


Vertimas i3 angly kalbos

BHH MIKROMED

[GALIOJNIMAS

BHH Mikromed Sp. z o.0., registruota adresu Katowickos g. 11, 42-530 Dgbrowa Gornicza,
Lenkija, tel.: +48-32-262-52-85, fax: +48-32-264-68-85, internetinis tinklapis: www.mikromed.pl,
el. pastas: info@mikromed.pl patvirtina DRE DESIGN & CONSULTING UAB, jmonés kodas:
302777591, PVM mokétojo kodas: LT100007329412, registruota adresu Parko g. 41, Zeigiy k.,
L T-92380 Klaipeéda, Lietuva, tel.: 00370-6-99-63-451, internetinis tinklapis: www.dre-design.lt, el.
paStas: info@dre-design.li, atstovaujamg Romo Daugnoros, kaip misy vienintelj, i§skirtinj atstova
paskirstymui, reklamai, deryboms, pasitlymy kainy tvirtinimui/nustatymui, uZsakymy priémimu ir
ivykdymu, visos produkcijos pristatymui ir aptarnavimui Lietuvos, Latvijos ir Baltarusijos
teritorijoje.

Sis susitarimas isigatioja nuo 2015-12-17 dienos ir licka galioti 1 mety laikotarpiui. Susitarimas gali
biiti nutrauktas bet kurios 3alies iniciatyva, pranesus apie tai prie§ 2 (du) ménesius arba i§ karto,
nesuteikiant jokiy teisiy j galimg kompensacija, esant sekantiems atvejams:

1. Pagal abiejy Saliy ketinimy deklaracija;

2. Kai kuri nors Salis tampa nemoki arba pradeda likvidavimo procediras ir t.t.;

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

4. Jei to reikalayjama pagal jstatyma.

Jei bendradarbiavimo rezuitatai tenkina abi Salis, Sis jgalioiimas gali bliti pratgsiamas naujam
laikotarpiui.

Dgbrowa Gornicza, 2015 m. gruodzie 17 d.

Lauciano Danti
BHH Mikromed Sp. z 0.0. Prezidentas




UAB ,DRE deslgr & consuiting” Adresas: Parko g. 41, Zelgly «un. dr @dre-destgn.lt www.dre-design.it

? i MEB IEAL {monés kodas: 302 777 591 Klaipédos raj. Sav,, LT- 92380 A5 1T 547 300 010 138 205 363
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Kiaipeda

20151217

IGALIOIIMAS

UAB ,DRE DESIGN & CGNSL_J.LTING“ — oficialus Lenkijos kompanijos ,MIKROMED BHH atstovas Lietuvoje
igalioja UAB , OSTECA”, [nmonés kodas: 300871049, atstovauti minétg gamintoja Lietuvos Respublikos
gydymo jstaigose bei dalyvauti jy vykdomuose viedyjy pirkimuy konkursuose,

$is jgalicjimas galioja Iki 2016 m. gruod¥io 31 d.

UAB ,DRE Design & Consulting” direktorius

1

Romas Daugnora ¢

Priedas:Radte minimy g i




EC Certificate
Directive 93/42/EEC Annex |l, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60104808 0001
Report No.: 26300301 001

Manufacturer:  BHH Mikromed Sp. z 0.0.
a ul. Katowicka 11
42-530 Dabrowa Gornicza

Poland
Products: - Bee attachment for products included Komiia %ﬁwﬁ
. H
.
J
..J/
Exptry Date T020-10-01

i The Notified Body hereby. deciares that the. requiremants of Arthex H, exclud 1 ectnon 4 ‘of the directive
| 93/42/EEC have been met for the listed products. The above named manufacmrar has estabi:shed

| and applies a quality assurance system,; which is subjett to periodic surveiliarce, defined by v Annex I,

. section 5 of the aforementioned directive. For placing onthe market of class it devices {:Q\rered by
this certificate an EC design-examination certificate according to Annex Hi, section 418 required.

o

S WA
: Notified Body ey
Etfective Date: 2015-10-02 : f‘*

7
( »/W’;JV(”"‘/ ’/"’W]\w?

Sebastian Mniszek.

Date: 2015-10-0G2

TUV Rheinland LGA Products GmbH - Tillystrae 2 - 90431 Nurnbe;—g

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197,




TUVRhemiand

At o oo

_TUV-Rheinland _ poc. 1/3, Rev. ©
LGA Products GmbH
TillystraBe 2, 20431 Niirnberg

Aftachment to
Certificate

- Registration No.: HD 60104808 0001
Report No.: 26300301 001
Manufacturer: BHH Mikromed Sp. z.0.0.

ul. Katowicka 11
42.530 Dabrowa Gornicza
Poland =

Produets included;

» Non-sterile bone gcorews
- Non-sterile locking bone screws
~ Nan-gterile bone plates
- Nen-gtevile locking bhone platc&
- Neon-sterile bene wires
-~ Non-stérile bone nails
~ Noh-gterile. bone ping
- Non-sterile external fixators
- Non-sterile washars .
o Nenegteride dmplants for inbramédullary £ixation
- Non-steérile bone drills
- Non-sterile bone screw taps
~ MHon-gterile bone cutters
- Non-sterile bone auntomatic soyewdrivers

Notified Body
wy

. £
N # %%
B2 tases f fomteren TR
A

Fs .
‘Sebastian Mniszek

Date: 2045-10-02




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

Medicinos Prietaisams
Registracijos Nr.: HD 60104808 0001

Ataskaitos Nr.: 26300301 061

Gamintojas;

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

42-530 Dabrowa Gornicza
Lenkija

Produktai: ziGreti priede
Galioja iki: 2020 10 01

Notifikavimo tarnyba tokiu badu tvirtina, kad auks¢iau minéta jmoné¢ yra jdiegusi ir
palaiko kokybés valdymo sistema bei atitinka reikalavimus pagal direktyvos 93/42/EEC
prieda 11, Sskyrus 4 punkts. AukS¢iau nurodytas gamintojas naudoja kokybés uZtikrinimo
sistema, kuri atitinka Priedo I1, 5 punkto direktyvas. Norédami rinkcje parduoti ITI klasés

produktus, reikia paZyméjimo priedo I, 4 punkto atitikimo.
I8leidimo data: 2015 10 02

Data: 2015 1002

Sertifikuota jstaiga

Sebastian Mniszek

TUV Rheinland LGA Products GmbH — Tillystrase 2 — 90431 Niurnbergas

Notifikuota Nr. 0197. EC komisijos




TUYV Rheinland
LGA Products GmbH
Tillystrase 2, 90431 Niurnbergas

Pazyméjime Priera%as

Registracijos nr, HD 60104808 0001
Ataskaitos nr. 26300301 001
Kompanija:

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

42-530 Dgbrowa Gornicza
Lenkija

Produktai;

- Nesterilds kauly sraigfai
- Nesterils uzrakinami kauly sraigtai
- Nesterilios plokitelés kaulams
Nesteriligs uZrakinamos plokételés kaulams
- Nesterilios kaulinés vielos
- Nesterilios kauly vinys

- Nesterilis iSorinés fiksacijos aparatai

- Nesterilios poverilés

- Nesterills implantai intramedulinei fiksacijal
- Nesterills kauly graftai

- Nesterilus sriegikliai kauly sraigtams

- Nesterilios kauly Znyplés

- Nesterillis automatiniai atsuktuvat

Data: 2015 10 02

Sertifikuota jstaiga

Sebastian Mniszek




w BN SO 13485 15-122 Biatystol, . Waska 59
Tel. Cenfrala: 85 GE32-344
ol Dzial Sprzedazy; 85 6632-999

. N P i
TR e Ny, Fax: 85 6032-622
Ll L S o a-mai: bighmedgal conp

W, medgal con g

~ EMAS0 007

- Zhak Zgodnosei CE

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 Sp. 2 0.0, _
75 PREZES,.
/f’ - ,’f_.____/-"./

/lf,- P v T T e,

),,Urszula Borow;;kga-SkaFg%jéi{a

MEDGATL <. z 00,
ul, Waska 59, 15-122 Bialystok
tel, +48 8BS 0632 344
fax 18 85 6632 622
REGON 200737591, NIP 5423227877




-  ENISG 13485
- ENISO 9001
«  Atitikties Jenklas CE

UAB ,,OSTECA*
Klaipédos g. 76,
Kretinga

Lietuva

Tai kam tai gali bilti aktualu,

IGALIOJIMAS
Tai patvitinta, kad

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

Vertimas i§ angly kalbos

MEDGAL

15-122 Bialystokas, gatve Waska 59
Tel. centrinis; 85 6632-344

Tel. pardavimai; §5 6632-999

Fax: 85 6632-622

e-nail: b]@medgal.com.pl
www.medpgal.com.pl

Bialystokas, 14.07.2014

yra jgaliotas ir turi i$imtine teise, platinti Medgal produkeija : osteosintezés
implantai, klubo sgnario protezai, jrankiai. instrumentai ir kita 0amybd 1Sskirtinémis

teisémis Lietuvos rinkoje iki tolesnio pranedimo.

14.07.2014




EC Certificate
Directive 93/42/EEC Annex I, exciuding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60101841 0001
Report No.: 26300276 001

Manufacturer; MEDGAL Sp. z 0.0. M i g r
Ul. Waska 5¢ "
15-122 Bialystok
Poland

Products: {see attachment for products and additional sites included)

Replaces EC Certificate, Registration No.: D 60086220 0001

Expiry Date: 2020-06-01

The Notifled Body hereby declares that the requirements of Annex l, exciuding 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 surveiilance, defined by Annex I,
section § of the aforementioned directive. For placing on the market of class lll devices covered by

this certificate an EC deslgn-examination certificate according to Annex li, section 4 is required.

Effactive Date: 2015-06-08

Date; 2015-08-08

TUV Rheinland LGA Products GmbH is a Notiffed Body according to Dirgctive 93/42/FEC
concerning madical devices with the identification number 0197,




@?’Iwﬁ@ﬁ&
. @
TUVRheiniand

TUV Rheinland s M/ Rev. o
LGA Products Gmbl
Tillystralle 2, 90431 Niirnberg

Attachiment to

Certificate

Registration No.: HD 60101841 0001

Report No.: 26300276 001

Manufacturer: MEDGAL Sp. z o.0.
Ul. Waska 58
15-122 Bialystok
Poland

Froducts included:

- Bone nails and sterile bone nails

- Fixation device, internal, wires

- Bterile fixation device, internal, wires

- Bone pins and sterile bone ping

- Bone staples and sterile bone staples

- Bone gcrews and sterile bone screws

- Fixation device, internal, washers

- Sterile fixation device, internal, washers

- Beone plates and sterile bone plates

- Fixation device, intermal, hip, plate, compression

- Sterile fixation device, internal, hip, plate, compression

- Fixation device, maxillofacial plates

- Sterile fixation device, maxillofacial plates

- Modular hemi hip joint prostheses

- Sterile modular hemi hip joint prostheses

- Orthopaedic surgical instruments connected to active
medical devices

Date: 2015-06-08




"_4 R ®
TUVRheinland

TUV Rheinfand Doc- 2/2, Rev. 0
LGA Products GmbH
Tillystrafle 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HD 60101841 0001

Report No.: 26300276 001

Manufacturer: MEDGAL Sp. z 0.0. F\
Ul Waska 59 A
16-122 Bialystok )
Poland ;

Additional sgite:

MEDGAL Sp. z o.o.
ul. Niewodnicka 262
16-001 Keiezyne
Poland

Design and development, production of non-~active
orthopaedic implante and non-active surgical instruments

Notified Body

éU; Ef-u %\helmaﬁd
Date: 2015-06-08 T —/

| "
Macie] Sciera| ;b;% .




EC pazyméjimas
Direktyva 93/42/EEC Priedas II, Punktas 4
Pilna Kokybés Uztikrinimo Sistema

Medicinos Prietaisams
Registracijos Nr.: HD 60101841 0001

Ataskaitos Nr.: 26300276 001

Gamintojas: MEDGAL Sp. Z o.0.
Waska g. 59
15-122 Bialystokas

Lenkija
Produktai: (Zidréti priede), atitinka EC pazyméjima. Registracijos Nr. HD 60086320 0001
Galioja iki: 2020 06 01

Notifikavimo tarnyba tokiu biidu tvirtina, kad aukséiau minéta imoné yra idiegusi ir
palaiko kokybés valdymo sistema bei atitinka reikalavimus pagal direktyvos priedg 11, 4
punkty. Auks&iau nurodytas gamintojas naudoja kokybés witikrinirno sistema, kuri
atitinka Priedo II, 5 punkto direktyvas. Norédami rinkoje parduoti 1II klasés produktus,

reikia paZyméjimo priedo I, 4 punkto atitikimo.
ESleidimo data: 2015 06 08
Data: 2015 06 08

Sertifikuota jstaiga

Maciej Sciera
TUV Rheinland LGA Products GmbH - Tillystrabe 2 — 90431 Niurnbergas

Notifikuota Nr. 0197. EC komisijos



TUV Rheinland
LGA Products GmbH
Tillystrabe 2, 90431 Niumbergas

Pazyméjimo Prierasas

Registracijos nr. SY 60101843 0001
Ataskaitos nr. 26300276 001
Kompanija: MEDGAL Sp. Z o.0.

UL Waska 59

15-122 Bialystok
Lenkija

Produktai:

Kauly vinys ir sterilios kauly vinys
- Fiksavimo prietaisai, vidiniai, vielos
- Sterilus fiksavimo prietaisai, vidiniai, vielos
- Kauly kaisiai ir sterilds kauly kaisciai
- Kauhy sraigtai ir sterilgs kauly sraigtai
Kauly kabés ir sterilios kauly kabés
- Sterilis fiksavimo prietaisai, vidiniai, poveriles
- Kauly plokstelés ir sterilios kauly plok3telés
- Fiksacijos prietaisas, vidinis, klubo, piokstelés, kompresinés
- Sterilus fiksacijos prietaisas, vidinis, klubo, plokstelés, kompresinés
- Fiksavimo prietaisai, veldo ir Zandikauliy plokstelés
- Sterilds Fiksavimo prietaisai, veido ir zandikauliy plok3telés
- Moduliniai hemi kiubo sgnario protezai
SterilGs modulinial hemi klubo sgnario protezai

Ortopediniai chirurginiai instrumentai, susije su aktyviais mediciniains jrenginiais

Data: 201506 08

Sertifikuota jstaiga




Maciej Sciera

TUV Rheinland
LGA Products GmbH
Tillystrabe 2, 90431 Niumbergas

Pazymeéjimo prierasas

Registracijos nr. HD 606101841 0001

Ataskaitos nr. 26300276 001
Kompanija: MEDGAL Sp. Z o.0.
Waska g. 59

15-122 Bialystokas
Lenkija

Papildoma vieta
MEDGAL Sp. Z o .0.
Niewodnicka g. 26A

Lenkija

Ortopediniy, funkciniy implanty, chirurginiy instrumenty dizainas, vystymas, gamyba ir

paskirstymas

Data: 2015 06 08
Sertifikuota jstaiga

Maciej Sciera




Integra LifeSciences Services :
fnmeuble Sequoia 2 . '
97 ailée Alexandrz Borodine N Bl el

£9800 Saint Priest — France | Ve ?E éi 1
Telephone; 33 (0° 4 37 47 59 50 ' LAY r
Fax: 33 (0) 4 37 47 56 25 '
Email csemea@integralife.com

EIT BNRCERTAEY

Lyon, (2.07.2014

OSTECA, UAB
Klaipedos str. 76
Kretinga
LITHUANIA -

TO WHOM IT MAY CONCERN

LETTER OF AUTHORIZATION
Herewlth we certify that

OSTECA, UAB
Klaipedos str. 76,
Kretinga
LITHUANIA

is our pointed exclusive distributor fo represent and sell our manufactured osteosynthesis implants,
tools, instruments and other production in the Lithuanian market u_nti.lfuﬂhe;___motice.

02.07.2014
Sophie Demounem s hans ie\ e ed
International Sales Manager SRR,

Extremity Reconstruction . N
Europe, Middle-East, Africa i Wy




Vertimas 1§ angly kalbos

Lionas, 02.07.2014

UAB ,,OSTECA*
Klaipedos g. 76,
Kretinga

Lietuva

TAM, KAM TAI GALI BUTI AKTUALU

IGALIOJIMAS
Siuo patvirtiname, kad

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

Yra paZymimas kaip i8skirtinis miisy gaminamy osteosintezés implanty, jrankiy,
instrurnenty ir kitos produkcijos atstovas ir platintojas Lietuvos rinkoje iki tolesnio
pranesimo,

02.07.2014

Sophie Demounem

Tarptautiniy pardavimy vadybininke
Galtiniy rekonstrukcija

Europa, Vidurinieji Rytai, Afrika
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Directive 93/42/EEC

or matical devices, Annex H [sachuding Section &)

Mrective 93/42/CEE

Dispasitifs médicaus, Annexe i {section 4 excluel

Fas sl G BRI Po oy preasell Lulvania

The soops of registtalion appests on page 2 of this certificats,

L e domaing de cerlification spparalt en page 2 de e sertifiost,

Mhis cortificatn & vadid from 14 June 2093 untl 13 June 2098 ang

remaing vatid sublect b satstactory surveillance audits,

Re cartification sudi? dug before 13 Jure 2016

msue 20, Cerlified since 20 September 2005

i@ certificat est valable du 14 juin 2013 au 13 juin 2018

otresie valive jusqu's décision sabsfaisants & lssue des audits de subi,
La date de ranouvellament doit avolr leu avant 13 jun 2013

Vargion 20, Carlifid depuls 20 septembre 20048
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&0 Corliicaie Full Quality Assurance System; 71 201360, continuadfus

v

Directive 93442/

on medicat dovices, Annex § {excluding section 4)

Wirective 93142/

disnositife medicau, Annexe I zection 4 excius)

isste f Varsion 24

“italied scopeToming Jdadivita gtz

Warte Joint Frogthests for Mndfoot, midfoost and forefoot.
Shorile and non sterile Usteosynthesls implanis for axtremities

BTG,

Sherlie nd now stenle swlure fixation system (for tendon repair),
Steviie and non stevile Orthopaedic instrumentation devices for
attachiment i active devices.

Blarlte and non sterile mplaniable devices for gsteosyningsis, plates,
sorews, look soraws”

Frotheses articulaires siériles pour Pariére, le médio of Pavant pied,
inplants 0°Ostgosynthase stiriles of non stériles pour ta chirurgle des

axtremitey,
Bysteme da fation pour suture (réparstion de tendon) stérile ot non
stdrile.

ingtrienends orthopédiauas stériles ot non stériles destings & Mre
sonnechis 4 des dispositiie actife, implants dostéosynthdse | plagues,
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EC sertifikavimo sistema pilnam kokybés uZtikrinimui: 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 keip atitinkanti reikalavimus

Direktyva 93/42/EEC medicinos prietaisams, Priedas Nr. 11 (iSskyrus 4 skirsnj)
Toliau sekantiems produktams

Registracijos apimtis yra pateikiama antrajame $io sertifikato puslapyje.

Sis sertifikatas galioja nuo 2013 m. birzelio 14 d. iki 2018 m. birzelio 13 d. i licka galioti, jei
patenkinamos prieZiiros audito salygos.

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

Leidimas Nr. 20. I§duodamas nuo 2000 m. rugséjo 20 d.

Sertifikavimas remiasi ataskaitomis Nr. FR/MD 09169

Patvirtinta

SGS United Kingdom Lté notifikuotoji jstaiga 0120

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

0. SGSCEO010311 M2FR

Puslapis 1 1§ 2




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

NEWDEAL SAS
INTEGRA
LifeSciences Group

Kompanija

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

Leidimas Nr. 20

Detalizuota apimtis

Steriliis priekinés, vidurinés, uzpakalinés pédos sanariy protezai.

Steriliis ir nesteriliis osteosintezés implantai galiiniy operacijoms.

Sterili ir nesterili siuvimo fiksacijos sistema (sausgysliy gydymui)

Steriliis ir nesteriliis ortopediniai prietaisai, jungiami prie kitos jrangos.

Sterilios ir nesterilios implantuojamos osteosintezés priemonés, plok3telés, sraiktai,
rakinami sraigtai.

Norint pateikti i rinka III klasés prietaisus ir priemones, minimas Siame sertifikate, privalomas
EC dizaino patikrinimo sertifikatas pagal Prieda Nr. 1L (4 skyrius).

Puslapis 21§ 2




integra LifeSciences Services
immelble Sequgia 2

87 allée Alexandre Borodine
52800 Saint Priest — France
Teisphone: 33 () 4 37 47 58 50 " W R s Sanl BORAE R
Fax: 33 (0) 4 37 47 63 25 PRSI, - |
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.

3

Sophie Demounem
International Sales Manager
Extremity Reconstruction
Europe, Middie-East, Africa




Vertimas 1§ angly kalbos

Lionas, 11.10.2013

UAB ,,OSTECA“
Klaipédos g. 76,
Kretinga

Lictuva

TAM, KAM TAI GALI BUTI AKTUALU

PATVIRTINIMAS

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

Sophie Demounem

Tarptautiniy pardavimy vadybininké
Galiniy rekonstrukcija

Europa, Vidurinieji Rytai, Afrika




Sraith & Naphaw Orthopaedics AG T -41 7972073 11 Vil sy
Gbemeuhcfstrasse 10 Co e S

G340 Baar

MRS DDy, Sl
Switzseland

Data:

15/12/2015

To whorm may it concern,
LETTER OF AUTHORIZATION

Smith & Nephew Orthopaedics AG declare that:

OSTECA, UAB
Alytaus st.18
Klaipeda
Lithuania

ls authorized o distribute Smith&Nephew Endoscopy and Smith&Nephew
Orthopedics products in the Lithuanian market.

This letter is valid until 30.03.2018

On behalf of:

Alessandro Tozzi

General Manager

Eastern Europe & Distributors

Marta Ryriska

farte
Merkeling Coordinater

Eastern Europe & Distribton:
SportsMad Advanceg
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Smith&Nephew Orthopaedics AG T+417972073 11
Oberneuhofstr. 10D

6340 Baar www.similih-nephew com
Switzerland

2015 m. gruodzio 15 d.
KOMPETENTINGOMS INSTITUCIIOMS

JIGALIOJIMAS

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 2016.03.30

Generalinio Direktoriaus Ryty Europai ir Distributoriams
Alessandro Tozzi vardu

Marta Rynska

Marketingo koordinatoré

Ryty Europai ir Distributoriams

Sporto medicina/paZangiis chirurginiai jrengimai
M +48 735 915 674

R
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EC Certificate - Full Quality Assurance System

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

No. CE 506114

Issued To: Smith & Nephew Inc.
Endoscopy Division
150 Minuteman Road [
Andover
Massachusetts
01810-1031
USA

In respact of:

Design, development and manufacture of absorbable and non-absorbable
orthopedic implants, absorbable matrices to support bone and cartilage,
medical video systems, high frequency surgical equipment, sterile tube
sets, surgical instruments and related accessories for the following
minimally invasive and reconstructive surgery areas: arthroscopy,
laparoscopy, operative hysteroscopy, spinal surgery and peripheral
vascular surgery

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 récuirements of the directive. foE:
the placing on the market of class 1T products an Annex 11 saction 4 certificate is required, IR

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

ﬁé@W(

Pietro Foschi - Strategic Delivery Director

First Issued: 30 June 2006 Date: 13 February 2015 Expiry Date: 20 February 2020
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EC SERTIFIKATAS- PILNAS KOKYBES UZTIKRINIMAS
Direktyvos 93/42/EEC Medicinos Iranga, Priedas II i§skyrus 4 skytiy
Nr, CE 506114

Suteiktas: Smith&Nephew Ine.
Endescopy Division
150 Minuteman Road
Andover
Massachusetts
01810-1031
JAV

iskaitant:

projektavima, vystymg ir gamybg o
besirezorbuojanéiy ir nesirezorbuojanéiy ortopediniy implantay, besirezorfiu‘ojapéios mafricos
kaulams ir kremzléms, medicininiy video sistemy, auksto daznio chirurginés jranges; sferil
vamzdeliy rinkiniy, chirurginiy instrumenty ir susijusiy priedy fioms minimalios
rekonstrukcinés chirurgijos sritims: artroskopijai, laparaskopijai, operacinei hysteroskopijai,
stubure chirurgijai ir periferinei kraujagysliy chirurgijai

Remiantis miisy bandymais, atliktais produkto kokybés uZtikrinimui, remiantis Tarybos direktyva
93/42/EEC, priedas IT i$skyrus 4 skyriy. Produkto kokybés uitikrinimo sistema atitinka direktyvos
reikalavimus. Norint platinti 1[I klasés produlktus, reikalingas priedo I 4 skyrius.

BSI vardu, notifikuotoji istaiga patvirtina auk$¢iau minéty direktyva (Notifikuotosios jstaigos
numeris 0086):

Pietro Foshi — strategijos pristatymo direktorius

Pirmas leidimas: 2006 birzelio 30 d. Data: 2615 vasario 13 d.

Galioja iki: 2020 vasario 20 d.

Siv patyméiimo galiojimas yra satvainis, kol kokybés sistermos pricZitra atitinka direktyva, jeigu yra laikomasi Notified Body (notifikuotos jstaigos)
reikadaviny, Sis patvirtinimas negalioja, Jeigu produktai yra pagamint trefios Salies. Nebent yra B3] sutikimas.
PaZyméiimas buvo sudarytas elekironiniu biicy ir tai riboja sutariies sglygas,

informacifa ir kontaktal: BSE, Kitemark Coutt, Davy aléja, Knowhill, Milton Kevness MK5 8BP. Tel, <44 8435 080 900
B3I Assurance UK Limited, registruota Anglyoje po 7805321 numeriy, 389 Chiswich greitkelyie, Londonas W4 4AL, UK,
BSI kompaniju erupés narys.




Auxein
Medical

AUXEIN MEDICAL

t03, Flrst Floor Jyotl Bhawan Commeroial Compiex Behind Batrz Cinama, Or Mukherles Nagar New D T
' . Y einl 110008, IND) P A81-011.
7651341 Fax: +91.011-27651344 _ o ¢ A Tol; +81-011

Emall Info@auxelnmedioal.com Website: Yvv.auxelnmedical.oom

JAB “OSTECA”
Jthuania
\ivtaus ¢. 18
daipeda

Issued in Ziin, on 12 February 2015

LETTER OF AUQTH ORIZATION

iVe hereby certify that UAB OSTECA / Lithyania is the sxclusive approved agent for
Auxein Medica! in the market of Lithuania,

UAB OSTECA / Lithuania is authorized to sél alf proguts and other appliances
manufactured by our company in Lithuania. | _

General m naé\ﬁr\&} %
-
A

Latif Murat iy




Vertimas i§ angiy kalbos

Auxen Medica|

lss;ued inZlin, on 12 February 2015

UAB “OSTECA" _'
Alytaus ¢.18 '
Klaipédg

Lietuva

IGALIOJIMAS

Tal kam gali bati svar-bu

Mes tokiu bduy pazymime, jog UAR "Osteca”, Kieéiipéda, Lietuva, yra misy
pardavéjas, iskirtinis atstovas Lietuvos rinkai,

UAB "Osteca” yra [galiota pardavinat visa, mquikompanfjos gaminamg
produkceijg ir kitus priedus Lietuvoje, :

AUXEIN MEDICAL




DNV BUSESS ASSURANCE

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

Certificate No. 4825-2014-CE-IND-NA

This is to certify that the Quality Management Sysiem of

Auxein Medical Private Limited

Plot No. 169, Secgtor-57, Phase-1V, Kundli Industrial Area,
Sonepat — 131 028, Haryana, India.
Jor design, production and final product inspection/testing of

Orthopaedic Implants & External Fixators

has been assessed with respect to
the conformity assessment procedure described in Article 11.3.a and Annex Il excluding section 4
(Module H} of Council Directive 93/42/EEC on Medical Devices, as amended, and found to comply

Further details are given overleaf

Havik, 23 October 2014 ‘;&zﬂ 23 Octo

Place and dare: i This Certificale is valid until:
er 2019

For DET NORSKE VERITAS CERTIFICATION AS

NORWAY N S
haop ooz DU
Mariann Jeremiassen Notified Body No.: “.7 7+ "Aud Leken Eiklid
Certification Manager 0434 Technical Reviewer




Vertimas i angly kalbos

DNV BUSINESS ASSURANCE
EC SERTIFIKATAS - VISISKO KOKYBES ATITIKIMO SISTEMA

Sertifikato Nr. 4825-2014-CL-IND-NA
Siuo pazymima, kad

Auxein Medical Private Limited
Plot Nr. 169, Secgtor-57, Phase-1V, Kundli Industrial Area, Sonepat ~ 131 028, Haryana, Indija

Ortopediniy implanty ir iSoriniy fiksatoriy

Dizaino, gamybos ir galutinio produkty tikrinimo/testavimo Kokybés valdymo sistema buvo
jvertinta,
atsiZzvelgiant |
atitikties jvertinimo procediiras, apra§ytas Tarybos Direktyvos 93/42/EEC Medicinos prietaisy
Straipsnyje 11.3.a ir Priede Nr. 11, i8skyrus 4 dalj (Modulis H) su pakeitimais ir nustatyta, kad jas

atitinka
Vieta ir data Sis sertifikatas galioja iki
Hovik, 2014m. spalic men. 23 d. 2019 m. spalio mén. 23 d.
DET NORSKE VERITAS CERTIFICATION
AS
Norvegija
Mariann Jeremiassen Aud Loken Fiklid
Sertifikavimo vadove Techninis recenzentas

Notifikuojanti jstaiga Nr.:
0434




o produgts and.authorize UAB ,Osteca” for the above mentioned products fo fulfi
the ‘obligations tesulling from the contract of supply, conceming the setup,
. maintgining sefvices and fechnical assistance.

To whom it may concern

Date
22.12.2015

AUTHORIZATION
FOR DISTRIBUTORSHIP

We, Kénigsee Implantate GmbH, as the manufecturer of medical devices with

the production facilities located in OT Aschau, Am Sand 4, 07426 Allendorf,
Germany, hereby authorize

UAB ,Csteca”
Danés g. 47
LT-92108 Klaipéda
Lietuva

as our REPRESENTATIVE AND DISTRIBUTOR in lithuania for delivering the
above-mentioned products.

By this present declaration we guarantee. the quality and the performances of our

The Authorization for distribution between our companies is valid until
31 December 2016

Konigsee impiqn%qj_e_ GmbH L




Vertimas i§ angly kalhos

Konigsee Implantate

Konigsee Implantate GmbH
OT Achau-Am Sand 4

0-07426 Allendorf

TEEL +49 36738 493-0
FAX +49 36732 498-19

info@mkoenigsee-implantate.de

www koenigsea-tmplantate.de
22.12. 2015

Tam kam tai svatbu,
ATSTOVAVIMO LAISKAS

Mes, Konigsee Implantate GmbH, kaip medicininiy gaminiy gamintojas, jsiktires OT" Aschau, Am
Sand 4, 07426 Allendorf, Vokietija siuo tvirtiname, kad:

UAB Osteca
Danés 47
L.1T-92108 Klaipéda

Lietuva

kaip musy ATSTOVAS IR PLATINTOJAS Lietuvoje platinantis auksdéizu minimus gaminius.

suteikiame galiojima UAB Osteca aukséiau minimiems gaminiamsg;

pasitasytus sutartyse, serviso praktikoje ir techniniame setvise.
igaliotas atstovavimas tarp musy korapanijy galioja ki 31.12.201
Konigsee Implantate GrabH

/parasas/

L.cp. Jorg Langhetrich

Teisininkas




EC Certificate TUV

Directive 93/42/EEC Annex il, excluding Section 4
Full Quality Assurance System

 Medical Devices

Registration No.: HD 60097612 0001

Report No.: 212279156 001
Manufacturer: Kénigsee Implantate GmbH

Am Sand 4

07426 Alendorf

Deutschliand

Products: Non-active orthopaedic implants
Non-active orthopaedic instruments

(see attachment for products incléde:

Expiry Date: 2020-04-22

The Notified Body hereby declaves that the requirements of Annex Ii, 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 guality assurance system, which is subject to periodic surveiliance, defined by Annex U,
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, section 4 is required

Notified Body
Effective Date: 2015-04-23

. i by iy .
Date: 2015-04-23 A A L S N,
Dr. K. Kluge

TUV Rheinland LGA Products GmbH - Tillystralie 2 - 8043171 Nirnberg

TV Rheinland LGA Products GmbH is a Motified Body according to Directive 93/42/EEC
concesning madical devices with the identificaton number 0197,




.- &
T Rheinland

TUV Rhﬁiniaﬁd Doc. 1/2, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HD 60097612 0001
Report Mo.: 21227915 001
Manufacturer: Kénigsee implantate GmbH

Am Sand 4
(07428 Allendorf
Peutschiand

Products incluaded:

- Orthopaedic fixation plate

- Orthopaedic bone screw

- Orthopaedic bone pin

- Orthopaedic bone wire

-~ Bone staple

- Orthopaedic hone washer

- Hip internal fixation system
- Spinal internal fixation systemn
- Metallic spinal fusion cage
- Interlocking nail

- Cerclage wire, cable

- Orthopaedic Instrument

MNotified Body

r.

B, Hluge




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

Medicinos Prietaisams

Registracijos Nr.: HD 60097612 0001

Ataskaitos Nr.: 21227915 001

Gamintojas: Konigsee Implantate GmbH
Am Sand 4
07426 Allendorf
Vokietija

Produktai: Neaktyviis ortopediniai implantai, Neaktyviis ortopediniai instrumentai (Zifiréti
priede)

Galioja iki: 2020 04 22

Notifikavimo tarnyba tokiu biidu tvirtina, kad auks¢iau minéta imoné yra jdiegusi ir
palaiko kokybés valdymo sistema bei atitinka reikalavimus pagal divektyvos priedg II,
isskyrus 4 punkty. Auk$¢iau nurodytas gamintojas naudoja kokybés uztikrinimo sistems,
kuri atitinka Priedo II, 5 punkto direktyvas. Norédami rinkoje parduoti ITI klasés

produktus, reikia paZyméjimo priedo I, 4 punkto atitikimo.
ISleidimo data: 2015 04 23
Data: 2015 04 23

Sertifikuota jstaiga
Dr. K. Kluge

TUV Rheinland LGA Products GmbH — Tillystrabe 2 — 90431 Niurnbergas

Notifikuota Nr. 0197. EC komisijos



TUV Rheinland
LGA Products GmbH
Tillystrabe 2, 90431 Niumbergas

Pazyméjimo Prierasas

Registracijos nr. SY 60097612 0001
Ataskaitos nr. 21227915 001
Kompanija: Konigsee Implantate GmbH
Am Sand 4
07426 Allendorf
VYokietija
Produktai:

- Ortopedinés fiksavimo plokstelés
- Qritopediniai kauly sraigtai
- Ortopediniai kauly kai3ciai
- Ortopediné kauly viela
Kauly kabes
- Ortopedinés kauly poverzlés
- Klubo vidinés fiksacijos sistema
- Stuburo vidinés fiksacijos sistema
- Metalinis stuburo siniezés narvelis
- Vinys vidinel kauly fiksacijal
- CerkliaZine viela

Ortopediniai instrumentai

Data; 201504 23

Sertifikuota jstaiga

Dr. K. Kluge




