Statement

This product Digital Intraoral Scanner System (S7000) is not a covered product
and has no association with the manufacturer of the covered product.
This product is authorized SHARE INFO INC.(Address:3557 158th St

Flushing, NY 11358, USA)to be the United States agent.

Annex: US Agent Aggrement

Fussen Technology Co.,Ltd.

2023-2-24
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HA:
Part A:
ACTE Y IERBERA S
Name: FUSSEN TECHNOLOGY CO., LTD
HIYlTe U KAURENEF L K A% KB 11805 43006 T\ X S4X ifF1ik
- T AMBHIE
Address: 3F, Building #B, Minlida Industrial Building, Zone 4, Honghualing Industrial
ress. Zone, 1189 Liuxian Avenue, Pingshan Community, Taoyuan Street, Nanshan
District, Shenzhen Guangdong, CN 518055
BiE:
18129964820
Tel:
BLRA: 3 F
Contact person: Huijun Li
' il
I eF ,Bﬁ registration@fussengroup.com
| E-mail:
7
Party B:
AT
Name: SHARE INFO INC.
ok
Address: 3557 158th St Flushing, NY 11358, USA
BAEA: .
Contact person: are
B R :
E-mail us-agent@share-info.com

Party B acts as the US agent for Party A, Party B accepts the appointment to be the U.S. Agent for Party

A for the legally listing products in the U.S. Food and Drug Administration (FDA) Both parties enter this

agreement as follow: R EFZ 7T AR FDA EERIBA (USagent) , ZHESHEAISHRAE

EERGNAMEES (FDA)

7108

Party A

1

EGZRICHES~ROREREA (USagent) . MAEBMT

Party A assures to provide the updated product list and relative information to Party B.FR 77 # {2

174

Clove




IR R RIBXRER.

2. Ifthere are any changes of products, Party A shall notify Party B with change notification in
electronic copy as soon as possible. = @INBHE, BHFEENBMZT.

3. Party A shall communicate with FDA with the assistance of Party B if needed. {18, BHEEZ
F B FIFDAR{TAR.

4. Party A should appoint one or two persons as the primacy linkman who connect with Party B to
coordinate and deal with normal daily work according to this agreement. BAEIEE—ZBA,
AR ZBANE—HEZA, TERREEZALENAE. ABRADIERMSEERNEE
I

5. Party A shall fully realize the risk of selling its products in the U.S market without premarket approval
or notification. If it is caused by Party A, such as delay, omittance or conceal of files submission, Party
A should take the aftereffects such as warning and penalty, and the distribution of its products in the
U.S market will be prohibited. F AREFMAIRB AW = JHTRE. TR, RESEREHT
B SR R Rt AT R A S E X EHh RS ET RS AR . MRETFRANR
B, REFRIARLERRHIAXETSN, RARKIENR, B4 MELFRHANEE
TiHER.

Party B

1. Assisting FDA in communications with the foreign establishment; 1181 FDA 5R 77348:&;

2. Responding to questions conceming the foreign establishment's devices that are imported or
offered for import into the United States; [E% 8 A—4% T O HFREH N T EE 948X
=&,

3. Assisting FDA in scheduling inspections of the foreign establishment and if FDA is unable to contact

the foreign establishment directly or expeditiously, FDA may provide information or documents to

TIN(
the U.S. agent, and such an action shall be considered to be equivalent to providing the same
information or documents to the foreign establishment. t/hEf1 FDA 51 BF 7 534 B AT a) & i

A, MR FOA TESHITHTERSNAER, FOATMEZ TREEARNEH, iTHS
BT FDA [ R 7Tz R R M E R

2/4
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Please note that the U.S. agent has no responsibility related to reporting of adverse avents under the
Medical Device Reporting regulation (21 CFR Part 803), or submitting 510(k) Premarket Notifications (21
CFR Part 807, Subpart E). 188, Z7H 8B RIERETSMIREME(21 CFR Part 803)fE FDA IRETR
REM, HREFRTRERAE FDA #ZZ 510k BiE(21 CFR Part 807, Subpart E),

The validation of this agreement is 2023-12-31, During the implementation of the agreement, this agreement will
be terminated automatically when: ZHMYBERAZ 20234128318, TN, RETHRBRHIEEFEL
'8
1. The day upon Party A cancels all of its Establishment registration and device listing in FDA.

R 7TBUHTEFOAR BTG Zih M= R34,

Both parties agree to use their best reasonable efforts to resolve all disputes, controversies and differences in
connection with this agreement in an amicable manner. If the settlement fails to be reached, all the disputes arising
from or in connection with this agreement shall be submitted to Guangzhou Arbitration Commission for arbitration,
which shalt be conducted in accordance with the arbitration rules in effect at the time of applying for arbitration. The
arbitration award is final and binding upon both parties. The arbitration shall be conducted in Chinese, and the
number of arbitrators shall be three, and the place of arbitration shall be Guangzhou P. R. China.
BARBRERROGES 1N ARAS AHNE LB FW, RO, MRFBERFR WE
FHUEIEME S 28 XA FUIRZ M OB E RRFETHR, %0 SRR eS8 A S R s
7. MPRBRELRTR, IRAHRREARS . MREMDEHT A RN A=, S RE M.

The two sides signed the agreement on the following dates as proof
VAT THERERBAER, WAL,

— .,

By / | N

%ﬂli?ﬁ?‘ﬁﬁ%ﬁ%‘ RaAT Y o SHARE INFO INC.
(Party A) ii0 Wy oo\ (PanyB)
FUSSE IE#QANS{J%%AQO..@, l
Hp i : RYITRULEHRER P Rs: Mt 3557 158th St Flushing, NY 11358,
AIE1189FLL 724 Tl X B apeiaFiis USA
Tk X =R X
(Address)  3F, Building #B, Minlida Industrial (Address)
Building, Zone 4, Honghualing For and on behalf of
Industrial Zone, 1189 Liuxian Avenue, SHARE-INFO INC.
Pingshan Community, Taoyuan Street,
Nanshan District, Shenzhen O{We/
Guangdong, CN 518055 e thorized Signature(s)
Hi{raEiE: BAERE:
(Seal) (Seal)
V
H$fA(Date): F(Y) A(M) B(D) H %(Date)?oyﬁ(Y) ' yﬁ (M) QE(D)
3/4
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(Appendix 1)
e () .
For the foliowing Product categories:

HIARFI&R:

Mo.  Product name

Fussen, Digital
I A
1 fuecm / i / NOF
Scanner

System S6000

There is no content below.

KA TENE.

faf
-INF(

Authorizec
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B
Part A:
YNGR AT ERBHRER AT
Name: FUSSEN TECHNOLOGY CO., LTD
AYI L XSRS F UM KRG AE1189S 08 T v K E4X i@F%
- Ty RWBHIE
Address: 3F, Building #B, 'Minlida lndusFrial Building, Zong 4, Honghualing Industrial
Zone, 1189 Liuxian Avenue, Pingshan Community, Taoyuan Street, Nanshan
District, Shenzhen Guangdong, CN 518055
BHig
18129964820
Tel;
BREA: FRE
Contact person: Hdijun Li ! '
Rl 5] o
registration@fussengroup.com
E-mail:
77
Party B:
NEE
Name: SHARE INFO INC.
Hbdk:
Address: 3557 158th St Flushing, NY 11358, USA
BRA:

Clare
Contact person:

B FHRAE

. us-agent@share-info.com
E-mail: gent@

HEERINY UA221206-0004, AN T EX:

According to the original agreement UA221206-0004, the two parties made the following
modifications:

1) FE@RFIRA:

List of products:

Product name
List of models Prociuct Code

Fussen, Digital
1 Intraoral Scanner / ] / NOF
System 56000

Aove

For and on behalf of

SHARE-I.

..............................



f&eh:

Modifications:

Fussen, Digital
1 Intraoral Scanner / I NOF

56000, S7000,

S§7000 Premium
System

R PR RRAS RIS

Other terms in the original agreement remain unchanged.

Party A: ° ' ' '

(RAE - ﬁ:&fStamp@‘Sig;{;ture) (B #A/Date)
Party B: Sl g

For and o

SHARE-INFO INC.

....................................... clare,
Authorized Signature(s) 70?% 07/ i V,f/
(ZAEEMNER/ Stamp & Signature) (A #8/Date)

olare

.....
.......................



