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OSTECA, UAB
Klaipedos 76,
Kretinga
LITHUANIA

TO WHOM IT MAY CONCER

LETTER OF AUTHORIZATION

This is to certify that

OSTECA, UAB
Klaipedos 76,
Kretinga
LITHUANIA

is authorized and has an exclusive right to distribute the MEDGAL production
such like osteosynthesis implants, hip joint prostheses, tools, instruments and
other production in the Lithuanian market until further notice.

14.07.2014

MEDGAL s,

,/ REZES /
{’ O v/ T A e p————

/Ufszula Boromka Skauyﬁska T

MEDGAL sp. z o.0.
ul, quka 59, 15-122 Bialystok
+48 85 6632 344
fu'( +48 B85 6632 622
REGON 200737501, NIT 5423227877




Vertimas i§ angly kalbos
- ENISO 13485

- ENISO 9001
- Atitikties Yenklas CE

MEDGAL

15-122 Bialystokas, gatvé Waska 59
Tel. centrinis: 85 6632-344

Tel. pardavimai: 85 6632-999

Fax: 85 6632-622

e-mail: bi@medgal.com,pl

www.medgal.com.pl
Bialystokas, 14.07.2014

UAB ,,OSTECA*
Klaipédos g. 76,
Kretinga

Lietuva

Tai kam tai gali bati aktualy,

IGALIOJIMAS
Tai patvitinta, kad

UAB ,,OSTECA*
Klaipédos g. 76,
Kretinga
Lietuva

yra jgaliotas ir turi i§imtine teise, platinti Medgal produkcijg : osteosintezés
implantai, kiubo sgnario protezai, jrankiai, instrumentai ir kita gamyba 1§skirtinémis
teisémis Lietuvos rinkoje iki tolesnio pranesimo.

14.07.2014
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APPROVAL TUVRheinland

EC Directive 93/42/EEC Annex II, Article 3
Full Quality Assurance System
Medical Devices

ST T
Registration No.: HD 60030437 0001 /g” 14T /\f\\\
Report No.: 26300076 001
Manufacturer: Przedsiebiorstwo Produkcyjno-

Uslugowo-Handlowe "MEDGAL"
Jézef Borowski

Ul. Waska 59

15-122 Bialystok

Poland

Scope: Design, development and production of orthopaedic implants,
function implants and non-active surgical instruments

{see attachment for additional sites and products included)

Replaces Approval, Registration No.: HD 60011536 0001

Date of Expiry: 01.06.2015

The Notified Body hereby authorizes the quality management system estabiished and applied by the
company mentioned above. The requirements of Annex il, Article 3 of the directive have been met.
This approval is subject to periodic surveillance, defined by Annex Il, Article 5 of the aforementioned
EC Directive, and can be used by the company with the manufacturer's declaration of confg .

Date 02.06.2010 !

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
Accredited by Zentralstelle der Lander fiir Sicherheitstechnik {ZLS) and
Zentralstelle der Lénder flir Gesundheitsschutz bei Arzneimitteln und Medizinprodukten (ZLG).

Notified under No. 0197 to the EC Commission, -

€ The CE marking may be used if all relevant and effective EC Directives are complied with. (€

GO RS @ T, TUEV 800 TUV 800 1016700 Dasbrmiie. UDVS8Ton 601 ERREGS0n F6QUNS Y Spproval
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Attachment to
Registration No.:
Report No.:

Manufacturer:

Scope:

Date 02.06.2010

w ®
TUVRheintand

TOV Rheinland poc. /L. Rev. o
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

HD 60030431 0001
26300076 001

Przedsiebiorstwo Produkeyjno-
Uslugowo-Handlowe "MEDGAL"
Jozef Borowski

Ul. Waska 59

15-122 Bialystok

Paoland

Products included:

- Modular hemi hip joint prostheses

- Sterile modular hemi hip joint prostheses

- Bone nails and sterile bone nails

- Bone pins and sterile bone pins

- Bone plates and sterile bone plates

- Fixation device, maxillofacial plates

- Sterile fixation device, maxillofacial plates

~ Bone screws and sterile bone screws

- Bone staples and sterile bone staples

- Fixation device, internal, wires

- Sterile fixation device, intermal, wires

- Fixation device, internal, washers

- Sterile fixation device, internal, washers

- Orthopaedic surgical instruments connected to active
medical devices

Additional site:
Przedsiebiorstwo Produkcyjno-Uslugowo-Handlowe
"MEDGAL" Jozef Borowskil
ul. Niewodnicka 26a, 16-001 Ksiezyno, P#lg

De Y UG,
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Vertimas i§ angly kalbos

Patvirtinimas KLY

EC Direktyva 93/42/EEC Priedas 11, Punktas 3
Pilna Kokybeés Uztikrinimo Sistema Medicinos
Prietaisams

Registracijos Nr.: HD60030431 0001
Ataskaitos Nr.: 26300076 001

Gamintojas: Przedsiebiorstwo Produkeyino-

Uslugowo-Handlowe "MEDGAL"
Josef Borowski

UL Waska 59

15-122 Bialystok

Lenkija

Sritis: Ortopediniy implanty karimas, vystymas, gamyba ir tiekimas.

Produktai: Ziiiréti priede

Galigjaiki: 2015 06 01

Notifikavimo tarnyba tokiu biidu tvirtina, kad aukéiau minéta imoné yra {diegusi ir
palaiko kokybés valdymo sistema bei atitinka reikalavimus pagal direktyvos prieda II,

3 punkta. Si aprobacija yra periodinés prieZitiros subjektas, apibrétas priede IL 5 punkte
ankstiau minétos EC direktyvos ir gali biti naudojama kartu su gamintojo atitikties
deklaracija.

Data 2010 06 02 Inspektorius
Dr. K. Kluge

TUV Rheinland LGA Products GmbH ~Tillystrase 2- 90431 Niurnberg.

Notifikuota Nr. 0197. EC komisijos




Priedas prie:

TUV Rheinland
LGA Products GmbH
Tillystrase 2, 90431 Niurberg

Registracijos Nr.: HD60030431 0001
Ataskaitos Nr.: 26300076 001

Gamintojas:

Sritis:

prietaisais

Data 2010 06 02 Inspektorius

Przedsiebiorstwo Produkcyjno-
Uslugowo-Handiowe "MEDGAL'
Josef Borowski

Ul Waska 59

15-122 Bialystok

Lenkija

Produktai:

-Moduliniai hemi klubo sanario protezai

-Sterilds modulinial hemi klubo sanario protezai
-Kauly vinys ir sterilios kauly vinys

-Kauly kaisciai ir sterils kauly kaisgiai

-Kauly ploksteles ir sterilios kauly ploksteles
-Fiksavimo prietaisai, veido ir Zandikauliy plokstelés
-Sterillis fiksavimo prietaisai, veido ir Zandikauliy plokstelés
-Kauly sraigtai ir steriliis kauly sraigtai

-Kauly kabes ir sterilios kauly kabés

-Sterilts fiksavimo prietaisai, vidiniai, vielos
-Fiksavimo prietaisai, vidiniai, poverzlés

-Sterilis fiksavimo prietaisai, vidiniai, poverzles

Papildoma informacija:
~Medgal® Jozef Borowski
16-001 Ksiezyno, Niewodnycka gt. 26a, Lenkija

Dr.K.Kluge |



Integra LifeSciencas Services
Irmmeuble Sequoia 2

97 ailée Alexandre Borodine
83800 Saint Priest ~ France
Telephone: 23 (0) 4 37 47 58 50
Fax: 33 () 4 37 47 59 25

Email: csemea@integralife.com

OSTECA, UAB
Klaipedos str. 76
Kretinga
LITHUANIA -

INTEGRA

% f’.‘— 1 o
LEAIY ORNCERTAS Y ﬁ
B

Lyon, 02.07.2014

TO WHOM IT MAY CONCERN

Herewith we certify that

is our pointed exclusive distributor to represent and seil our manufactured osteosynthesis implants

LETTER OF AUTHORIZATION

OSTECA, UAB
Klaipedos sir. 76,
Kretinga
LITHUANIA

>

tools, instruments and other production in the Lithuanian market until further \._notice.

02.07.2014

Sophie Demounem

International Sales Manager
Extremity Reconstruction
Europe, Middle-East, Africa

v adyyininkas
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Vertimas 1% angly kalbos

Lionas, 02.07.2014

UAB ,,OSTECA¥
Klaipédos g. 76,
Kretinga

Lietuva

TAM, KAM TAI GALI BUTI AKTUALU

IGALIOJIMAS
Siuo patvirtiname, kad

UAB ,,OSTECA“
Klaipédos g. 76,
Kretinga
Lietuva

Yra paZymimas kaip iskirtinis misy gaminamy osteosintezés implanty, jrankiy,
instrumenty ir kitos produkcijos atstovas ir platintojas Lietuvos rinkoje iki tolesnio
praneimo.

02.07.2014

Vadukininkas

-

Sophie Demounem

Tarptautiniy pardavimy vadybininkeé
Galiiniy rekonstrukcija

Europa, Vidurinieji Rytai, Afrika



RC Cortdicate Full Quaiity Assuance nqu.n Ceorliticam/Cartificat FRT2/01366
A ol fLe syattine do manayimand de

FWDEAL BAS
a GCompany within INTEGRA
LiteSciences Group

immeuble Sequoia 2

87, Alide Alexandre Boradine

Pare Technologigue de ia porte des Alpes
68800 Saint-Priest, France

s boon ansesstd and curifion ss meeting e raulmmsns of
3 Bt audio of carlifo selon ey wugenoy du

Directive 93/42/EEC

o medical devices, Annex | (exciuding Seetion 4)

Directive 93/42/CEE

Qispositifs médicaux, Annexe [ (section 4 exciua]

Fur thg following poduetsiPou loy o ulvaiis

3 e scope of registration appears on page 2 of this certificate.
& domaine de certification apparait en page 2 de oo cortificat.
im certificate is valid from 14 June 2013 until 13 June 20418 and
remiing valid subject to satisfactory surveillance audits.

Re; cerdification audit due before 13 June 2016

tssue 26, Cenlified since 20 September 2000

certificat est valabie du 14 juin 2013 au 13 juin 2048

ot reste valige j ;usqu a décision satisfaisante & fissue des audsts de suivi,
La date de renouvelierent doit avoir lieu avang 13 | juin 2016
Yarsion 20. Cerifié depuis 20 septembre 2000

Carlificallon « based on roparty numbored FRIGD 05180
Colte cortication est bawoe nor s anporls sumerolss FRME OB146
Authorised hy/Aulorisi par

3G United Kingdom Lid, Notified Ecdy 0120

(S Tpra)

BGS Usited Kingden Lid Systems & Servicns Certification
2028 Worle Parkway, Weston-saper-Mare, BS22 BWA UK
£ 44 (01034 522017 £ 244 (1934 §20{7 WK B05.00M

GGS CE 010311 M2 PR

Page 1 olide #




& Cartificate Fult Quality Assurance Systern; FR12/01368, continuedfsuile

a Gompany within INTEGRA
LifeSciences Group

.

Directive 93/42/EEC

on medical devices, Annex i (excluding section 4)

Directive 93/42/CEE

Hisposiiifs medicaux, Annexe I (section 4 exechie)

issue / Version 20

Oetalied scopeomaine daclivit sofallic
Sieriie Joint Prosthesis for hindfoot, midfoot and forefout,

Stgrite and non sterile Osteosynihesis implants for exiremities
SUIQaTY.

Sterile and non sterile suture fixation sysiem {for tendon repals),
Sterile and non steriie Orihopasdic nstrumentation devices for
attachment to active deviges,

Steslie and non sterile implantable devices for asteosynthesis, plates,
screws, ook scrows”

Prothases articulaires stériles pour V'arridre, e médio ef Favant pled,
tmplants d'Ostdosynthése stériles 2¢ non siériles powr i chirurgie des
exiréimités,

Systeme de fixation pour suture {réparation de tendon) stérile et non
stérila.

instyuinents orthopédiues stériles ef non stériles destings 2 atre
connectés & des dispositifs actifs, implants d’ostéosynthése - plagues,
¥ig, contre-vis sidriles et non stériies »

Far placing on the markel of Class I devices covered by this cartificate, an EC Design Examination
Larlifizate atcording to Annex ! {Saction $) i requirisd,

Faui s iise sif |s marche des produils de Classe 1l couvirts par e carificat, un examan do
songepiion GE 5ot exgé conformement aux pxinences de TAnnexe I {Soction 4,

Pane £ offdp 2

Vady¥ininkas
ligs Rodys




EC sertifikavimo sistema pilnam kokybés urtikrinimui: Sertifikatas FR12/01366
Valdymo sistema

NEWDEAL SAS

INTEGRA

LifeSciences Group

Kompanija

Immeuble Sequoia 2
97. Alée Alexandre Borodine — Parc Technologique de la porte des Alpes

69800 Saint-Priest, Pranciizija

Ivertinta ir pripaZinta kaip atitinkanti reikalavimus

Direktyva 93/42/EEC medicinos prietaisams, Priedas Nr. II (iSskyrus 4 skirsnj)
Toliau sekantiems produktams

Registracijos apimtis yra pateikiama antrajame Sio sertifikato puslapyje.

Sis sertifikatas galioja nuo 2013 m. birZelio 14 d. iki 2018 m. birzelio 13 d. ir Heka galioti, jei
patenkinamos prieZitiros audito salygos.

Pakartotinis sertifikavimo patikrinimas jvyks ankséiau nei 2016 m. birZelio 13 d.

Leidimas Nr. 20. I3duodamas nuo 2000 m. rugsejo 20 d.

Sertifikavimas remiasi ataskaitomis Nr. FR/MD 09169

Patvirtinta

SGS United Kingdom Ltd notifikuotoji jstaiga 0120

SGS United Kingdom Ltd Systems & Services Certification
202B Worle Parkway, Weston-super-Mare, BS22 6WA UK
t+44 (0) 1934 522917 £+44 (0) 1934 522137 WWW.Sgs.com

0% SGSCEO01 0311 M2 FR

Puslapis 11§ 2



EC sertifikavimo sistema pilnam kokybés uZtikrinimui: Sertifikatas FR12/01366, tesinys

NEWDEAL SAS
INTEGRA
LifeSciences Group

Kompanija

Direktyva 93/42/EEC medicinos prietaisams, Priedas Nr. II (iSskyrus 4 skirsnj)

Leidimas Nr. 20

Detalizuota apimtis

Sterilas priekinés, vidurinés, uzpakalinés pédos sanariy protezai.

Sterilas ir nesteriliis osteosintezés implantai galiiniy operacijoms.

Sterili ir nesterili siuvimo fiksacijos sistema (sausgysliy gydymui)

Sterilds ir nesterilas ortopediniai prietaisai, jungiami prie kitos jrangos.

Sterilios ir nesterilios implantuojamos osteosintezés priemonés, plokstelés, sraiktai,
rakinami sraigtai.

Norint pateikti | rinkg I klasés prietaisus ir priemones, minimas Siame sertifikate, privalomas
EC dizaino patikrinimo sertifikatas pagal Priedg Nr. I (4 skyrius).

Vadybininkis
W Hodys

Puslapis 2182



Integra LifeSciences Services
Immeuble Sequoia 2

97 allée Alexandre Borodine g

B9800 Saint Priest — France . RA :
Telephone: 33 (0} 4 37 47 59 50 o © g
Fax: 33 (0) 4 37 47 89 25 BMIY UNCERTARTY B
Email: csemea@integralife.com =

Lyon, 11.10.2013
OSTECA, UAB

Klaipedos str. 76
Kretinga
LITHUANIA

TO WHOM IT MAY CONCERN

CONFIRMATION LETTER

Herewith we confirm that NEWDEAL SAS, Immeuble Sequoia 2, 97 allée Alexandre Borodine
69800 Saint Priest, France, is a part of INTEGRA LifeSciences Group since year 2005.

Sophie Demounem 7
Internat_ional Sales Mapager G Ao Nedeon C:f’f
Extremity Reconstruction ‘i —

Europe, Middle-East, Africa S

'giﬂgiy@iﬂ{‘ ‘
Snaides RONIE

Kopija fikra



Vertimas i§ angly kalbos

Lionas, 11.10.2013

UAB ,,OSTECA¥*
Klaipédos g. 76,
Kretinga

Lictuva

TAM, KAM TAI GALI BUTI AKTUALU

PATVIRTINIMAS

Siuo radtu patvirtiname, kad jmoné NEWDEAL SAS, esanti adresu Immeuble
Sequoia 2, 97 allée Alexandre Borodine, 69800 Saint Priest, Pranctizija, priklauso
INTEGRA LifeSciences jmoniy grupei nuo 2005 mety.

Sophie Demounem

Tarptautiniy pardavimy vadybininke
Galtniy rekonstrukcija

Europa, Vidurinieji Rytai, Afrika




% BHH MIKROMED
AUTHORISATIONLETTER -

Hereby., BHH Mikromed Sp. z o.a., havmg its registf:red office at il Ko
qumma Gomicza., Poland., tel: i

be terminated by any of the parties upon giving ofthe 2 (two) months notrce or it dxatel
without any right to compensation in the following cases:
1. according to the deciaratmn of intent bv he both Parties;

2. when any Party beaomeb insolvent or starts wmdmmup pmcadures, etc

3. whenany of the Pames ceases execution of any of its oblwatlons hereundc:r
4, if'it's required by the law ' '

In case of salisfactory results at both partie$ this authorization can be renewsd for another:

Dabrowa Gérnicza, 5 December 20 Irl .

B Mikromed $p. z 0.0, Ul Katowicka 41, 42-530 Da_b a
tei -niB 32 62—02 85 fax, -"48 32 264-88-85 0 ro 12




Vertimas i§ angly kalbos

BHH MIKROMED

IGALIOJIMAS

BHH Mikromed Sp. z o.0., registruota adresu Katowickos g. 11, 42-53G Dabrowa Gornicza,
Lenkija, tel.: +48-32-262-52-85, fax: +48-32-264-68-85, internefinis tinklapis: www.mikromed.pl,
el. padtas: info@mikromed.pl patvirtina DRE DESIGN & CONSULTING UAB, jmonés kodas:
302777591, PVM mokétojo kodas: LT100007329412, registruota adresu Parko g. 41, Zeigiy k.,
LT-92380 Klaipéda, Lietuva, tel.: 00370-6-99-63-451, internetinis tinklapis: www.dre-design.lt, el.
pastas: info@dre-design.lt, atstovaujamg Romo Daugnoros, kaip misy atstovg paskirstymui,
reklamai, deryboms, pasitilymy kainy tvirtinimui/nustatymui, wsakymy priémimmui ir ivykdymui,
visos produkcijos pristatymui ir aptarnavimui Lietuvos, Latvijos ir Baltarusijos teritorijoje.

Sis susitarimas jsigalioja nuo 2014-12-05 dienos ir lieka gatioti 1 mety laikotarpiui. Susitarimas gali
biti nutrauktas bet kurios Salies iniciatyva, praneSus apie tai prie§ 2 (du) ménesius arba i% karto,
nesuteikiant jokiy teisiy i galima kompensacija, esant sekantiems atvejams:

1. Pagal abiejy aliy ketinimy deklaracija;

2. Kai kuri nors $alis tampa nemoki arba pradeda likvidavimo procediiras ir t.1.;

3. Kai bet kuri 1§ 3aliy nustoja vykdyti savo isipareigojimus pagal § susitarima;

4. Jeito reikalaujama pagal istatyma.

Jei bendradarbiavimo rezultatai tenkina abi Salis, 3is jgaliojimas gali bati pratesiamas naujam
laikotarpiui,

Dgbrowa Gornicza, 2014 m. gruodzio 5 d.

Luciano Danti
BHH Mikromed Sp. z 0.0. Prezidentas

soaldas R
-
20 175y 1
Kopi‘a " o ',,.-'/ ) 4/




DREdesign & consulting, UAB Adresast Parko g. 41, Zelghy km. dre.nfarmaclja@gmali.com
Jmones kodas: 302777593 Klalpédos raj, Sav., 1192380 As.:T834010042301324545
PVM kodas: LT100 007329412 Tel:+3706896354 51 DNB banka Klalpédos skyrius

Klaipéda

20141208 d.

IGALIOSIMAS

UAB , DRE DESIGN & CONSULTING » —Oficialus Lenkijos kompanijos ,Mikromed BHH » atstovas Lietuvoje
bei oficialus Vokietijos kompanijos , TREU-INSTRUMENTE GmbH » atstovas Lietuvoje jgalioja uab ,Osteca”
imonés kodas: 300871049 atstovauti minétus gamintojus Lietuvos respublikos gydymo jstaigose bei
dalyvauti jy vykdomuose konkursuose vieSyjy pirkimy biidu ir teikti pasiilymus dél prekiy jsigyjimo,

Sis Jgaliojimas galioja iki 2015 m. Gruodsio 31d.

Uab“DRE Design & Consuiting” direktorius

Romas Daugnora ¢

—_—

YVadybinink a .
twveldas Rofys % RESUp N
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Certyfikat WE / EC-Certificate

zgodny z 93/42/EWG Zalacznik Hf z wylgczeniem punkto (4) /
acc. 93/42/EEC Annex Il without (4)

Ninlgjsaym zaéwiadpza sig, ke firma { This cenifies. that the compeny

BHH MIKROMED Sp. z o.0.
Ul. Katowicka 11 |

42-530 Dabrowa Gérnicza
Poland

Dia wyrobéw / kategorii wyrabow : lista wyrobow patrz Zataeanik 1
for the products / product.category. List of products see anngy 1

Impianty do osteosyntezy
Implants for osteosynthesis

stosuje syétem:zapewnien!a-jak%d w p#oiqi«&wariiu. produkefi 1 kontroll koficowe) wymienionych wyrobéw zgodny z
e ami Zataczrika I (2 wytacasniarn sok 4) dyrektywy SUSZ/EWG. Dodalkawo, prey naky CE musi zostat

Proszg 2wrécis uwage, 2e tekaty ceﬂ&ﬁkéléw‘ty:ko'wiezykd niemieckim lub angietskim'sg prawrie wiazece.
has esteblished a qaa!‘@ system for des:gn Produgtion and final tasting ace. 1o the requirements of Annex I} {withou! section 4
of the directive 93/4VEEC, Additions! to the GE-mariing the nolification number of the Nolified Body has to be affixed, The

validity of this certificale is based on the maitilanance of the quality systemn in accordance with the requirements of the directive

and ils surveitfance by the Notified Body according Anrox If section 5. The certiicats may not be Irensferred under any
circumstances. ' : : ’ i , .

Ony German or English wording on certificetes is legally binding.

Nrrej. ! Reg.-No. 78 232 002805 - Wazno$é/ Validity
Sprawozdanic nr ) Report No, 3510 6342 od ! from 2012-10.01
) ‘ do Junb! 2045-09-30
i Edition 1
u/'? N ‘ - ' K rvpmis .
& \{Q/ ' .- RODia kg
P . ‘ ]
A .
Jednostka cortyfikujaza.wyroby medyczne Esgen, 2012-10-15 P
Certification body foi mevicef devices it - g p
3 . ’ ///‘,'.:i‘ @ 'JE:-::::Q [
TOVNORD CERT GmbH  ~LengemarckstraBe 20 45141 Essen zgueﬁ;ﬁﬁrd@hfgf\madica%@lusv xd.dg
A i -

\

Jednostke Notyfikowans numer idenlyfikacyiny G044/ Nolifigd Body 1D. No. Gtk -:ff;\/ ! A%

Rotytikowana praez ! Notifled by
Uznans przez t Racognized by
4G, ZLS: www.alg.de




ZALACZNIKIANNE X

Zalzeznik 1, Strona 1z 1
Annex 1, page T of 1

Nr Rej./ Reg. No. 78 232 002805

Wyréb kiasy b
Products of class flb

Wkrety kostne :i :
Bone Screws

Wkrety kostne blokowane
Locking Bone Screws -

Plytki kostne
Bone Plates

Plyiki kostne blokowane _'
Locking Bone Plates

Druty, gwozdzie, groty, grotowkrety
Osteosynthesis Wires, Nails and Pins

Prayrzady do unieruchamiania zewnetrznego ~
Stabilizatory zewnetrzne ‘
External Fixator

implanty do zespolen $rédszpikowych
Implants for intrameduliary fixation

Sprawozdanie nt / Report No. 3$1ﬂ 5342

AV
A
SA N
i
i \ -
Jednostka certylikujgea wyroby medyczne
Cartification body for medical devices

TGV NORD GERT GmibH ‘Langemarcksirals 20 45441 Essen

UMDNS

16-101

16-101

13-050

13-060

16-104, 16-078, 16-085

16-044
16-027
Wazaost [ Vaiidity
od /from 2012-10-01
Edition 1 s

Essan, 2012-10415 u

~

wwwivev-nord-certde m

Jednostia Notyfikowana numer identylikacyiny 0044 / Notified Bady 1D. No, 0044

Notyfikowana przox } Notified by
Uznans prrex f Recognized by
206G, ZLS: wwwlg.de ‘




BC Serfifikatas

AtsiZvelgiant ; 93/42/BEC 1T prieds, i8skyrus (4)
Siuo patvirtina, kad jmone

BHH MIKROMED Sp. z o.0.
Katowicka g. 11

42-530 Dabrowa Gornicza
Lenkija

Produktams/produkty kategorijai: produkty sgradas Priede Nr. 1

Osteosintezés implantaj

Vertimas 1§ angly kalbo

TUV NORI

[diegeé kokybés sistemg dizainui, gamybai ir galutiniams bandymams, atsiZvelgiant j direktyvos 93/42/EEC 11 prieda,
i§skyrus 4 dalj. Papildomai prie CE Zymejimo turi bt pridedamas notifikuojandiosios istaigos numeris. Sio

sertifikato galiojimas remiasi kokybeés sistemos prieZilira, atsiZvelgiant | direktyvos reikalavimus ir notifikuojanéios
istaigos priefitra paga!l Il priedo 5 dali. Sertifikatas negali biiti perduotas jokiomis aplinkybémis.

Tik vokiskas arba anglidkas sertifikato tekstas yra teisi8kai pareigojantis.

Reg. Nr. 78 232 002805
Ataskaitos Nr. 2510 6342

Medicinos prietaisy sertifikavimo atstovas

TUV NORD CERT GmbH  Langemarckstrasse 20 45141 Esenas

Notifikuojangios jstaigos ID Nr. 0044

Patvirtinta
Pripazinta
ZLG, ZL8: www.zlg.de

Galiojimas

Nuo 2012-10-01
Tki 2015-09-30
Leidinys 1

Esenas, 2012-10-15
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Vertimas i§ angly kalbe

TUV NORI
PRIEDAS
Priedas Nr. 1, lapas 1 i§ 1
Reg. Nr. 78 232 002805
Produktai IIb klasé UMDNS
Kauly sraigtai 16-101
Rakinami kauly sraigtai 16-101
Plokstelés kaulams ‘ 13-050
Rakinamos plokstelés kaulams 13-050
Osteosintezés vielos, vynys, kabés 16-104, 16-078, 16-085
I3oriniai fiksatoriai 16-044
Implantai intramedulinei fiksacijai 16-027
Ataskaitos Nr. 3510 6342 Galiojimas

Nuo 2012-10-01

Esenas, 2012-10-15

TUV NORD CERT GmbH  Langemarckstrasse 20 45141 Esenas Wy Q{jﬁe&‘z_— ‘\Q\‘-‘&_en.da inedical@tuev-nord.de
LA

'/K S . \‘\'f )
Notifikuojangios jstaigos ID Nr. 0044 (’ /AR

Patvirtinta \“r‘\’_g _‘_EL/”’ %
PripaZinta
ZLG, ZLS: www.zle.de
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To whom it may concern,

LETTER OF AUTHORIZATION

Smith&Nephew Orthopaedics AG declare that:

OSTECA, UAB
Alytaus st. 18
Kiaipeda

Lithuania

vy siniili-nephew com

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

Magdalena Rajkowska
Key Account Manager
CEE, Greace & Israel Distribuiors
ENDO  Advanced Surgical Devices |

ENAL T2 GV SH

[AlS

dsmiin-nennew.oom

M +48 662 150 045
T/F +41 417663913
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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 INSTITUCIIOMS

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 Tozz vardu

Smith & Nephew

Magdalena Rajkovska

Svarbiy klienty vadovas

Centrinei ir Ryty Europai, Graikijai ir Israclio distributoriams
ENDO/pazangiis chirurginiai jrengimai

magdalena.raikowska@smith—nephew.com

M +48 662 150 045
F+ 41417663913
www.smith-nephew.com




AT DA N

E@ @@ﬁﬂi{@ai@ Product Service

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices {MDD), Annex Ul excluding (4}
{Devices in Class Ha, Ib or I

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 Orthopaadics AG
Dammweg 39, 5001 Aarau, SWITZERLAND

Smith & Nephew Manufacturing AG
Schachenallee 28, 5001 Aarau, SWITZERLAND

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

Product Orthopaedic implants and
Cai:egory(ies): Instruments for surgleal interventions

The Certification Body of TUV SUD Product Service GrbH 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 i, This
quality assurance system conforms to the requirements of this Directive and s subject to
periodical surveillance. For markeling of class lIl devices an additional Annex I {4) cerlificate is
mandatory. See also notes overleaf.

Report No.: 713048021
Valid from: 2014-09-214
Valid until: 2019-08-20

Hans-Heiner Junker

Date, 2014-09-10

TOV SUD Product Service GmbH is Notified Body with idenlification no, 0123 J

Page 1 of 1
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Vertimas i§ angly kalbos

EC Sertifikatas TUV
Visisko kokybes uZtikrinimo sistema

(Direktyvos 93/42/EEC medicininéms priemonéms (MMD), II Priedas (i3skyrus 4)

(Prietaisai Klasé Ila, ITb ir IIT)

Nr. G1 14 08 65535 101

Gamintojas: Smith & Nephew, Orthopaedics AG
Obemeuhofstrasse 10d
6340 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, Orthopaedics AG
Dammweg 39, 5001 Aarau, Sveicarija

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

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

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

Sertifikavimo tarnyba TUV SUD Products GmbH pareisSkia, kad auk3Giau minétas gamintojas yra
idieges kokybés uztikrinimo sistema,

apimantia produkty kiirima, gamybg ir galutinj produkty / produkty grupiy patikrinima

pagal Direktyvos 93/42/EEC medicininéms priemonéms, II Priedo, 3 dalj. Si kokybés utikrinimo
sistema atitinka Direktyvos nuostatas ir yra nuolatinés prieZitiros objektas. I klasés produkty
rinkodarai biitinas papildomas sertifikato priedas 11.4. Taip pat Zr. pastabas kitoje puséje.

Ataskaitos Nr. 713048021

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

A VY. vadybininké g
P ﬁiagfgi§:®j deta Raklevidie /
Data: 2014-09-10 Hans-Heéiner Junker

TUV SUD Product Service GmbH yra notifikavimo tarnyba ( identifikavimo Nr. 01

pagal Tarybos
Direktyva 93/42/EEC dél medicininiy priemoniy.

Lapas 1§ 1



