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osteca®
- osteca®

UZdaroji akciné bendrové, Danés g. 47, LT-92108 Klaipéda, Tel.:846400002,Faks.:846314094, V3] Registry centro
Klaipédos filialas, Imonés kodas: 300871049, PVM kodas: LT100003238211

VS] Tauragés ligoninei

_ PASIOLYMAS
DEL INKARINES SIUVIMO MEDZIAGOS PIRKIMO

2016-04-25 Nr. 16/04-25

Klaipéda
Tiekeéjo pavadinimas UAB ,,Osteca”
Tiekéjo adresas Danés g. 47, LT-92108 Klaipéda
Uz pasitlymga atsakingo asmens vardas, pavardé | Neringa Velickiené
Telefono numeris 8(46)400002
Fakso numeris 8(46)314094
El pasto adresas info@osteca.lt
Atsiskaitomoji saskaita LT397300010121261479

Siuo pasitlymu paZymime, kad sutinkame su visomis pirkimo salygomis, nustatytomis
pirkimo dokumentuose (jy paaiskinimuose, papildymuose).

Vykdant sutart] pasitelksiu $iuos subteikéjus (pildoma, jei planuojama subteikéjus
pasitelkti):

Eil. Nr. Subteikéjo pavadinimas

Siame pasililyme yra pateikta ir $i konfidenciali informacija (pildyti tuomet, jei bus pateikta
konfidenciali informacija. Teikéjas negali nurodyti, kad konfidencialus yra pasialymo jkainis
(kaina) arba, kad visas pasiilymas yra konfidencialus):

Eil. Pateikto dokumento Pateikto dokumento puslapis (-iai).
Nr. pavadinimas




osteca®)

Mes sitlome §ias PREKES:

Eil Vit kaina | . . | <28 | py)g | Kaina
(viso),

: .3 Kiekis (viso)
Pavadinimas (Eur be ’ Eur,
Nr PVM) vnt. be PVM, 50 su PVM,

. eur eur
1 2 E; 4 k] 6 7
1. Vienoje sterilioje pakuotéje su
dviem, skirtingy spalvy, pintais
UHMW (ultra
highmolecularweight)
polietileno sitilais arba
lygiavertis
2. Cheminé sudétis —
medicininis titano lydinys
implantacijai.
1. | 3. Isriegiamas 104,00 40 4160,00 | 208,00 | 4368,00
4. Vienkartinio naudojimo
ivedimo instrumentas
5. I$matavimai: iorinis
diametras 5,0 mm £ 0,05 mm
6. Dvigubas sriegis — du
skirtingo diametro sriegiai
7.Sraigto proksimaliné dalis —
heksagonaliné arba cilindro
formos.

Tais atvejais, kai pagal galiojanéius teisés aktus Tiekéjui nereikia moketi PVM, jis lentelés 6
ir 7 skil¢iy nepildo ir nurodo prieZastis, dél kuriy PVM nemoka.

Bendra pasifilymo kaina su PVM — eurais (Kaina ZodZiais: keturi tikstanciai trys $imtai
4368,00 EUR SeSiasde§imt astuoni EUR. )
| §ig sumg jeina visos i§laidos ir visi mokes¢iai, taip pat ir PVM, kuris sudaro 208,00 eury

Sitlomos prekés visiskai atitinka pirkimo dokumentuose nurodytus reikalavimus.
Kartu su pasitilymu pateikiami $ie dokumentai.

I{i# Pateikty dokumenty pavadinimas Dokun;;g;[gh?:slaplq
1. | Pasiilymas 2

2. | Gamintojo katalogas su vertimu 2

3. | CE sertifikatai su vertimu 4

4. | Gamintojo igaliojimas su vertimu 2

5. | Direktoriaus jgaliojimas 1

pie. S5
Pasitlymas galioja iki termino, nustatyto plrk% Eﬁﬂ%é@fggse.
A\
Vadovo asistenté aill oo \‘7:* Nerlnga Velickiené




Shoulder Arthroscopy B-9

Rotator Cuff Soft Tissue Fixation — Metallic Anchors
TWINFIX® Ti 5.0 and TWINFIX Ti 6.5 Suture Anchors

TWINFEX Ti Suture Anchors

The unique thread design of the TWINFIX Ti anchors provides extraordinary pullout
strength and easy insertion in all bone conditions, and provides superior sclutions to the
orthopaedic surgeon.

To offer the surgeon flexibility, depending on personal preference and patient profile,

TWINFIX anchors are available with DURABRAID® and ULTRABRAID® suture, ULTRABRAID is
constructed from UHMW (ultra-high molecular weight polyethylene] and possesses a unique |

and proprietary braid configuration. This provides ULTRABRAID with its extraordlnary strength

properhes while contributing to its superior handling qualities.
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\ @/m é#‘lr’@”' PYBBIX Ti 5.0 and TWINFIX Ti 6.5 with DURABRAID Sutu
/ Reference # Description
7 ' 72200766 5.0 mm TWINFIX Ti Suture Anchor with fwo
#2 preloaded DURABRAID sutures, sterile
7210300 5.0 mm TWINFIX Ti Suture Anchor with two
v ; #2 preloaded DURABRAID sutures with needles, sterile
4 ("Ifr) PRy o, . 72200769 6.5 mm TWINFIX Ti Suture Anchor with two
AT e & #2 preloaded DURABRAID sutures, sterile
T pubw epled 7210214 6.5 mm TWINFIX Ti Suture Anchor with two

<

in :‘f nlonfcnls /L&Lu«j

ol p
Mmoo z’rﬂ'/mhq;_

Kopija nkra

tmo

Yo,

#2 preloaded DURABRAID sutures with needles, sterile

TWINFIX Ti 5.0 and TWINFIX Ti 6.5 with ULTRABAID Suture

Reference # Description
72200755 5.0 mm TWINFIX Ti Suture Anchor with two

#2 preloaded ULTRABRAID sutures*, sterile
7210708 5.0 mm TWINFIX Ti Suture Anchor with two

#2 preloaded ULTRABRAID sutures* with needles, sterile
72200758 6.5 mm TWINFIX Ti Suture Anchor with two

#2 preloaded ULTRABRAID sutures®, sterile
7210709 6.5 mm TWINFIX Ti Suture Anchor with two

#2 preloaded ULTRABRAID sutures* with needles | sterile
72200687 5.0 mm TWINFEX Ti Suture Anchor with two

#2 preloaded ULTRABRAID sutures*, sterile, Suture Anchor Pack (3 per box)
72200759 5.0 mm TWINFIX Ti Suture Anchor with two

#2 preloaded ULTRABRAID sutures”, sterile, no needles (5 per box)

TWINFIX Ti 5.0 and TWINFIX Ti 6.5 Instruments

Reference # Description

7210269 &" Drill Guide - 6" x 6.5 mm Spiked Tip for 6.5 mm TWINFIX Ti anchor
7209115 6" Drill Guide - 6" x 5 mm Spiked Tip for 5.0 mm TWINFIX Ti anchor
7209502 2.5 mm Drill for TWINFIX Ti 3.5 mm and 5.0 mm anchor

7210215 3.5 mm Drill for TWINFIX Ti 6.5 mm anchor

72201406 12" Suture Passer, sterile

72201407 2" Suture Passer, sterile

Call +1 800 343 5717 (U.S.) or contact your local representative.

ASSSF =



Vertimas i$ angly kalbos

Peties atroskopija B-9

Minkstyjy audiniy metaliniai inkarai

TWINFIX TI 5.0 ir TWINFIX TI 6.5 siuvimo inkarai

Unikalaus dizaino siuvimo inkarai TWINFIX TI pasiZymi ypatingai stipraus i§vedimo ir paprasto
iterpimo | bet kokios biklés kaulg galimybe. Tai ortopedijos chirurgui suteikia galimybe pasirinkti
pranaSesnius operacijos sprendimus. Galimi trys pasirinkimo variantai: titanas, PLLA, poliacetalas.

e —F
Tam, kad padidinti chirurgo mikluma operacijos metu, TWINFIX inkarai gali bati naudojami su

ULTRABRAID ir DURABRAID siiilais. DURABRAID yra Smith&Nephew kompanijos unikalis pinti
poliesterio sitlai. ULTRABRAID yra pagaminti i§ UHMW (didelio molekulinio tankio polietileno) ir yra
__supinti unikaliu bﬁdl} D¢l 8iy savybiy ULTRABRAID sitlai yra ypatingai stipriis ir patogfis naudoti.
o, o

Ref Parametrai
TWINFIX Ti 5.0 ir TWINFIX Ti 6.5 su DURABRAID siilu

72200766  TWINFIX Ti 5.0 mm Inkaras su dviem #2 DURABRAID sialais, sterilus
7210300 TWINFIX Ti 5.0 mm Inkaras su dviem #2 DURABRAID siiilais su adatomis, sterilus
72200769  TWINFIX Ti 6.5 mm Inkaras su dviem #2 DURABRAID sitilais, sterilus
7210214 TWINFIX Ti 6.5 mm Inkaras su dviem #2 DURABRALID siilais su adatomis, sterilus

TWINFIX Ti 5.0 ir TWINFIX Ti 6.5 su ULTRABRAID siiilu

_ 72200755 TWINFIX Ti 5.0 mm Inkaras su dviem #2 ULTRABRAID sitilais, sterilus 2 j_ (
7210708 TWINFIX Ti 5.0 mm Inkaras su dviem £2 ULTRABRAID siiilais su adatomis, sterilus
72200758  TWINFIX Ti 6.5 mm Inkaras su dviem #2 ULTRABRAID sitlais, sterilus
7210709 TWINFIX Ti 6.5 mm Inkaras su dviem #2 ULTRABRAID siiilais su adatomis, sterilus
72200687 TWINFIX Ti 5.0 mm Inkaras su dviem #2 ULTRABRAID sitilais, sterilus, dézutéje 3 vnt.

72200759  TWINFIX Ti 5.0 mm Inkaras su dviem #2 ULTRABRAID sitllais, sterilus, be adaty, dézutéje
5 vnt.

TWINFIX Ti 5.0 ir TWINFIX Ti 6.5 Instrumentai

7210269 6" Grazto pravedéjas 6" x 6.5 mm su dantukais, TWINFIX Ti 6.5 mm inkarams
7209115 6" Grazto pravedéjas 6” x 5 mm su dantukais, TWINFIX Ti 5.0 mm inkarams
7209502 2.5 mm graztas TWINFIX Ti 3.5 mm ir 5.0 mm inkarams

7210215 3.5 mm grgZtas TWINFIX Ti 6.5 mm inkarams

72201406 12" Siilo pravedejas, sterilus

72201407 2" Siiilo pravedéjas, sterilus
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Product Service

Full Quality Assurance System

Diroctive 93/42/EEC on Medical Dovices (MDD), Annex I excluding (4)
(Devices In Class lla, Il or l1I)

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

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

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

Product Orthopaedic implants and
Catego ry(ies): instruments for surglcal interventions

The Certification Body of TOV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This
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) cerlificate is
mandatory. See also notes overleaf.

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

H-&

Hans-Heiner Junker

Date, 2014-09-10

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

Page 1 of 1
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10V $UD Product Service GmbH - Zerlifizierstelle « Ridlorstrafle 65 - 80339 Minchen - Germany Tuv




Vertimas is angly kalbos
EC Sertifikatas TUV
Visisko kokybés uZtikrinimo sistema / pd 7;‘6%

v .
(Direktyvos 93/42/EEC medicininéms priemonéms (MMD), II Priedas (i8skyrus 4)  Ne ?;:f’v“-‘lstenté
(Prietaisai Klasé Ila, IIb ir III) C‘m ﬁ?}%
< 2, \‘n

SCOFE

Nr. G1 14 08 65535 101 f,/\)g/

Gamintojas: Smith & Nephew, Orthopaedics AG [;/ OS‘(G
Oberneuhofstrasse 10d k ' Ca
6340 Baar \&
Sveicarija ¢ st

v Prae
Padaliniai: Smith & Nephew, Orthopaedics AG

Oberneuhofstrasse 10d, 6340 Baar, éveicarija

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

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

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

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

Smith & Nephew, Orthopaedvics 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$¢iau minétas gamintojas yra
idieges kokybés uZtikrinimo sistema,

apimantig produkty kiirima, gamybg ir galutinj produkty / produkty grupiy _patikrinimg

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

Ataskaitos Nr. 713048021

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

(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 del medicininiy priemoniy.

Lapas 1i§1
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| _ oy oyl Chorr
EC Certificate - Full Quality Assurance S

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

M?nté
No. CE 506114 RgT Vel
[ssued To: Smith & Nephew Inc. ‘ ‘ﬁ

Endoscopy Division /7 y

150 Minuteman Road

Andover

Massachusetts

01810-1031

USA

!

| respect of: f

esign, development and manufacture of absorbable and non-absorbable
thopedic implants, absorbable matrices to support bone and cartilage,
edical video systems, high frequency surgical equipment, sterile tube
its, surgical instruments and related accessories for the following

inimally invasive and reconstructive surgery areas: arthroscopy,
paroscopy, operative hysteroscopy, spinal surgery and peripheral
iscular surgery |

the basis of our examfnation of the quality assurance s
42/EEC, Annex 11 excluding section 4. The

ystem under the requirements of Council Directive
placing on the market of class III product

quality assurance system meets the requirements of the directive, For
s an Annex II section 4 certificate is required.

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

' ' (

ro Foschi - Strategic D:elivery Director

|
t Issued; 30 June 2¢06

Date: 13 February 2015 Expiry Date: 20 February 2020

..making excellence a habit"
Page 1 of 1

' of this certificate is conditianal on the quali
ance activities of the Notifieg

on this certificate, unless spe
rificate was issued electronic

Mon and Contact: 851, Kitemmark Court, Davy Avenue, Knowlhill, Mifton Keynes MK5 8PP, Tel: + 44 845 080 9000
drance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK,
2er of BST Group of Companjes.

system being maintained to the requirements of the Directive
9

Body. This approval excludes ali products designed and/or manufactured by a
cifically agreed with BSI,

ally and is bound by the conditions of the contract,

as demonstrated through the reguired
third party on behalf of the company



EC SERTIFIKATAS- PILNAS KOKYBES UZTIKRINIMAS

Direktyvos 93/42/EEC Medicinos Iranga, Priedas II isskyrus 4 skyriy

Nr. 1 CE 506114

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

iskaitant:

projektavini:a, vystymg ir gamyba

besirezorbuojanéiy ir nesirezorbuojanéiy ortopediniy implanty, besirezorbuojandios matricos
kaulams ir kremzléms, medicininiy video sistemy, auk3to daZznio chirurginés jrangos, steriliy
vamzdeliy rinkiniy, chirurginiy instrumenty ir susijusiy priedy $ioms minimalios invazijos ir
rekonstrukeinés chirurgijos sritims: artroskopijai, laparaskopijai, operacinei hysteroskopijai,
stuburo chirurgijai ir periferinei kraujagysliy chirurgijai

Remiantis mfisy bandymais, atliktais produkto kokybeés uztikrinimui, remiantis Tarybos direktyva
93/42/EEC, priedas II i¥skyrus 4 skyriy. Produkto kokybés uztikrinimo sistema atitinka direktyvos
reikalavimus;. Norint platinti III klasés produktus, reikalingas priedo II 4 skyrius.

BSI vardu, niotiﬁkuotoji istaiga patvirtina auks$¢iau minétg direktyva (Notifikuotosios jstaigos
numeris 008§):

Pietro Foshi — strategijos pristatymo direktorius

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

Galioja iki: 2020 vasario 20 d.

|

|
gi? pazymejimo galiojimas yra salyginis, kol kokybés sistemos prieZitira atitinka direktyva, jeigu yra laikomasi Notified Body (notifikuotos istaigos)
reikalavimy. Sis patvirtinimas negalioja, jeigu produktai yra pagaminti tredios Salies. Nebent yra BSI sutikimas.
PaZyméjimas buvo;sudarytas elektroniniu badu ir tai riboja sutarties sglygas.

Informacija ir kontpktai: BSI, Kitemark Court, Davy aléja, Knowhill, Milton epticseity SPR Hel. s S10 080 910
BSI Assurance UK Limited, registruota Anglijoje po 7805321 numeriu, 389 Chiswich greitkelyje, Londonas W4 4AL, UK.
BSI kompanijy grupes narys,




SMith& Nephew
Urthopaedies AG U4l 4 Taa 2> P
Obeneuhotyg oD F 1131 7o 2%

0330 Baar WWW sauith-nephew com
SWatzerfand

AUTHORIZATION

8s manufactyrer of medical devices (hip and knee prostheses, trauma and endoscopy
products)

OSTECA, UAB, with offices in Danes str. 47., Klaipeda - Lithuania, registration number

300871049, VAT no. LT100003238211, represented by Mr Arvydas Kiovas in quality of
General Director

Sitth & Nephew Orthopsedics 1
L4 _.) i
Tty f
SMITHANEPHEW OSTECA uas
Name: Bart&omiej Zareba Name: Klovas
Position: Business Unit Manager Position: Generay Director

Date 16.03.2018 Baar

This authorization is valid for one Year beginning with the signing date,



Vertimas is angly kalbos

Smith&Nephew Orthopaedics AG T +41 41 766 39 13
Oberneuhofstr. 10D F+41 41766 39 13
gi:l(l i;ir Www.smith-nephew.co . =
\¢ 2
\. \‘"\?& ) ——/'/‘-‘//// ;
\J)stF ¢
IGALIOJIMAS

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

tokiu bidu patvirtina, kad i8skirtinis distributorius Lietuvoje yra kompanija

UAB OSTECA, kurios adresas yra Danés g. 47, Klaipéda, Lietuva, registracijos numeris
300871049, PVM kodas LT100003238211, atstovaujama generalinio direktoriaus Arvydo Klovo.

Smith&Nephew Orthopaedics AG
Oberneuhofstr. 10D

6340 Baar

Sveicarija

PVM kodas CHE107345392

/Paragas/
Smith&Nephew Osteca, UAB

Vardas: Bartlomiej Zareba Vardas: Arvydas Klovas
Pareigos: Verslo padalinio vadovas Pareigos: Generalinis direktorius

Data: 16.03.2016, Baar
Sis igaliojimas galioja vienerius metus, nuo jo pasirasymo datos.



