?: BHH MIKROMED

AUTHORISATION-.Ll):jj':r;_?ERﬁ i

Hereby. BHH Mikromed Sp. z 6.0., having its reg:stered office: a"ul
Dabrowa Gémicza, Poland, tel:  +48-32-262-52-85, - fax: -+4!
www mikromed.pl, e-mail: nto@ggﬁcromed gl auﬂrmnse t’ﬁe 'I)RE,
UAB, Company code: 302777591, VAT code: LT 100007329412 havin
Parko s 41. Zeigiu k., LT-92380 Klaipeda, Lithuania, tel: 00370-6-99-63
design lt, e-mail: infoi@idre-design.lt in the person of Romas Daugnora, as our

distribute. promote. negotiate. bubmltfquotc for tenders, accept and executa orders-

service the whole range of products in the temtory of L:thuama Laivxa and;B""'

This appoinument becomes valid from 5.12.2014 and remaiﬁsgin'fun_‘;eﬂfd
be terminated by any of the parties upon giving of the 2 {i\irc)"mdnﬂls'éﬁt}:til
without any right to compensation in the following cases: '

I aceording to the declaration of intent by he both Parties;

2. when any Party becomeb insolvent or starts wmdma-up procedures, e‘tc R

3. when any of the Pames -ceases execution of any of its obhﬂahons hereunder'

4, if it’s required by the law

-

In case of satisfactory results at both parlie ihis’

thorizatiori can be renewied for ariothe

Dabrowa Gornicza, 5 December 201

BHH Mikromed 8p. z 0.0, ul. Katawicka 11, 42-636 Sa-brow- el
tel.+48 32 262—\;2 85, fax. +48 32 2%6865 j :




Vertimas i§ angly kalbos

BHH MIKROMED

IGALIOJIMAS

BHH Mikromed Sp. z o.0., registruota adresn Katowickos g 11, 42-530 Dabrowa 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, imonés kodas:
302777591, PVM mokstojo kodas: L.T100007329412, registruota adresu Parko g. 41, Zeighy 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 atstova paskirstymui,
reklamai, deryboms, pasifilymy kainy tvirtinimui/nustatymui, u¥sakymy priémimui ir ivykdymui,
visos produkeijos pristatymui ir aptarnavimui Lietuvos, Latvijos ir Baitarusijos teritorijoje.

Sis susitarimas Isigalioja nuo 2014-12-05 dienos ir lieka 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 galima kompensacija, esant sekantiems atvejams:

1. Pagal abiejy ¥aliy ketinimy deklaracijs;

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

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

4. Jei to reikalaujama pagal istatyma.

Jei bendradarbiavimo rezultatai tenkina abi Zalis, Sis igaliojimas gali biiti pratgsiamas naujam
faikotarpiui.

Dabrowa Gornicza, 2014 m, gruodzio 5 d.

Luciano Danti
BHH Mikromed Sp. z 0.0. Prezidentas




: ! DRE design & consulting, UAB Adresas: Parke g 41, 2elghy km, dre.Infarmacija@gmali.com
B H Imones kodas: 302777591 Kialpédos ra]. Sav., 1T-92380 As TB44040042501324548
i PVM kodas: LT100 007329 412 Tel.:+ 370888634 51 ONB banko Klaipados skyrlus

Klaipada
2014 12 08 d.

IGALIOSIMAS

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

$is jgaliojimas galioja iki 2015 m. Gruod¥io 31d.

Uab“DRE Design & Consulting” direktorius

Romas Daugnora ¢

Priedas:Radte minimy gani

Vadybinink
Eualdas Ro




Certyfikat WE / EC-Certificate

zgodny z 93/42/EWG Zalacznik Il z wylaczeniom punkts 4 7/
acc. 93/42/EEC Annex Ii without (4)

Ninlgjsaym zaéwiadpza sig, Ze ixma [ This cenifigs, that the company

BHH MIKROMED Sp. z 0.0.
UL Katowicka 11 '

42-530 Dabrowa Gérnicza
Poland

Dia wyrobéw / kategorli wyrobéw : tista wyrobsw patrz Zalgeznik-1
for the producis / product.category: List of producls sge annox 1

Impianty do osteosyntezy
implants for osteosynthesis

$osuje system zapewnionia jakodei w projekiawaniu, produkei | kontoli kocowe] wymienionych wWyrobbw zgodny Z
wymaganiami Zatgconika Il (2 wylgczenien sekgl 4} dyrekiywy S3424EWG. Dodatkowo, przy anaku CE misizostad
naniesiony numer idénlyfikacyjay jednostii riotyfikowene). Wasnose lego sertyfikaty zelezna jost od ulrzymania 'systemu
Zapevwnienia jekodei zgodiiego z wythaganiami dyrekiywy t [ogo nadzorawania preez Jednostke Notyfikewang 2godnio 2
Zalaczrikienm Il rozdzidl 5. Certyfiat wamade byé przenoszony pod 2adnym. warunkiem, .
Q ZwWrbcit uwage, e teksty cortyfikatdw tykow fezyku miemisckim lub angielskim sa prawnie wigigce,

has established 8 quality system for design, production and final testing acc. 1o the requirements of Annex I {without section 4)
ot the.directive 93/4EEG, Additions! o the CE-maérking the netificalion number of the Notilred Body has to bo affixed, The
validily of this certificale is based on the maintenance of the quality system in accordance with the requiremonils of the dirsctive
ad::wi!ils survsilfance by the Natified Body according Annex I seetion 5. The certificate may not be lransferred urider any

mstances. ' - : ' : .
Only Gennen or English wording on corlificetos is ispally binding. .

Nt tef./ Rog.-No. 78 232 002805 . Waznosé ! Validity
Sprewozdanie nr - Report No. 3510 6142 o8 !from 2042-10-01

7 _ o ‘ do funtil 2015-09-30

£ Edition 1
U QT” Koyt o
ﬁ . [% “UDNa Hkrg
e \

Jedrostka certyfikujaca wyrody medyczhe Essen, 2012-10-15 B
Gertification body for madicef devices 200

TOVNORD CERT GibH  Langemarckstraie 20 45141 Essen w%se;?

Jednostka Notyfikowana numer iden!yﬁkacyj_ny G044 ! Natified Body 1D, No. : ff;/ 75 [RE )
Notyfikowana praez / Notified by i 1\“ Cigtecd
Uznana praez f Recognized by : A W

2.6, ZLS: www.aig.de




ZALACZNIKIANNEX

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

Nr Rej. / Reg. No. 78 232 002805

Wyréb klasy iib
Products of class b

Wkrety kostne "+
Bone Screws

Wkrety kostne biokowane
Locking Bone Screws -

Piytki kostne
Bone Plates

Plytki-kostne blokowane _' '
Locking Bone Plates

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

Stabilizatory zewnetrzne
External Fixator '

Przyrzady do unieruchamiania zewnetrznego ~

implanty do zespolets §rédszpikowych
tmplants for intrameduilary fixation

Sprawozdanie ne / Report No, 3510 6342 Waznodt 1 Validity
‘ U ad /from 2012-10-01 f‘fﬁs

;&(l.‘i : '

4 i

UMDNS

16-101
16-101
13-050
13-050
16-104, 16-078, 16-085

16-044

16-027
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Jednostka certyfikujgea. wyroby medyczne Esson, 2012.10:15 Eh %%@ & j.J .

Certification body for medical devices

TOV NORD CERT GribH ‘Langemarckstratie 20 45141 Essen  www.tuev-nord-cert.de

Jednostka Notyfikowana numer idantylikacyiny 0044 / Notified Body ID, No. 0044

Notyfikowana pezoz /. Notified by
Uinana praax f Recognized by

[ARTI
ZLG.-ZLS:m:xlnge o Ut 1

Y

Vadykiinks,,
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Kopiia tikra



Vertimas i§ angly kalbo

TUV NORL
EC Serfifikatas

AtsiZvelgiant | 93/42/EEC 1l prieds, i¥skyrus (4)
Siuo patvirtina, kad pmong

BHH MIKROMED Sp. z 0.0.
Katowicka g. 11

42-530 Dgbrowa Gornicza
Lenkija

Produktams/produkty kategorijai: produkty saragas Priede Nr. 1
Osteosintezés implantai

[diegé kokybés sistema dizainui, gamybai ir galutiniams bandymams, atsizvelgiant j dircktyvos 93/42/EEC 1 prieda,
i¥skyrus 4 dal. Papildomai prie CE Zyméjimo turi biti pridedamas notifikuojanéiosios jstaigos numeris. Sio
sertifikato galiojimas remiasi kokybés sistemos prie¥itira, atsizvelgiant | direktyvos reikalavimus ir notifikuojan&ios
istaigos prieZiiira pagal Il priedo 5 dalj. Sertifikatas regali biiti perduotas jokiomis aplinkybémis.

Tik voki¥kas arba anglidkas sertifikato tekstas yra teisi¥kai ipareigojantis.

Reg. Nr. 78 232 002805 Galiojimas
Ataskaitos Nr. 3510 6342 Nuo 2012-10-01
Iki 2015-09-30
Leidinys 1
Medicinos prietaisy sertifikavimo atstovas Esenas, 2012-10-15

TUV NORD CERT GmbH  Langemarckstrasse 20 45141 Esenas  www.tuev-nord-cert.de

Notifikuojandios istaigos ID Nr. 0044

Patvirtinta
PripaZinta
ZLG, ZLS: www.zlg.de




Vertimas i§ angly kalbe

TUV NORI
PRIEDAS
Priedas Nr. 1, lapas 1 i§ 1
Reg. Nr. 78 232 002805
Produktai I1b klasé UUMDNS
Kauly sraigtai 16-101
Rakinami kauly sraigtai 16-101
Plok&telés kaulams . 13-050
Rakinamos plok§telés kaulams 13-050
Osteosintezeés vielos, vynys, kabés 16-104, 16-078, 16-085
13oriniai fiksatoriai 16-044
Implantai intramedulinei fiksacijai 16027
Ataskaitos Nr. 3510 6342 (Galiojimas

Nuo 2012-10-01

Medicinos prietaisy sertifikavimo atstovas

SR AN T A L Wi PRI, W W L !

Esenas, 2012-10-15

TUV NORD CERT GmbH  Langemarckstrasse 20 45141 Esenas W

Notifikuojandios istaigos ID Nr. 0044 (7
Patvirtinta |
PripaZinta

ZLG, ZLS: www.zlg.de




Auxein
Medical

AUXEIN MEDICAL

103, First Floor, Jyotl Bhawan Commercial Complex Behind Batra Cinema, Dr. Mukhsrjee Nagar New Delhi 110009, INDIA Tel: +91-011-
17651341 Fax: +91-011-27651344 :

Imall: s'nfg@gu_y,eigmgdlgg Lom Webéite: Wwy, auxeinmedical.com

JAB “OSTECA"

JAthuania
\lytaus g. 18
laipeda

Issued in Zlin, on 12 February 2014

LETTER OF AUTHORIZATION

We hereby certify that UAB OSTECA / Lithuania is the exclusive approved agent for
Auxein Medical in the market of Lithuania. -

UAB OSTECA / Lithuania is authorized to s{all all products andotherapphances
manufactured by our company in Lithuania. 0

General mana

Latif Murat KN




Vertimas ig angly kaibos

Auxen Medical

Issued in Zlin, on 12 February 2014

UAB “OSTECA”
Alytaus g.18
Klaipeda
Listuva

IGALIOJIMAS

Tal kam gaii biti svarbu

Mes tokiu bdu pazymime, jog UAB ‘Osteca’, Kfa}ipeda, Listuva, yra misy
pardavejas, i§skirtinis atstovas Lietuvos rinkai,

UAB “Osteca” yra igaliota pardavingti visa, mi]sutikompanijos gaminama,
produkeijg ir kitus priedus Lietuvoje. :

AUXEIN MEDICAL



DNV BUSINESS ASSURANCE
EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

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

This is to certify that the Quality Management System of

Auxein Medical Private Limited

Plot No. 169, Secgtor-57, Phase-1V, Kundli Industrial Area,
Sonepat — 131 028, Haryana, India.
for 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 II 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

Place and date: This Certificate is valid until:
Havik, 23 October 2014 @i&i 23 OctoHer 2019
For DET NORSKE VERITAS CERTIFICATION AS ﬂ 0 B
NORWAY ACCREOTATION
PROD 002

C€

A R :

Mariann Jeremiassen Notified Body No.: D
Certification Manager 0434 Technical Reviewer

This Ceriificate has been digitally signed. See wuww v,

o drgiigisignainres for more info

Notice: The certificate is subject to terms and conditions overleaf. Any significant changes in design or construction may render this certificate invalid,

1f any person suffors Joss of damage which is proved 10 have been: eaused by anry negligent a6t o7 omission of Det Norske Veritas, hen Det Norske Veritas shail pay eormpensation to such person for his proved direct loss o damags. Howsever, the compensalion
shall not exceed an amount equal 10 (en times the fee charged for the sarvice in question, provided thet the maximum compensation shall never excoed USD 300.000. In this provision “Det Norske Verites™ shell mean the Foundation Det Norske Verilas as well as
ali its subsidiarics, directors, officers, employees, agents and eny other acting on behalf of Det Norske Veritas.

Det Norske Veritas AS, Veritasveier 1, 1322 Hovik, Norway. Tel: +47 67 57 9500 Fax; +47 6757 9911 www dnveom



Vertimas i% angly kalbos

DNV BUSINESS ASSURANCE
EC SERTIFIKATAS - VISISKO KOKYBES ATITIKIMO SISTEMA

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

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

Ortopediniy implanty ir i$oriniy fiksatoriy

Dizaino, gamybos ir galutinio produkty tikrinimo/testavimo Kokybés valdymo sistema buvo
ivertinta,
atsiZvelgiant j
atitikties jvertinimo procediiras, apradytas Tarybos Direktyvos 93/42/EEC Medicinos prietaisy
Straipsnyje 11.3.a ir Priede Nr. II, i§skyrus 4 dalj (Modulis H) su pakeitimais ir nustatyta, kad jas

atitinka
Vieta ir data Sis sertifikatas galioja iki
Hovik, 2014m. spalio mén. 23 d. 2019 m. spalio mén. 23 d.
DET NORSKE VERITAS CERTIFICATION
AS
Norvegija
Mariann Jeremiassen Aud Loken Eiklid
Sertifikavimo vadové Techninis recenzentas
Notifikuojanti jstaiga Nr.:

0434




