2 BHH MIKROMED
AUTHORISATION LETTER

Hereby, BHH Mikromed Sp. z o.0., having its registered office at ul. Katowicka 11, 42-530
Dabrowa Goémicza, Poland, tel.: +48-32-262-52-85, fax: +48-32-264-68-85, website:
www.mikromed.pl, e-mail: info@mikromed.pl authorise the DRE DESIGN & CONSULTING
UAB, Company code: 302777591, VAT code: LT 100007329412 having its registered office at
Parko str. 41, Zeigiu k., LT-92380 Klaipeda, Lithuania, tel: 003 70-6-99-63-451, website: www,dre-
design.lt, e-mail: info@dre-design.lt in the person of Romas Daugnora, as our distributor to
distribute, promote, negotiate, submit/quote for tenders, accept and execute orders, exhibit and

service the whole range of products in the territory of Lithuania, Latvia and Belarus.

This appointment becomes valid from 9.01.2018 remains in force for a period of 1 year. It can be
terminated by any of the parties upon giving of the 2 (two) months notice or immediately without
any right to compensation in the following cases:

1. according to the declaration of intent by the both Parties;

2. when any Party becomes insolvent or starts winding-up procedures, etc.;

3. when any of the Parties ceases execution of any of its obligations hereunder;

4, if it’s required by the law.

In case of satisfactory results at both parties this authorization can be renewed for another period.

Dabrowe Gérnicza, 9.01.2018

232N

Renato Bosio
President of BHH Mikromed Sp. z o.0.

BHH Mikromed Sp. z 0.0., ul. Katowicka 11, 42-530 Dabrowa Gérnicza, POLAND
tel. +48 32 262-52-85, fax. +48 32 264-68-85, www.mikromed.pl, e-mail: info@mikromed.pl
bank account: PL 13 1050 1227 1000 0023 3792 6436 in ING Bank Slaski dept. Bedzin

REGON: 273123120, NIP: 629-13-15-420, KRS 0000153283, Initial capital: 5 000 000,00 PLN




Vertimas i§ angly kalbos

BHH MIKROMED

[GALIOJIMAS

BHH Mikromed Sp. z o.0., registruota adresu Katowickos g. 11, 42-530 Dagbrowa 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.,
LT-92380 Klaipéda, Lietuva, tel.: 00370-6-99-63-451, internetinis tinklapis: www.dre-design.lt, el.
pastes: info(@dre-design.lt, atstovaujama Romo Daugnoros, kaip miisy atstovg paskirstymui,
reklamai, deryboms, pasiilymy kainy tvirtinimui/nustatymui, uZsakymy priémimui ir jvykdymui,
visos produkcijos pristatymui ir aptarnavimui Lietuvos, Latvijos ir Baltarusijos teritorijoje.

Sis susitarimas isigalioja nuo 2018-01-09 dienos ir lieka galioti 1 mety laikotarpiui. Susitarimas gali
buti nutrauktas bet kurios Salies iniciatyva, pranefus apie tai pries 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 $alis tampa nemoki arba pradeda likvidavimo procediras ir t.t.;

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

4. Jei to reikalaujama pagal jstatyma.

Jei bendradarbiavimo rezultatai tenkina abi 3alis, §is jgaliojimas gali biti pratgsiamas naujam
laikotarpiui.

Dgbrowa Gornicza, 2018 m. sausio 9 d.

Renato Bosio
BHH Mikromed Sp. z 0.0. Prezidentas




DRE design & consulting, UAB Adresas: Parko g, 41, Zeigiy km, dre.informacija@gmail.com

imonés kodas: 302777591 Kiaipédos raj. Sav., LT-92380 A5 1T844010042301324549
VM kodas: LT100007329 412 i +37069963451 DNB8 banko Klaipédos skyrius
Klaipéda
2017 Vasario 01d.
IGALIOJIMAS

UAB ,,DRE DESIGN & CONSULTING ,, -Oficialus Lenkijos kompanijos ,Mikromed BHH (Trumpinys
atstovas Lietuvoje, jgalioja uab ,Osteca” jmonés kodas: 300871049 atstovauti minéta gamintoja
Lietuvos respublikos gydymo jstaigose bei dalyvauti jy vykdomuose konkursuose ir teikti pasiiilymus
dél prekiy jsigyjimo.

Sis jgaliojimas galioja iki 2018 m. Gruodzio 31d.

Uab“DRE Design & Consulting” direktorius

Romas Daugnora

Priedas: “Mikromed BHH” jgaliojimo kopija-1 lapas




TUVRheinland

EC Certificate
Directive 93/42/EEC Annex I, 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.

ul. Katowicka 11
42-530 Dabrowa Gornicza

Poland
E Products: See attachment f£or products included K‘} 3 iah 542?*5?
Expiry Date: 2020-10-01

The Notified Body hereby declares that the requirements of Annex Il, exclt
93/42/EEC have been met for the listed products. The above named manufay urer has establishe
and applies a quality assurance system, which is subject to periodic surved%anc
section 5 of the aforementioned directive. For placing on the market of class If
this certificate an EC design-examination certificate according to Annex I, secti

, Notified Body
Effective Date: 2015-10-02

Date: 2015-10-02 fJéé:'JVé“%f{ 2] o

Sebastian Pniszek -

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

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




Attachiment to
Certificate

Registration No.:

Report No.:

~Manufacturer:
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Date: 2015-10-02

TUV Rheinland boe.

LGA Products GmbH
TillystraBBe 2, 90431 Niirnberg

HD 60104808 0001
26300301 001

BHH Mikromed Sp. z 0.0.
-ul. Katowicka 11

42-530 Dabrowa Gornicza
Poland

screws
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TUVRheinland

174, Rev. 0

Kopija tikra

Sebastian Mniszek




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

Medicinos Prietaisams
Registracijos Nr.: HD 60104808 0001

Ataskaitos Nr.: 26300301 001

Gamintojas:

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

42-530 Dabrowa Gornicza
Lenkija

Produktai: ziuréti priede
Galioja iki: 2020 10 01

Notifikavimo tarnyba tokiu bidu tvirtina, kad auk$¢iau minéta jmoné yra jdiegusi ir
palaiko kokybés valdymo sistemg bei atitinka reikalavimus pagal direktyvos 93/42/EEC
priedg I1, i8skyrus 4 punkta. Auk3€iau nurodytas gamintojas naudoja kokybés uztikrinimo
sistemgq, kuri atitinka Priedo II, 5 punkto direktyvas. Norédami rinkoje parduoti III klasés

produktus, reikia pazyméjimo priedo I1, 4 punkto atitikimo.
ISleidimo data: 2015 10 02

Data: 2015 10 02

) ‘ Sertifikuota jstaiga
Vertimas tikras
Sebastian Mniszek

TUV Rheinland LGA Products GmbH — Tillystrase 2 — 90431 Niurnbergas /

Notifikuota Nr. 0197. EC komisijos




TUV Rheinland
LGA Products GmbH
Tillystrase 2, 90431 Niurnbergas

PaZyméjimo PrierasSas

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

BHH MIKROMED Sp. z o.0.

Katowicka g. 11
42-530 Dabrowa Gornicza
Lenkija

Produktai:

- Nesterils kauly sraigtai

- Nesterilas uZrakinami kauly sraigtai

- Nesterilios plokstelés kaulams

- Nesterilios uzrakinamos plokstelés kaulams
- Nesterilios kaulinés vielos

- Nesterilios kauly vinys

- Nesterilus kauliniai kai$é&iai

- Nesterilas iSorinés fiksacijos aparatai

- Nesterilios poverilés

- Nesterilds implantai intramedulinei fiksacijai
- Nesterilus kauly graztai

- Nesterilus sriegikliai kauly sraigtams

- Nesterilios kauly Znyplés

- Mesterilis automatiniai atsuktuvai

Data: 20151002

Vertimas tikras

Sertifikuota jstaiga

Sebastian Mniszek



2O03 & CE

LETTER OF AUTHORISATION

April 12th, 2016

To whom it may concern,

AUXEIN MEDICAL PVT. LTD, confirms that the company named bellow is our authorised exclusive
distributor for the territory of Lithuania for all our manufactured products.

UAB Osteca
Danes str. 47,
Kiaipeda
Lithuania

The above distributor UAB Osteca is authorized to stock, sell, distribute and solicit orders for orthopedic
products manufactured by AUXEIN MEDICAL PVT. LTD. The above meritioned distributor is obliged not to
sell or disclose any precious information to the third parties, exceptthe information which is allowed and
freely accessible via AUXEIN MEDICAL PVT. LTD. web page. All other business information including the
separate agreements, patents, product technical details and procedures, product reference numbers and
their markingis strictly forbidden to disclose directly or-indirectly, for any other purposes to the third
parties.

Regards,

Qrthopedic frﬁ;siam“s

Email info@auxeinmedical.com i
Webs www.auxeinmedical oo CINCU33LI0DL20I2PTOI41539




Vertimas is angly kalbos

AUXEIN
ISO 13485:2003 ir CE

2016 m. balandZ?io mén. 12 d.

JGALIOJIMAS

Tam kam tai gali bati svarbu

AUXEIN MEDICAL PVT. LTD patvirtina, kad Zemiau paminéta kompanija yra oficialus i$skirtinis
atstovas visiems miisy gaminamiems produktams Lietuvos teritorijoje.

UAB ,,Osteca®,
Danés g. 47,
Klaipéda,
Lietuva

AukSCiau paminétas atstovas, UAB ,Osteca®, yra jgaliotas sandéliuoti, pardavinéti, atstovauti bei
platinti firmos AUXEIN MEDICAL PVT. LTD ortopediniy priemoniy produktus. AuksCiau paminétas
distributorius yra jpareigoti nepardavinéti ir neatskleisti svarbios informacijos tretiesiems asmenims,
iSskyrus informacijg, kuri yra leistina ir lengvai prieinama AUXEIN MEDICAL PVT. LTD
internetiniame puslapyje. Visa kita verslo informacija, jskaitant atskirus susitarimus, patentus, produkty
techninius parametrus ir procediras, produkty artikulo numerius ir ju Zenklinimg yra grieZtai
draudZiama atskleisti tiesiogiai ar netiesiogiai bet kuriais kitais tikslais tretiesiems asmenims.

Pagarbiai

AUXEIN MEDICAL PVT. LTD
Ortopediniai implantai

El paStas: info@auxeinmedical.com
Interneto svetainé: www.auxeinmedical.com

Vertimas tikras

ey
/ﬂ (]
VAL




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-IV, 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 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:

Hovik, 23 October 2014

This Certificate is valid until:

23 Octoher 2019

For DETNORSKE VERITAS CERTIFICATION AS

NORWAY ACCREDITATION ’
PROD 002
- (i) (A v b, k
Mariann Jeremiassen Notified Body No.: " Aud Leken Eiklid
Certification Manager 0434 Technical Reviewer
This Certificate has been digitally signed. See wicv div.com divitatsionatires Jor more info

Notice: The certificate is subject to terms and conditions overleaf. Any significant changes in design or construction may render this certificate invalid.
if any person suffers Joss or damage which is proved to have been caused by any negligent act or omission of et Norske Veritas, then Det Norske Veritas shal
shall not exceed an amount equal (o ten times the foe charged for the service in question, provided that the maximum compensation shall never exceed UST 300,000,
all its subsidiarics, directort, officers, employees, agents and any other acting on behalf of Det Norske Veritas

Det Norske Veritas AS, Veritasveien 1, 1322 Hovik, Norway. Tel: +47 67 57 9900 Fax: +47 6757 9911 www dnv.con



Vertimas i§ angly kalbos

DNV BUSINESS ASSURANCE
EC SERTIFIKATAS - VISISKO KOKYBES ATITIKIMO SISTEMA

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

Auxein Medical Private Limited
Plot Nr. 169, Secgtor-57, Phase-IV, 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,
atsizvelgiant
atitikties jvertinimo procediiras, apra$ytas Tarybos Direktyvos 93/42/EEC Medicinos prietaisy
Straipsnyje 11.3.a ir Priede Nr. II, iskyrus 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 vadoveé Techninis recenzentas

Notifikuojanti jstaiga Nr.:
0434

Vertimas tikras



INSTRUMENTE

GMBH

CHIRURGISCHE INSTRUMENTE
MEDIZINISCHE GERATE

SURGICAL INSTRUMENTS
PRO-MED GmpH - Gaasseker 2 - D-7353% Tulllingen MEDICAL EQUIPMENT

INSTRUMENTS CHIRURGICAUX
MATERIEL MEDICO-CHIRURGICAL

For Presentation to the Competent
Authorities in Lithuania -

. Tuttlingen, 22/08/2013

Letter of Authority

We hereby certify that ;

OSTECA, UAB
Alytaus g. 18

L} - 92307 Klaipéda
Lithuania

are authorised and official distributor for

M/S PRO-MED Instrumente GmbH, D-78532 Tuttlingen

in Lithuania.

M/S. OSTECA UAB, are fully authorized to import, distribute / market, sell, advertise
and service our products and to participate in all Government and private Tenders
and Enquiries on our behalf for the full range of Surgical Instruments and Medical
tured and offered by us.

alid for an indefinite period.
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PRO-MED

INSTRUMENTE GMBH
Chirurgimat instrumentai

Medicininé jranga

Pateikimui kompetentingoms

institucijomns Lietuvoje

Tuttlingen, 22/08/2013

Gamintojo jgaliojimas
Tvirtiname, kad:

UAB OSTECA

Alytaus g. 18

LT-92307 Klaipeda

Lietuva

Yra jgaliotas ir oficialus platintojas M/S PRO-MED instrumenty GmbH, Tuttlingen,
Lietuvoie.

UAB OSTECA yra pilnai leidZiama importuoti, platinti, pateikt rinkai, parduot, reklarouati
ir aptarnauti musy produktus ir dalyvauti visuose vyriausybiniuose it privadiuose pirkimuose,
parducdant miisy vardu chirurginius instrumentus ir medicining jrangg miisy pagamintg ir
pasiilyta.

§i sutartis galioja neribota laika.
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INSTRUMENTE GMBH

CHIRURGIBOHE NATQRUMENTE
SAEDIZINISCRE SERATE

SLRGICAL INSTRUMENTS
PRO-MED Cribid Glrsdcher 9 - Gu76530 uthingan MEDICAL EQUIRIMENT

INETRUMENTS CHIRURGICAUX
MATERIEL MEDICO-CHIRURGIGAL

Tuttlingen, 26.01.2011

Konformitétserkldrung
Declaration of Conformity
Declaration de conformité européenne
Declaracién de confaormidad

Wir / Ws / Nous / Nosotros:

PRO-MED instrumente GmbH, Ganséacker 9,
78532 Tuttiingen

erkldren in alleiniger Verantwortung, daft die Produkte:
declare under our sole responsibility that the product;
déclarons sous notre seule responsabilité, que los produit ;
declara bajo responsabilidad propia, que los productos:

Chirurgische instrumente
Surglcal Instruments
Instruments de Chirurgie réutilisables
instrumentos guirirgicos

auf welche sich diese Erkldrung bezieht, foigenden einschiigigen Richtlinien der EG entsprechen:
to which this declaration relates, are in conformity with the following relevant regulations:
auquels se refére cetie déclaration sont conformes aux normes suivantes:
a los que se refieren esta declaracidn, son conformes a ias siguientes normas o directrices:

Medizinprodukterichtlinie 93/42 EWG
Medical Device Directive 93/42 EC
Rirective pour dispositifs médicaux 93/42 CEE
Directiva relativa a los productas sanitarios 93/42 CEE
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PRO-MED
INSTRUMENTE GMBII
Chirurgische Instrumentc
Mecdizinische Gerate

Surgigal instruments

Medical Equipment
PRO-MED GmbH Gansacker 9 D-78532 Turtlingen

Chirurginiai instrurnentai
Medicining franga

Tuttlingen, 2011 01 26

Atitikties deklaracija
Mes:
M/S PRO-MED Instrumente GmbH,
78532 Tutlingen

prisiimame visiSkq atsakomybe, kad produktai:

chirurginiai instrumentai

atifinka 3ias normas:

]
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PRO-MED Instrumente GmblI

Jan Dinkelmann
Generalinis direktorius

/paradas/

angly kalbos
néda, Lietuva.




