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To whom it may concern,

LETTER OF AUTHORIZATION

Smith&Nephew Orthopaedics AG declare that:

OSTECA, UAB
Alytaus st.18
Klaipeda
Lithuania

Baar 10.12.2014

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

|
| | L

Magdalena Rajkowska

M +48 662 150 045
/F +41 417663913
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Odeta Raklevigions



Smith&Nephew Orthopaedics AG T +41 41766 39 13

Oberneuhofstr. 10D F+4141 76639 13
6340 Baar www.smith-nephew.com
Switzerland

KOMPETENTINGOMS INSTITUCIJOMS

IGALIOJIMAS

Smith&Nephew Orthopaedics AG 3iuo dokumentu patvirtina, kad

UAB OSTECA
Alytaus g. 18
Klaipéda
Lietuva

Baar, 2014 m. gruodZio 10 d.

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 Europai, Graikijai ir Israelio d1str1butoriams
ENDO/paZangiis chirurginiai jrengimai /

magdalena.rajkowska@smith-nephew.com

M +48 662 150 045
F +41 417663913
www.smith-nephew.com
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By Royal Charter

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):

e ==,

opija tikra
t r'rlr .I', . = -
; ( | 20 -06- 12
Jr. vadybininke .---jf"
Pietro Foschi - Strategic Delivery Director (leta Raklevicienec:
— l B L1
First Issued: 04 April 2007 Date: 13 February 2015 Expiry Date: 16 February %020

..making excellence a habit”
Page 1 of 1

Validity of this certificate 1s concitional on the quality system being maintained to the requirements of the Directive as demonstrated through the required

surveiliance activities of © itified Body. This approva: excludes all products designed and/or manufactured by a third party on behalf of the company
named on this cerlificate, unless specifically agreed with BSL.

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

Information and Centact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tei: + 44 845 080 9000

BS1 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 uZztikrinimas

Direktyva 93/42/EEC medicinos jrenginiams, Annex V

Nr. CE 506108

I3duotas Smith & Nephew Inc.
Endoskopijos skyrius
150 Minuteman kelias
Andover
Masaciusesas
01810-1031
JAV

Atsizvelgiant j:

Aspektus, kurie yra susij¢ su saugumu bei sterilumo palaikymu ortopedijos pakabos
komplekto gamyboje, siiiliy manipuliatoriams, histeroskopijos déklams ir paciento
pozicionavimo jrenginiam.

Gamybos aspektai yra susij¢ su paciento pozicionavimo jrenginiy atitikimu su metrologijos
reikalavimais.

Remiantis miisy bandymais, atliktais produkto kokybés uztikrinimui, remiantis Tarybos direktyva
93/42/EEC, Annex V. Produkto kokybeés uztikrinimo sistema atitinka direktyvos reikalavimus.
Norint platinti IIb ir III klasés produktus, Annex III paZyméjimas yra privalomas.

BSI vardu, notifikuotoji jstaiga patvirtina auk$¢iau minéta direktyva (Notifikuotosios istaigos
numeris 0086): P s

/ WOp

Pietro Foshi — strategijos pristatymo direktorius / _
/ JT. vadybininkg

;)l"',-*r.l.- Ral-laviXid
d Raxie Vicld //"

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

Galiojimo pabaiga: 2020 vasariol6 d. i

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

Informacija ir kontaktai: BSI, Kitemark Court, Davy al¢ja, Knowhill, Milton Keyness MK 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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Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex I excluding (4)

(Dovicos in Class lia, Ith or ilf)

No. G114 08 65535 101

Manufacturer;:

Facility(ies):

Product
Category(ies):

Smith 8 Nephew Orthopaedics AG
Oberneuhofstrasse 10d

6340 Baar

SWITZERLAND

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

Smith & Nephew Orthopaedics AG
Oberneuhofstrasse 104, 6340 Baar, SWITZERLAND

Smith & 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
Damimweg 39, 5001 Aarau, SWITZERLAND

Orthopaedic implants and
Instruments for surglcal interventions

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a qualily assurance system for design, manufacture and final
inspection of the respective devices / device categories In accordance with MDD Annex Il. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marleting of class Il devices an addnlional Annex i (4) certilicate is
mandatory. See also notes overleaf. - |

Report No.:

Valld from:
Valid until:

Date, 2014-09-10

TOV SUD Product Service GmbH is Notified 3ody with identification no. 0123

Page 1 of 1

TOV $UD Product Setvice GmbH

P . b y o .
713048021 ‘J\* pija tikra
2014-09-21 \ 20% 08- 12 |
2019-09-20 \ I vadybininke L/"’
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Hans-Heiner Junker

- Zettifizierstells - Ridlerstrale 65 - 80339 Miinchen - Germany



Vertimas i§ angly kalbos

EC Sertifikatas TUV
Visi8ko kokybés uztikrinimo sistema

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

(Prietaisai Klase Ila, IIb ir III)

Nr. G1 14 08 65535 101

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

Padaliniai: Smith & Nephew, Orthopaedics AG

Oberneuhofstrasse 10d, 6340 Baar, Sveicarija

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, 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 auk3&iau minétas gamintojas yra
idieggs kokybés uztikrinimo sistema,
apimantig produkty kiirima, gamybg 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 klasés produkty
rinkodarai biitinas papildomas sertifikato priedas H:4.Taip-pat Zr. pastabas kitoje puséje.

4

Ataskaitos Nr. 713048021 / Kopija tikra
f
Galioja nuo: 2014-09-21 oy vadybininke | 4
Galioja iki: 2018-09-20 o T ._{/_/f'“
L leta Raklevitiend/”;
{parasas) / f
Data: 2014-09-10 Hans-Heiner Junker—

\l
TUV SUD Product Service GmbH yra notifikavimo tarnyba ( identifikavimo Nir. 0123) pagal Tarybos
Direktyva 93/42/EEC dél medicininiy priemoniy.

Lapas 1181
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confidence in perform
Opacz, 6 August 2015 perrormance

To Whom It May Concern

This letter shall hereby certify that
OSTECA, UAB.
located at Alytaus 18, LT92307, Klaipeda

has been appointed as a distributor for EMED products: electrosurgical units ES120, ES300,
ES350, ES350 with argon module, ES350 with argon module and ThermoStapler® system,
SPECTRUM, Endo, Artro and Atom with all accessories for Lithuania territory base in Klaipeda in
matters related to registration, importation, promotion, distribution, sales and service in

accordance with the governmental regulation existing in Lithuania.

This also certifies that OSTECA, UAB is authorized to represent us in the private market as

well as all government public tenders.

In addition, for our products we grant a warranty period of 2 years after the invoice date and a

8 years of spare parts availability after the warranty expiration against the invoice.

OSTECA, UAV'—is also responsible for training of customers on the proper use of EMED
/7

equipments 4nd supporting all products warranties.

This authorization is valid for 2 (two) years from the date of issue.

o
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" - ._J""\ K
Fy LA e 2\
Paulina WVQWH?S?;/-

For and on behalf of EMED

— . o -
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Vertimas i$ angly kalbos

EMED
Opacz, 2015 m. rugpjtcio 6 d.

Suinteresuotiems asmenims

Siuo biidu patvirtiname, kad

UAB ,,OSTECA*,
Isikiirusi Alytaus g. 18,LT92307 Klaipéda

Yra jgaliota platinti EMED produktus: elektrochirurginius prietaisus ES120, ES300, ES350, ES350
su argonu, ES350 su argono moduliu ir ThermoStapler®, Spectrum, Endo, Artro ir Atom su visais
priedais Lietuvos teritorijoje, ir tvarkyti visus reikalus, susijusius su registracija, importu,
reklamavimu, platinimu, pardavimu ir remonto paslaugy teikimu pagal valstybinj Lietuvos
reglamenta.

Tai taip pat patvirtina kad UAB ,,Osteca“ yra jgaliota mus atstovauti privagioje rinkoje taip pat kaip
ir valstybiniuose vie§uosiuose pirkimuose.

Papildomai misy produktams mes suteikiame 2 mety garantinj perioda nuo sgskaitos i§ra§ymo
dienos, taip pat 8 metus atsarginiy detaliy jsigijimui po to, kai garantinis laikotarpis bus pasibaiges.

UAB ,,Osteca® taip pat yra jgaliota apmokyti klientus tinkamai naudotis EMED jranga ir aptarnauti
garantinio laikotarpio metu.

Sis jgaliojimas galioja 2 metus nuo iSra§ymo datos.

Paulina Wyszynska [ o
Eksporto vadybininké \

EMED SP.Z O.0.SP.K. adresas: PL 05-816 Opacz k/Warszawy. Ryzova 69A; tel: (22)723 08 00: ’
fax: (22) 723 00 81; NIP: 527-199-6617; KRS: 0000407548; Regon: 010949914; Nr. BRE Bank
S.A. 57 1140 1977 0000 5809 9500 1001



EC CERTIFICATE

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex I1 excluding (4)

No. 5-743-200-1310

National Institute for Quality and Organizational Development
in Healthcare and Medicines

Directorate of Device Testing and Clinical Engineering (EMKI)
certifies that the manufacturer:

EMED SP.Z O.0.S8P. K.
ul. Ryzowa 69a
05 - 816 Opacz-Kolonia
Poland

for the products / product category:

Electrosurgical units, accessories and irrigation pumps

applies a quality which meets the requirements of Directive 93/42/EEC concerning medical
devices, Annex I1.

Registry number of the related audit report:  42-132-2007

This certificate is vatid until 2018-10-20 supposed that the results of the regular yearly surveillance
audits are satisfactory.

Issued by EMKI as a Notified Body with identification number 1011,

This certificate is valid only with the attachment. ,_1\31’25__ "'\‘_x;\ I
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General Director Certification Office EMKI 1018

The authenticity and validity of the certificate are verifiable at EMKI.

Gyogyszereszeti és Egészségiigyi Mindség- és Szervezetfejlesztési Intézet
National Inxtinge for Qualin- and Oreanizational Development i1 Healtheare and Medicines
EszKozminosito és Korhaztechnikai Igazgalosag
Directorate of Device Testing and Clinical £ ngineering
F__“l | I [Lé” H H-1123 Budapest. Dios arok 3
= RN

Tel, 361 330 1322 Fax: 436 ) 375 7253 Internel: © www gyemszi hu




ATTACHMENT TO EC CERTIFICATE

Page | of |

Additional Information for Certificate Number 5-743-200-1310

The certificate is valid for the following manufacturing site / facility:

N EMED SP.Z 0. 0. SP. K.
z ul. Ryzowa 69a, 05-816 Opacz-Kolonia
P Poland
-
M The certificate is valid for the following products / models:
Electrosurgical units:
— ES 120, ES 300, ES 350. ES 400, ES ARGON, ES 350 with argon module,
NS ES 350 with argon and ThermoStapler®, ES VISION, SPECTRUM. ENDO, ARTRO
N
— Accessories:
o ija tikra
H Electrosurgical electrode, active electrode e 2 KOPH
I ]I 'lr Electrosurgical electrode, active electrode (sterile) \ :
—— Electrosurgical electrode, active electrode, footswitcl ated, 2015 -08- 3
Electrosurgical electrode, active electrode. hand actupted B V| - vadvbininké '
Electrosurgical electrode, active electrode, hand actulite [%Qgtpc a" | ||y vady '"_‘I‘_ 6}'
Neutral electrodes for HF-surgery L ) '+ JHeta Raklevitiend - i
4 Endoscopic irrigation pump: (A
—aK
L WATERFALL (
—-
U;]! The detailed description of the products is kept by EMKI under No. 42-132-2007.
Issue: | Date: 2013-10-21 First issued: 2013-10-21

— Vi
P Winds gR
2 N *
5

General Director Certification Office

Gyogyszeriszeti és Egészségiigyi Mindség- és Szervezetfejlesztési Intézet
National Institue for Qualite- and Organizational Development in Healthcare and Medicines
. Eszkézmindsitd és Karhaztechnikai Igazgatasag
L) Directorate of Device Testing und Clinical E ngincering

{:I | 'K” H-1125 Budapest. Dias arok 3
[ AN Teli 4361 336 13522 Fax: +36 1 375 7233 Internet: www.gyemszihu




EB SERTIFIKATAS

VISUOTINIO KOKYBES UZTIKRINIMO SISTEMA
Direktyva 93/42/EEB dél Medicininiy prietaisy, Priedas II (iSskyrus 4 skyriy)

Sertifikato numeris: 5-743-200-1210

Nacionalinis kokybés ir sveikatos prieziiiros bei vaisty organizacinés plétros institutas
Irenginiy bandymy ir klinikinés inZinerijos direkcija (EMKI)
patvirtina, kad gamintojas

EMED SP. Z O. O. SP. K.
RyZova g. 69 A

05-816 Opacz- Kolonia
Lenkija

Siems produktams/produkty kategorijoms:
Elektrochirurginiai prietaisai, jy priedai ir irigacinés pompos

taiko kokybés sistemg, kuri uZtikrina, kad produktas atitinka jiems taikytinos Direktyvos
93/42/EEB taikomos medicininiams prietaisams, PriedasII.

e

Atitikties audito ataskaitos numeris 42-132-209_}?_( 5 Rk “‘s\” iia tikre
7 o
B BRB- 31
Sis sertifikatas galioja iki 2018-1]1)-20 Osteca/th disrits |
su sglyga, kad atitiktis patvirtinama kasmetinio patikrinimo metu. ~~ - f.';:' i ‘ﬂ-"}"" ke 4
\ detuRaklovition _,.
ISdaveEMKI, notifikuota institucija, identifikacinis numeris 1011+ ETINGD 2 / S
Sis sertifikatas galioja tik su priedu. =
v
Budapestas, 20013-10-21
/parasas/ /parasas/ /spaudas/
Generalinis direktorius Sertifikavimo biuras EMKI 1018
Sertifikato autentiskumas ir galiojimas yra patikrintas EMKI.
Medicininés ir ligoniniy inZinerijos institutas tel.: +36 1356 1522
Dios arok 3. H-1125 Budapestas faks.:+36 1 375 7253

Internetas: www.ovemszi.hu




PRIEDAS PRIE EB SERTIFIKATO
Puslapis 118 1

Papildoma informacija prie Sertifikato numeris 5-743-200-1310

Sis Sertifikatas galioja $ioms gamybos vietoms/patalpoms:

EMED SP. Z O. O. SP. K.
Ryzova g. 69 A

05-816 Opacz- Kolonia
Lenkija

Sis Sertifikatas galioja Siems produktams:

Elektrochirurginiai prietaisai:
ES 120, ES 300, ES 350, ES 400, ES ARGON, ES 350 su argono moduliu, ES 350 su argono
moduliu ir Thermostapler, ES VISION, SPECTRUM, ENDO, ARTRO

Priedai:
Elektrochirurginis elektrodas, aktyvusis elektrodas
Elektrochirurginis elektrodas, aktyvusis elektrodas (sterilus)
Elektrochirurginis elektrodas, aktyvusis elektrodas, jjungiamas kojiniu pedalu
Elektrochirurginis elektrodas, aktyvusis elektrodas, jjungiamas rankiniu badu
Elektrochirurginis elektrodas, aktyvusis elektrodas, j uunglamas rankmlu biidu (sterilus)
Neutralus elektrodai HF-operacijoms 5 & y

pii Kopiia tikra
Endoskopiné irigacijos pompa: [ LJA 0% -08- 3 f
Waterfall | "ot

\ STecs v iJ‘-t‘{r“nh
ll‘ - o MK I‘J f ' '|'Ii-"-_.'_""|'.s -

ISsamus produkty aprasymas saugomas EMKI byloje Nr. 42-132:2007

I8duota: 1 Data: 2013-10-21 Pirma kartg i§duota: 2013-10-21
/para$as/ /paraSas/ /spaudas/
Generalinis direktorius Sertifikavimo biuras EMKI

Sveikatos prieZitiros kokybés tobulinimo ir ligoniniy inZinerijos institutas

Medicininés ir ligoniniy inZinerijos institutas tel.: +36 1356 1522
Dios arok 3. H-1125 Budapestas faks.:+36 1 375 7253
Internetas: www.emki.hu



