Vertimas i§ angly kalbos

Bialystokas, 10.03.2016

UAB ,,OSTECA*“
Danés g. 47,
Kretinga
Lietuva
Tai kam tai gali bati aktualu,
JGALIOJIMAS
Tai patvitinta, kad
UAB ,,OSTECA*“
Danés g. 47,
LT-92105 Klaipéda
Lietuva

yra jgaliotas ir turi i§imting teise, platinti Medgal produkcija: osteosintezés implantus,
klubo sanario protezus, jrankius, instrumentus ir kitus gaminius i3skirtinémis teisémis
Lietuvos rinkoje.

Sis jgaliojimas galioja neapibrézta laiko tarpa.

CEO
Urszula Borowska-Skarzynska

K( )pua t ~

Vertimas tikras
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EC Certificate TUVRheinland

Directive 93/42/EEC Annex II, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60144470 0001
Report No.: 26300276 011 /

Manufacturer: MEDGAL Sp. z o.0.

Products:

Expiry Date:

ul. Niewodnicka 26 A
16-001 Ksiezyno
Poland

(see attachment for products included)

Replaces EC Certificate, Registration No.: HD 60113494 0001

2024-05-26

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

this certificate an EC design-examination certificate according to Annex Il, section 4 is required.

Effective Date:

Date:

201%8-12-20

) .
TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90 urnberg

Notified Bogye» Pt
2019-12-20 (>

/

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC

SMAUR USOY B UV, TULY and TUV ate mgistered redeenarks. Uiatie: and aoghcer

concerning medical devices with the identification number 0187.

1] TeaUed Sior Approve




TUV Rheinland el
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60144470 0001
Report No.: 26300276 011
Manufacturer: MEDGAL Sp. z o.0.

ul. Niewodnicka 26 A
16-001 Ksiezyno
Poland

Products included:

- Non-sterile
- Non-sterile
- Non-sterile
- Non-sterile
- Non-gterile
- Non-sterile
- Non-gterile
- Non-sterile
- Non-sterile
- Non-sterile
- Non-sterile
- Non-gterile
- Non-sterile
- Non-sterile
- Non-sterile

Date: 2019-12-20

and sterile bone nails

bone nails DLC coated

bone nails Si-DLC coated

and sterile fixation device, internal, wires
fixation device, internal, wires DLC coated
and sterile bone pins

fixation device, internal, wires Si-DLC coated
bone pins DLC coated

bone pins Si-DLC coated

and sterile bone staples

bone staples DLC coated

and sterile bone screws

bone staples Si-DLC coated

bone screws DLC coated

bone screws Si-DLC coated

.. ®
TUVRheinland

+ Rev. 0

IO R DACE W TV, TUEV and TLY e 'wglatered (adwmarks. Utikssion ana saolication neguines prior anprTeal




5 ®
TUVRheinland

Doc. 2/2, Rev. 0

TUV Rheinland

LGA Products GmbH
TillystraBBe 2, 90431 Nirnberg

Attachment to
Certificate
Registration No.: HD 60144470 0001
Report No.: 26300276 011
\
Manufacturer: MEDGAL Sp. z 0.0. -#'

ul. Niewodnicka 26 A
16-001 Ksiezyno ,
Poland

Products included:

and sterile fixation device, internal, washers
fixation device, internal, washers DLC coated
fixation device, internal, washers Si-DLC

- Non-sterile

- Non-sterile

- Nen-sterile
coated

1025 h 408 @

Non-sterile
Non-sterile
Non-sterile
Non-gterile
hip, plate,
Non-sterile
compression
Non-sterile
compression
Non-sterile

and sterile
bone plates
bone plates
and sterile
compression

beone plates

DLC coated

8i-DLC coated

fixation device, internal,

fixation device, internal, hip, plate,

DLC coated

fixation device, internal, hip, plate,
Si- DLC coated

and sterile

maxillofacial plates
Non-sterile and sterile modular hemi hip joint prostheses
Non-sterile orthopaedic surgical instruments connected

to active medical devices

TV TLEV 00 TLY tre seuisiaciel vadomrarba. Lliaason aret prcasion reesies £rior appuoves

Date: 2019-12-20

fixation device,




EC pazyméjimas
Direktyva 93/42/EEC Priedas I, Punktas 4
Pilna Kokybés UZtikrinimo Sistema

Medicinos Prietaisams
Registracijos Nr.: HD 60144470 0001

Ataskaitos Nr.: 26300276 011

Gamintojas: MEDGAL Sp. Z o.o.
Niewodnicka g. 26A
16-001 Ksiezyno
Lenkija

Produktai: (Zitiréti priede), atitinka EC paZymejimg. Registracijos Nr. HD 60113494 0001
Galioja iki: 2024 05 26

Notifikavimo tarnyba tokiu badu tvirtina, kad aukitiau minéta imoné yra idieglisi ir
palaiko kokybés valdymo sistemg bei atitinka reikalavimus pagal direktyvos priedg II, 4
punkty. Auks¢iau nurodytas gamintojas naudoja kokybés uztikrinimo sistemg, kuri
atitinka Priedo II, 5 punkto direktyvas. Norédami rinkoje parduoti ITI klasés produktus,

reikia paZzyméjimo priedo II, 4 punkto atitikimo.
ISleidimo data: 2019 12 20
Data: 2019 12 20

Sertifikuota jstaiga
D. Swiatko

TUV Rheinland LGA Products GmbH — Tillystrase 2 — 90431 Niurnbergas

Notifikuota Nr. 0197. EC komisijos




TUYV Rheinland
LGA Products GmbH
Tillystrase 2, 90431 Niurnbergas

Pazyméjimo Prierasas

Registracijos nr. HD 60144470 0001
Ataskaitos nr. 26300276 001
Gamintojas: MEDGAL Sp. Z o.o0.

Niewodnicka g. 26A
16-001 Ksiezyno
Lenkija

Produktai:

- Sterilios ir nesterilios kauly vinys
Nesterilios kauly vinys, padengtos DLC

- Nesterilios kauly vinys, padengtos Si-DLC

- Sterilios ir nesterilios fiksavimo priemonés, vidinés, vielos

- Nesterilios fiksavimo priemoneés, vidinés, vielos, padengtos DLC

- Sterills ir nesterilds kauly kaii¢iai

- Nesterilios fiksavimo priemonés, vidinés, vielos, padengtos Si-DLC
Nesterilus kauly kais¢iai, padengti DLC

- Nesterilds kauly kaiéiai, padengti Si-DLC

- Sterilios ir nesterilios kauly kabés

- Nesterilios kauly kabés, padengtos DLC

- SterilUs ir nesterilGs kauly sraigtai

- Nesterilios kauly kabés, padengtos Si-DLC

- Nesterills kauly sraigtai, padengti DLC

- Nesterilas kauly sraigtai, padengti Si-DLC

Data: 2019 12 20

Sertifikuota jstaiga
D. Swiatko




TUV Rheinland
LGA Products GmbH
Tillystrase 2, 90431 Niurnbergas

PaZyméjimo Prierasas
Registracijos nr. HD 60144470 0001
Ataskaitos nr. 26300276 001

Gamintojas: MEDGAL Sp. Z o.o.
Niewodnicka g. 26A
16-001 Ksiezyno
Lenkija

Produktai:

- Sterilios ir nesterilios fiksavimo priemonés, vidinés, poverilés
- Nesterilios fiksavimo priemoneés, vidinés, poverilés, padengtos DLC
- Nesterilios fiksavimo priemonés, vidinés, poverilés, padengtos Si-DLC
- Sterilios ir nesterilios kauly plokstelés
- Nesterilios kauly plokstelés, padengtos DLC
- Nesterilios kauly plokstelés, padengtos Si-DLC
Sterilios ir nesterilios fiksavimo priemonés, vidines, klubo, plokstelés, kompresinés
- Nesterilios fiksavimo priemoneés, vidineés, klubo, plokstelés, kompresinés, padengtos DLC
- Nesterilios fiksavimo priemoneés, vidinés, klubo, plokstelés, kompresinés, padengtos Si-DLC
- Sterilios ir nesterilios priemoneés, veido ir Zandikauliy plokiteles
- SterilQs ir nesterilas moduliniai hemi klubo sgnario protezai

- NesterilUs ortopediniai chirurginiai instrumentai, susije su aktyviais mediciniains jrenginiais

Data: 2019 12 20
Sertifikuota jstaiga

D. Swiatko




B~ Implantate

‘f‘ Konigsee

Kénigsea Implantate GmbH | OT Aschau - Am Sand 4 | 07426 Allendorf | Germany

State Health Care Accreditation Agency
under the Minisiry of Health

Jeruzales str. 21

LT-08420 Vilnius

Lithuania

January 20, 2021
Letter of Authorization

Dear Sir or Madam,

We, Kénigsee Implaniate GmbH, an established manufacturer of implants and instruments for
raumatology, orthopaedics and spinal surgery and related accessories having a factory at OT Aschau
Am Sand 4, 07426 Allendorf, Germany, do hereby authorize,

UAB "Osteca”

Danes Str. 47

L1-92108 Klaipeda

Lithuania
as our agent for distribution of our products in Lithuania.

Furthermore we confirm that Osteca is our agent for promoting, bidding and negotiation in tenders,
signing the confracts, distributing and providing customer service for our products in Lithuania.

Osteca is also authorized fo register products manufactured by and transact on behalf of Kénigsee
Implantate GmbH with any government agency in Lithuania.

This nomination is valid for all already registered products and for products involved in the registration
process until January 31, 2022.

Yours sincerely,

oy A \ v -

A

Erﬁnk Orschler
REQ
Kénigsee Implantate GmbH

Kénigses Implantate GmbH | OT Aschau - Am Sand 4 | 07425 Allendorf | Garmary
Phona +49 36738 498-0 | FAX +49 14738 498.19 | info@koenigsesimplantate.da | www koenigsee-implantate de
Managing Director; Frank Orschler | Local court of Jena | HRB 204174 | VAT No. DE 160 126 052
Landeshank BadenWirtembarg | IBAM DE4s 6005 0101 (002 9782 a5 | BIC/SWIFT-CODE SOLADESTS00




Vertimas i$ angly kalbos

Valstybiné Akreditavimo Sveikatos prieziiiros
Tarnyba prie Sveikatos Apsaugos Ministerijos
Jeruzalés g. 21

L.T-08420 Vilnius

Lietuva

ATSTOVAVIMO LAISKAS Sausio 20 d. 2021 m.

Tiems, kam tai svarbu

Mes, Konigsee Implantate GmbH, medicininiy implanty, instrumenty traumatologijai,
ortopedijai bei neurochirurgijai ir jos priedams gamintojas, jsikires OT Aschau, Am Sand 4,
07426 Allendorf, Vokietija, $iuo tvirtiname, kad:

UAB Osteca
Daneés 47

LT-92108 Klaipéda
Lietuva

yra musy atstovas Lietuvoje, platinantis misy produktus.

Taip pat mes tvirtiname, kad UAB Osteca yra musy atstovas reklamuojantis, dalyvaujantis
konkursuose ir derybose, pasirasantis sutartis, dalyvaujantis tiekime ir uZtikrinantis miisy
produkty serviza Lietuvoje.

UAB Osteca yra miisy jgaliota registruoti medicininius produktus pagamintus Koenigsee
Implantate GmbH valstybinése jstaigose.

Sis galiojimas galioja visiems registruotiems ir biisimiems registruojamiems produktams iki 31
Sausio, 2022 m.

/parasas/

Frank Orschler
Direktorius

Konigsee Implantate GmbH




EC Certificate TUVHheinIa:?d
Directive 93/42/EEC Annex I, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60148793 0001

Report No.: 21227915 032
Manufacturer: Kénigsee Implantate GmbH
Am Sand 4

07426 Allendorf
Deutschland

[ Pl'Odl.lctS: Non-active orthopaedie implants

Non-active orthopaedic instruments
(see attachment for Products included)

Replaces Certificate, Registration No.: HD 60097612 0001

" Expiry Date: 2024-05-2¢

The Notified Body hereby declares that the requirements of Annex Il. excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

a quality assurance system, which is subject to periodic surveillance, defined by Annex II,

section 5 of the aforementioned directive, For placing on the market of class Il devices covered by

this certificate an EC design-examination certificate according to Annex II, secti

Data:

WD eon m T TV era 17

Effective Date: 2020-04-23

on 4 is required

2020-04-17
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TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60148793 0001

Report No.: 21227915 032

Manufacturer: Kdnigsee Implantate GmbH
Am Sand 4

07426 Allendorf
Deutschland

Products included:

Orthopaedie fixation plate
Orthopaedic bone screw
Orthopaedic bone pin
Orthopaedic bone wire

Bone staple

Orthopaedic bone washer

Hip internal fixation system
Interlocking nail

Cerclage wire, cable
Orthopaedic Instrument

1 I 1 L] ] 1 ] ] 1)

For the following devices the scope covers only
the aspects of manufacture concerned with conformity
of the products with the metrological requirements;

- Orthopaedic instruments with measuring function

Notified Body

Date: 2020-04-17 L. K. K.

i ®
TUVRheinland

Doc. 1/1, Rev. ¢

Dr. K. Kiuge

W TP aad T at reevbtoncs poseormres Ubetion o1c asemcr reares anoy oo




Vertimas i§ Angly k.
EC paZyméjimas
Direktyva 93/42/EEC Priedas II, ISskyrus 4 punkta

Pilna Kokybés UZtikrinimo Sistema

Medicinos Prietaisams
Registracijos Nr.: HD 60148793 0001

Ataskaitos Nr.,: 21227915 032

Gamintojas: Konigsee Implantate GmbH
Am Sand 4
07426 Allendorf
Vokietija
Produktai: Neaktyviis ortopediniai implantai, Neaktyviis ortopediniai instrumentaij (Zitréti
priede)
Galioja iki: 2024 05 26

Notifikavimo tarnyba tokiu biidu tvirtina, kad aukS&iau minéta jmoné yra jdiegusi ir palaiko kokybés
valdymo sistemg bei atitinka reikalavimus pagal direktyvos priedg II, i§skyrus 4 punkty, Auksiau nurodytas
gamintojas naudoja kokybés uZtikrinimo sistemg, kuri atitinka Priedo II, 5 punkto direktyvas. Norédami
rinkoje parduoti II1 klasés produktus, reikia PaZyméjimo priedo I1, 4 punkto atitikimo,

ISleidimo data: 2020 04 23

Data: 2020 04 17






Smith & Nephew Orthopaedics AG T+417972073 11 ) e .
Oberneuhofstrasse 10D 7y We are smith&nephew
6340 Baar www.smith-nephew.com

Switzerland

To whom it may concern:

Baar, 22 March 2021

LETTER OF AUTHORIZATION

Smith & Nephew Orthopaedics AG, with offices in Oberneuhofstrasse 10 6340 Baar,
Switzerland VAT number CHE 107345392 bank account 01005464001I1BAN
CH7187801001005464001 BIC DEUTCHZZ at DeutscheBankAG. represented by Barttomiej Zareba
in quality of Business Unit Manager.

As manufacturer of medical devices (hip and knee prostheses, trauma and endoscopy products)
hereby confirm that our exclusive distributor for Lithuania is the company

OSTECA, UAB, with offices in Danes str. 47., Klaipeda - Lithuania, registration number 300871049,
VAT no. LT100003238211, represented by Mr Arvydas Klovas in quality of General Director.

SMITH&NEPHEW OSTECA UAB
Name: Bartlomiej Zareba Name: Arvydas Klovas
Position: Business Unit Manager Position: General Director

This authorization is valid for one year beginning with the signing date.

Samtliche an Sie gelieferte Verpackungen sind zur Ganze aber die ARA enipflichtet - ARA-Lizenz-Nr 7840 — ERA-Lizenz-Nr. 50144- Sitz Wien, Firmenbuch-Nr. FN 587
57 h, Firmenbuchgenicht Landesgencht Korneuburg - UID-Nr.. ATU 16862802 - Bankverbindung: Bank Austria Creditanstalt, Kto-Nr. . 401 106 901, BLZ 12000



Vertimas is angly kalbos

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

6340 Baar www.smith-nephew.com
Sveicarija

Tam kam svarbu:
Kovo 22 d., 2021 m., Baar

IGALIOJIMAS

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

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

tokiu biidu patvirtina, kad i§skirtinis 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.

/Parasas/

Smith&Nephew Osteca, UAB

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

Pata: 01.04.2018 Baar
Sis jgaliojimas galioja vienerius metus, nuo jo pasirasymo datos.
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By Royal Charter

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, phalangeal and metatarsophalangeal joint repair systems, absorbable matrices to
support bone and cartilage, high frequency surgical equipment, sterile tube sets, surgical
instruments, battery packs and housings for active handpieces, and related accessories for
arthroscopy and laparoscopy minimally invasive and reconstructive surgery areas.

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 3
the placing on the market of class III products an Annex II section 4 certificate is required. (

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2006-06-30 Date: 2020-02-20 Expiry Date: 2024-05-26

~making excellence a habit”
Page 1 of 1




Vertimas i§ angly kalbos
EC Sertifikatas

Pilnas kokybés uztikrinimas

Direktyvos 93/42/EEC medicininéms priemonéms, Priedas II, idskyrus 4 dalis

Nr. CE 506114

suteiktas:

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

JAV

[skaitant:

Dizaing, vystyma ir gamyba besirezorbuojan¢iy ir nesirezorbuojanéiy ortopediniy implanty,
falanginiy ir metatarsofalanginiy sanariy rekonstrukcinéms sistemoms, besirezorbuojandioms
matricoms kauly ir kremzliy rekonstrukcijoms, aukstojo daznio chirurging jranga, steriliy vamzdeliy
rinkinius, chirurginius instrumentus, aktyviy jégos instrumenty baterijy rinkinius ir déklus, ir
susijusius priedus artroskopijai ir laparaskopijai minimalios invazijos ir rekonstrukcinés chirurgijos
sritims.

remiantis kokybés uztikrinimo sistemos patikrinimu, pagal Tarybos Direktyvos 93/42/EEC, Priedo
II'i8skyrus dalj. Kokybés uztikrinimo sistema atitinka direktyvos reikalavimus. Tam kad patiekti
rinkoje III klasés produktus pagal Priedo II 4 dalj sertifikatas yra reikalaujamas.

Notifikavimo objekto auk3¢iau minétai Direktyvai (Notifikavimo objekto numeris 2797) BSI vardF’
Gary E Slack, vyresnysis vice prezidentas medicininiams prietaisams

Pirmas leidimas: 2006 birZelio 30 d. Data:

Galioja iki: 2024 geguzés 26 d.




EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex 11 (4)
(Devices in Class II1)

No. G7 039446 0088 Rev. 00

Manufacturer: Geistlich Pharma AG
Bahnhofstr. 40
6110 Wolhusen
SWITZERLAND

Product: Non-Active Implants

Collagen Membrane

Model(s): Chondro-Gide®
Resorbable bilayer collagen membrane for hyaline
cartilage and meniscus repair

Parameter: .
REF Size

30890.3 membrane 20 x 30 mm
30915.5 membrane 30 x 40 mm
30839.9 membrane 40 x 50 mm
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The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with MDD Annex II (4). The design of the

i devices conforms to the requirements of this Directive. For marketing of these devices an additional
T Annex |l certificate is mandatory. See also notes overleaf.
Ra
o Report no.: 713123656
Valid from: 2019-05-05
Valid until: 2024-05-04

Date, 2019-04-29 / W

Stefan Preild

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123 e

ZERTIFIKAT ¢ CERTIFICATE ¢ :

TUV SUD Product Service GmbH « Certification Body - Ridlerstralle 65 » 80339 Munich « Germany




CE Sertifikatas

CE dizaino — egzaminavimo sertifikatas

Direktyva 93/42/EEC Medicinos priemonéms (MDD), Priedas Il (4)
(Il Klasés Priemonéms)

Nr. G7 14 02 39446 059

Gamintojas Geistlich Pharma AG
Bashnhofstr. 40
6110 Wolhusen
§veicarija

Produktas Neaktyvis implantai
Kolageno membrana

Modelis Chondro — Gide
Besirezorbuojanti dvisluoksné kolageno membrana skirta kremzlés ir menisko
rekonstrukcijai
Parametrai REF Dydis
30890.3 Membrana 20 x 30 mm
30915.5 Membrana 30 x 40 mm
30939.9 Membrana 40 x 50 mm

Sertifikavimo Tarnyba TUV SUD Produkty Aptarnavimas GmbH patvirtina kad pateikty produkty dizaino
patikra buvo atlikta pagal MDD Prieda Il (4). Priemoniy dizainas atitinka Direktyvos reikalavimus. Platinant

priemones ll-os Dalies sertifikatas yra btinas. Zitréti sekancias pastabas. //
e —
708 RESp
X q i
Pranesimo Nr. 713033270 g

oSstecCd
Galioja nuo: 2019-05-05 \ / VE 1k
Galioja iki: 2024-05-04 . & o
48 NGE{P.C
Data, 2019-04-29 /parasas/

Stefan Preib

TUV-SUD Produkty Aptarnavimas GmbH yra jgaliotas Asmuo identifikacijos Nr. 0123




