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Party A hereby appoints Party B as the European Authorized Representative for their Madi-al

Device with CE mark o

provide authorized representation services as required per Direct ve

93/42/EEC and/or Directive 98/79/EC where applicable, the appointed product categories are
set outin Appendix A
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Hereafter when reference is made to the

and Turkey,
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Party B shall provide
representative of Party
arising from the entry of Party A's medical
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EU, this is meant to include the EEA, Switzeriand
0 EEA. BiA-FuFEI,
the relevant service as stipulated herein as the authorized

A. However, Party B is not obliged to bear any product liabiliti=s
products into the EU market, especially from =

sale and use Party A s the only responsible party. Itis recommended that Party A purchasss
product liability insurance that is able to cover the volume and risk of products sold within 1he

EU market.

LI F N8 8 4

FE L n =
g ',1If.¢‘|'t..'

AT ME DR RR S . 18 2, AR A e A EU

TS, Rl S R A i e EMIOCHI™ G AT, AP 7 R — 4 BAE

L B T N

Party B accepts the appaintment to
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be the authorized European Representative for Farty A in

EU. Both parties enter this agreement as below:
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A. Obligations and Liabilities /";.' j :"-\.
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1. Party A shall ensure to provide the latest techﬁisgiﬂocumemaljiﬁ 7 and assessment repor
of the Notified Bodies (if any) of each pmduﬁ;caﬂwﬂﬁ E mark to Party B, The
contents of 'he lechnical documentation shall t the requirements of the
applicabla European directives (eg Directive 93/42/EEC, Directive 98/79/EC, e's.), and
the language of the technical documentation shall be the official language recognizec in
Europe. If Parly A fails to provide Party B with the qualified CE technical documentation
within 30 days after the certification is completed or before the self-declaration product is
marked with CF this Agreament shall automatically lapse. Party A shall bear all e
consequences arising therefrom. Please refer to Appendix B for the detail requirements of
the technical documentation.
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If necessary. the reievent technical data shall be provided to Party B within 2 working
days when recuired by the European competent authorities for inspection.
HERHST S o2 ke i, B, F2 LA R R AR L

2. Ifthere are anv changes of the products, update of the technical documentation. addition
of product medels or phase-out production, Party A shall inform Party B with the change
notification in elecironic copy, in particular, information is required for producis that may
affect registrations with competent authorities. Party A shail send relevant information to
Party B's email within one week upon the changes: info@caretechion.de. The updatad
lechnical documentation should be provided in the meantime.

If Parly A fails 15 provide Party B with the information, this Agreement shall automatically
lapse. Party A shall bear all the consequences arising therefrom.
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3. Inthe vigilance system Party A is obliged to inform Party B to ensure that Party 3 is
aware of the in‘ormation about its products in the EU market. Party A shall immediately
inform about tha reportable events such @s product incidents, recalls and the Field Safety
Corrective Action (FSCA). Party B shall assess and decide whether to report to the
compelent authority
If Party A fails to provide Party B with the information, this Agreement shall automatically
lapse. Party A shall bear all the consequences arising therefrom.

BoW Havw



Caretechion GmbH : Version 2.0
(LR 7 A TCATTRIRR, Wt T 8 & EU HERIE AL Bl 2 o
. T -wﬁt;Wmm%ﬁ#ﬂﬁﬁﬁﬂ%ﬁy-mﬁhﬁﬁmﬁﬁﬁﬂ“;
i g b 27\

MR AN DENSRZS, m%‘lﬂﬂwp ﬁ*%&ﬂﬂmﬂtﬁﬁﬁ@mﬂﬂf&!i!

4. In the vigilance system, Party A shall provide Party B a??ﬁh the necessary informaticn.
including information on the incident that has-occurred; the investigation of the cause, e
corrective actions taken, the Implemn@ﬁon’vaﬁd closure of the incident, and deliver to
Party B. Party A shall assist Party B in assess'fﬁ?ma need for reporting, if necessary.
¥l £ VERLT BRNGTEN, SRR EOBHEE. SEEE, Kk
WAL 2k RN IR, (R8s 2 7. SN, BB R RGP ERER T
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Party A =hall be responsibie for any business dispute related to their producl problems
Such as medicai accidents or claims for compensation concerning quality that arise afier
sale. Party B shall assist Party A to handle the dispute in accordance with the
authorization of Party A. All the expenses occurred outside China mainland during Party
B's handiing of ihe accident shall be borne by Party A. Party A shall pay all the cost of the
traffic and otne: alowance for Party B's employee or consultant in China mainland for the
need of investication, analysis and handling of the accident. Party B is entitied t» require
Party A to pay in advance. Party B shall have the right to refuse payment on behalf of
Party B or take relevant maasures before the advance payment reaches the account
designated by Party B.
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Party A shal keep the complete sales list of all of the products exporting to an E.U
(including the OEM products) until at least 5 years (15 years for implanted producis) after
phase-oui production. The sales list shall remain complete in English and electronic co oy
for the retrieval and inspection of EU. Party A shall be responsible for the accuracy and
authenticity of the data provided. If Party A fails to meet with the information this
Agreemenl shall aulomatically lapse. Party A shall bear all the consequences arisng
therefrom.
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©. Party A shall nform Party B of the complaint record and results of the complaint handing
on time. The storage, retrieval and inspection of all the records shall follow clause 5.
WP ot & ol 7 00 B A0 40U HBICRAGEE R, BTN REGRRZF A5,
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7. Party Ashall appoint two Persons as the primary contacts who cooperate with Party B and
deal with the daily work according to this agreement. The contact informaticn of 1he

MW Harw
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10.

11.

conlacts shall te wntten in Appendix C, Party A shall notify Party B within two worki ne
days if there is any change in the contact person of Party A. Party A shall cear "l
responsibility for al' the consequences arising from the failure to update the contact
information promptly, The information delivered by Party B to the contact person of Party
A shall be deemed to be delivered to Party A. The instructions given by the contact
person of Farly A shall be deemed as instructions given by Party A.

SRR UE (S v AR, CRGEE—-REA. FEREESZ AR, = A
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All notifications related to this Agreement shall be rafgadéd as,daliva'f'ecﬁ}qt the following
lime poinls: e =,

i A& RAHAH SNNRACT R R &, A s
(a) Upon arrival at the specified location if deliveted by specified personnel;

Wil D%, Biikde aEnT. WA

(b) Upon successful printing of the confirmation notice E? thav;wﬂ'ﬂ‘&r's fax machine if
delivered by fax;
ML B A, RN LT R P IR A A 0

(c) The third ciay after sending out the notice if delivered by the express delivery:
milind it ERMFEMB=H,

All above notices shall be delivered to the recipient's address listed as below, or to an
address that sither Party may appoint later,

LR EENTIE 4l F 5 R ROR REFE—HTREE R,

Party A shall fully understand the risks arising from the sale of the EU market withcut
registration or filing due to its delay, omission or concealment of the products. If the
products are placed into EU market without registering and filing due to the cause of Party
A, Party A shall bear the fines, warnings and even the consequences of suspending 11e
CE product certificaie and banning the products from entering the EU market.

DI A A AR AR Rl TR GERR 2 g B g A - RS
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Party Ashall inform Party B of the intentions of clinical investigation trials, which are 1o He
performed in EU. “Clinical irials may require additional contracts to clarify both liabi'ty
and related costs

TTFRI AL 0 2. 05 18 B R E 17 80 1706 B9t a1 Ml R a0 TR R A
FrE I LA AT 80 7 I (TR B 1

Party A shall promise that Party B will not take any responsibility for the claims
manufactured by Party A on medical devices
mﬁﬁﬂ.f‘"ns&tﬁ%iﬁ%ﬁmﬁﬁﬁﬁﬂﬁﬁﬂ

Party A will be fuily 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 5y
WA, 17w
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1.

Party A.

BRI 11 R 288 H4F,. FHI800 R TFTA S B 2 0y 2™ (5 S e Y i o
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Party B shal ve solely responsible for the compensation and shall exempt Farty B's
external responsibiiities if there are any liabilities to any third party attributed to serv ce
stipulated hersin provided by Party B, If Party B thus needs to hire experts, consultarts
and special legal advisors to provide consulting and legal representation, Party A shall
bear the relevant contract costs incurred by Party B and Party B shall have the right to
require Party 4 (o prepay the related expenses.
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Party B shall apply registration for the commissionéd. prﬁqﬁt:l:s tﬁ.; listed in Annex A) w th
German comps=ient autharity in accordance with Article 14 of Directive 93/42/EEC, Arti-le
10 of Directive 98/79/EC and MPG of German Medical Device Law. Party B shall confirm
prior to registration that the technical documentation complies with the applicable U
regulatory requirements.
Party B shall perform the registrations in other countries if requested by Party A, wh zh
may result in additional costs.
Party B is responsible for the registration in Germany. The expenses shall be nome oy
party a. Sefore the registration is completed by Party B, the products commissioned Hy
Party A shall not be exported 10 the territory of EU,
LRG0 S 4 (Directive 93/42/EEC) # 14 % MLl R IT Bt &
 Directive 93/78/EC) 5 10 #f08 65 77 Bk MPG B9 BLR, 108 [ 3 401 1555 J)
BRMR (M RUATARD o FREE T RRE A A AR ST A A PR T
WMHGTRBER, A NG HE R EEINER N EFEANEN, T D
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LR @S i, W o &4 (€ L0 FERRIEMAT, P BHAY =5 7
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. Party B shall reserve the technical documentation of each category of Party A's products

with CE mark, and take up the responsibilities of keeping custody and confident ality and
submission upon the request of the competent authority. The technical documentation
shall be reserved at least five years (fifteen years for implanted products) after the
phase-oul production. Once the technical documentation (including new version of the
technical documentation which had already been filed) of each category of Parly As
products with CE iark is raquesled by the competent authority, Party B shall submit within
ten working days upon the receipt of relevant documents.
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3.

Party B shall issue an electronic ‘receipt” to Party A within 3 working days after recsiving
the documents such as CE technical documentation provided by Party A, which oy
confirms the recepton of the documents from Party A. Party B shall be responsible for
submitting the sales list, complaint records and other documents provided by Party A lor
review by relevant EU institutions and keeping them custody and confidential.

Party B shall review and ensure the completeness and correctness of the technizal
documentation. after reception of the documents provided by Party A. Party B shall not fy
Rarty A in case of any non-conformity. Party A is responsible for the correction untl! it
meets the requiraments.

If Party A does not carrect or the correction fai_ig,,ﬂau;& will not perform the registranon
(Part B Clause 1) PN i N
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< In the vigilance system: Party B shall inform Party A of the information (including customer

complaints) receved by Party A about the commissioned products of Party A,
ERHFESS: 75 N R BRFE= AR (BISZ MBI . EhiH A

In the vigilance system, Party B shall communicate with the competent authorities on 1he
protection of RParty A's products in the EU market and the relevant measures in the sven:
of an accidert and communicate to Party Aimmediately and accurately.

ERRRE S, Z /e S5E%SER EU Hidh LR 7™ ah A e (R AR ARk, B0 i
HURA A it il iR mE WSS e

In the vigilance system, Farly B is responsible for assessing the incident and on-= 1o
safety as we!! a3 the necessity to report the corrective actions. Party B shall report the
accident and FSCA lo the competent authority within the prescribed time limit when the
reporting criteria are met.
ERINREES . & S AT # FISTL i % SRR ) IE T I R 75 0 40 4, {E S 4 i
RO FSCA 2010k it A 4% 145240
Party B shall appoint lwo persons as the primary contacts who cooperate with Part y A and
deal with the daily work according to this agreement. Party B shall notify Party Awithin te
working daye [ there is any change in the contact person of Party B, Party B shall bear “ull
responsibility “or zll the consequences arising from the failure to update the coni:c!
information promptly. The contact information of the contacts shall be written in Appendiy
C.
LA miie h-ﬁ%ﬂ-;“ﬁMMthkﬂMﬁﬁﬁmﬁnﬁmW~ﬁﬂawdf
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B. Service Fee
Fitk 5% B

Version 2.0

Party A shali pay the service fees to Party B separately according to the agreement for
the relevant =ervice stipulated in Party A hereof provided by Party B.
H&ﬁﬁi*.nﬂﬂtﬁﬁﬂmﬁmﬁ-ﬁﬁ@ﬁﬁﬂﬁﬂﬂ%iﬁ&ﬁﬁ%%m-
Provided thal Party A requires Party B to pruvide’the service beyond the scope stipulated

herein, both partes shail agree relevant fees separately in writing.
mm“i‘a”'xaﬁﬂ$WHHE£%Mﬁ%-mlﬂﬁﬁﬁﬁﬁﬂﬁﬂﬁﬁﬁﬂi
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€. Term and Termination of the Contract . e p, |
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1. Term of the Agreemant R : }‘
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The validation of this agreement is subject to mua,vdfraa!ion of CE Certificate for the
products under i1 or is within five years after the signing of the agreement for the
self-declaration products.
A B CE i a7 M il G5 R CE W —3, MEERBWHAAS, 6
WHBX BT Z He gy,

2. During the executian of the agreement. this agregment is terminated automatically when:
EH BT RGN FRE M AR LY 1 hés ik H 48,
This agreement s terminated automatically when:
HER T INNR A, B e P
2.1 The CE certfcate is canceled by Party A, or the CE certificate is suspended o

withdrawn by the notify body.

(In the event of any of the above facts. Party A shall take the initiative to coopergte

with Party B o do the following afler-work, otherwise, it will bear all the liabilites

arising from inaction or misconduct:

) Brief statement in writing about the reasons why CE Certificate being cancslied
suspended or withdrawn.

i) Written confirmation of whether there are products exporting to EU markst under
the withdrawn CE Certificate. If no. a written statement is required; if yes, the salas
listis recuired, The evaluation of risks arising, measures and timetable to <alve the
problem shall be provided-in wiriting. )
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2.2 In the event that Farty A fails 1o provide Party B with the qualified CE technial
documentztion within 30 days after the certificate is obtainec or before the
self-declaration product is marked with CE, the agreement is terminated automatically
Within 69 days from tha date of lermination. Party B can continue to perform the

WTH Sarw
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duties of *he EU Representative on behalf of Party A in order to facilitate Party A's
employmen! of a new EU representative and change of CE certificate. Party E sral
inform the Notified Bodies of the termination of the agreement timely,

WA D N MT£2 58 30 R4, k" FLR A e A CE fRic 20, O
RN G Z ) BEEREY CEH#A TEN, AV EFRA EARDUCE Y [
RGO, % ik (R TTIG R B O (R R R W oy CEQE BT, 7~ 4] 1
RREREL T (I REORIES. ZHNiEH 5E FREBHUE R RS S
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2.3 Parly A doesn't pay off the service feal_qﬁiq{ding to this agreement and refuse to
explain on the deadline. " 2N
RTINS R pa uﬂfﬂ%ﬂ&ﬁ-%ﬁlﬁ_ XA e eny.
£ \
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e /
. Governing Law /Arbitration N &r = ';‘f
ERYNE W4 S/ sii2”

All disputes betyeen the parties arising in connection with this contract or the execution of
this contract, including disputes concerning the validity of this contract and this arbitration
Clause snali be finally settied in accordance with the Arbitration Rules of the Chinese
International Economic Commerce Arbitration commission (CIETAC) where the arbitration
process is {6 execute of the CIETAC-location in Beijing without recourse to the ordinary
courts of law. Upon request an incoming arbitral award can be declared enforceable by 2
national court The place of arbitration is Beijing. Republic of China. An appeal agzinst the
arbitral award is not possible. The arbitral award shall also decide about the costs of ihe
proceedings including the costs of the arbitrators. The arbitral irbunal consists of three
arbitrators. The substantive law of People's Republic of China is exclusively applicable to
the dispute, The lanquage of the arbitral proceedings is Chinese.

AT A b L X e 8 A N R ¢ ERAMERYD &R0l sm e
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. Wrilten Form Clause

|5TiE: 5K

Amendmenis 10 this Contras: shall only be valid when given in writing. The requirement of
form may only be waived in writing. Verbal collateral agreements or modifications are rot
valid,

BN G MRS W R H L B ETELRE, E—HUERIRERFARR LT 1l
el ff 4 e UNER L ER

. Contract Language
o 1

1- Y713
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This agreemen: exsts in English and Chinese language. The English version is solety for

L - o db & em e

GEEsge n



Caretechion Gmbi| Version 2.0
information purpeses. The Parties agree that the Chinese version of this agreement alone
shall prevail with legally binding effect.

APHL AT LR R A KR RS, RPN ELIp T

4. Severance clause
lrki Y

In the event thal the terms of this Agreement, or their supplements, are invalid now or in
the future, the other parts are not affected, and the same also applies to the absence of
the agresment. However. both parties to the agreement made it clear that the above
Severance clause is intended to ensure that the restofthe contract will not be affected as
a whole by the ineffectiveness of the contract part. In case of invalid clause anc missing
part, both partias e the agreement shall, wiih__‘iri:ﬂne scope paigg[ﬁed by the law, reach the
common expecialion as the standard closest to the original. | ct and reach an
effective suppiementary provision to rsp!ar:ig—m_ inﬂﬁd{,%usa orffill in the missing part of
the agreemen: - A

MERBLUD L F A DN T RE DB A RDF LI, 201 o
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5. The rights anc obligations as stipulated hersin are limited to the products listed in one CE
certificate obtained by Party A If Party A obtains multiple CE certificates, Party A and
Party B shall anter into an agreement separately according to the actual number of the
certificates, : ;
ADFRLIR R 0TRSO AL - i CE iEHBFIM ™4, FHHRBLH
CERETIEY, 1 2 W W E 0 bt 5 T L

6. Appendix A List of products applying for CE mark

[ fk— 43 CE b iy = R 58

Appendix B Tavle of contents for the Technical Documentation Submitted to European

Representative

BfF = (1 (LR A 58

Appendix C Contact Information

P = AR ) i

Appendix D Conditions, Time, Procedures and Necessary Files of Application for

Registration of CE Product in Germany and Update, Withdrawal and Invalication of

Registered Praduct

PRI CCE 7 &40 |8 iksE M Al 08 . o+ fa]., P A MR RNy
G

Appendix E Managsment procedure of the salés list of CE products exporting o £1J
market

Wit (CE &N K02 oy Mo 0 R T i)

Appendix F Payment Terms.

BEEAR A E
The above six appendix have the same effect as this agreement
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7. In additicn to & agreement, neither Party A nor Party B shall be given any other rights
and obligations

BRI T ZWH TR T BT L%
8. Documents end requiations that are referenced in this agreement;
SOV S 2 M. N

1) European Union Medical Device Directive 93/42/EEC, 05.09.2007
B T - 15 % Direclive 93/42/EEC, 05.09.2007
2 Vigilance System Guidance (MDD 2.12-1 REV.8 January 2013)
SRCESHS DT 8EdE S 2.12-1 REV.8 January 2013)
3 GUIDELINE FOR AUTHORIZED REPRESENTATIVES<MEDDEV 2.5/10>
(January 2012)
4) EHHN T (The Act on Medical device)
) WNRITFRENELT MER '
Verordnung liber dis Erfassung, Bewertung und Abwehr von Risiken hei
Medizinprodukten (Medizinprodukte- Sicherheitsplanverordnung - MPSV)
Note: during the validity period of the agreement, any change involving the
revision/update of the above regulations shall be carried out in accordance with the naw
version. Party A and Party B shall not sign a new agreement.

dils T8 |79 LT TR B b A A S e iy, 12 BB A A A AR T A 1
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Part A: Textile Sougeldedical Supplies Greup  Party B: Caretechion GmbH
Co., Lt - LHe ©

Caretechion GmbH
o e o
' : info@caretechion.de
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(Appendix A )
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List of products applying for CE mark:
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(Appendix B) . . it 7., rﬁ
o

Table of contents for the Technical Documentation Submitted to European o,

Representative ' B

WEREAEN (A THE

Part A

1) Name and address of manufacturer
2 e TR S
2) Name and acaress of Furopean Representative
MEEME R v #
3) Trademark, name model, classification and classification rules and certification method of
product
PR b W . B, R s M. AiEdiz
4) Name and adaress of manufacturing site
Errigib A s Ll
9) Name ang acress of Notified Body
2 SHLR Y4 151

©) Declaration of Conformity (with signature), CE and 15013485 certificates

At (2 40), CE 1IS013485 iAif -
7) Essential requremaents chacklist (as—
AR RIS A58 A SN\
8) Brief description of product F‘{}k._.- A \\‘
o Ty feos
o (T I M. y A s .\
9) Languages used in label, instructions for MSE TN R ’
PRAE IR T | ONF o ) : i

i ; |- - < P
10)Regulatory reguirerments anc standards applied {harmonized standard)
RGOSR B0 A (AT N 3 i)
11)introduction of relevant inspection and test, such as-clinical; electrical safety, mechanical
safety, perfornance. ete.. and list the numbers of relevant reports or validatior records
(refer to Pari &) in the form of checklist of basic requirements if appropriate
FERBUR BRI WS 0 ARy bk, it el Bubsise s, HEAE, B A0 2L 00 2 Bl 50 i
AR (10 BAS) ol BLBLAE SR 1 B 0T A 1
Part B :
12)Risk managemenat file
MBS TR
13)Compilation of cinical data and evaluation of risk/benefits,
RRPRBERLY . B M
14)Vigilance system
kR A
15)Test report (biocampatibiity, ohysical properties, chemical properties, clinical, ete )
ek E T . RDETERE. fethie. ismam)
16)Description of production process, production flowchart, description of special process,
critical control port, ele,
R N B, SRt Bifiih, K sy
The iatest versicn of Part A/S shall be provided in writing or in electronic form to the European
representative 2 any time if necessary: .

ANB s D 5 e B ) UK B L 2 A BRI BT 1 Hmﬂ@fﬂfifﬁﬂﬁtﬁ#ﬂﬁﬁr#ﬁh
Part B is not imiied o the items listed above,
B A4l A w4 H

AT sm AE s e
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(Appendix C) .

BieF

Part A Guntac‘ ln.u-mahon

PR

Jtﬁ]’.\f‘i{

Y

Version 2.0

Tile |  Lanhdine | . Mobile Phone Emall - ° -
R S Hl ! FHl I N\
¢ 0771-3901723 | 18587696588 273426534@qq.com |

! S

Note: Please provida the information of two conta
email, so that we can transfer the relevant in

company in abmely

iE: IALOEE 240
mlﬁj*]a‘rll > |

mannes when needed.

Part B Contact Information
LHBHBAL L

Name
| BREAM ¥,
i JiEn Wang

Titie

Director _

Please inform of ar ") f,"’sﬂqe of mntacninhnh n pmnq:lﬂ

megkfht&sn

W - M fgﬁ

Wy G s

WAIW, 17

cts, including landline, mobile phone and
formation of the European Union o your

CREIAHL. FHLAME, CUSRIIEM BN R TR i

~ | Landiine | Mobile Phone | Email *
| ¥ (P FEM FHl | U
Managing. = | 0048 211 300|0049" ' info@caretechion.de
36618 01725666666 | =3
e E—

283
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(Appendix D) ; - (144

Conditions, Time Pracedures and Necessary Files of Application for Registration of CE
Product in Germany and Update, Withdrawal and Invalidation of Registered Product

(CE 7 dhadOH =My %&et. m ). B R BRI E = S0 Es . i s
=
Conditions of Application for Registration of CE Products
CEM™&Hiliit MG ®e. ’
Party A has oht=ined the CE cerificate, or “Self Declaration” has been made for Class |
products.
PHPMCRRY CEA, ma—Rap VAT A

.~ CE product application registration time:
CE 7= & b il 2@ 4 :
The pre-market approval in EEA, Switzerand or Turkey takes at least 30 days.
Pt A EEA CEW I AeNEE A 30 72,

-~ Procedures of Application for Registration of CE Products

G 4 iR M 09 B o ‘
T. Party A shali notfy Party B of the application for registration of-products in oral or written
A LN

form. Y Ut A AT 2N
PR Z TN 9 S 00 ™= B } i -~ S :
2. Party A shall submit the application form for r&gl_‘s.}atimh\g_ roductiand the technical
documentation to Party B, The application form for registration  providéd by Party B and
completed by Party & Party B shall also provide the preparation requirements for ‘echni |
files to Party A for reference. A\ \ T P 4

B 2 3 AN B DY ER R T, J*;@iﬂ'iﬂ?fﬁffﬂéﬁizﬁﬁm. i REREANS
e U A T i g e Lt SO 2,
3+ The technics! files submitied by Party A shall be supplemented, corrected and amendead if
the contents are missing and incorrect. or if the format does not meet the requirements
PHREETA LY, NGNS, BB, TR AR, T o5, &
1845 318
4. Party A shall pay the registration fee to party B,Party A obtains the product registration
number, ;
i1y, € BF HERNAL A it e,

4. Necessary Fies of Application for Registration of CE Products (English electron - copy)

CE ¥ it if i34 LB L VR T TRIE)

1. Scanning copy of the latest certilficate of CE product (not required for Self-Declaration
producte}
R e CE & N (AR

2. CE technical decumentation: English electronic copy, all items required in Part A
(especially Qeslaration of Conformity, deseription of product, label, instructions for use.
etc.). risk management, and clinical data required in Part B, which may not be provided if

regulations fike MDD/AVDD and appendices clearly indicate that the clinical de'a of 1ne
praduct are rot rec Jired)

CE £8K ¢i*, A LIV A BHHE (CRMRG S, i TAUL
1 - B R0 LS 4 Rl M B (B 4 MDD, VDD Wik B RS T

oA W dde gwm

R e .
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WG A8 ),

3. Sample pholographs/pictures of CE marked products (not required if they are available in
the technical cocumentation)
CEM™Mh AR /i 1 AT, WAL ) -

4. Photograchs/piclures of labals fixed on the CE marked products exporting to European
Union (not required if they z-e available in the technical documentation)

CE FEatH O @ K (NIRRT, WA it
5+ Application forim for registration (provided by Party B) completed by Party A.
WSR2 ) 7 ey a2 '
€. Other documents required by the German authorities.
08 2R 2 ) B R I i
- Renewal regisiraion of CE marked products
CE ELH: B> o &,

If there are.any changes of CE certificates or declaration of conformity of CE registerad
products, update of registration of CE products is required. Party A shall only submit naw
CE certificate, rew declzration of conformity and application form for registratior to Party
B, so that the procuct can be registered and updated.

CEREH ™ i1 CEENMRAH MR LTy, W3S+ HE CE 7 d& Wikl W 35 (b
P Z 0 2T E P RS CE iE35. SRO9AT-& WCLRGE M iR, BAehH =6
i1 o

- T
& e

e

Vv Withdrawal and invalidation of registered product: ; j h |
CE i ™ oMl 5 % 2. AL

1. When the :levant CE cerificate is withdrawn, closed Sr reci.ll by the\ certification
authority, reg si-ation of the product is withdrawn. . e N
HIH CEWIE 0 FLIIE, . R IR, 7 Shak i, e

2. Registralion of the product is withdrawn by the G‘em'tan’ atlﬁn;ity. »
r'hr::.|fl?;'.;' It ok e ) R . N o r"" ’

3. When the EU Authorized Representative Agreement signed. by the two parties is
terminated, reg stration of the product is withdrawn.
LA ¥ 1 EU Authorized Representative Agreement? o (-1, P e A

4. Ifthe CE certficale axceeds the validity period, registration of the product is invalid.
CE 4k 1Rl 4 SNy, 7= 52 0%

9. When the Ei Authorized Representative Agreement signed by the two parties is rot
renewed after cxpration, registration of the product is invalid.
MLALG 22 ) 21 Authorized Representative Agreement) FIWIAGEEL%M), a0 @
Rl

8. When other conditions relaied to withdrawal and invalidation of registration occur
registration of the oroduct is withdrawn or invalid.
Fefh e B W o 3RS 2 et fﬂl‘ﬂ'i':ﬂ:fﬂfﬁtfﬁ!ﬁ'kf{;

>

il 2

Websiles of competent authoritids responsible for registration of CE medical cevice in
Germany:

W D8I CERrr it~ 5 8o CO099 X Ry o

1) www.bfarir de German Mirustry of Health)
www.bfarm de - D)

23 www.dimdi de (Website of Data of Medical Device CE Registration in Germany)
www.dimdi.de( o (| CE bp & 15 17 254 SERRS g 1E L R )

W15W. 417

o LR NP
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(AppendixE) . & %4,
Management procedure of the sales list of CE products exporting to EU market
(CE /S IR 5 e e i

*» Basis for the establishment of the procedure
B IMAS T o
The management procedure is established based on the provision on the responsibilitias
of the Eurcpean Represontative in Vigilance System Guidance “3.1 European
Representative. afier receiving the incident report, the European Representalive s-all
contact the manufacturer and the competent authorities promptly, give the customer's
complaint and incident report to the manufacturer, and be responsible for the protaction of

the product saies racord” and the relevant contents of the EU Authorized Represantat v
Agreement sicrad by the two parties.

(RO R A 5 AOCHCRICR DU AR 3.1 BB BLL 2, NSRS AR
BT SHUA AT 1 SR &, ReHAE PR HIBAGRE 1B BIEE, RS0
GG SR, AP, 2SR (BU Autherized Representative Agreemer:
MAWE. R0 LA TR, o N
4 2 W .-1 ?;_ “q‘\l
= N : A
—+ Measures managsd in the procedure & 2\
RIMNETILY Ik, Pow

In addition to (e relevant contents of the sales list as stipulated in_iﬁause 6 of PARTY 2 in
EU Authorized Representative Agreement, Party A and Party B specially agree on the
following rules for operation which the twa parties shall follow: -
W 1 CEU Aulhorized Rapresentative Agreement? JUPARTY A J4- 35 6 % 05 10 4
REEH TN % RUS, B, 2705 SASE T RETRAIN, R 3t i
1. Itis tentative'y determined that Party A shall regularly submit the sales list of products
exporting to the European market to Party B by email every six months. The specific tme
is as foliows: the expod iist from January 1% to June 30" of the ‘Frasent year is submitted
before the last working day of July: the export list from July 1* to December 31* of fhe
previous year 13 submitted before the last working day of Janua -

i Ny, - NS THHUT 00 FOMR LM OO 195 0 08 L f i
A H5 7 ) TLICHAL 2GR 1 H 1556 H 30 S0y I 4 1
H RS RN RZEHFRET H 18412 A 31 80000 08,

2. If there is ne product exporting to the EU market within the preseribed period of tire
manufaciured by Party A a zero declaration report is also needed to be submitted 1o
Parly B.

SURINIRG L b s0em s 8 Gt W i i TSR B0, S e e e el

i (e
ik

3. Parly A shall be responsible for the authenticity and accuracy of the declaration data. If
any omissions, cslays, concealment and other issues occur in the declaration above,
Party A shail be responsible for ihe consequences arising therefrom.

W75 2w s 4 WA, M. g 3 R MR, IRIR. SR, e
a6 fe e+ PER

4. Party B:shall be responsible for the confidentiality and safekeeping of the conteris of (e

declaration of Party A as well as the limely information delivery to the competent
authoritics of the -urapean Union.

WAL e oaw W

e
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LA BT o n o 5dh LERNESNE, LA R BB % e RO et X

.9',

2. As for the Gectaration above, Party A shall submit the file with the signature to Party B,
and Party B shail 1ssue a receipt to Party A after receiving it.
R CRNER LI LIRS, BiR B AL EI

= Format of the appendix to the procedure:;

ARl s

Appendix 1. Tempiate of Sales List (Format for reference only):

B3 1. it - (B ikeE) .
bt ] Ok i
A " » . ! R }
b 'Fiﬁ 1‘ UMDNS/ P: ﬁgz' : !ﬁ n X
LIC L y 4 I &
No. todel | E Sl | Export
| name y Bii o ' Class | country mean:
| 1 | | st \;
1 | = !
L 2(] kRt ’ Al
WE 2, LHliie g, (NEE%)
Appendix 2. Zero Declaration (Format for reference only):
‘DECLARATION

H: Caretechion Gmbl (7.4 ) « ## au] (M%) . E&H: 15
15486130 S(0F &7 H19% 12 71 31 8), HE FIECRI B . A B
BRI AR . (1§

B EEG H 4.
To: Caretechinn GmbH (Party 3)

We .| Farty A) declare that there are no any export data in E.U. to submit during
the period from Jan 01 to Jurt.30.20**(or from Jul.01 to Dec. 31, 20_).

" Signature: w: O)*
Date y "
W\
?\ 4 |
R . " l‘
J I
| L

MAT . a7 w




