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EU AUTHORISED REPRESENTATIVE’S MANDATE
Bk B AR R X

NO. M/A2022-3-24
R AR R

Start of the authorization: March 24, 2022
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Expire date of the authorization: March 23, 2027
WAL IER HR: 2027 F3 A 23 H

Party A: JIANGSU ALPHAY MEDICAL DEVICE CO., LTD.

Add: No0.95, Zhenxing Road, Economical&Development Zone Nantong,
Jiangsu, China

Tel: 0513-85989732 Fax: +86-

http//: E-mail: sales@alphaymedical.com
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%1% : 0513-85989732 th H: + 86-

Party B: Everbiz GmbH

Add: Landsberger Str.155 80687 Munchen Germany

Tel: +49-89-54558164 Fax: +49-89-54558333
Dimdi No.:DE/0000040627 E-mail: info@everbiz.de
¢ 7 : Everbiz GmbH

¥.4k: Landsberger Str.155 80687 Munchen Germany
%1% : +49-89-54558164 t H: +49-89-54558333

Party A hereby designates Party B as the authorised representative for their
devices with CE mark and Party B accepts the designation to be the
authorised representative for the devices on the market of European Union
(E.U.) ,EEA and Switzerland, Turkey. Both parties enter this mandate as
follow:
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Party A
ki

1.

Party A shall keep the technical documentation, the EU declaration of
conformity and, if applicable, a copy of any relevant certificate, including
any amendments and supplements available for the competent authorities
for a period of at least 10 years after the last device covered by the EU
declaration of conformity has been placed on the market. In the case of
implantable devices, the period shall be at least 15 years after the last
device has been placed on the market. Party A shall ensure that Party B
has the necessary documentation permanently available. If Party A fails to
provide the above mentioned documentation to Party B within 30 days
after approval of CE certification or before using CE mark for “self-
declaration” products, this mandate will be terminated automatically, Party
A should take on all aftereffects by itself. The technical documentations
should be in electronic copies (in any of PDF, WORD, JPG, TXT vision),
the written copies would be submitted if required by the competent
authorities. List of the documentation is as per annex 1 of the mandate.
Party A shall notify Party B the amendments and supplements of the
documentations by means of electronic copies in time.

V7 RARG E e AR A, BRI ASM B ARSI XIER el A (.45
AT EFetb ) 9B, E2V ARG RREGRAKRBATHEHG 10 5, =
i RAANGY, MEDY 15 F, PH AR T LeiE AL B, 2R T
FAEINELE R BATIED Z /G0 30 KA, R&“A KB\ =Skt fl CE /R
ZAl, MREARELL T HAEZRY CE HARAALE, AP LAFN KK,
FhAReH I m I LG AE R, FHLERIET LA, HTUAL
PDF. WORD. JPG. TXT # X ¥ &4EfT—4r. PR ALERBE AHE
ZHBHTRICT . IR IANEGER, FRLA “HHF—" EK
LIy RATRANKEY, FH AR T AN XA FE LT T,

Party A shall ensure to satisfy the request by the EU competent authorities,
forwarded by Party B, for example samples or access to devices, providing
with all the information and documentation necessary to demonstrate the
conformity of the devices.

Vo RARHEKRAETEEHBICTRENER, R * B RE 5
B s byi8 42, RAEPTA RRIER T s fF &M 6913 & R A5

Party A shall have a system for recording and reporting of incidents and
field safety corrective actions. If any accident or near accident of devices
(including any serious adverse event during clinical investigation in
premarket stage) (see clause A1.5 e of “Guideline for Authorized
Representatives(MEDDEV 2.5/10)(January 2012)” ) happens in the
territory of EU, EEA and Switzerland, Turkey, Party A shall help Party B to
investigate the reason in time, and complete the initial report together with
Party B. Party A shall present the investigation result and final report to
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V2.2

Party B according to EU2017/745(MDR devices), EU2017/746 (IVDR
devices) and the Guidance of Vigilance System. If the accident of the
devices happens out of EU market, Party A shall notify Party B as soon as
possible, and Party B shall make decision whether to report it to the
competent authorities or not. If the above mentioned accident or near
accident of devices was known by Party A at first, Party A must notify Party
B in one working day and provide the complete report of the investigation,
analysis and disposal result of the accident or near accident to Party B by
E-mail or other effective means as soon as possible.
‘F’ FRAH —ANLRAREFRABRING RV EH BN R K. R F DA
BB N A EEA Aeipt, LHFAZAAFUIF EFHR (L LTATH
ERBAEHBERAENG®EARRFH (L “Guideline for Authorized
Representatives(MEDDEYV 2.5/10)(2012 F 1 A)"), ¥ 7 & AW BA& T 7 A
TRE, ARTCT—R QT ERMIERSE. F s EU2017/745 (BT &
W) S EU2017/746 (fRIM5HT B4k) Ao (ERFE A5 d) AL 69 ut IR 1 &)
CHRERELERARIELRE, o CEAREN TR, AFHR, BFK
R A& BB, ‘%’77‘/2)3}#%«"’—7’%1367}‘, HBLHTRREAGREE S HRE
R ERFR, AFRABLT 7 REAMKFN, PHALPAE AT
HAHECT; R, FEFR, FFRGAE. pRLELERGRE, A
W, T WA S AR 289 T AR Rk T T .

Party A shall, in a manner that is proportionate to the risk class, type of
device and the size of the enterprise, have measures in place to provide
sufficient financial coverage in respect of their potential liability of the
possible defective devices. Party A shall be responsible for any business
dispute related to their devices, such as medical accidents or claims for
compensation concerning quality that arise after sale. Party B shall assist
Party A to handle the dispute in accordance with the authorization of Party
A. All the expenses occurred outside the China mainland during Party B's
handling of the accident shall be borne by Party A. Party A should also pay
all the costs of the traffics, accommodations and other allowances of party
B’s employees or advisors, who make the business trips in China mainland
subject to the requirements of investigation, analysis and disposal of the
accident.
FEREAGREHFR, XA o AR ARMRG T X, RIHEHE A A
T REHRIE F et B A T ERER B M SRS, PHREMNHEE R AW 5L
FRMAGEFEFLRRAERRF LS Adt. CHRIET T IR,
ByP HERGR I, AFRREBEREY, CHERAERSIAGMXTA,
MEF HHINGE T A, wRETAE, BUERERIF. FHAREH
FR, CHRERBEA T EAR T, AE. EBFERLHGEA,
AL W F T AR,

Party A should keep the complete sales list of all of the devices exporting
to EU, EEA and Switzerland, Turkey (including the OEM devices) by
electrical documentation in English at least 10 years after the last device
has been placed on the market(15 years In the case of implantable
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V2.2

devices), in order to be provided by Party B for being transferred to or
inspected by the relevant competent authorities of EU, EEA and
Switzerland, Turkey. Party A is responsible for the accuracy and the validity
of the data.

Vo K X A EEA fein £ L R Z TR F &R F (.46 OEM
MEEFE), AFREFEZBEY 10F (A& 15 F) HH, LAMA%E
XL F, T IAH KRG L, AT TN A TREA EEA F34
+. LHFAZEFTWHAA., bE. FHEREGRBILEHAE,. AFEHER
=

N o

Party A must notice Party B the complaint records and the results of
disposals on the accidents or near accidents of products immediately, and
Party A should save, transfer, check-up any of the records according to the
requirements of above article 5 of party A.

VA3t E PR P A FRRE A FRGRIFILRALELER, BT 2 AKE
Fn Lo, AR RAE. AR, ok, AAHRLERT 756 55" 5F K5
iTo

Party A shall appoint one or two persons as the main staff who contact with
Party B and deal with the daily work according to this mandate. The
information of these persons of both parties should be written in annex 3.
PhERE—EZA, AT, TRFTWFEF—KREA, TERTRELIT &
Bl R, AP FERACTEE N B F T, R IRE A IR 7 XL
RAERBLEG “HAHFZ=7,

Party A shall fully realize the risk of selling its products to EU, EEA and
Swiss, Turkey market without product registration to relevant competent
authorities of EU. If it caused by Party A, such as delay, omission or
conceal of files submission, Party A should take the aftereffects such as
warning, penalty or even the results that the CE certificate will be frozen,
withdrawn, and the distributions of its products in EU, EEA, and Swiss,
Turkey market will be prohibited. The procedure and charges of products
register in EU are written in annex 2 and annex 4. The EU MDR and IVDR
have been implemented since May 2017, and according to which during
the validity of this mandate, Party A shall fulfill the obligations of UDI
assignment to the devices and the manufacturer and devices registration
when the conditions are met.

V& ERASNRB AL F bl TRE, IR, HRRA (2 MR~ &
R BRBE ML A E T S R EEA Aesb . L HAZ L RN,
W RETFHZRE, RAEF &R KRB EMAENBIER EEA foind.
THAZTHE, FHRARGRTR £ K, £4& AEHALZELE
44 - e CE IR AL Z ek NBR LT %9 % EEA fedf . L H 695 R,
CE /= Su/Bk Bz M 693 tmAZ B Al St 7 iR F A B, ST A AT “PHa =7
AT ”, B3 MDR & IVDR AHLE A 2017 5 5 A #2541, £ AW
PATHNE], VR EF4BEEN, BATS & UDI 5 BLR A B Ao S 2 A
8L %o
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10.

11.
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Party A shall notify Party B of the intentions of clinical investigation trials for

MD or AIMD, and the intention of the performance evaluations for IVD,

which are to be performed in EU, EEA and Swiss, Turkey.

¥ RiBse U ARE, EEA fein X A L H AL ETT S REH REAARE

I BARIEAT W AR X IR G 1+ X, AR AR S5 72X 0] 8E AT AR R AR 89 1 R,

Party A’'s obligations laid down in regulation EU2017/745 article 10(1), (2),

(3), (4), (6), (7), (9), (10), (1), (12) (EU2017/746 article 10(1), (2), (3), (4),

(5), (6), (8), (9), (10), (11)) shall not be delegated by this mandate.

RK B EU2017/745 X4 % 10(1), (2), (3), (4), (6), (7), (9), (10), (11), (12)F
(Bx 8L EU2017/746 £AL% 10(1), (2), (3), (4), (5), (6), (8), (9), (10), (11)%*

) A HE R T, P AMF R AR

Party A shall ensure Party B to pursue the loss afterwards if Party B was

legally liable for defective devices on the same basis as, and jointly and

severally with Party A due to Party A has not complied with the obligations

laid down in regulation EU2017/745/746.

S B F 75 A% F Bk B EU2017/745/746 R HLEG & B T4, BUECHAR12H

BRI F sn bk AT, T A RKIEL T TTAEGEZME,

Party B
oY

1.

Regarding the EU registrations for Party A’'s products with CE marks, Party
A shall apply it firstly in written to Party B and supply all the necessary files
and fulfill the application forms (see details in attachment 2). Party B shall
review it within 10 working days, and submit it to competent authority of the
country in which Party B within another 10 working days. However, the
time schedule should be adjusted If Party A's applications were returned or
rejected by Party B or the above-mentioned competent authority due to
inconsistent contents from the submitted files. If it is Party B’s reasons
causing Party A’'s products EU registrations failures, Party B will be given a
warning, penalty and even its qualification of the European Representative
will be revoked according to EU relevant laws. The EU MDR and IVDR
have been implemented since May 2017, and according to which during
the validity of this mandate, Party B shall fulfill the obligations of EU
authorized representative registration and verify that Party A has complied
with the registration obligations when the conditions are met. ¥ 7 & B 4F
CEEH R A &K AN F %, HHKBMXAE GERLHHED), FEhE
CE F BB EME, Fhah T HRE ViF, FREPTAFEIE G LHF
HMEPigEA, BLHIMPINTE, HLH Ik 10 NTEH TR H,
ZE 10ANTHBARREE S AT FIF~Z iz, BT FHRIM
AEFRFERBAMAKC T REE Y BHBRERIBLG PF, T LKL
Z3. e XRATHGRE, FHEin~mEMFELRK MRt~ bk F it
NBREB TG AR, MBI A X FEEN, THRTEEL, JR. DA
Tt AR R ARG A T, BB MDR A IVDR ALK 2017 5 5 A A%
T, EAMBIITHE, THREFHEESEE, BRITRARKEZMG LS5+
MR T ALJAT T £ 7 BB 2 ML G
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2. Party B shall verify that the EU declaration of conformity and technical

documentation have been drawn up and, where applicable, that an
appropriate conformity assessment procedure has been carried out by
Party A. Party B shall keep available a copy of the technical documentation,
the EU declaration of conformity and, if applicable, a copy of the relevant
certificate, including any amendments and supplements at the disposal of
competent authorities for the period of at least 10 years (15 years for
implantable devices) after the last device has been placed on the market.
Party B shall take up the responsibilities of confidentiality of the
documentation and shall provide them within 10 days after the request of
the competent authority.
LHREFEFHALZCERRE T Z R BN ERAF R, FEER
WFELTHNT TCRRT ELWNFEEREAETF. CHTRRAET 7~ il
BAR A BB A M 5 A BAEAT AR KIEH 69 & A (3T B Fo Ah
), RGEIRE Y 1% ek G HAKAT 5B 10 F, & smhe AN,
MEV A5 F, LH AULMHNERE, — 228 LHFE, CF Aok 104
IAEH AR LA

3. Party B shall keep the following minimum documentation of the devices of
Party A with CE marks at the disposals of the competent authorities at
least 10 years (15 years for implantable devices) after the last device has
been placed on the market:

i) Declaration of conformity,

ii) Copy of the label, packaging and instructions for use (in all language
requested by the countries where the device marketed),

iii) Notified Body certification (where relevant),

iv) Post market surveillance process and data, vigilance reports and
complaints, processes, and data,

v) Technical documentation relevant to market surveillance investigation
being undertaken by the Member State,

vi) Relevant clinical data / notification,

vii) Details of any distributors / suppliers putting the CE marked devices
on the market,

viii) Incident reports and corrective actions taken.
CHREVEATF 2ot AXIH, ZVRAERE M= RATH
BE10F (AAMZR15F), #EEI TS AN, ZETHE) ¥ EIE:

i) FFetEE
i) ARE, . AP K (A LTEREZKGES MRA)
i) EAAIER (£ A )
iv) L7k BiaAERE. EAREARKIF. KE R
v) SEHEARE LT EREERXGERLAF
vi) 48X 8915 R 2L IE/5E S
Vi) 2475 CEREESBMOZHAME T mT
vill)  FIARE BRI 2] E G
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4. Party B must keep Party A informed in all matters that may be connected

5.

to the devices placed on the market in the EU. At the minimum, the
exchange of information concerning following shall be covered.
LHRiBsm T AR RLEERE LT ETZSMOELE, £V
4.1 Safeguard Clause
“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 on the market or put into
service.” If the relevant Competent Authority contacts the Party B about
its interim measures to withdraw Party A’'s devices from the market or
prohibit or restrict their being placed on the market or put into service,
Party B should immediately communicate such measures to Party A
and advise Party A as to the implications of this decision. When the EU
Commission 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 his authorized
representative”. If the relevant Competent Authority contacts Party B,
Party B should immediately communicate such information to Party A
and advise Party A as to the implications of this decision.
PRAP S 2
‘Y —AN T B S AN E ST BARAEEAR G R Ak TR R R AR R
WALT, TrRaeESEL. EAH. GERAR) HEAR XM > 694 Efe
[3% 20, EARBIHEY GG E 7 SMAE T, £ 3
R AL LT, e RAXEE S BHaA X3 F 7 EI7 BRI L T 5,
2OF B RE LTS EAKA LS, CHR B AR E T A
@, QTP HEfhk T M AR M. SRAER AN E R
S, g aRPilse R E, FHRARBRERARE. R
7#1‘9%3 LEKALTH, CHREZREMXE LS T 7iAE, HFEkb
e KA AR X B A
4.2 Vlgllance
If the relevant EU Competent Authority contacts Party B about its
assessment outcome of an incident of Party A's medical device, Party B
should immediately communicate such information to the manufacturer
and advise Party A as to the implications of this decision.
%,
WwRRATELRHBITOLTRTFH 2 KA FRGIFHELER, P A
U7 Y S BRsh LBk & F 7 JH4E Z 4 B2 gk & 6948 X %M

Party B shall notify promptly to Party A any information they could obtain
about the Party A’'s devices with CE marks on the market (including about
the claims of customers and the competition companies that produce the
same CE marked devices). Party B shall forward to Party A any request by
the EU competent authorities for samples or access to the devices and

70 %207



V2.2

verify that the competent authorities receive the samples or are given
access to the devices. Party B shall response to a request from a
competent authority, provide that competent authority with all the
information and documentation necessary to demonstrate the conformity
of a device, in an official Union language determined by the Member State
concerned. Party B shall also cooperate with EU competent authorities on
any preventive or corrective action to eliminate or mitigate the risks posed
by the product of Party A.

LHRFRFORH X CE &R BT % LTz & (08 P Riff R
A F D L)ANBIT H. CH AT o HBREEE Y BTG~
o KA RGBT R EAE L, FAR IR S RHRITRF R BAT
Femigtr, CHRMAREIESEHER, AAXREBAZHEHTEXET,
% EE S BRIER T 7~ e SRR L BE A, T R ELA
B EE Y B R IAT AT T T Se i T R AS B4, L VATH IR SR e R

o

6. If any accident or near accident of the devices of Party A (including

premarket clinical investigation devices and performance evaluation
devices) happens in the territory of EU, EEA, and Switzerland, Turkey,
Party B shall notify it to Party A within 3 working days after receiving or
obtaining the customer’s claims and feedbacks about the devices, and
execute vigilance system under the assisting of Party A, and also make
initial report, investigation result and final report to competent authority of
the country in which the accident happens.
Jm R F T8 F S (BL4E L7 AT IE R IK I8 69 7 S AR AT M AR IR AR A9 T o ) &
BRI A EEA Aednd, L HFHAIAREFRRF REFR, LHEAIKE XK
o KF 75 = st RFRARNAE & 3ANATED AR E4 T 7, FFEF T
M HZ TRERR, BT H—&{TERERSE. T i e 2R e
WERE. AEER IR LA RELEXLRNBR EEA oint, L HFHAZ 5 Y
o

7. Party B shall assist Party A to comprehend the devices’ conditions of
the same or relevant kind in EU market constantly. Party B shall also assist
Party A in applying for a European certificate of free sale if party A needs
and meets the requirements in accordance with article 60 of regulation
EU2017/745 (or article 55 of regulation EU2017/746) .

CHMENF 7 TRERATHE Xt HNL, FRAFRIREFT T CHLR
BB EU2017/745 FAL% 60 3 (B EU2017/746 XHL% 55 5 )
AL, BT HERLFESFMN, WHF 7 ZRM 8 b3 EEA,

8. Party B shall appoint one or two persons as the main staff who contact with
Party A and deal with the daily work according to this mandate. The
information of these persons of both parties should be written in annex 3.

LhERE—EZAN, AT, TG E—IKEA, TE2RTALEPH &
Bl ViR, A AP TEE N B T, W IR&AGIRE 7 XL
RAERBEY “PHAHZ",
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9. Party B shall have permanently and continuously at their disposal at least

10.

11.

12.

one person responsible for regulatory compliance who possesses the
requisite expertise regarding the regulatory requirements for medical
devices in the Union

CHRAELWAMA, KARAEV VSN TAR, ZARRELERKAS
NEST BRENZ KRG L EZE Wl

Upon receiving the notice about the Party A’s intention of the clinical
investigation for MDD or AIMDD, or the intention of the performance
evaluation for IVDD in EU, EEA and Swiss, Turkey, Party B should
communicate this information to the Competent Authorities of the Member
State where the investigations or the evaluations were being performed. If
any serious adverse events happened during the above-mentioned
performances, Party B should immediately set up an entire record to the
event and submit it to the Competent Authorities as soon as possible.
CHERARNKET H*TAEKYE., EEA iR L H L35 A 3ti7 E 57 BARRK
HORANE E T BSAREYIE R IR TR, ARSI S B ] 69 M AR o A T R 6938
fojG, WAXGEEERMERNTES . WmRALRE KBS KR ITE
FREPERREMN, LHREAEM LT TEITRIF LSSt T A E K
ARG T ARG 8 S B

Party B who terminates the mandate due to the reasons in hereafter “Party
A & Party B 17 shall immediately inform it with the EU competent
authorities, if applicable the notified body involved in the conformity
assessment for the products the termination of the agreement and the
reasons therefor.

CHWmBEAT “FHRCH 17 QREF LA, oA ERE T EY
R BARR NEIA, FFEERE .

Without prejudice to article 10 of Party A of this mandate, Party B is fully
aware that it could be legally liable for defective devices on the same
basis as, and jointly and severally with Party A if Party A has not
complied with the obligations laid down in regulation EU2017/745.
ETRRERDNT 7 H 10 FROART, TH AL TRIB T 7 AH
FECHE EU2017/745 FAGFEH T, MBI T 7 —A, KizfgLsfs > 5
3% A T

Party A &Party B
PHERTH

1.

This mandate will be terminated automatically when:
AR T PR UR A, ArLAFH%4 k.
1.1) The Party A's CE Certificate be withdrawn temporarily, be closed or
be recalled by the notify body.
(When the above-mentioned things happen, party A is obligated to
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accomplish the following processes to avoid the further

consequences:

i) Brief statement in written about the reasons why CE
Certificate being withdrawn, being closed or being recalled by
the notified body.

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

¥ 77 69 CE iE 45 B #A% K IE AU B % 45/ K ik = 6
(UEFER—2 %84, PHEIAHRASLC T HBIFAT E B T,

T NF R T RAE A REAEA Y M = LG PTR FTAE:

i) @ A B BE B AR/ KT/ IR E . B3 R RaNE
A EYIEE

ii) PN IUH G CE EBATAMP Zoe AT 2R ok El
TG AR EEA ettt L HAZTH, wR& A, wHAEHE
B e RA, LG o EFE, RE @A d T A
75 A8 RE F TR F 7 g 2k 9] AL 69 s Aa B 1A & o)

1.2) Party A has failed to provide the required technical documentation to
party B within 30 days after approval of the CE certification or before
using CE mark for “self-declaration” devices.

(Within 60 days from the date of this mandate being terminated,
party B could transact the routine affairs as the authorized
representative enabling Party A appointing new authorized
representative and amending the CE Certification. Party B should
report the invalidation of the mandate to the notify body for record. )

¥ AEINEL RIIF CEERZEW 30 XA, RE“A&KFEN = Ri

1 /] CE ARITZ AT, MARZXARMBL L T HFAHE K CE HRKLAL,

(EAMIKRKZ BAN 60 XA, A TARMSFTET 7554 e BA
A B R CEIEHFAMAIN, THTARN M SATERANRE D FH
FHo LHRZKET 7 KA BE EANRAENMEE. )

1.3) Party A doesn’t pay off the representative service charge according to
this mandate deadline without explanations.

F 75 R AL G AR AT AR R R IR S 9, IR .

1.4) Party A acts contrary to obligations under MDR/IVDR.

¥ 7 A i 5. MDR/IVDR #2304 49

When the mandate is terminated or not renewed upon expiration for some
reason of both parties, Party A shall designate a new EU authorized
representative if the CE certificate of their devices need to be continued.
The three parties shall enter into an EU representative change
agreement for handover matters. ¥ X 7 E #& P £ W, SRR B R F
X, mMFP LR NAREE CENEN, FHEBEHOKBAREK, =F
R EEBRBRET N, AT EKRIEET,
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(The change agreement shall address at least the following aspects:

(a) The date of termination of the mandate of Party B and date of
beginning of the mandate of the incoming authorized
representative;

(b) The date until which Party B may be indicated in the information
supplied by Party A, including any promotional material;

(c) The transfer of documents is realized by encrypting U disk or e-mail,
Party B shall comply with confidentiality requirements and avoid
infringement;

(d) The obligation of Party B after the end of the mandate to forward to
Party A or incoming authorized representative any complaints or
reports from healthcare professionals, patients or users about
suspected incidents related to a device for which it had been
designated as authorized representative.

(@) TH AL B, AR ERAKE GG 1AL 45 B A,

(b) ¥ 7 &4t EMAHE R T 13 8698k B 2,

(c) LAHfEimiB ey U ERE L TIHEI, THRETREEK,
FiBE R AZAL

(d) BRERB, CHAMAALSHRAEYFTLAR, EFAEAE,
HdRRAREEEBSRADKX TR EFGRIFFFRE L T HRIE
AR E

This mandate is written both in English and Chinese and in the event of
any conflict between the two versions, Chinese version shall prevail.
AP AF ZELHE, dob ZIRAGEAETF TE, AP LA A,

The validation of this agreement is subject to the validation of CE
Certificate for the devices under it, or is within five years after the signing
of the mandate for the self-declared devices.

& FARR CE GBS 69 7 &b, AWBUR M5~ & CE iEH —8; T 8 &

B S, A A EITZ B AL ZFH 3.

Both parties agree to use their best reasonable efforts to resolve all
disputes, controversies and differences in connection with this mandate in
an amicable manner. If the settlement fails to be reached, the all the
disputes arising from or in connection with this mandate shall be
submitted to Shanghai International Economic and Trade Arbitration
Commission (SHIAC) for arbitration, which shall be conducted in
accordance with the arbitration rules in effect at the time of applying for
arbitration. The arbitral award is final and binding upon both parties. The
arbitration shall be conducted in English, the number of arbitrators shall be
three, and the place of arbitration shall be Shanghai, P. R. China.

Ty B B R KRGS ILE /) AKRIF I Kff sk 5 R UR R8P R 43, %
Fe o dm R AR AL AR, W B A ARG R G ZH XGITH F U
REXESERREFT HFRER 2 (SCIA) #HATMHR, ZM R LR FIF
BE AT KOG M SR AL AT MR R L B RE, HRTHBEEAR) .
BRAFELIT, MHEREAZL, HHReEHPE LS,
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Name and classification of products Party A designates to Party B:
Y At e & A BB R 8 = oe LAk 5 & A

Product name classification GMDN Model
No. AR S EFR R )
YQAH-1; YQAH-2
YGAH-1; YGAH-2
1 Back support belt YQAH-3; YGAH-9
YGAH-5; YGAH-6
YGAH-8
JGAH-1; JQAH-4
2 Neck-traction device JQAH-3; JQAH-6
JQAH-8
. . JKAH-2; JKAH-2Y/T
3 Lumbar traction device JKAH-4: JKAH-2M
4 Cervical care device JKAH-3; JKAH-5
MDR Class A
5 Neck brace JGAH-5; JKAH-6
) JKAH-1G, JKAH-1/S
7 Knee care device
JKAH-1
8 Lumbar traction device JKAH-2J
Lower back stretching
9 JKAH-2F
massager
10 Neck air-traction device JQAH-3B
11 Neck support YGAH-5
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2. Annex 1 { CE Technical Documentation List)

P — (RERBRAREGHR LS B )

Annex 2  {Preparatory Requirements, Conditions and Procedures for
CE Products registration in EU and the Update, Withdraw
and the Invalidation of the registration)

A — (CE ~wifizMasfLtt, i, £FRAERIALAEF T

EME S RAT, WA S K AK)

Annex 3  {Details of the Contacting persons of Party A and Party B)

M= (7. e F—ils A (REBEA) UARFEF 7 X)

The above three annexes shall have the same effect as the mandate.

AL Z AN 5 A B A B F207) .

3. Literature and regulations this mandate referenced:
1) Guidance of vigilance system (2.12-1 REV. 8 January 2013)
2) GUIDELINE FOR AUTHORISED REPRESENTATIVES
<MEDDEV 2.5/10> (January 2012)
3) EU2017/745& EU2017/746
AR AFE, FlIRZLR, FHHM:
1) (CERAR %I H) (EJ7EMRIE4 2.12-1 REV. 8 January 2013)
2) {GUIDELINE FOR AUTHORIZED REPRESENTATIVES
<MEDDEV 2.5/10> ) ( January 2012 )
3) (B EJ7 RZMAEN) (EU2017/745) AR
(BR BRSNS By BAREA) (EU2017/746)
Note: in the validity of the mandate, it shall be executed always according
to the latest issued versions of the above guidance, guideline and
regulations in case of their modifications or updates and Party A and Party
B are not necessary to sign a new a mandate.
KiE: EWAZAA, U RALERSE / FHBRFE R, wEBIHAAH
BRA RN EIAT, Fo TR RFEITH GBI
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\\, ‘\Lf‘)H

Party A: JIA GS'U ALP/H} MEDICAL DEVICE CO., LTD.
¥ fiﬁ%fﬁ-[ﬁﬁ% FU\‘-’]
i

-~

Signature and date:
B A 2022 % 3 248

Signaturea dat e
554 A H: 0229\#?3_:”

F14W %20 R
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Annex 1 { CE Technical Documentation List)
(Soft Copy in English by PDF/WORD/JPG/TXT)
M — (RN E GRS B F)
(ZRKFELEF L4, PDFWORD,JPG,TXT #& X ¥ AEAT—FBF 7T )

PartA (A 3%)

1) Manufacture’s Name and its Address
& 2B AR, Heak

2) European Representative’s Name and Address
B E LAR, dik

3) Product’s Trademark, Name, Model, Classification and rule of assessment
FRtBirL, b A5 R AN, AIEES

4) Name and Address of Manufacturing facilities
&G RbG B AR, Hohk

5) Name and Address of Notify Body
INEIUAY B B AR, Hhk

6) Declaration of Conformity (PDF with signature, stamp and date)
FeWER (LA EF. HF %8 6 PDF mA)

7) CE Certificate, Quality Assurance Certificate and Audit Report.
CEEH, HRFAED, FHARE

8) Essential Requirements Check-list
EAZLEEXR

9) A brief introduction to the product
7= o 0 1) E 5L

10)Label and User’s Instruction
WREES . RS

11)List of Harmonized Standards
1% B8 AT K BARE (WRRFRA)

12)Introduction to testing and experiment, such as clinic, electrical safety,
mechanical safety, performance and so on. Relevant report or validating
record number (quoted from Part B) can be listed in the form of
Requirements Check-list
HRKOGEM BRI GNE, mlc R, ©ALE, PUREA. Bk, 7)d4
KOG ERBIER TR T (51 A B3A5) ,TUAE R Z KA E £ 6T X7 B

¥
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PartB (B #4%")
13)Risk Management Files
R & 72 XA
14)Compilation of Clinic Data, Appraisal for Advantages and Disadvantages
W RS HC S, FlL JEiE4E
15)Vigilance System
LEmA%
16)Testing Reports (Biological Consistence, Physical Performance, Chemical
Performance, Clinic and so on)
MRS (AR e, WIERR., LFHE. BARF)
17)Description of Manufacturing Process, Manufacturing Process Flowchart,
Description of Special Process, Crucial Control Point et.
A7 AR, £FRALRE, SrhdARRE, XaiEHRF

The latest version of Part A/B shall be presented to European Representative
immediately from time to time in case of modifications or updates and Part B is
not limited to the above-said items.

EiX Part A/IB & LA 37, & R & R A R AR R HT R A8 B AL,
Part B 29 XA INMXFRF VA EFT 720 B &

Everbiz GmbH
March 24,2022 20223 A 24 H

Information Sources: NB Decision: NB-MED/2.5.1/Rec 5
Lk kB : ALz NB-MED/2.5.1/Rec5
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Annex 2 {Preparatory Requirements, Conditions and Procedures for
CE Products registration in EU and the Update,
Withdraw and the Invalidation of the registration)

M= (CE & SBill & E Mg & k. B, AL5 RPN E R4 A% A= 2 M
FESa ) AT, WA S KD

|. Preparatory Requirements for CE Products registration in Germany/EU :
CE /= & W iF iz My 5 4F:

a. The products of Party A have been CE certified by Notify Body, or
self-declared if the products classified as MDD class | (Non-sterile and
Non-measuring) or IVDD class others.
7S AT CEER, RF—X KT T A RS A,

b. Party A as a manufacturer is for the first time intended to place their

above-mentioned products on the market of EU, EEA and Swiss, Turkey,
or intended to issue European “Certificate of Marketability” (“Free Sale
Certificate”).
V7 Z e B RFENR A, EEA Rint. THATHHERFTHT 2 EA
MBI E, EEA &3+, LHFATHHE, B2 KFE0E (Rad
HAEER ) (A AR “Certificate of Marketability” 2 “Free Sale Certificate”)
G5

2. Conditions for CE Products registration in Germany/EU:
CE /= & W if i A a4 B 4] -
At least 30days prior to place the products on the market of EU, EEA and
Swiss, Turkey.
i NBL L, EEA L. LHATHATE) 30 X,

3. Procedures for CE Products registration in Germany/EU:
CE /= & Wi iz a9 42 5

a. Party A shall submit the product registration application to Party B orally or in
written.

V75w G AT Sk R @ Xl s E M E A

b. Party A shall submit to Party B the registration application form and
technical files, of which the registration application form shall be provided
by Party B and filled in by Party A. Party B may also provide technical file
arrangements requirements for Party A’s reference when preparing files.
F 7@ L R s E MR R A AR LA, L P E MR R O R
FHRE;, CHLEREHRR I RHERFET F7 AL IAETLAE,

c. The technical files submitted by Party A shall be supplemented and
corrected if there are any missing, incorrect contents or inconsistent
formatting. ¥ 7 R A9 B R AL, A A BEERK. Bk, HHE XA TFE
Kby, MATIHNANL . HERBE,

d. Party A obtains product registration number.
¥ 7 kAT T se i E M5 A,

%17 W £ 20
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4. Technical files to submit for CE Products registration in Germany/EU:
CE /= s WiF i AT & #2389 LA

a. Scan copy of CE product certificate ( not required for self-declared
products).

RAHH CE it Bt (ARFASRAER) .

b. Soft copy of technical files in English with all files of Part A (especially the
declaration of conformity, product description, labels and instructions) and
risk management and clinic data of Part B—except the products which are
clearly specified that do not require the clinic data according to MDD/IVDD
and their annex.

CE # AR . 3L, %%}%&4’\ A6 A B & (iuitﬁf% S B,
i, ARE, PR F B &f 589 K% & 32 A= s R 44 48 — % 3F MDD
FEARM FZPARNE TR U}%Q’JFWT ATRRAE

C. Photocopy or picture of CE products(not required for those already
indicating in technical files).

CE #&%#RA /BA GeRXBARLATH, WRLRE) .

d. Photocopy or picture of CE product labels exporting EU(not required for
those already indicating in technical files).

CEAmdb o BMERR /BR GeRERKRI4TH, WRLRME)

e. Registration application form provided by Party B and filled in by Party A.
VB0 R R EM T IFEE,

f.  Other documents or files Competent Authorities requires.

EE L BERRAGEALA,

11.Update of the registration:
CE &z M= Sty L #7:
If the CE certificate of the registered product or its declaration of
conformity changes, the product registration update is required. Party A
needs to submit to Party B the new CE certificate or the new declaration of
conformity and a new registration application form, which enabling Party A
to update the registration.
CELEMZ®R CEIEBRAFEHENRAELT R, F&4HHE CE *&
89 M H o EPZ?‘/\/ﬁILJCZT}I /j'nt?"fﬁ'élj CE ‘Lﬂ:-‘*'?\ ‘ﬁﬁ'éﬁf‘?{:\rﬁf”ﬂﬂl’/\&
EMwIEk, BPALAIE T a9 EM R A,

6. Withdraw and the Invalidation of the registration:
CE iz M /= e 9448 5 K &

a. The registration of the product will be withdrawn when its CE certificate is
revoked, closed or withdrawn by notify body.
A8 % CE JE 5 A GEMA R . KM SO B, = S iE MR

b. The registration of the product is withdrawn by EU Competent
Authorities.
o EAAR B G R

c. The registration of the product will be withdrawn when the MDD/IVDD
agreement signed by Party A and Party B suspended.

% 18 W &£ 20
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VL7 &Z 6 “MDD/IVDD AGREEMENT” W ik if, = suiE M4

d. The registration of the product will become invalid if its CE certificate
exceeds the validity.
CEiEHAB LA I, &M &

e. The registration of the product will become invalid if the MDD/IVDD
agreement signed by Party A and Party B fails to be renewed upon
expiration.

Vg &Zh “MDD/IVDD AGREEMENT” 2| HARAe 4 £ 69, /= sl M

f. The registration of the product will be withdrawn or become invalid if the

other heavy conditions for withdraw or invalidation occur.
H A= s M AORA 5 R F K AR, s MR KK G

Everbiz GmbH
March 24, 2022 2022 -3 A 24 B
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Annex 3 {Details of the Contacting persons of Party A and Party B)
M= (P, eFF—ilidmA (BR&GA) BIEE 7 X)

Party A: JIANGSUALPHAY MEDICAL DEVICE CO., LTD.
P LR ERES BARA TR

Name: Qiang Wu -

. R

Mobile Phone F#L: QO

Tel (Office) 7nos 4% : 0513-85989732

E-mail ¥} 4 : sales@alphaymedical.com

Party B: Everbiz GmbH

L7 Everbiz GmbH

Tel # 7%: 089-54558164

Fax 1% #-: 089-54558333 E-mail ¥t 45 inffo@everbiz.de
Address: Landsberger Str.155 80687 Munchen Germany

Remark#&- i ¥4 :

Either Party A or Party B shall notify the other party in written form or through
E-mail on time once this party alters or adjusts or cancels certain information
listed above. Any mistake arising from the failure to notify the other party shall
be charged upon the party causing such mistake.

V. LG FHEM—T, —B3f LR E LS, AERREY, FPa
RE AT X BB Fo 3t T o dm Ry T8 A Al de fiE R — 7 8913 & R k45K %
B —HZ iR, Hd B —FReH kARG — T,

Everbiz GmbH
March 24, 2022 2022 3 A 24 18
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