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Luxus Lebenswelt GmbH
Kochstr. 1, 47877, Willich, Germany

EU Representative Agreement

According to <Regulation {EU) 2017/745> MDR

Document Number;

JH-ERA-MDR-21241V00

This agreement will be valid for 5 years from 2021-5-20 to 2026-5-19. Part A could choose to renew the
agreement by then, otherwise this agreement will be terminated automatically.

Bh & FEA BASEE, H2021485H20H £20264E5 H19H . BIRJE B 70 7 ik B 2988 & 6] 15 52

Part A (H /) ¢

Name{# ¥§); Wenzhou Joysee Eyewear Company Ltd. {

Add(ihhk): 301,B3/BLDG.,NO.81 ZHONGHUI/RD.,LOUQIAQ INDUSTRIAL PARK, i
OUHAI,WENZHOU 325000 CHINA i3

Zip Code{H 4#): 325000 %\

Contact Person{{X & A): | XiaLin Lin

Tel/Fax(lX FH1E/f: F): | 0086-13456050627

E-mail(lE #): joyseeeyewear@hotmail.com

Party B (Z.7)

Name{ £ #45): Luxus Lebenswelt GmbH

Add(#hik): Kochstr. 1, 47877, Willich, Germany

DIMDI Code: DE/0000047791 Focandon be

Tax Number: DE305829099 . . ‘ Ly

Contact Person: Lin Sun mepicauamazon KO

Tel/Fax: 0049-1715605732

E-mail: Info.m@Iluxushw.de C

Competent authority(F:: % 4 &5 8) -

Name Bezirksregierung Diisseldorf, Dezernat 24 G il

Federal state Nordrhein-Westfalen i

City Diisseldorf

Postal code 40474

Street, house no. Cecilienallee 2

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

E-mail dez24.mpg@brd.nrw.de
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Party A hereby appoints Party B to be its European Authorized Representative as defined in Article 2 (32)
MDR in the EU for all medical devices as listed in table below, the Products are medical devices within the
definition in accordance to Article 2 {1) and Article 2 (2) MDR and shall be classified according to Annex Vil of
the MDR. Party B accepts the appointment as European Authorized Representative.

Note: This agreement supersedes any prior agreements between the parties regarding to European
Authorized Representation.

7 12 IBMDR R 2(32) 5k ALy Z T AR T RFTHIEST BRI PURER, 2 HBSWHEd AP H
e e v

AR RIEUTUN Bl Z a0 XER BB R L.

No. Product Name/7™= i 4 #4% Models/1 5 Classification/ %3
ES

1 OPTICAL FRAMES I

2 Reading glasses H

1. Obligations and Liabilities of Party A H HHR#H1 X %

1. Party A (as the legal Manufacturer) shall be responsible for meeting the requirements of Article 10 of MDR
"General obligations of manufacturers”.

W% (TEREERERD A IR R/E MDR 38 10 K HIHE R0 L5 M8 R,

2. Party A (as the legal Manufacturer) shall be responsible for the conformity assessment procedure of the
Products in accordance with Article 52 MDR and all other applicable European laws, rules and regulations,
relevant to the Products. Party A {as the legal Manufacturer) shall keep records for full traceability of all sales
of Products made into the EU-market for at least 10 years {for implantable devices at least 15 years) after the
last device covered by the relevant EU declaration of conformity has been placed on the market, Party A shall
provide these records to Party B no later than 2 working days after a request to receive such records from any
£EU Competent Authority.

W (fERdEdliEm) MR Tis e sl S ER P& MDR 3 52 sREAR 57 MMk a3
flE R B ER T, R RMER. B (FRdetlaim) MARME - MEREN 7 Lok
e ¥iadhc R, HIARE - MEHXREASEAHRERNTGRATSEED 105 CGHTFEAR
MPREAD 15 9. MK EEHORER, FHNAE 2 M LEHRRZ G REX SR,

3. Party A assures to provide technical files of each product category with CE mark to Party B no later than 30
days after approval of CE certification or sign EU Declaration of conformity for Class | products. The technical
files should be the electronic copy (PDF/WORD/IPG/ vision), the written copy would be submitted if required
by the competent authority, Detail of the requirements of the submitted files as following:
AR RAHERRE 1K REF U S A2 FHB0R AR IR E46 — 2 nilcetr B Hr™
Sa AR SCRY . B R ASE 30, SO A LA PDF/WORD/IPG /i s T fa] — Fb . Bl R %
RRH 2R R B A R LT
Bt R A AR E R T

{a) EU Declaration of conformity, EUAF & {4 A Bl

(b) Notified Body certification (where relevant), 2% VUHIES GEHRD)
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(c) Technical documentation according to Annex Il and 1 of MDR, MDREf SRIRINELR fH AR OB
(d) Post market surveillance process, vigilance system and complaints control procedure. L Hiij& 4% =SV

BaEE. BRAL. RRLCEEHERF

4. Party A assures to provide label, packaging and instructions for use of each product category with CE mark
to EU users in all languages requested by the countries where the device is marketed.
FE 77 1 g R (L2043 B s ce bR B I RS . BRI RH A L ERIRIES.

5. 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, details of any importer and distributors in EU.
AT R AEA S RERRBIRE NS, BrLIRMS LT, I ERNE 277 R
B SR AR SCHE IR B I R, 2 RR RS B

4, If any accident of products happens within boundary of E.U., 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 Regulation (EU) 2017/745 MDR (if MDR
requirements cannot be implemented due to force majeure, it should refer to requirements of MDD
93/42/EEC (MDD)) 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 SERESRA RS, PHRANEAZFREERRE, HEZH —RBANTERYIRIRE .

75 R MDR 3R (S MDR ROESREAS AT 50 SRR S6HE, WRiZ% MDD iIEK) M (¥
MRALIRH) HE FIn ) F 2 R R A A R AR ARG . W CE AR, Hani, ANk
AERREEN, PHRMRRENZY, 2 RERERTELRRE.

IR ER SR, ARSI E L ROy R IR, FAHFLAER T B R H A LR TR URIE
F EREAP e TIbA T MBI, IS E. SRS RS, HR TR
By XIS E—RANERZE .

5. 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 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.

BRI E R R4 S GHCHET SRR B RS LSS AT, WRETHEA. BUER
BHUR. FMEBNEE, 28 ASRERE R E A TEMER. OBFLREHRA,
BRI, 205 AT LB SR B O SR AT S AR AR, AR EERIEE Z ek R 2l 25 AR
B 3T B RHUAH K4 e

6. Party A promises that Party A will bear all responsibility for any accidents, claims or other disputes
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caused by Party A's products. 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.

If due to legal reasons, Party B must bear compensation, product recalls, disputes and other events for
Party A's products, Party A shall bear Party B's human resources expenses and cash and currency
expenses.

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.

This clause is valid forever after signing this agreement and will not be invalidated by the termination of
this agreement.

B A, B NARER BRI SN, B MAS T PR REREAE
SHTAL, IWHRZ A A S HERF AL §07 S e R LR 7™ A ME R TR R T AR K .
MEERERE, LA RABEBEE. mREHE. A AEEREN, BFHRMABITH
NSRRI &R HH L.

277 e IS S O], R B R A AR SR, O RURE 277 B st e A
AR SRR, S APERP T AR .

WK A ASREBFEAATR TRERSE ML IET AR

7. 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.

Party A shall establish and have available a Person Responsible for Regulatory Compliance according to
Article 15 MDR.

HAHBIRE—A, EAP. ZUFHMBE-BKEA, TERHELESZHILEPRE. LEAPIER
MEGCHEMNE® LE. DTS ARSI RER PSS —T. LHEESERTREA
A5 BAMERIAL T 7, BB AL BRI R 7 48 a0 .

R R ARYE MDR 3 15 R HFRL & LTS MITEEA .

8. Party A should establish a Product Liability insurance with a coverage appropriate to the risk
associated with the Products and the volume of sales in the EU, which shall cover Product Liability cases
related to the Products and shall remain in force while this contract remains in force and effect or for at
least 10 (ten) years after the delivery of the last Product, whichever date may be later. Such insurance

shall cover Part B in its role as AR against all potential Product Liability claims by a third party.
Upon request by Party B, the Party A shall submit a copy of the insurance policy in the English language.

B 7 RIS 7 5 FEAE AR B, A R 2% ORI £ 96 o Y02 LR 7™ o DR A0 7 i EE R B F) i s LR DL G
ZRBPIEE S REXOTRERNE, HEAGHARNFEREE M RESD 10
(F) SERFSAR, UERIRAH . SRR LA Z 7 R I R 1 £ 75 T BB AR
B=FRAB I ETE P R

BHLHER, BHRARGNZ RIS IR A MR A
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9. Party A shall fully realize the risk of placing its products into EU market without notification
/registration. 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 market will be prohibited.

T 76 BEFE 40 IR B AL 7™ 5 I 4R/ B R B T 35 Bt SR B UG S R e O 2R
Gim s E R TE RN ER, REFLBRATILERREANKBTHN, FA¥ATREBEER,
. T HEHER ce ik Ptk Rt NBRB SR R .

il. Obligations and Liabilities of Party B Z. 77 A #1 f1 L %

1. Party B should comply with and perform the notification/registration obligations laid down in Article 31 of
MDR, if EUDAMED is not available, Party B will comply with the notification/registration guidance of its local
Competent Authority,

%0 MDR 58 31 %, Z 7 BOESF AT EIRAE MR, 7 EUDAMED BB EERT LAERIRT, Z AR
& 4 EVLCAEIR R '

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.

LT NRB P B RERE CE HRETROBEAY, ZXHELREERE MBS B1HE.
—HEKEFESRBERS & HRTSROEARA U (FE&ROER THMFREA), ZHAHE 10
PLEBABRRBEEYR.

3. Upon receiving the CE technigue files, Party B shall gave an electronic receipt to Party A within 3 working
days. Party B shall verify that the EU declaration of conformity and technical documentation. If the
verification result shows that technical documents do not meet the requirements of Annex Il and il of MDR,
Party B may request Party A to make corrections and supplements.

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

LI P A H LR CE BaAR RS 3 P LIERA, M HERFEI, ZHRZX EU &
EEFBRABOR SCREEATIA, WREHAS R EREAR SRR & MOR Bk n 1 m ER, Z 8L
R BT E o sehIE .

LA XFEEEYRERM m R AR AR IR, ZHRMEAR TS EREE.

4. 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.

MEHA CE FRERFGERBE AR A ENA, 705 M EREIA % R S AR R S B
THRANBRT S, HFEFHTOBBZTRERRE, AP -ERITTEEGRE. 27 RiesE
RRETHIGAIR & . B 45 AR 203 & MBI U AR [ 8 R4t
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#:"‘3 Luxus Lebenswelt GmbH
t,’ Kochstr. 1, 47877, Willich, Germany

5. Party B shall establish and have permanently and continuously at its disposal a Person Responsible for
Regulatory Compliance who has the respective qualification.

Party B 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.

RS A kA PSR AN, BRAHMBERAGHMTEA.

ZHEmIgE— A, ERH. ZUHMB-BEAN, FERFRESHHILFEHE. SERHUEERE
TEAKE® TE. AUTEKSE ARBET ICREA T — T,

111. SERVICE FEE FR- %A

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

R RERDBGRE R XRS, PSRRI E XN Z ARG A,

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

WMRBHTWEZHREBHADUOEZ MRS, T ZOT5M S R AT HL KRR

IV. Change of authorised representative BXBIIZHURBHZEE
1. This agreement will be terminated automatically after the data of termination of this agreement.

AEFsEZIERYE, AEREMHEIL,

2. if Party A wish to change Luxus lebenswelt GmbH with another authorised representative during this
period, Party A should provide Luxus lebenswelt GmbH with the details of the new authorised representative
and the date it takes over responsibility.

1 5LE 5 78 s WA R 5 B8 W e Luxus lebenswelt GmbH A — AN ER B REELACE, B RLM Luxus lebenswelt
GmbH H LR AR B BB R A (S BRI AT A B .

V. Others HAth

1. 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.
AEEPHLAEA B SR R mUPE R T. X-HERFBER T AR CGCTRIED 8
2. DSk SO O S BEER.

2. Contract Language & fEhE S
This agreement exists in English and Chinese language. The Chinese version is an exact duplicate of the
English version, and have the same legal effect.

AW SCRZSC R AR A, PIORARERA N F TS —F A R,

3. Severability clause ] 2:#I{E &K

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
Page 6 / 8 C02/V1-202003
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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.

WERD P OFRERE I TOESE SRR, s 2w, ZUERFERER T
WHBESRENINE. BT HHBER, LR SHNEZFRLANTHERESRLESHBIAEEH
BoLMIBAELHZREW. REMFERMEB LRSS, P73 LV AT A A
EFRAEABEN, BREEAPPLEB bR, SRE BN AE, BRI EH TN
M RE k.

4. This agreement is subject to the requirement specified in the <Regulation (EU} 2017/745> MDR. Should
there be any conflicts between this agreement and <Regulation (EU) 2017/745> MDR 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.

AWCZ (BRILECT EEIT 30 2017/745 3300 9. WAHUERS LREM M. o Bk
RABIHERAAE, B Z5 MRS RAE, BRI R Bk,

5. During the implementation of the agreement, this agreement will be terminated automaticaily when:

EHBERAT IR, T A E IR PR B ahE ik B 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:

G CE bR B S M RAE P R A/, DRSS —BRA, BB EHRS LM

WA HELME, BRMERE BT AMERSEERAAR AT LR A T

- Brief statement in written about the reasons why CE Certificate being withdrawn, being closed or being
recalled by the notified body. -5 i 23 BHUE B ak MBS0/ B M IR .. BREERAGE
M.

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

PHAABRHBCEERMA M MZTCEF i niE b, wREH, HHABmSEY,
WRA, WL OB ERER, BRSPS ] e A i R B T R R 1 B B
Fund (). )
(b} Party A can not provide the required technical file to Party B within 30 days after approval of the CE
certification or sign EU declaration of conformity for Class | 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.
A R B2 ERE BT REZBHAEFHERR0RA, MRBERESZTH
ESERMCERAR RN, AHWEENEN. ERRWZEHEROKAN, N TS EF HBWHK
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AR b S CEE B T, Z AT MRS T (KRR AR W% . LR 5 )

JeR S B AR R ASIEER.

(c) Party A doesn’t payoff the service fee according to this agreement and refuse to explain on the deadiine.
B A R P SO S U IR P A R B AUR R 5 9 XAERREER .

No other rights or obligations are applied to Party A or Party B other than specified in this agreement.

AL sh, B, ZXUH AR T HARBFIN X5 .
PART A: WeWeEvewear Company Ltd.

~
T %

¥ 5/

signatore(® ), Lo Ll
Company'Stamp( 2 #):
Date( ).
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PART 8: Luxus Lebenswelt GmbH

For and on behalf of
Sig “LUXUS LEBENSWELT GMBH
Co A0 KGENBIA1, 47877 Willich, Germany
Date({ H 3§):
& 1
Only used for EU Representative Agreements ~ g
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