Doc.: MDRTD-HC-01-02 Reyv. (1

Declaration of Conformity

Regarding Medical Device Regulation (EU) 2017/745

VManufacturer
Name: Hefer Hanchin Medical Supplies Co.,Ltd
Address: NooS Wenwu Road, Shuangfeng economic and technological development zone. Hefr,

China

European Authorised Representative
Name: LiKing GmblH

\ddress: Fraunhofer StraBe 7. 04178 Leipzig

Product
Name: Sterihization Pouch

Model' Specification: 63mm*3I3mm™*200mm, S0mm*200m. or Customized

SRN: -

Basic-UDI-DI: -

Classification: |
Rule: According to Rule 1. Annex VIIIL, EU Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex IT+111

We confirm our product meets the requirements of EU Medical Device Regulation (2017/745) and

the following harmonized standards.

EN SO 14971 2012
ENISO 15223-1: 2016
ENTO4T 2008+A1:2013

IOy 10993 - 2018

-rg.\h Date: 29 20. q ( 7
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Authorized Representative Agreement (mor)
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Farty A Hefer Hanchin Medical Supplies
Co..Lid

Add: No 5 Wemwu Road.Shuangfeng economic
and technological development

zone Hefei China

Contract: wang wei
Tel: _0551-62733620

Fax

E-mail’ _sales@hanchinmedical com

Party A has defined the scope of business and
the fees

For detalls. see Annex 1 “Description of
Operations”
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Party A undertakes that the information of
device is true and correct
For details, see Annex 2 ‘Information of

Device

Party A hereby appoints Party B as a single
Authorized Representative for the above

devices
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Party B: LiKing GmbH

Add. Fraunhofer StraBe 7. 04178 Leipzig

Contract: _NX-Kimi Yang
Tel: _0049 341 580 963 70
Fax:

E-mail _Spica nx@gmail.com
Advertiser Code:_DE/0000049097

Party B has set out the scope of the operations
and the fees
For details, see Annex 1 “Description of
Operations”
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Party B has confirmed the information of
device.
For details, see Annex 2 ‘“Information of
Device”
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Party B hereby declare that Party B meets all
the requirements set for European Authorized
Representation in the Regulation  EU

2017/745 on medical device , The Guideline

for Authorised Representatives in__Article
2(32)MDR in the EU for all medical devices as




Both Parties sign this Agreement.
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listed in Appendix A the Guidelines on a
ical Vi Vigilani m rdin

to Articles 83-86 MDR . etc.
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Party B 1s released by Party A of any liability relating to the medical devices manufactured by Party A.
Party A will be fully responsible for the performance of its products and will hold Party A against any
liability claim ansing from the use of the products manufactured by Party A

In addition to this Agreement, both Parties will comply with the additional requirements of the
regulations of the listed Member States.
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Party A is obliged to submit the information
of device by a deadline. Where necessary.
Party A i1s obliged to assist Party B in
registering device information with the
Competent Authorities

For details. see Annex 1 “Description of
the Operations™
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Party A is obliged to notify of the intention

lo carry out a clinical investigation to Party
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Where necessary. Party B is obliged to
register with the Competent Authorities of
the Member State and to inform the
Competent Authorities of the address of
the registered place of business of Party A
and the description of the devices

concerned
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Party B 1s obliged to notify of the intention
to carry out a chnical investigation to the

Fra



B Party Ais also obliged to notify when it
siars and ends and to make available the

written report of the clinical Investigation.

Party A is obliged to provide Party B with
ihe correct and necessary information.

“or details of the relevant information. see
Annex 3 “Information List"

When the information covered in Annex 3
changes, Party A is obliged to immediately
submit or update the relevant information
to Party B
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Party A is obliged to keep certain
mformation  at  the disposal of the
Competent Authorities, such as sale lists,
techmical documentation. declarations of
conformity

For details, see Annex 3 “Information List”

Party A is obliged to provide Party B with
addonal information and documentation
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Competent Authorities of the Member
State in which the investigations are 10 be
conducted. Party B is obliged to notify
when it starts and ends and to make
available the written report of the chinical

Investigation
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In the event that Party A is unable to
provide the necessary information, Party B
's obliged to terminate the agreement
between parties
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When necessary, Party B has the
obligation and night to distribute Party A's
information mentioned in Annex 3 directly
to the Competent Authorities
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Party B is obliged to keep certain
information at the disposal of the
Competent Authorities, such as sale lists.
technical documentation, declarations of
conformity.

For details. see Annex 3 “Information List™.
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Party B 1s obliged to provide information
and documentation that a market
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that a market surveillance authority may
require  for the purpose of market
surveilllance

For details. see Annex 3 “Information List”
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Party A is obliged to produce device labels
as required and to end any infringement of

the CE marking that occurs
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Party A 1s obliged to pay Party B for the
expenses incurred by additional business
activiies outside the scope of the

Agreement
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Party A is obliged to appoint an emergency
contact to Party B. When the contact
information changes. Party A is obliged to
inform Party B immediately

For detals. see Annex 4 “Emergency

contact

surveillance authority may require for the
purpose of market surveillance
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7. Party B is obliged to inform Party B of any

infringement of the CE marking and the
action required to end it

Party B authonzes Party A to use the
information of Party B on the device label
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When Party B assists Party A with
additional business activities outside the
scope of the agreement, Party B shall be
entitled to charge an appropriate fee
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Party B is obliged to appoint an
emergency contact to Party A. When the
contact information changes, Party B is
obhged to inform Party A immediately

For detalls, see Annex 4 “Emergency
contact”

CHOLBRTHTE - HRAKREA
RN RMR . ZH 1 L%,

Wof A ELVENY . WRHM 4 EOEL£A

Aulc
10fe
mer
Spic



K45 SPICL- AR 007 -}

Party AR B/ H 517 %

Party A is obliged to inform Party B of all matters that may be connected to the devices placed on
the market in the EU (including information outside the EU)

Farly B is obliged to inform Party A of all matters that may be connected to the devices placed on
the market in the EU (e g. market decisions taken by the Competent Authorities for the devices.

dccidents. events, etc )
Both Parties are obliged to communicate to each other at all times all information that they know

that may be connected to the devices placed on the market in the EU
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< Where a Member State ascertains that a medical device. when correctly installed, maintained and
used for their intended purpose may compromise the health and/or safety of patients, users or.
where applicable, other persons, or the safety of property, it shall take all appropriate interim
measures to withdraw such devices from the market or prohibit or restrict their being placed cn the
market or put into service

Party B is obliged to immediately communicate such measures to Party A and advise Party A as to
the implications of this decision. when Party B is informed by the Competent Authorities

Party B is obliged to inform Party A of the follow-up of such measures (e.g. the decision of the
European Commission), when Party B is informed by the Competent Authorities.
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i In the event of a medical device accident. both parties are obligated to comply with the

requirements of the the Guidelines on a Medical Devices Vigilance System according to Articles

23-86 MDR .

Soth parties shall be as far as possible to carry out an assessment of medical device accidents
‘ogether with the Competent Authorities

Party B 1s obliged to immediately convey to Party A the information of the accidents. when Party B
is informed by the Competent Authorities.
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Party B 1s obliged 1o communicate immediately to Party A on the response measures taken or

planned by the Competent Authorities of the Member States. when Party B is informed by the
Competent Authorities.
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4 In the event of a serious adverse event (including Serious adverse events during clinical

nvestigation. i e in the pre- market phase), both Parties are obligated to fully record all serious

adverse evenls
Party B shall assist Party A in completing a written report of a serious adverse event which will be
submitted by Party B to the Competent Authorities of the histed Member State
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Both Parties shall cooperate in structuring a self-inspection process to enable Party B to verify the

ability of Party A to perform obligations under the agreement in order to comply with the EU
Member States' Expectations

For details. see Annex 5 “Self-inspection Procedure”
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I, The term of this agreementis _ 5 year(s) The fee iIs_/__ peryear.

Tne term of this Agreement shall be no less than the term of the CE Certificate.
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During the term of the agreement, if changes such as amendments or upgrades to relevant laws

and regulations are made. the new version will be applied and the parties will not enter into a new
agreement
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wuring the term of the agreement, the parties enter into a supplemental agreement for the

additonal devices and the parties do not enter into a new agreement

r details. see Annex 6 Supplementary Agreements

Agreement shall automatically terminate and expire when

Vithout proper reasons, Party A fails to submit the relevant information of the device in time

21 Without proper reasons Party A fails to pay the agreement fee in time

') Party A’s CE product certificate is invalid

olved in the cooperation and may not use it for any purpose other than those covered by the

igreement. Not to be disclosed

Annex / Fi4
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> Both parties are under an obligation of confidentiality with respect to commercial information aa:!

e

Annex 1 “Description of Operations’
1ex 2 “Information of Device

Annex nformation List

Annex 4 Emprgeﬁc\, contact

Annex 5 “Self-inspection Procedure”
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Annex 1 “Description of Operations” / ¥t 1 ¢ b %18 86 )

11" Description of operations about the authorized representative / # ¥ {{ & % FH#
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2) Party A shall submit the devices information within 30 days after payment. For details of the

formation. see Annex 3 "information list"
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3) In some Member States, the Competent Authorities impose mandatory registration requirements
for isted devices In such cases, Party A is obliged to assist Party B to complete the registration of
the authorized devices. This agreement does not cover the operation of devices registration

For details. please contact Shanghai Spica Management Consulting Co., Ltd
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Annex 2 “Devices List” | it 2 (SemiEs)

WKL SPICA-AR-001-1. 0

Devices List / 285 &% |

No. | Proprietary Name of devices / 58 GMDN Model / %!t Class / #
WEBH il
Sterilization Pouch KELE

2 Dental Bibs Ffl
Chemical Indicator strip (¢35
TF

4 | Sterilization Wrap 4H&04E

5 Indicator Tape ISR

-




Annex 3 “Information List" / ##& 3 ([AE#A%)
1) Information List/ {5 2 &%
Information List / {5 8 #& %
No Documents P&
1 Declaration of conformity . _____ fiahhe
< Copy of the label. packaging and instructions for use  §:. 4% R AR W ] 4.
iin all languages requested by the countries where N R HIA
~ the device i1s marketed) e )
3 Notified Body cemfggg@n_lm_r_elgv_ann 12 e SELCLN: Rl B =y
4 Post market surveillance process and data. vigilance LTRSS RUR S 18 T R R A
_eports and complaints. processes and data UF. e IR \f
Technical documentation relevant to market 3 0 6L IR L I T Ol 3 e M T "
surveillance investigation being undertaken by the 4 A L ft 1A
 MemberState Pl
£  Relevant clinical data / notficaon H K e
7 Details of any distributors / suppliers putting the CE iy FWISAAR A CF b 20988 %0941
__Marked devices on the market _ TTien PR VEARAE &
8  Incident reports and corrective actions taken R ST A e .
9  Trademark name. Brand name and corresponding bR & . Sh &, AT
model 2 Il
'0__ Classification and rules for classification MWy K00t 5 4wy y
'1__Checklist of basic requirements e L BERREESR - C -
12 Briefdescription of devices . LA IDR A :d
'3 Regulatory requirements and standards for devices L AUE S LS VLT RS N
(harmonized standards) ] - o T;;
4 Introduction to the tests and experiments A RmieMiRLRnng TS ) :
15 Risk management documentation i _ A v i L H i ]
16 Compilation of clinical information . evaluation of Hey b 0 BT 7 UL T2 e F 4
advantages and disadvantages el e ) i
17 Alert system . BRER
18 'Testrepc;rl” TR o r-.-{,ﬂ;_‘_ il A
19 Production process descriptions, production BER P &5 11HC N S 2 S SR
flowcharts. special process descriptions, key control L. FARPER AN
PR, BN L e L §
20 Salesrecords Al 0000 IS TVal
21 Documented information on the system operation MR OIRTEE
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2) For the information in list, Party A shall provide Party B with electronic documents in both English
and Chinese. PDF, WORD, JPG, TXT. any of these formats will be sufficient. If relevant infcrmation
i5 updated. Party A shall provide Party B with the latest version of the electronic document in a timely

manner
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3) For the devices covered by this agreement, both parties are obliged to keep the information in list.
until 5 years after the last device has been manufactured
For implantable devices covered by this agreement. both parties are obliged to keep the information
N list.until 15 years after the last device has been manufactured
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4) The information that Party A shall provide includes, but is not limited to. the information set out
oelow In response to a reasonable request for information from the Competent Authorities of the
Member State, Party A shall provide Party B with the requested information in a timely manner
For the management approach of the information in list for market surveilllance purposes please
refer to Annex 7 "Self-checking procedures".
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5) Party A is obliged to ensure that the information submitted is accurate. In the event that the :
information submitted by the Party A is incorrect. Party B shall promptly make corrections and
assume all liability arising from such situation i{
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Annex 4 “Emergency contact” / i 4 (FABE )

Party A Party B

Emergency contact Emergency contact:
Tel Tel

Fax Fax.

E-mail E-mail

Postal Address Postal Address
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n the event that either Party A or Party B makes any changes, adjustments or cancellations 1o any
nfarmation of the above emergency contacts The Other Party must be notified promptly in writing or
by mail

If one Party’s information cannot be transmitted to the other Party due to a lack of timely notice. the

(.

‘on-notifying Party will assume all liability arising from this situation
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Annex 5 “Self-inspection Procedure” / it 5 ¢ BW¥EE

') Management procedure of sales records / ##1/ # # # # r+
Purpose. Enhancing your role in both market surveiliance and post-market surveillance

Management method of sales records:

I During the term of the Agreement, Party A shall periodically submit to Party B all records of sales of
authonized devices in the listed Member State.

Il By the last working day of July of each year. Party A shall submit to Party B all sales lists of
authorized devices for the period from 1 January to 30 June of the current year, by the last working
day of January of each year, Party A shall submit to Party B all sales lists of authorized devices for
{ne penod from 1 July to 30 December of the previous year

Il It the authonized device is not sold in the market of the listed Member State within the specified
time period. Party A shall submit to Party B a zero-declaration for the authorized device

'V Farty Ais obliged to ensure that the sales records submitted are accurate. In the event that the
sales records submitted by Party A are incorrect, Party A shall promptly correct the error and
assume all liability ansing from such situation

V. Party B is obliged to keep the records of sales that Party A has submitted as required by the

Agreement

Basis for the procedure: The Guideline for Authorised Representatives in Article 2({32)MDR in the EU
for all medical devices as listed in Appendix A, the Guidelines on a Medical Devices Vigilance System

according to Articles 83-86 MDR and this Agreement.
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2) Verification procedures for the system operation / EREZTBELHRT

Purpose: Enable Party B to verify Party A's ability to perform obligations under the Agreement on an
ongoing basis

Verification method for the system operation:

I During the term of the Agreement, Party A shall periodically submit to Party B some documented

nformation on the system operation of authorized devices.

Basis for the procedure: The Guideline for Authorised Representatives in Article 2(32)MDR in the EU
for all medical devices as listed in Appendix A the Guidelines on a Medical Devices Vig: ilance System

Jccording to Articles 83-86 MDR and this Agreement
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Certification

High Hope Intl Group Medicines & Health products imp/exp is an
authorized seller in Europe for “Perfection” brand products of Hefei
Hanchin Medical Supplies Co.Ltd ( Original name : Hefei Telijie

Packaging Technology Co.,Ltd)

Products: “Perfection” brand Sterilization Pouch

Hereby to certify

-~

Hefei Telijie Packaging Technology Co.,Ltd.
Company Stamp: >
Signature:




