IVDD 98/79/EC  (IVDD &) 1 (¥R Z%
5M) MERM RN E Z 7RG A ES RMRARSE . 7 CE IREM&&, LM, BEMRELE
BREEIS, BRANRREMZY, FhZARERTRAEELRIRE.

MR EREG. HEGRET P EEAHIREN, BAILNERSARBA LR THBERERE
EZE ERF2XPHORTEE S HTESTY. BFROAT. HMrindEeg Rk, ABRTH
HERPEARERRFH=EE—RARBMZ .

. 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.

B 75 R AR R AR SR MR ET FRERE R F W FUL 13T, 2 RE R TR,
WENR T BRA LT . ERHCED, L HREESSISIAMAERRA, AR THINE R R &E.
MABTRE. BUEARRF. FHMBEOFEE, 277 % AR i EA AL TENEE.
ZEBE LM TR, hRTRE, ZATWUERP T SAHAN MR, EXBARIIKTE
LHREMP ZH, ZIABREELA AT B AT it o

. 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,
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.

BJ7 OBk B X REEARIHG 4: . L HILZ FifT P MK R (REOEMMBIEER) , &R
B R ED RAFHN, BT F . BF O R e, DA% 277 Bt A FRCEL R EEA
MEL 2B ARMA. BB, PRGNSR RERtE . s,

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
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the 5™ article on the above.
W H R R B R A I N AR AL T, B T R A il 2,07 LA,
BifeRMRT. AR, B, &M EEDS R K KHm,

. 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.
BB N MNP 2B —IREBA, R BTS2 LA A, AEER A SR
EFEH MR H K T UZTIRES AR 7 SACRAEAR PRI — 0T, 074355 T AT R A K91
BAMEEREWIT, W ASH AR R P 45 I 3R .

. 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
wamning, 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.
RO RERMANRIE LY =R B FIRE. &R, HRRERHTER”RRESILEZRYEK
HiHR EEA MR L. T HHZ NEWHRORK. MBEHTPAOERER, BE-HRE FiILEER
HAKRER EEA fI L2 diglt, WAHARTR, ¥, RZEEZRH CE =RiIEBMZEILE™ 5
BAKREHH R EEA it BHZNER.

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 out a performance evaluation for IVDD performed in EU, EEA

and Swiss, Turkey.

RARERZTTERKE . EEA M+ kB Hx BT S E A EEAEET ST IR R

Tk, LAR RSN IR AT HE RS ITAE 031 R

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

Party A.

HAERE, CHAXPHENET SR EABEMEFE

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.

A AR RABEHTE, FBRRCTTLENPH EE =R ESAT RS FENE

AR ERRTABRE.

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 Party B.

ISR 2,77 R YA AP E WO BR 95 107 A 00 3 = 07 IR E2 HEAE, WP 75 B 24 A BURSBAR D6 I R SR 4F,

HRBZIT M TAL . WRZ T ST G KA, 4 A HO i SR B R A & 0|,

5 BEAR3E 2,77 AT = A AR R R, 277 4 BCEER WP 25 FilA AR S 2R R
Obligations and Liabilities of Party B

ZIT IR AN 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 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 returnedirejected 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.

TR C MG CE b7 14 EK BN S 6 02 CE = MK MG D46 100, 7 SR A
R, RO SR SIS R, B ZMBATE, MZHARET AT
ERSERRAIE, 5 AN H NSRS 277 e R0 IR A0 22 0 0 i B0 4 R 00 34 (B R T i
RN E AT R N Y 2 77 B YRR B AN i, ASESE (5 2 3,

WEEEIE B R & R0 BN R AR, T2 HREHTHZHRATA . mE
BT RITHEN, 70 i T % R F gk TR m ol 7= 5 IE 4 NBR M ik, ARIE A )
BRI REREM, 2 REE. S5, BARTme AR BB,

2. 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.

LHNRERTE - KEHKB CE IxEmMMEAY, ZXNEMFEERE—HF=RET B+
F. "ERBRFELRFERE CE irRTROBARTS (FERARMHEALHTRE) , 27
$TTE 10 P TIFEABEREFE LR,

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

B F T R B HICER AR XS E 3 TER W, mEFHEBFER" & EHGEHEZ
TTEIR IS, TIAXNARAAESTT. 2 R REHHEER, BIFEREs, fik
BRI HEEFRAERE . RENTME.

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.

ZHBi#H R CE 7 GIER S MEATIH B (B % P BOF A R 2635 S k) R @ A W 7

5. 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.

WM CE WRGM/MIERKE BN A A YN, 277 REFEWCRIA R R 7™ S BUR R it 5 B
WA EA BN E T, HER TR FRERRE, FPF—BHAksERhike. 2557 H%
TEsE RIS A | B A RA AR S R OR A2 1B 4 MRt

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.
ZHmiERE— N, AT, XS, BRI 5 E LA A ALEA YRR
ETEE AR E R T OIS ARk J7 IR RAE A L 3 — T

7. 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.
Z T B A T RRER BT IZ R R L, IR B R Y W .

8. Party B shall keep all technical files and information of Party A's in confidentiality.
277 Rt R AR A R B RHR E

lll. SERVICE FEE fR%%H
Party A shall pay the service fees to Party B separately according to the agreement for the relevant
service provided by Party B.
2 R AT MR SRS, BE 2RI A 2 XA 277 AR S5 DAL«
Provided that Party A requires Party B to provide the service beyond scope stipulated herein, both
parties shall agree relevant fees separately in writing.

L T Z T R B AR T ST Z A RS, W XU SR 5 AT A AR B -

IV. Others

1. Written Form Clause BiEz
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 EAE XS R H B IR RGEAT . X— M FREE AT AR%R T HmRRD
gaizeg. Ak Ok EEER.

2. Contract Language &FiEH
This agreement exists in English and Chinese language. The Chinese version is an exact
duplicate of the English version.
ANy A ORI ST X BRARA, R ARIUR AR BT E— .

3. Severability clause ] 7} &t 5K
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 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 performance or time (time-limit or date)
stated therein, a measure of performance which most closely corresponds to the original
measure in a legally admissible way must be agreed for this provision.
uu%$miﬂ¢H‘Jﬁ%%#:é&?ﬁ%%l*?ﬁ?‘}m&Eﬁi&ﬂ%ﬂwﬁﬂ. J AL RS AR LW, HIE AR ER T
Pl R R I T - BT IR R A IR A T WS RIE & R e T H
& R TR AT S B IR TR AR B ST MUY L 24 e ik e AV VE B A A
HR R AR B, e B RTINS bRAE, JERH R R FERUE DL ARI% T R AR AR B

HUMA S B B R o
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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 83/42/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 to ensure that the

requirements of the new regulation are met.

AN (RRIEASCTBRIT 28RN0 93/42/EEC 1R4) , (BRILASLFIRIT 8 9iI2007/47/EEC $H2),

CRRILAR KT IR SME KT BRI T 23R INOBITO/EC 454 ) M (IEST MR A RIRF) 00, WA PIULRHR

5 (154 Bk (R e, LA () A (dam) k. LREIURAEERHSERE, PLRITM

PR A, R IGEm R FEM I TR .

During the implementation of the agreement, this agreement will be terminated automatically when:

FEMUETIRIN, T3 B AT LT B 32k B3

(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 5 ) CE i3 RSl RAEHUA B I M AR =R

(UEFEEL—BERE, FHRESREZHTMFUTERELE, TUHEREHTHAMEAREEARZM

FAERIFTA AL

- Brief statement in written about the reasons why CE Certificate being withdrawn, being closed or
being recalled by the notified body. 51 & 2 ¥ BRiE 154 M/ X AN R RE . BFEEHRAE
HRER.

- Wiritten 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.)

PEHBHNEIREHCEERFA = RRTEEH H O E T H A REEATIR L. L HHZ W
. RRE, FHAPEAY, WRE, EWEHOHEEE, REHEPE BT 4E
B KRG FF PR P 77 A ok A R OB FEAN R TR R . )

(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 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 notify body for record.

R ENESRBARE B Z G M30R N, BE HIRA o AICEMMEZAT, PR EA R4tA
LT A ERMCER AN, A AZIRK. ERRUZBEMNEORN, N TS ERY
B H O PR AR B A CEIE B S ANK TAE, T UM Ak BT (R AR B B %5 . 2 N%
¥ 5 7 R T BUE B AR A S B R

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

B 07 A Tt BOTE (1 55 TR PO A S B AR IR &5 2, ORI AR 1
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Signature($:); Signature(%:57):
Company Stamp( 4 1): Company Stamp(Z £%):
Dat ): e L-17-TARN I O
ate(H ) For and on behall of |
LUXUS LEBENSWELT GMBH

Kochstr.1, 47877 Willich, Germany

Authorized Bignature:
Simon Qlan
Only used for EU Representative egresmaents
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