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Vertimas is angly kalbos

Smith&Nephew Orthopaedics AG T+417972073 11
Oberneuhofstr. 10D

6340 Baar www.smith-nephew.com
éveicarija

Tam kam svarbu:

BalandZio 5 d., 2018 m., Baar

IGALIOJIMAS

SMITH & NEPHEW Orthopaedics AG, kurios adresas yra Oberneuhofstr. 10D, Baar, Sveicarija,
PVM kodas CHE107345392, banko sgskaita 0100546001IBAN CH7187801001005464001 SWIET
kodas DEUTCHZZ DeutcheBank AG, atstovaujama Regiono vadovo Bartlomiej Zareba

kaip medicininiy prietaisy (klubo ir kelio endoprotezy, traumatologiniy ir endoskopiniy produkty)
gamintojas

tokiu bilidu patvirtina, kad i$skirtinis distributorius Lietuvoje yra kompanija

UAB OSTECA, kurios adresas yra Danés g. 47, Klaipéda, Lietuva, registracijos numeris
300871049, PVM kodas LT10000323821 1, atstovaujama generalinio direktoriaus Arvydo Klovo.

/Para3as/

Smith&Nephew Osteca, UAB

Vardas: Bartlomiej Zareba Vardas: Arvydas Klovas
Pareigos: Regiono vadovas Pareigos: Generalinis direktorius

Data: 01.04.2018 Baar
Sis jgaliojimas galioja vienerius metus, nuo jo pasira§ymo datos.
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Full Quality Assurance System

Diroctive 93/42/EEC on Medical Devices (MDD), Annex l excluding (4)
{Devicoes In Class Ha, itb or 1)

No. G114 08 65535 101

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

Facility(ies): Smith & Nephew Orthopaedics AG

Oberneuhofstrasse 10d, 8340 Baar, SWITZERLAND

Smith & Nephew Orthopaedics AG
Oberneuhofstrasse 10a, 8340 Baar, SWITZERLAND

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

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

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

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

Product Orthopaedic implants and 0
Category(ies); Instruments for stirglcal lnterventloi)‘s

The Certification Body of TUV SUD Product Service GmbH daclares that the ; A
manufacturer has implemented a qualily assurance system for design, manufactire
inspection of the respective devices / device categories in accordance with MDD Annex Il. hl\&\z
qualily assurance system conforms to the requirements of this Directive and s subject to |
periodical surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf,

Report No.; 713048021
Valid from: 2014-09-21
Valid until; 2019-09-20

H-

Date, 2014-09-10
: Hans-Heiner Junker

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

Visisko kokybés uZtikrinimo sistema

(Direktyvos 93/42/EEC medicininéms priemonéms (MMD), II Priedas (18skyrus 4)
(Prietaisai Klase Ia, IIb ir ITI)

Nr. G1 14 08 65535 101

Gamintojas: Smith & Nephew, Orthopaedics AG
Oberneuhofstrasse 104
6340 Baar
Sveicarija

Padaliniai: Smith & Nephew, Orthopaedics AG

Oberneuhofstrasse 10d, 6340 Baar, gveicarija

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

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

Sertifikavimo tarnyba TUV SUD Products GmbH pareiSkia, kad aukitiau minétas gamintojas yra
idieges kokybes utikrinimo sistemag,

apimantia produkty kirima, gamyba ir galutinj produkty / produkty grupiy patikrinima

pagal Direktyvos 93/42/EEC medicininéms priemonéms, II Priedo, 3 dalj. Si kokybés uztikrinimo
sistema atitinka Direktyvos nuostatas ir yra nuolatinés prieZifiros objektas. III klases produkty
rinkodarai biitinas papildomas sertifikato priedas I1.4. Taip pat 2r. pastabas kitoje puséje.

Ataskaitos Nr. 713048021

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

(para$as)
Data: 2014-09-10 Hans-Heiner Junker

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