smith&Nephow Orthopacdics AG Tahi gt 7663903

Qbeyneuheisi 16D F-4t 4l Teb 39 15
6340 Ruw v wosmith-nephew com
Swtzertand

Baar 10.12.2014
To whom it may concern,

LETTER OF AUTHORIZATION

Smith&Nephew Orthopaedics AG declare that:

OSTECA, UAB
Alytaus st.18
Klaipeda
Lithuania

Is authorized to distribute Smith&Nephew Endoscopy and Smith&Nephew Orthopedics
products in the Lithuanian market.
This letter is valid until 31.12.2015

On behalf of Alessandro Tozzi
General Manager
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Magdalena Rajkowska
Key Account Manager ‘s
CEE, Greece & Israel Distributors - ,/* vadybininké
ENDO Advanced Surgical Devices ~=—=""0deta Raklevi%,

n:;.-
magdalena.rajkowska@smith-nephew.com
M +48 662 150 045

T/IF +41 417663913
W sintth-nephew.com




Smith&Nephew Orthopaedics AG T +41 41 766 39 13

Oberneuhofstr. 10D F +41 41 766 39 13
6340 Baar www.smith-nephew.com
Switzerland

Baar, 2014 m. gruodZio 10 d.

KOMPETENTINGOMS INSTITUCIJOMS

IGALIOJIMAS

Smith&Nephew Orthopaedics AG $iuo dokumentu patvirtina, kad

UAB OSTECA
Alytaus g. 18
Klaipéda
Lietuva

yra jgaliota importuoti, platinti ir parduoti Smith&Nephew Endoskopinius ir Smith&Nephew
Ortopedinius produktus Lietuvos rinkoje.

Sis dokumentas galioja iki 2015.12.31

Generalinio Direktoriaus
Alessandro Tozzi vardu

Smith & Nephew

Magdalena Rajkovska

Svarbiy klienty vadovas

Centrinei ir Ryty Buropai, Graikijai ir Israelio distributoriams
ENDO/paZangiis chirurginiai jrengimai

magdalena.rajkowska@smith-nephew.com
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AR110411

EC Certificate Produel Servicn

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Wl excluding (4)
(Devices In Class Iia, Ith or Il

No. G114 08 65535 101

Manufacturer: Smith & Nephew Orthopaedics AG
Oberneuhofstrasse 10d
6340 Baar
SWITZERLAND

Facility(ies): Smith & Nephew Orthopaedics AG

Oberneuhofstrasse 10d, 6340 Baar, SWITZERLAND

Smith & Nephew Orthopaedics AG
Oberneuhofstrasse 10a, 6340 Baar, SWITZERLAND

Smith & Nephew Orthopaedics AG
Schachenallee 29, 5001 Aarau, SWITZERLAND

Smith & Nephew Orthopaedics AG
Dammweg 39, 5001 Aarau, SWITZERLAND
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Smith & Nephew Manufacturing AG
Schachenallee 29, 5001 Aarau, SWITZERLAND

Smith & Nephew Manufacturing AG
Dammweg 39, 5001 Aarau, SWITZERLAND

Product Orthopaedic Implants and
Category(]es); instruments for surglcal interventions

The Certification Body of TUV SUD Praduct Service GmbH declares that the aforementioned
manufacturer has implemanted a qualily assurance system for design, manufacture and final
Inspaction of the respective devices / device categories in accordance with MDD Annex Il. This
qualily assurance system conforms to the requirements of this Directive and Is subject to
periodical surveillance. For marketing of class Il devices an additional Annex I (4) certificate is

mandatory. See also notes overleaf. W1
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Hans-Heiner Junker

Date, 2014-09-10

TOV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 1

ZERTIFIKAT  CERTIFICATE

LYY LY Y, ®
TUV SUD Product Service GmbH - Zertifizierstelfe - RidlarstraBe 65 - 80339 Minchen - Germany v




Vertimas i§ angly kalbos

EC Sertifikatas TUV
Visisko kokybés utikrinimo sistema

(Direktyvos 93/42/EEC medicininéms priemonéms (MMD), II Priedas (i8skyrus 4)

(Prietaisai Klasé ITa, IIb ir III)

Nr. G1 14 08 65535 101

Gamintojas: Smith & Nephew, Orthopaedics AG
Oberneuhofstrasse 10d
6340 Baar
Sveicarija

Padaliniai: Smith & Nephew, Orthopaedics AG

Oberneuhofstrasse 10d, 6340 Baar, $veicarija

Smith & Nephew, Orthopaedics AG
Oberneuhofstrasse 10a, 6340 Baar, Sveicarija

Smith & Nephew, OrthopaedicstG
Schachenallee 29, 5001 Aarau, Sveicarija

Smith & Nephew, Orthopae@ics AG
Dammweg 39, 5001 Aarau, Sveicarija

Smith & Nephew, OrthopaedicstG
Schachenallee 29, 5001 Aarau, Sveicarija

Smith & Nephew, Orthopaecjics AG
Dammweg 39, 5001 Aarau, Sveicarija

Produkty kategorijos: Ortopediniai implantai, instrumentai, programuojamos
eletromechaninés sistemos chirurginei intervencijai.

Sertifikavimo tarnyba TUV SUD Products GmbH pareiskia, kad auk$tiau minétas gamintojas yra
idieges kokybés uztikrinimo sistema,

apimancia produkty kiirima, gamyba ir galutinj produkty / produkty grupiy patikrinima

pagal Direktyvos 93/42/EEC medicininéms priemonéms, IT Priedo, 3 dalj. Si kokybés uztikrinimo
sistema atitinka Direktyvos nuostatas ir yra nuolatings prieZifiros objektas—F Heases produkty
rinkodarai bitinas papildomas sertifikato priedas I1.4. Taip pat Zr. pz Stabas k o_f@p iséje.

o

Ataskaitos Nr. 713048021

Galioja nuo: 2014-09-21
Galioja iki: 2018-09-20

=5 nll{‘.“!"i" Rﬂl’!ﬂv X oy
(parasas)
Data: 2014-09-10 Hans-Heiner Junker

TUV SUD Product Service GmbH yra notifikavimo tarnyba ( identifikavimo Nr. 0123) pagal/Tarybos
Direktyvg 93/42/EEC dél medicininiy priemoniy.

Lapas 1i§1
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 506114

Issued To: Smith & Nephew Inc.
Endoscopy Division
150 Minuteman Road
Andover
Massachusetts
01810-1031
USA

In respect of:

Design, development and manufacture of absorbable and non-absorbable
orthopedic implants, absorbable matrices to support bone and cartilage,
medical video systems, high frequency surgical equipment, sterile tube
sets, surgical instruments and related accessories for the following
minimally invasive and reconstructive surgery areas: arthroscopy,

laparoscopy, operative hysteroscopy, spinal surgery and peripheral
vascular surgery

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

ﬁ&'éz_g;y@(

Pietro Foschi - Strategic Delivery Director

First Issued: 30 June 2006 Date: 13 February 2015 Expiry Date: 20 February 2020

..making excellence a habit”
Page 1 of 1

Validity of this certificate 1= conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveiliance activit I the Notihed Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this o ate, Lnless specifically agreed with BSTL

This certificate was issued electronically and is bound by the conditions of the contract,

lation and Contact; BSI, Kitemark Court, Davy Avende, Knowlhill, Miltan Keynes §

5 080 900C

A.m.ember Ox“ -BSI Group of CSrﬁpanies



EC SERTIFIKATAS- PILNAS KOKYBES UZTIKRINIMAS
Direktyvos 93/42/EEC Medicinos [ranga, Priedas II i§skyrus 4 skyriy
Nr. CE 506114

Suteiktas: Smith&Nephew Inc.
Endoscopy Division
150 Minuteman Road
Andover
Massachusetts
01810-1031
JAV

jskaitant:

projektavima, vystymg ir gamybg

besirezorbuojanéiy ir nesirezorbuojanéiy ortopediniy implanty, besirezorbuojancios matricos
kaulams ir kremzléms, medicininiy video sistemy, auk&to daZnio chirurginés jrangos, steriliy
vamzdeliy rinkiniy, chirurginiy instrumenty ir susijusiy priedy Sioms minimalios invazijos ir
rekonstrukcinés chirurgijos sritims: artroskopijai, laparaskopijai, operacinei hysteroskopijai,
stuburo chirurgijai ir periferinei kraujagysliy chirurgijai

Remiantis muisy bandymais, atliktais produkto kokybés uztikrinimui, remiantis Tarybos direktyva
93/42/EEC, priedas II i§skyrus 4 skyriy. Produkto kokybés utikrinimo sistema atitinka direktyvos
reikalavimus. Norint platinti IIT klasés produktus, reikalingas priedo II 4 skyrius.

BSI vardu, notifikuotoji jstaiga patvirtina auk$¢iau minétg direktyva (Notifikuotosios jstaigos
numeris 0086):

Pietro Foshi — strategijos pristatymo direktorius

Pirmas leidimas: 2006 birzelio 30 d. Data: 2015 vasario 13 d.

Galioja iki: 2020 vasario 20 d.

Sio paZyméjimo galiojimas yra sglyginis, kol kokybés sistemos prieZitira atitinka direktyva, jeigu yra laikomasi Notified Body (notifikuotos jstaigos)
reikalavimy. Sis patvirtinimas negalioja, jeigu produktai yra pagaminti tre¢ios Salies. Nebent yra BSI sutikimas.
Pazyméjimas buvo sudarytas elektroniniu biidu ir tai riboja sutarties salygas.

Informacija ir kontaktai: BSI, Kitemark Court, Davy aléja, Knowhill, Milton Keyness MK5 8PP. Tel. +44 845 080 900
BSI Assurance UK Limited, registruota Anglijoje po 7805321 numeriu, 389 Chiswich greitkelyje, Londonas W4 4AL, UK.
BSI kompanijy grupés narys.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 506108

Issued To: Smith & Nephew Inc.
Endoscopy Division
150 Minuteman Road
Andover
Massachusetts
01810-1031
USA

In respect of:

Those aspects related to securing and maintaining sterility in the
manufacture of orthopaedic suspension kits, suture manipulators, and
hysteroscope inserts and Patient Positioning devices.

The aspects of manufacture concerned with the conformity of the Patient
Positioning devices with the metrological requirements.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

ﬁ;c:/;f/c_(

Pietro Foschi - Strategic Delivery Director

First Issued: 04 April 2007 Date: 13 February 2015 Expiry Date: 16 February 2020

..making excellence a habit’
Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance aclivities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
namead on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP. Tel: + 44 845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



EC pazyméjimas — produkto kokybés uztikrinimas

Direktyva 93/42/EEC medicinos jrenginiams, priedas V

Nr. CE 506108

I8duotas Smith & Nephew Inc.
Endoskopijos skyrius
150 Minuteman kelias
Andover
Masaciusesas
01810-1031
JAV

Apimantis:

Aspektus, kurie yra susij¢ su saugumu bei sterilumo palaikymu ortopedijos rinkiniy
gamyboje, sililiy manipuliatoriams, histeroskopijos priemonéms ir paciento pozicionavimo
irenginiams.

Gamybos aspektus, kurie yra susij¢ su paciento pozicionavimo jrenginiy atitikimu
metrologijos reikalavimams.

Remiantis milsy bandymais, atliktais produkto kokybés uZtikrinimui, remiantis Tarybos direktyva
93/42/EEC, priedas V. Produkto kokybés uztikrinimo sistema atitinka direktyvos reikalavimus.
Norint platinti Ib ir III klasés produktus, priedo III paZyméjimas yra privalomas.

BSI vardu, notifikuotoji jstaiga patvirtina auk3$¢iau minétg direktyva (Notifikuotosios istaigos
numeris 0086):

Pietro Foshi — strategijos pristatymo direktorius

Pirmas leidimas: 2007 balandZio 4 d.  Data: 2015 vasario 13 d.

Galiojimo pabaiga: 2020 vasariol6 d.

Sio pazyméjimo galiojimas yra salyginis, kol kokybés sistemos prieZidira atitinka direktyva, jeigu yra laikomasi Notified Body (notifikuotos jstaigos)
reikalavimy. Sis patvirtinimas negalioja, jeigu produktai yra pagaminti tre¢ios 3alies. Nebent yra BSI sutikimas.
Pazymejimas buvo sudarytas elektroniniu bidu ir tai riboja sutarties salygas

Informacija ir kontaktai: BSI, Kitemark Court, Davy al¢ja, Knowhill, Milton Keyness MKS 8PP. Tel, +44 845 080 900
BSI Assurance UK Limited, registruota Anglijoje po 7805321 numeriu, 389 Chiswich greitkelyje, Londonas W4 4AlL, UK.
BSI kompanijy grupés narys.
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Smith & Nephew GmbH T 431011707 91 02 2\ We are smith&nephew
Concorde Business Park C3 F 431011707 9101

2320 Schwechat www smith-nephew com
Ausiria

OSTECA, UAB
Alytaus str. 18,
Klaipeda
LITHUANIA

Schwechat, December 30th 2009

TO WHOM IT MAY CONCERN

WARRANTY REPAIR DECLARATION

This is to certify that Smith&Nephew will provide warranty repair service for all products sold by
Osteca, UAB, in Lithuanian market.

Smith & Nephew GmbH

Concoit,

( December 30™ 2009
v
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Samtliche an Sie gelieferte Verpackungen sind zur Géanze tiber die ARA entpllichtet - ARA-Lizenz-Nr : 7840 - ERA-Lizenz-Nr 50144 - Sitz: Wien, Firmenbuch-Nr FN 587 57 h,
Firmenbuchgerichi: Landesgericht Korneuburg - UID-Nr - ATU 16862802 - Bankverbindung: Bank Austria Creditanstall, Kio-Nr. 401 106 901, BLZ 12000
Gediickt auf chlorfrei gehleichtem Panier



Osteca, UAB
Alytaus g. 18,
Klaipéda
Lietuva

Schwechat, 2010 m. gruodZio meén. 30 d

Visiems, kg tai galéty dominti

GARANTINIO REMONTO DEKLARACIJA

Siuo patvirtiname, kad Smith&Nephew teiks visy UAB Osteca parduoty Lietuvos rinkoje produkty
garantinio remonto paslaugas.

Smith & Nephew GmbH

Friedrich G.Richter, MSc

Endoskopijos padalinio vadovas Austrijai ir Ryty Europos $alims
/paraSas/

/spaudas/

2009 gruodzio 30d.

o AKER Vertimas i§ angly kalbos
Vertimas tikras: verté Elena Solveiga Rimeikiene, UAB/S] ia's ipy g. 16, LT-92114 Klaipéda, Lietuva.
Vertéjo atsakomybé pagal LR BK 235str. man z'inon\ 3 !
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Smith&Nephew GmbH
Concorde Business Park 1/C/3
2320 Schwechat

Austria

Siuo patvirtiname, kad

Odeta Raklevitiené

T43017079102
F43017079101
www.smith-nephew.com

APMOKYMUY SERTIFIKATAS

sékmingai iSklausé endoskopiniy produkty apmokymo programa.

Jiyra apmokyta, gali instaliuoti masy produktus ir teikti Smith&Nephew produkty remonto paslaugas.

Vertimas tikras: verté Elena Solveiga Rimeikiené, UAB “Fokaja '}
Vertéjo atsakomybé pagal LR BK 235str. man Zinoma.

Smith&Nephew GmbH
Friedrich Richter Endoscopy AT&EE
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Vertimas i§ angly kalbos
92114 Klaipéda, Lietuva.
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