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Smith & Nephew Orthopaedics AG T +414176622 22 Sfﬂlth“ﬁphﬂw

Theilerstrasse 1A F+4141766 22 94
CH-6300 Zug www.smith-nephew.com
Switzerland

UAB Osteca

Danes str. 47
LT-92108 Klaipeda

Lithuania
08 July 2024

Authorization letter

. Smith & Nephew Orthopaedics AG, with its registered seat at Theilerstrasse 1A, 6300
Zug, Switzerland, VAT No.: CHE107345392, registered in Commercial Register Switzer-
land under registration number 3006853319 (,,Smith&Nephew"), hereby confirm that
UAB Osteca., a legal entity incorporated on the laws of Lithuania, having its registered
office at 47 Danes, 92108, Klaipeda, pursuant to the Territory Sales Agreement between
Smith & Nephew and UAB Osteca dated as of 01 January 2017, amended January 2018,
2019, 2020, 2021,2022, 2023 and 2024 is authorized to undertake in the territory of
Lithuania the following activities related to any or all of Smith & Nephew Sports Medicine
(Endoscopy/ Arthrocare), Orthopaedic and Orthopaedic & Trauma and Advanced Wound
Management Products listed:

(a) toactasan authorized distributor of Smith & Nephew

(b) to make decisions regarding prices, negotiating and concluding contracts for
sale of products

(c) to register products on behalf of Smith & Nephew as Smith & Nephew is the
owner of the product registration

(d) to market, promote and sell the Products

(e) to train the hospital staff and conduct the demonstration on medical devices

(f) to participate in tenders

The expiration date of TSA is December 31, 2024. In the event of termination or
expire TSA for whatever reason, this letter shall also automatically cease to have

effect.
DocuSigned by: DocuSigned by:
(_Atessandro Tozzi r—Soﬂda.- Mortamet
o Nome firmatario: Alessandro Tozzi e Signer Name: Sophie Mortamet

Motivo per la firma: Approvo il documento Signing Reason: | approve this document
‘ Ora firma; 09-lug-2024 | 10:20:32 BST Signing Time: 08-Jul-2024 | 10:56:22 BST

8B25CA4F92344580A240590EES18059A EE962841226DAF 61860 FRAbBHEADY 1F

Signed for and on behalf of Smith & Nephew Orthopaedics AG
Name: Alessandro Tozzi Name: Sophie Mortament

Title: VP Emerging Markets Title: Legal Director
CEE Date:08.07.2024 Date:08.07.2024
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ArthroCare Corporation
7000 W William Cannon Dr
Building One

Austin, TX 78735

USA

Manufacturer’s Confirmation in regards to Regulati

with respect to the certificates issued under
(Directive Certificates) and thei
devices as amended by Regu
Devices’ and its Manufacturer’s compliance with the conditions to the continued pla

D: 5731 3660-2A74-42DF-9085-277A371697C0

T:+ 1 512-391-3900
www.smith-nephew.com

SmithiNephew

on 2023/607

Council Directive 93/42/EEC on medical devices (MDD),
Article 120(2) of Regulation (EU) 201 7/745 on medical
2023 (MDR) and with respect to the
cing on the

r validity per
lation 2023/607 of 20 March

market as per Article 120(3) of the MDR

Manufacturer Name ArthroCare Corporation

Manufacturer Address 7000 W William Cannon Dr
Austin, TX 78735

Manufacturer SRN US-MF-000017581

Notified Body Name TUV SUD Product Service GmbH

Notified Body Number 0123

This is confirmation that devices covered under

conditions for the exte

on medical devices (MDD) as stated in Regulation (

on medical devices:
[ ]

[ ]
[ ]
e The devices do

persons, or oth

A formal applic

Annex VII, Regulation (EU) 2017/745

device(s)and a

subparagraph of Annex V|, Regulation

A quality management syste
(MDR) has been putin place

the certificates listed below meet the following
d under Council Directive Council Directive 93/42/EEC
EU) 2023/607 amending Regulation (EU) 2017/745

nsion of certificates issue

The certificates covering devices were valid on the 26 May 2021.
The devices continue to comply with Directive 93/42/EEC (MDD).
There are no significant changes in

design and intended purpose since 26 May 2021.

not present unacceptable risks to health or safety of patients, users or other
er aspects of the protection of public health.

m in accordance with Article 10(9), Regulation (EU) 201/745

by the manufacturer no later than 26 May 2024.

fied body in accordance with Section 4.3, first subparagraph of
(MDR) for conformity assessment has been made for the
ent is in place in accordance with Section 4.3. second
2017/745 (MDR). This was completed prior to the

ation to the noti

signed written agreem

expiry of the relevant certificate(s).

Post-market su
accordance wit

Signature:

Print Name: Piedaclgﬁ

( Ffrdid P

rveillance, market surveillance, vigilance, registration of economic operators in
h Regulation (EU) 2017/745 (MDR) is in place for the devices listed.

DocuSigned by: Date:

14-May-2024 | 20:31:13 BST

Signer Name: Piedad Pena
Signing Reason: | approve this document
Signing Time: 14-May-2024 | 20:30:53 BST

D346F416173D4FFFAGATG488B0EACTTF itle: Senior Regulatory Manager
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Document Number: 95005
Declaration of Conformity Revision: AE
ENT and Spine Class Il Devices ECN: 90779
Page: Tof7
Manufacturer’s Name & Address: ArthroCare Corporation
7000 West William Cannon Drive
Austin, TX 78735 USA
Manufacturing Facilitie(s): ArthroCare Corporation Smith & Nephew Endoscopy
7000 West William Cannon Drive 76 S. Meridian Ave
Austin, Texas 78735 USA Oklahoma City, OK 73107 USA

ArthroCare Corporation
B32.1, St2, Zona Franca Coyol
Coyol, Costa Rica, 20101

Costa Rica
European Authorized Smith & Nephew Orthopaedics GmbH
Representative: AlemannenstraBe 14
78532 Tuttlingen
Germany

Ec.rep@smith-nephew.com

Relevant Notified Body Number: CE0123

CE Certificate No. G1 077112 0040, Rev. 00, Exp. 26 May 2024

Design Examination Certificate N/A Class lla & Ilb Vaglty Deits
Number Devices Expiration Date:

ARTHROCARE/SMITH & NEPHEW HEREWITH DECLARES UNDER OUR SOLE RESPONSIBILITY THAT THE PRODUCTS MENTIONED IN THIS
DECLARATION OF CONFORMITY MEET THE PROVISIONS OF THE FOLLOWING COUNCIL DIRECTIVE:

«  93/42/EEC FOR MEDICAL DEVICES, AS AMENDED BY 2007/47/EC, Annex Il excluding Part 4.
ALL SUPPORTING DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.
Notified Body Address: TUV SUD Product Service GmbH

Zertifizierstelle
Ridlerstrasse 65

80339 Minchen
Germany DocuSigned by:
Location Issued: Austin, Texas USA | #at B
v Signer Name: Piedad Pena
Signing Reason: | approve this document
l Signing Time: 06-Jan-2022 | 19:04:28 GMT
5D46F116173D4FFFA4A7648880EAC17F
Piedad Pena Regulatory Affairs Manager 06-Jan-2022 | 19:04:34 GMT
PRINTED NAME TiTLE SIGNATURE DATE OF ISSUE
CONFIDENTIAL AND PROPRIETARY

This document contains information that is confidential and proprietary to Smith & Nephew PLC and Smith & Nephew, Inc. and is intended for use only by Smith &
Nephew and its manufacturer. It shall not be reproduced or copied in whole or in part, nor shall the contents be disclosed by any means without prior written
permission from Smith & Nephew, nor shall anyone make any use of it that is contrary fo the expressed or implied wishes of Smith & Nephew.

Template P/N 39616 | Rev.K | ECN65000
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