Agreement on
EU Authorised Representative for Medical Devices
B 7 28 B ER B 2 AR T i

No. A065TLAO0D1

This Agreement on EU Authorised Representative for Medical Devices

(“Agreement") is effective as of 09/07/2021 (*Effective Date”) and is by and

between
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("ERHRT) 2L

Party A/

Name: Zhejiang Rongrong Hoslery Co., Ltd.

£ BHLHEFREHVAEREAE

Add: No.80, Xiahe Road, Belyuan Street, Yiwu, Zhejiang Province,
P.R.China 322000

Motk MFITH LG TALZESTHELATRE 80 S

Tel/ffiif: +86-579-85231018 +B6-15924266280

Fax/{:3{: +86-579-85231018

E-mail/#Lfif: 563231439@qgq.com / 793634201 @pp.com

Party BfZ. /i
Name: MedPath GmbH

£k ERFRHIEAR

Add: Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany
Huht: fEEREJE M Mies-van-der-Rohe k1 8 &, Il 80807
TellBii%: +49(0)89 189174474

Fax/{£3(: +49(0)89 5485 8884

E-mailfipiif: Info@medpath.pro

Web/f¥k: www.medpath.de

DIMDI No./DIMDI 4§ {4: DE/00D0047823

EUDAMED SRN/EUDAMED SRN {{¥: DE-AR-000000087

Sales-Tax ID/fit5ES: DE313841775
1724



Responsible Competent Authority: BfArM, Germany
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Code of Competent Authority/3 F HLH{L#: DE/CAB1

Party A and Party B are each a *Party” hereunder and, collectively, are the
“Parties” hereunder.

PTG,

WHEREAS, Party A is a manufacturer of medical devices incorporaled in
[Yiwu, Zhejiang Province], China, and all the current and effective business
license, permits and certificales were enclosed to this Agreement as Annex |.
EF. WAL AR L ) A DO A et PR ATRLAT AT
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WHEREAS, Party A intends to sell Medical Devices in the market of
European Union ("EU"), EEA, Switzerland, Turkey and North Ireland
(“Territory") under the requirement of current effective Regulation (EU)
2017/745 MDR and/or Regulation (EU) 2017/746 IVDR ("EU Regulations~).
BT, PAAEIRIBIT 4 E6(EU) 2017/745 MDR i M AIE(EU) 2017/746
IVDR i “RCMIEEAR™ ) PUBCRERKAILSE  “BERBL" O o WCMERiF Ik,
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WHEREAS, Party A desires to appoint Party B as the EU authorized
European Representative for the Medical Devices wilh CE mark in the
Territory ("EU Representative™) and pay for the services provided by Parly B,
and Party B intends to accept such appointment to be the EU Representative.
ZTF. PHAENEZTTENPIEXENFEAT CE L7 M msiEZiZ i
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NOW, THEREFORE, both Parties enter this agreement as follow:
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l. Definition of Medical Devices
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The term *Medical Device" or *Medical Devices" as used herein shall mean
the Party A's products identified on 'Annex II: List of Medical Devices'
hereto ("Medical Devices"), which may be amended from time to time by
written consent by both Parties.
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Appointment of EU Authorized Representative

X R R MR

Parly A hereby appoints Parly B, and Parly B hereby accepls the
appointment, as Party A's exclusive EU Representative for the Medical
Devices in the Territory, subject to the terms and conditions of this
Agreemenl. The Appoiniment of Party B shall be deemed as independent
contractor relationship and Party B not as an employee, agent, subsidiary
or corporate affiliate of Party A,
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Term

SEER

Subjecl to the olher provisions, this Agreemenl will remain in force
throughout entire lifetime of all devices as menlioned in Annex 2 of this
agreement, which are put into use in the Territory. This agreement shall be
updated at least once in every five (5) years along with the payment as
described in Aricle V.1.1) of this agreement, in order 1o reflect any
applicable revised regulatory requirements / guidelines.
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2. Notwithstanding the above, either party may terminate the Agreement with
providing a written notice of cancelation at least ninety (90) days in advance.
JRATATOTiE MSE , (LT — 0 vl AT L1 (80 )2 15T 3% M Ty BLEE I AT

3. During the implementation of the Agreement, this Agreement will be

terminated automatically in the following circumstances:
{EERRCRAT 0, AR LTI, AU O ah# AL

1)

When Party A's CE Certificate is withdrawn temporarily, recalled by
the Notified Body, Parly A is obligated to cooperate with Party B to
accomplish the following processes within a reasonable time
otherwise Parly A shall be liable for the further consequences
because of its omission or improper conducts:

P TEN CE AL ISP B 2 " HLEERRIE GRS Wit PR IR
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a.

Prepare for a written statement about the reasons why CE
Certificate is temporarily withdrawn or recalled by the Notified
Body, and

AE -1 ok fa) SE AW CE GRS B 2 35 BL O hmmh i Y B ] 1Y
A, LLE

Prepare for a written statement that no Medical Devices under
the withdrawn or recalled CE Cerificate being exported to the
Territory, or a sales list and written assessmen! regarding the
risk as well as the measures and limetable to solve the
problems if such Medical Devices have been exported to the
Territory.

A ISk 6 A RS IR - WO eIy CE AL ISP SRRy
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2) When Party A cannot provide the required Technical Documentation
to Party B within thirty (30) days after the approval of CE
certification, or before using CE mark on the respective Medical
Devices, or before signing off the "EU Declaration of Conformity”,
Pary A should be liable for the consequence occurred.

PAE CE AL 1STRIENT = |- (30) Ky, TRFAMHMEBIF a1 1T
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3) When the Fees for being EU Representative is not paid to Party B
on the due date according to this Agreement, and no explanation is
provided by Party A.

PP TE A A P 0 I PR P 15 27 AT DL R A
i AR AR,

4) When Party A fails to perform the obligation set forth in Article IV.2
P AR AT A b LT A O SR R ) L0

5) When Party A acts contrary 1o its obligations under MDR/IVDR,
Party B will terminate this Agreement, and mmedately inform the
German competent authority and, where applicable, the notified
body thal was involved in the confarmity assessment for the device
of the termination of this agreemenlt and the reasons therefor.
YR F7 iz MDRAVDR 1 RSE (9l it L 0Tt . 27743800 ik,
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In case of the cancelation of the Agreement provided in Article 111.2, Party

A shall look for a new EU Representative and inform Party B the information

of new EU Representative within thirty (30) days upon receipt of the written

notice of cancelation by either party. The ending date of Party B's services
is the cancelation date indicated in the nolice of cancelation, and Lhe
beginning dale of new EU Representative's services is the second day of
cancelation date indicated in the notice of cancelation. Before the
beginning date of new EU Representative’s services, all the
documentations and information regarding the Medical Devices shall be
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forwarded to new EU Representative, and Party A shall ensure the new EU
Representative register itself as Party A's EU Representative with the
competent authority. Party shall cooperate the new EU Representative for
a smooth transfer. Both Party A and Party B shall communicate and
coordinate with the new EU Representalive with reasonable diligence.
Agreement is terminated according to Aricle II1.2, Party B will continuous
to provide Services till the beginning date of new EU Representative's
services for the purpose of compliance, and Party A shall pay for Party B's
Services provided after the termination.
HA I E =0 madsr sabrt, PO AR e Bl =+
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In case of the termination of the Agreement provided in Article [11.3, Party
A shall look for a new EU Representative and inform Party B the
information of new EU Representative without any delay. The beginning
date of new EU Representative's services is when all the documentations
and information regarding the Medical Devices shall be forwarded to new
EU Representative and registration of new EU Representative with the
competent authority is finished. Both Parties agrees thal although the
Agreement is lerminaled according to Article 111.3, Party B will continuous
to provide Services lill the beginning date of new EU Representative's
services for the purpose of compliance, and Party A shall pay for Party
B's Services provided after the termination.

LML =& W T EMeT i bny, PAEn TR AR
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In either case, Party A shall coordinate with new EU Representative with
reasonable diligence regarding the transfer of documentations and

information of the Medical Devices.
AEL LAT—t I, PPy RRs S S AR s T R R T I 2 MG
(O SR IERESY LS 3 (S¥

Service Scope and Term of Medical Devices
PR AT 28 ik i 5 65 [H B0 R
Parly B shall provide Party A with the following services subject 1o the type

of Medical Devices:
HUE PSP 2R MRy B, 2 77 e 1o P A7 4 kb I % s

1)

2)

3)

verify whether EU Declaration of Conformity and Technical
Documentation have been drawn up and, whether an appropriate
conformity assessment procedure has been carried out by Party A if
applicable;

Prsl: A7 b R 7 G fE 0 AT R TR Y, BL P A
FLHERITIER IO ST R (idhly .

keep available a copy of the technical documentation, the EU
declaration of conformity and, if applicable, a copy of the relevant
cerlificate, including any amendments and supplements, issued in
accordance with MDR Article 56 / IVDR Article 51, al the disposal of
competent authorities for the period referred to in MDR Article 10(8) /
VDR Article 10(7).

{41 MDR $+ &5 A/ IVDR S1-545-Lakh Mz, (REHE
AR AR, KBRS ST L LSl HiE MDR 5 56 %/
IVDR 5 51 sk 2R MISGE RS A, RO B2 Ot 2 5 K.

comply with the registration obligations laid down in MDR Article 31/

VDR Article 28 and verify that the manufaclurer has complied with

the registration obligations laid down in MDR Articles 27 and 29/
1124
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4)

5)

6)

7)

IVDR Article 26;

24T MDR T = |-—3sR/AVDR T -GRS3, M HLEZ sk Rty
FET 7 MDR 5 = |--LR A = - RIVDR G5 = bR & ik i &
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in response 1o a request from a competent authority, provide that
compelent authority with all the information and documentation
necessary to demaonstrate the conformity of Medical Devices, in an
official Union language determined by the Member Stale concerned.;
I D e i o, ] L3 LA i 2R BAE S LA T I A T
BT B S PFE I By 25 T O A 3 bk

forward to Party A any request by a competent authority of the
Member State in which Parly B has its registered place of business,
or access o Medical Devices; and verify thal the competent authority
receives the samples or is given access to the Medical Devices;

6] TP 77 3k 77 o8 o X2 0 B 53 TR A L A7 G R A Bl £ AT i
SR, BEIRIIECIT E bl JF sk 3 HLOG L I DRI BT A8 WORE & 2 b
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cooperate with the competent authorities on any preventive or
corrective action taken to eliminate or, if that is not possible, mitigate
the risks posed by Medical Devices; and

L AL O T RURRG T AN R R B A A ol e R ST
b 1 1 o I R ST s AL

immediately inform Party A about complaints and reports from
healthcare professionals, patients and users about suspected
incidents related to Medical Devices for which they have been
designated,

UG AR A7 A CI RS F ek AL, S AR TL P o G JEEE T e 7 5
BELLE S R R .

To perform the above services by Party B, Party A shall
NECTTRAT Lk %, PR
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1) Provide Party B with the list of Medical Devices and any necessary
information required for registration at least thirty (30) days before
export to the Territory,

AR S OV A RO A AT = (30) Kl LT R (B AT 48 Wi
MRL R TR T RO AT O B 8

2) inform Party B any amendments, updates, changes of Parly A and/or
Medical Devices within one (1) business days upon it occurs;

TEHR T ey P as A eI E Tl Wiz HE— (1) A1 {Ed AR
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3) ensure that any information and documents provided to Party B
regarding Party A and the respective Medical Device are true and
accurate, and
Hafa i S FTHROEN 2T W7 075 A DS 7 8% MR A7 01 S S 1 e
furdl ety bLAL

4) aclively cooperale with Party B on any actions and investigation
required by the competent authority.
PURIC O QIR T LA YIS EER Y 1F (T 45 b Fo i 1% .

Provided Party A fails to perform the above obligations in Article IV, Party
A shall bear any damages, losses, and fines incurred to Party B.
HPFARRITRRLST I LS, PRI 277 R0 {E T4
fkmm}j:t

Unless otherwise provided in this Agreement, the service term for each
Medical Device is starting from first day on which the name of Medical
Device was listed on "Annex |I: List of Medical Devices' and remain effective
till the lermination or cancellation of this Agreemenlt (“Service Term of
Medical Devices").

B A AR B O) s, Ty d WIS M A ES 7 28 e E BB BT
i BRIF SN ) Z DT AT ELA A E L SR

Calculation and Payment of Fees of EU Authorized Representative
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Party A agrees on the paying for fees as follows ("Fees"):

WA S AL <O <981

1) service fee for retaining Party B as the EU Authorized Representative
is charged every five (5) years slarting from the Effective Date, which
is due at least thirty (30) days before the |ast day of every five (5) years'
payment cycle,

PN LT B BRI 35 98 11T 1 AR B 2 DI T (5)
WEACHL i, TR RE IL C5) SEQERM NI AT 454 =1 (300 K
%

2) handing fees for one-time add, change and/or updates of ‘Annex |I: List
of Medical Devices'.
kPRI P RsR TR OB 2 BRAF SR D M) T

3) If Party A uses the service provided Party B as described in Article VI.6
and V1.9 of this agreement on a voluntary basis, Parly A shall pay the
service fee to Parly B according to current hourly rate of audit of
MHS/TUV SUD PS GmbH. This rate is published by MHS/TUV SUD
PS GmbH on its website.

HET FHESERE, R P I EN I BCE AR B AR R LA iz
FUMMES, BRI TUV 33 R 7 0 FE RN g 92 3 1
e QEURE 0 ELAH LR ESIH TUV W SIS 7 iRk a5 215,

Rights and Responsibilities of Party A

BAMREIRX S

Party A represents and warrants to Party B that the Medical Devices are
in fully compliance with applicable regulations and rules in the Territory,
are free from defects in materials and workmanship, and will conform with
all claims and specification in the respective EU Technical

Documentations.
RIF LT Rk IR RE, BR97 SR A i & KR AT A 2R,
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For the purpose of registration in the Territory, Party A shall provide Party
B with current-valid EU Declaration of Conformity, Technical
Documentation according to the requirements in MDR/IVDR, and CE
certificate (if applicable) of respective Medical Devices within thirty (30)
days before the registration. EU Declaration of Conformity and Technical
Documentation shall satisfy the requirements of EU Regulations.
MEEKER G2 O, PHAEEEICH =1 (30 L LTTiRitg4
P77 85 W AT KA 2 iT A7 MK E £ 515 1), 770 MDRAVDR L3R 0014
ACFS. B CEETS (HU&HD) o KCERTF A MEm O I AP R R 51K
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If there are any substantial changes of Party A and/or the registered
Medical Devices, including but not limited to any substantial information
updales on EU Declaration of Conformity and CE cerlificate, contact
informalion updates of the general part of the Technical Documentations,
change of name and address of Party A, addilional variation/models of
Medical Devices, Party A shall notify Party B in written within ane (1)
business day upon such change occurs.

SPHHRC G EMRT S E TR CEE, SR TR A 5P
MO CE L PR LREET, AR LM PR A EE, P
Fraf kbl . BRIT SRR AL PRI E TR (1)
T LEARBEmS L.

If any serious incidents, field safely corrective actions, trends as specified
in Article 88 of Regulation (EU) 2017/745 MDR and/or Article 83 of
Regulation (EU) 2017/746 IVDR, register of complaints of non-conforming
devices and of recalls and withdrawals, complaints or reports from
healthcare professionals, patients or users about suspected incidents
recaived by importers and distributors regarding Medical Devices which
have placed on the market in the Termitory, Party A shall investigate the
reason in lime, and complete the vigilance reporl. Party A shall inform
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Parly B the above events in written in one (1) business day, and submit
the investigation result and the vigilance report to the relevant competent
authority according to the EU Regulations, and other applicable
guidelines.

LU A TS M EETF 4B IR ET ™ E4ed . Ml 4-a] IE4E .
B2 2017/745 MDR LB\ A s FTE R E! 20177746 VDR iZAEF N
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If any field safety corrective action of Medical Devices occurs beyond the
Territory, Party A shall report it to the relevant compelent authority and
notify Party B in written in one (1) business day.

(T C 0T T AR BT i A I EATIRO L PR A [ I b, 7 i ) AT L
FAPEET. IR () A PG E n Z 75

Party A shall preserve and make available any of the records mentioned
in Article V1.4 in the agrenament
BP 7 2 O A7 T AR A O SR AN o P SR i A R AT i 5 .

Party A may, before any documents was submitled to the respective
competent authority, voluntarily request Party B to review the
appropriateness of the documents. This is a chargeable service provided
by Party B. Parly B shall review these documents based on his/her best
expertise, howaver, is not responsible for the output of the assessment
from the respective competent authority. Party A takes overall
responsibility of the information and documents provided to the competent
authority.

(AT T S0 W AR S AT M bz lir, A ml ELACEHIRAY JERL b SR & T7
Pt 3O g th. 10t AT RO S i mil 3y . 5 E AT
SR Nk ARG TIATE, (S AN R T AT S B A S
fnvE. I ATAROE LAT [ R M7 SR 2 L P s vt
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7. Parly A fully understands and undertakes that Party B is merely a

representative in the Territory mandatorily required by EU Regulations,
not an importer, distributor, seller of the Medical Devices. Party A further
undertakes that only Party A is liable for any product liability of Medical
Devices. Party A shall compensate Party B with the corresponding
amount, in case Parly B needs to bear liabilily based on European legal
verdict.
P ASFERT IR RN, 277 MR BRSSP ) 1
e, LA REIFEMNBE O, A RIE . ®ith. PR EE
B P AR TT S WA B ATl . AT TR Ak, j
FARA = U AR, WP 7 [0 S ATV 2R Y G- .

8. Parly A shall purchase product liability insurance for the sales in EU. The
coverage of the insurance shall be appropriate to malch the product’s
risks and the sales volumefamaunt in the EU. The insurance shall cover
product liability cases related to the product and shall cover the period as
long as the validity period of this agreement.

PP g J = R ST HE I N R, W™ S aT (R i, I g & A
L= S ] S0 R R S I S A i (e s - WA DT . i (R P et i 57
{7 0= 8 ST F . JF FLBECE A B 5047 Z 0] g £ 532 45 2.

9. Inresponse lo the request from the compelent authorily, Party A shall

b O] B P B g 115 3 R T M L

1) provide that competenl authority with all the information and
documentation necessary to demonstrate the conformity of the Medical
Devices, in an official Union language determined by the Member State
concerned, without any delay,
Bl o) 1 BLC AR OLIL (0 B M ASE M B 208 S 1A A .2 |
SCEFNTRAGE W] PR 7 28 W 77 1 R

2) cooperate wilh the competent authority on any preventive or correclive
action taken to eliminate or, if that is not possible, mitigate the risks

posed by the Medical Devices; and
L EATHLICHRC O R BT o m oy 165 R RR . UM MNETT BT e Al
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3) be responsible for any disputes related to product liability of Medical
Devices, such as any claims for compensation conceming product
quality thal arise after sale,

AT B W S AT A ST A7 T BURA IR, S0 A5 00 8 0 & i)
B SN AT TR

Party B may assist Party A to handle the above issues in accordance with
the written authorization of Party A. All the expenses occurred during
Party B's handling of such issues shall be bome by Party A. Party A
should pay all of the costs of accommodations, traffic and other allowance
for Party B's employea or advisor for the need of investigation, analysis
and disposal of the dispule.

A U P77 ST EE B P A I 3 i % e 0 R EE Ol S e
PEERRAT I N P AR T, iRk alEg 2 F, LR
AT £ 77 Ke Sy ERR e (Y FE T« 2238 TS b ST iR

Party A should keep the complete sales list of all Medical Devices
exporting to the Territory including any OEM products ("Sales List of
Medical Devices") by electrical documents in English for al least ten (10)
years after the last device has been placed on the market, or in the case
of implantable devices, fifteen (15) yeas the last device has been placed
on the market in the Territory in order to be provided to Party B for the
purpose to be forwarded to or inspected by the competent authority.
Ryl PR B EZ ML iz O, 7R o s+ 30 i
CA7 TR ATIE ) 3 R P I 3 A8 ™ 0 CLAR AT 0™ S e B4 (5
C“BEIFRSbEm R M " O JFROLET 77, - - BEUCTTF &8 e 05375 iy (47
SRR O B R = s Gl R & - (100 4E, BAEST St
i TR I VRS — S RIS G A 1 (16) 4R,

Party A should provide Party B with the Sales List of Medical Devices of
last calendar year through email before January 15 of Chinese Luna Year
calendar, Such duty of Party A will not be waived even though there are
no sales in one calendar year, and Parly A shall provide declaration of no
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sales lo Parly B.
AR M —H 1 i 2 AT iR 0 ) i 2 77 4R {0k S ey
Bl 2,77 SR OE G 4 01 4Rk

Party A shall ensure the accuracy and validity of the above-mentioned
data and be liable for fines, damages and losses incurred by any
omission, delay or conceal of the above submission.

7R R [k SR AR P R TP, IR R, iR, FOES Lk
HE of ™ S 0 T R 2

Before importing Medical Devices in the Territory, Party A shall finish
registration of the respective Medical Devices according to the EU
Regulations, and ensure that the label of Medical Devices bears tha name
and registered place of Parly B as the EU Representative. Parly A shall
fully realize and understand the risk and consequence of importing
Medical Devices in the Territory without the registration. If any delay,
omission or cancelation of registration was caused by Parly A, Party A
shall be responsible for any consequence, such as warnings, penalties,
cancelation of CE cerificate, and prohibition of distribution of Medical
Devices in the Territory, Party A shall also compensate Party B's any
damages or losses incurred as being EU Representative.

(EPRIF Bt VR DI i Z i, TP T e IR S 5 1 KR B SR e i o N R T
+3 [ ATORSATIR I 11 RE S T 1 (AT oo e bl ) R VBTSN d il Pl
My B E A ENHGNE. P77 A8 B8, A58 GILnPRr Bk 1 KA N
JAR RN, TP IR AL . B2 e RSNG R I, T IrN Ry f)
Vil Gga%Etr. TR, M CEL 15, WAL 1L o KR R 1. Uk
IO L T A 10 o 1 A vl R S S AR U R L DT (DT T E (I

Party A agrees that all the obligations regarding importers and distributors
in this Agreemenl shall be incorporaled to the agreement with importers
and distributors, otherwise any fines, damages or losses incurred to Party
B shall be bored by Party A.
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Rights and Responsibilities of Party B
ray: 1L E IR

As for the registration for Medical Devices with the competent authority,
Party B shall review the required documents provided by Party A, and

verify the information with Party A if there is any questions, wilhin ten (10)
business days upon the receipt of such documents, and file the
applications with the competent authority of the country in which Party B
is located within ten (10) business days upon the finalization of the
required documents.
R E UL GICBTT S, L e R PR a2 Lotz [k |-
10 LB EICAT IR P B, JF LA 2
TR T (100 A LA TIP3 & 77 B e M43 HLE IR 28 i SR iR 5L

Party B shall reserve the following electronic files of Medical Devices for
ten (10) years, or fifteen (15) years in the case of implantable device,
upon the last Medical Device has been placed on the market in the
Territory, and be responsible for keeping confidentiality and submitting
upon the request by competent authority. The files include:
LATREF AT I — APy &5 W AL I P Tl e (R 7 LU PRy 7 Sl
XE (100 SE, EREARBER, NEF T (15) . %k,
1) EU Declaration of Conformity,;

B SR
2) Technical Documentations;

AR CH:
3) CE Certificate;

CE i 15:
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4) Sales List of Medical Devices, including the details of any importers
and distributors;
e 2 (A TRV DR O R AL M T R SRS STy [ 1 RN

5) copy of the label, packaging and instructions for use (in all languages
requested by the countries where Medical Devices are marketed) ;
TENIERTF d WeEE 1 b Pl A R SR AE S-S0 Ea 2%, B3 m{E)]
i ] ) A

6) serious incident reports and field safety corrective actions taken in the
Territory,
e M A K0P 17 T BR §5 FNEL S e A ) T £ i

7) field safety corrective actions taken beyond the Territory;
P A I LAY I i 4 2 15

8) trends as specified in Article 88 of Regulation (EU) 2017/745 MDR
and/or Article 83 of Regulation {EU) 2017/745 IVDR,; and
M 20171745 MDR iR - GRAIER R EE 20177746 IVDR (540D
AN =shiEmahds: Ll

9) Any amendment and updates of the above documents.
BN RIRTEIE AR AR I R

Parly B shall keep Party A informed in all matters that may be associated
to the Medical Devices placed on the market in the Territory. At the
minimum, the exchange of information concerning following shall be
covered:

LT RARY T T A7 K T AT Al B 7 2 et e ve, 1

A,

1) If the competent authority contacts Party B about its interim measures
to withdraw Party A's Medical Devices from the markel, or prohibit or
rastrict their being placed on the market or put into service, Party B
should communicate such measures to Parly A without any delay.
AN AT XA PITR S WO T g . 5510 IR L ek

FEAMTRI S R R L7, LRI RS B A

iH.
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2) When the EU Commission finds that national measures taken under

3)

the Safeguard Clause are unjustified, it shall immediately so inform
the Member State which took the measures and the manufacturer or
its EU Representative. If the competent authority contacts Party B,
Party B should communicate such information to Party A without any
delay.

VR B OO GRS A S B AS S R, R 0
AR ) 0 5 TR ol i i B LI B, 5 A PG b IR AR 2
Fie LATRGEIN S i,

If the competent authority contacts Party B about its assessment
outcome of accidents of Party A's Medical Devices, Party B should
communicate such information to Party A without any delay.
FHEWIHIBM LT AT PSS e fiksE, 4Rt
WK FE PRI P mee e a il e,

Partly B shall notify any customers' claims to Party A regarding the
Medical Devices within boundary of the Territory without any delay.
T I L o i P 7 B 47 % T DO A IS 7 s e 1 7 1 £ .

If there are any substantial changes of Party B, including but not limited to
the relocalion to a new address and changing name, Party B shall notify
Parly A with change nolfication in wrntlen within ten (10) business days
upon such change occurs
HLTUTNAY, AGOAR T BRI 7 iy, LA i%%N %
2 (LA [+ (100 A~ LIELTA 15T 7y

General terms for Party A and Party B

R R FREFR

Each party should appoint one or two persons as the primary contact who
connect with the other party and deal with the normal daily grind according
to this Agreement. Information of both Parties’ contact should be writlen in
‘Annex 3: Information of Primary Contact’.
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DR RPN A LTAY L0E . AU G AIDEES 77 30 e AT I LAY (1)
= T2 ALTED.

Any changes and updates of the above information shall be informed to
other party in writing without any reasonable delay. If one party could not
receive any information from other party due to failure of informing such
changes and updates, the non-faull party shall be responsible for any
damages or loses incurred.

B LA TR 7, — B LG BEIRTiedy, B8R, &
AR 27 T A R 7. A T A i i e — I RS B
PLEEREN Dy AR R AR B SR Y — B

Obligations and rights described in this Agreement between Parly A and
Party B are only valid within the scope of Medical Devices listed in Annex
2

AH BT I W) A BBV S S DLRETRIAE e Bl ™ bl

Obligations and rights of both Parties are limited as described in this
Agreement unless otherwise slipulated by EU Regulations regarding the
Medical Devices in the Temntory. The validity and construction of balh
Party's obligations and rights are governed by this Agreement and EU
Regulations.

PRI M L I A K A BRI T 28 e 50 1 RS2 4, R By DU 20 sE R AT L 3L %
AN EE T, B, 2B T LR R R R L% T ERCR R
S 0947 R PE R TESZ 0] T A Bl i R4

Party shall keep any information of Parly B confidential, according to
applicable Chinese laws. Party B shall keep any information of Party A
confidenlial, according to applicable Chinese and European law Unless
with written consent, or required by governmental authorities, both Parties
shall keep the infarmation from each other confidential.

L g M rp R A AR T LI (8T O . 407 0 " 44t rp
REINGNHE AR RS S D Ly 3 FRASES TR e PR P YIRS SO ¥ 43
PO R EERG B, W0 PR R A e T A A (G A
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The validity, construction and performance of this Agreement shall be
governed by and interpreted in accordance with the applicable laws of the
P.R. China.

AL (P RETF RURLET 22 rh LT 50 OF U D [RiLRT 3¢

All dispules arising from the execution of, or in connection wilh, this
Agreement shall be settled amicably through friendly negotiation. In case
no settlemenl can be reached lhrough consultations, the disputes in
gquestion shall be submilted to China Intermnational Economic and Trade
Arbitration Commission Shanghai Branch for arbitration in accordance with
the arbitration rules and the procedure for the said commission, The
arbitration shall take place in Shanghai, China. The arbitration award shall
be final and binding on the Parties thereto. The cost of arbitration shall be
borme by the losing party.

FUREAT At i B AL BTl g A 3 T S e sl AT 182 i 3 22 A B3
gk F AR I E RN Tl L P MM R 0 B P g 2 il
b & o 22, HUGE AP EGONE TR, P ESE ST . frie Yok
Wi A ATFE IR AL A O R AR

The Agreement was made in English and Chinese, and Chinese version of
this Agreemenl shall prevail if any discrepancy.
A E LD T . AR N Z ) B sk, WL O R AR Ak
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Annexes:

B4

. Annex 1: Business License, Permits and Certificates of Party A

B —:

FR B, VAT, BRES

® Annex 2: List of Medical Devices

B BET R M

e  Annex 3: Information of Primary Contact

MF=: REAGEE
Party A Zhejiang
R Rongrong Hoswry

Co,, Ltd.

t. 7" Signature/%

Party B ¢ MedPath GmbH
ZH o EEHEFHEAT

ﬁ; Ei:' 'J{.el

‘% St Stamp{%i MedPath Gz

vamgar-Rabe-Siasse 80040 17 M nchen
Tal. o&s 185174874 -F Fex DL A.0800R4

Date/ [ M 2021 5F 07 H 09 H
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Annex 1: Business License, Permits and Certificates of Party A
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Annex 2: List of Medical Devices

BHE—: EEST IR S

Name of Medical Device Category
BEyT 2SR R
Medical Compression Hosiery for Varices |
Party A Zhejiang Party B MedPath GmbH
Gl Rongrong Hosiery Z.J7 EEA R AT
Co., Ltd. P
WL RS LA s

Slgnatureliﬁj—
Z*cg M

ME’dF’aih GmbH

2
Stamp" mﬁ'«mm Rche-Stasse 3-DACE? Winchan

Ted 089180176474 -Fax 05 54552804

-;:'-"batef F 2021 4F 07 j] 09 1
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Annex 3: Information of Primary Contact

BHfE=: BRERAfIR
Party A/
Name of Primary Contact:
ki A ¥ My Rt
Title:
B %
Tell1if: +86-579-85231018 +86-15524266280
Fax/f I'(: +B6-579-85231018

Emailtb1illi§:  563231439@0qq com / 793634201 @pp com

Address:

Mt AT AT LSl AL s a2 44 9% 80 4
Party B/ZJj

Name of Primary Contact:

ALY Mei, Zheng

Title: Person Responsible for Regulatory Affair
D% TRV AEHIN

Tell1if: +49(0)89 189174474

Fax/{t: ¥i: +49(0)89 5485 8884

Emailill-fiffi:  info@medpath.pro

Address: Mies-van-der-Rohe-Strasse 8, B0BO7 Munich, Germany
MENE:

4124



