Agreement on
EU Authorised Representative for Personal Protective Equipment
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No.PMT-PPE2021223

This Agreement on EU Authorised Representative for Personal Protective Equipment
(“Agreement™) is cffective as of 23/12/2020 (“Effective Date™) and is by and between
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Party A/H %

Name: QINGDAO HAINUO BIOLOGICAL ENGINEERING CO., LTD.

L% FREEEHITRERNE

Add: NO.1 GUANGDONG ROADJIANGSHAN INDUSTRIAL ZONE LAIXI CITY,
QINGDAO, CHINA

ik FEESEETELETGVE KR 15

Tel/¥,iE: 0086 150 6542 0708

Fax/16 4 .

E-mail/ B 8 : wangcheng@hynaut.cn

Party B/Z 7

Name: Phoenix Medtech GmbH
L8 RBESTREHERITENE

Add: Konigsberger Strasse 11, 64839, Miinster Hessen, Germany

M. 48 E B R M FH A Konigsberger A% 11 5, 4% 64839 Pho&:ii:smigt;
Tel/®iE: +49 6071 4977513 64839 Miinster
Fax/#§ J: +49 6071 7396464 HRB 977

E-mail/ BB : contact@ glgi.de



Party A and Pam B are each a “Party” hereunder and, collectively. arc the “Parties™ hereunder.
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WHEREAS, Party A is a manufacturer of Representative for Personal Protective Equipment
("PPE™) incorporated in ( QingDao City, ShanDong Province). China, and all the current and
effective business license, permits and Certificates were enclosed to this Agreement as Annex
L

£F, F

WHEREAS, Party A intends to sell PPEs in the market of European Union (EU) . EEA and
Swiltzerland, Turkey (Territory) under the requirement of current effective Regulation (EU)
2016/425 on PPE (FU Rtg_,ulau(m)

WHEREAS, Party A desires to appoint Party B as the EU authorized European Representative
for the PPEs with EC mark in the Territory (EU Representative) and pay for the service
provided by Party B, and Party B intends to accept such appointment to be the EU
Rme cnt(m\c
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I. Definition of PPEs
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1. The term "PPE™ or “PPES™ used herein shall mean the Party A's products identified on
“Annex 1L List of PPEs™ hereto (PPES), which may be amended from time to time by
wuttun umsx.nt b\' both Partics.

Il. Appointment of EU Authorized Representative
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1. Party A hereby appoints Party B, and Party B hereby accepts the appointment. as Party A's
exclusive EU Representative for the PPEs in the Territory. subject to the terms and
conditions of this Agreement. The Appointment of Party B shall be deemed as independent
contractor relationship and Party B not as an employee, agent, subsidiary or corporate
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affiliate of Party A.

Subject to the other provisions, this Agreement shall be effective as of the date of signatures
and stamps of both Parties and will remain in torce throughout entire litetime of all devices
as mentioned in Annex 2 of this agreement, which are put into use in the Territory. This
agreement shall be update at least once in every five (5) vears along with the payment as
described in Article V1.1 of this agreement. in order to reflect any applicable revised
regulatory requirements/guidelines.
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Notwithstanding the above. either Party may terminate the Agreement with providing a
written notice of cancelation at least ninety(90) days in advance.
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During the implementation of the Agreement. this Agreement will be terminated
automcally in the following circumstances:
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Iy Party A cannot provide the EU Type-Examination certificate for Category 11 and
Category HI devices issued by a Notified Body within 2 months after signing off this
agreement.

B

# Category 11 PAE Category

2) Party A cannot continuously (on annual basis) provide evidence that for Category I
devices, a Notified Body is conducting Module C2 or Module D conformity
assessment activities.
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3) When Party A's any CE Certificates (Module B. Module C2 or Module D) or
assessment report is withdrawn temporarily, recalled by the Notified Body, Party A is
obligated to cooperate with Party B to accomplish the following processes within a
reasonable time otherwise Party A shall be lable for the further consequences because
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of its omission or improper conduct%'
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a. I’reparc for a written statement about the rveasons why CE Certificates is
empor arily withdrawn or ICLd”Ld by the ’\otmed Body. fmd
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b.  Prepare for a written statement that no PPEs under the withdrawn or recalled CE
Certificates being exported to the Territory, or a sales list and written assessment
regarding the risk as well as the measures and timetable to solve the problems if
\mh PPL S hd\L bu.n L\pmm to tln. Tuntm'\/

4)  Wenn 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 PPEs, or before signing off the “EU Declaration of Conformity™. In this case,
Party A 1s liable for the wanumw oceurred.

.

5) When the Fees for being EU Representative is not paid to Party B on the due date
'uu)rdma to tlm ,\wrusmm and no ;\p!anatlon is pm\ idud by Party A.
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6)  When Party A fails to pmrtm'm the nbhgdtmn set forth in Article 1V.2.
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In case of the cancelation of the Agreement provided in Article 11.2, 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 scrvices is the cancelation date indicated in the notice of
cancelation, and the beginning date of new ['U 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 PPES
shall be forwarded to new EU Representative. Both Parties agrees that although the
Agreement is terminated according to Article 1112, Party B will continuous to provide
Services till the beginning date of new FU Representative's services for the purpose of
compliance, and Party A shall pay for Party B's Services provided after the termination.



In case of the termination of the Agreement provided in Article T11.3, 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 1s when all the documentations and information regarding the PPEs shall be
forwarded to new EU Representative. Both Parties agrees that although the Agreement is
terminated according to Article 1113, 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.
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In cither case, Party A shall coordinate with new EU Representative with reasonable
diligence regarding the transfer of documentations and information of the PPEs.
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IV. Service Scope and Term of PPEs
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1. Party B shall provide Party A with the following services subject to the type of PPEs:
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1) 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:
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2) Inresponse to a request from a competent authority, provide that competent authority
with all the information and documentation necessary to demonstrate the conformity
of PPEs:

‘e
—

Forward to Party A any request by a competent authority of the Member State in
which Party B has its registered place of business, or access to PPEs; and verify that

the wmpdmt authority receives the sampks or is given access to the PPEs;

4) 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 PPEs; and

L7 4]
-

Inform Party A about complaints and reports from professionals and users about

susputud mcxdemx related to PPEs for which lhc
o 5 5 :
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To pgrtorm tln, above services by Party B. Party A shall
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1) Provide Party B with the list of PPEs and EU Declaration of Conformity and Technical
Documcntatmn at least thxrr) ("40) da»x betmc C\pm’( to the kmtmy
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2) Inform Party B any amendments, updates, changes of Party A and/or PPEs within one
(1) business days upon it oceurs:
3)

4)  Actively cooperate with Party B on any actions and investigation required by the
competent authority.
6/ 16
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Provided Party A fails to perform the above obligations in Article IV, Party A shall bear any
damawu losses, and fines uuuued to Pan) B.
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Unless otherwise provided in this Agreement, the service term for cach PPE is starting from
first day on which the name of PPE was listed on 'Annex I List of PPEs' and remain
effective till the termination or mnu,lhumn of thxs Agreement (1 serute lcrm oi Pl’hs")

Calculation and Pavment of Fees of EL Authorized Representative
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Pdl’t\’ A agrees on the paying for fees as follows ("Fees"):
: i 7%~’"%$”

1) Service tcc for retaining Party B as the EU Authorized Representative is charged every
five (5) years starting from the Effective Date. which is due at least thirty (30) days
before the last day of every five (5) years' payrmnt u,dc
BREZANA o ‘

Rights and Responsibilities of Party A
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Party A represents and warrants to Party B that the PPEs 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 Documentam)ns

If there are any substantial changes of Party A and/or the registered PPEs, including but not
limited to any substantial information updates on EU Declaration of Conformity and CE
Certificates, contact information updates of the general part of the Technical

Documentations, change of name and address of Party A. additional variation models of

PPEs, Party A shall notify Party B in written within one (1) business day upon such change
occurs.
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If any events as specified in Article 38. Article 40 or Article 41 of Regulation (EU)
2016/425 on PPL, register of complaints of nonconforming devices and of recalls and
withdrawals. complaints or reports from professionals or users about suspected events
received by importers and distributors regarding PPEs which have placed on the market in
the Territory, Party A shall investigate the reason in time, and complete the vigilance report.
Party A shall intorm Party B the above events in written in one (1) business day, and submit
the investigation result and the vigilance report 1o the relevant competent authority
ac cordmw to the EU Regulations, and mhu applicable guld lines.

Party A shall pre«erve and make available any of the records mentioned in Article V1.3
FHEREARGE A EZRAS RO TR

Party A fully understand and undertake that Party B is merely a representative in the
Territory mandatorily required by EU Regulations. not an importer. distributor, seller of the
PPEs. Party A further undertake that only Party A is liable for any product liability of PPEs,
and any mdunmhcanon related to the ptodmt hablluy of PPEs shall bc bomc by Pam B

wmpctcm authority, Partv A shall

1) Provide that competent authority with all the information and documentation necessary
to demonstrate the conformity of the PPEs, in an official Union language determined
by the Member btdt; wmungd W 1thout any dda\f
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Cooperate with the competent authority on any preventive or corrective action taken

to ellmnmte or. 1f(hat is not possxblc mmmuc thu risks pom.d by the PPEs: and
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3)  Beresponsible for any disputes related to product liability of PPEs, such as any claims
for compensation concerning pmdus.t quahtv that arise after sale.
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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 borne by Party A. Party A should pay all of the costs of accommodations. traffic
and other ;—’zllowancc l'or Pany B's cmpl()ycc or advisor for the need of investigation,
dnal\,'v.m an

Before importing PPEs in the Territory, Party A shall ensure that the label of PPEs bears
the name and registered place of Party B as the EU Representative. If any delay, omission
or cancelation of registration was caused by Party A, Party A shall be responsible for any
consequence, such as warnings, penalties, cancelation of CE Certificates, and prohibition
of distribution of PPEs in the Territory. Party A shall also compensate Party B's any

damau,s or lo»u mumcd as bemu EU Rem B
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Party A agrees that all the obligations regarding importers and distributors in this
Agreement shall be incorporated to the agreement with importers and distributors.
otherwise any tmx,s damaus or losses 1mu;md to Part\f B hdll be boud b\ I’art) A\

Rights and Responsibilities of Party B
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Party B shall review the required documents provided by Party A, and verify the
information with Party A if there is any questions. within ten (10) business days upon the
rec *clpt of such documents.
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Party B shall reserve the following electronic files of PPEs for ten (10) years, upon the last
PPE has been placed on the market in the Territory, and be responsible for keeping
mnhdunmln\ and submlmn«! upon the request by competent duthumx The files include:
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1) EU Declaratxon of Conformity;

l«,,*‘
B

2y EU Technical Documentations:
FU 4% = 7 &4,

3y CE Certificates:

4)  Copy of the label. packaging and instructions for use (in all languages requested by the
Cnunmes where PPJ
A f_.’v .

s are marketed):
; 7 B 7 Bl e ko F % 98
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6)  Any amendment and updatc& of the above documents,
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Party B shall keep Party A informed in all matters that may be associated to the PPEs placed
on the market in the Territory. At the minimum, the exchange of information concerning
following shall be covered:
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1) If the competent authority contacts Party B about its interim measures to withdraw
Party A's PPEs from the market. or prohibit or restrict their being placed on the market
or put into service, Party B should communicate such measures to Party A without any
delay.

(o]

When the EU Conumission finds that national measures taken under the Safeguard
Clause are unjustified, it shall immediately so inform the Member State which took
the measures and the manufacturer or its EU Representative. 11 the competent authority
contacts Party B, Party B should communicate such information to Party A without
any delaw
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3} If the competent authority contacts Party B about its assessment outcome of accidents
of Party A's PPEs, Party B should communicate such information to Party A without
any delay.
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4. Party B shall notify any customers' claims to Party A regarding the PPEs within boundary

&

of the Territory without any dclay.

5. If there are any substantial changes of Party B. including but not limited to the relocation
to a new address and changing name, Party B shall notify Party A with change notification

in written within ten (10) business days upon such change occurs.

VII. General terms for Party A and Party B
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1. 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

contact should be written in 'Annex 3: Information of Primary Contact'.
EAEHE-BR )L, AR EW AR, ZEVIRLEABLER

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-fault party shall
be responsible for any damages or loses incurred.
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2. Obligations and rights described in this Agreement between Party A and Party B are only
valid within the scope of PPEs listed in Annex 2.
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3. Obligations and rights of both Parties are limited as described in this Agreement unless
otherwise stipulated by EU Regulations regarding the PPEs in the Territory. The validity
and construction of both Party's obligations and rights are governed by this Agreement and

EU Regulations.
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Party shall keep any information of Party B confidential. according to applicable Chinese
laws. Party B shall keep any information of Party A confidential. according to applicable
Chinese and Eumpcan law. Unless with written consent. or required by governmental
duthomm both Partie haH keep th mlommtmn from each other wnhdenual

The validity. construction and performance of this Agreement shall be governed by and
mtcrpretui in accordance with the apphmbic la\u\ of the PR, C hma
l‘ YJ’ 1 _3,—1 ﬁ (V _. ~ "E’; :.3’ ; 3 ; :

All disputes arising from the execution of. or in connection with, this Agreement shall be
settled amicably through friendly negotiation. In case no settlement can be reached through
consultations, the disputes in question shall be submitted to China International 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 t.()st of arbitration shall be borne by the !c)xmg: party.
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The Agreement was made in English and Chinese. and Chinese version of this Agreement
shall pre\ a:l ﬁ any dxscrcpdnu.

R

12 /16



Annexes [ #:
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< Annex 1: Business License, Permits and Certificates of Party A

¢ ME—: FHEVHRE. FTE. KRS

Annex 2: List of PPEs

Annex 3: Information of Primary Contact

¢
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¢
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M= REARA

Party A: Qingdao Hainuo Biological
Engineering CO., LTD.
Fh: KGR EENIRARAT

Signature/4x: % ; /\4 f h V\V@L

pﬁﬁ#u 00 PYCNEERNG
%‘ Y,'} #‘W T% ‘i{%a« :

iiu

Date/a%: 2020 412 A 23 H

Party B: Phoenix Medtech GmbH

LFH: RBEFAREARKENT
Signature/ & ¥ W\

Phoenix Medtech GmbH
Stamp/ﬁi . Kénigsberger Strage 11
64839 Miinster (Hessen)

HRB 97741

Date/ H #: 2020 48 12 A 23 H
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Annex 1: Business License, Permits and Certificates of Party A
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Phoenix MedTech

Annex 2: List of PPEs
M= MABPERE =R E2

Name of PPE Model Category
MG R &£ % e a4k
Protective Face Mask €004 11
Disposable Nitrile Gloves C610 I1
Disposable Vinyl Gloves C603 I

Party A: Qingdao Hainuo Biological
Engineering CO., LTD.
Th: FESEENTRARAT

Signature/ﬁ?:{z%h.m
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Date/ H #i: 2020 4 12 A 23 H

Party B: Phoenix Medtech GmbH

L% : REAERNEARIELT

Signature/4- ¥ ; M

Phoenix Medtech GmbH

. Kénigsberger StraRe 11
Stamp/ iﬁ . 64839 Miinster ( Hessen)

HRB 97741

Date/ H#f: 2020 4 12 A 23 H
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Annex 3: Information of Primary Contact
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Party A/ ¥ 7

Name of Primary Contact/ i ¢4 /_4% . £

~

Title/E¥ & . Director of Trade Dept.

Tel/# i

0086 130 6342 0708

Fax/{&

Email/# wangcheng hynaut.cn

Address/

Party B/ 2.

Name of Primary Contact

Chen. Claudia

Title/BY -

Tel/ w1 +49 6071 4977513
49 6071 7396464

contactiu glgi.de

Konigsberger Strasse 11, 64839, Miinster
Hessen, Germany
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