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BHH MIKROMED

AUTHORISATION LETTER

Hereby, BHH Mikromed Sp. z o.0., having its registered office at ul. Katowicka 11, 42-530
Dabrowa Gomicza, 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.It 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.

Dabrowa Goérnicza, 9.01.2018

pLp

Renato Bosio
President of BHH Mikromed Sp. z 0.0

BHH Mikromed Sp. z 0.0, ul. Katowicka 11, 42-530 Dabrowa Gérnicza, POLAND
tei. +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

JGALIOJIMAS

BHH Mikromed Sp. z o.0., registruota adresu 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, 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, atstovaujamg Romo Daugnoros, kaip miisy atstova paskirstymui,
reklamai, deryboms, pasitilymy kainy tvirtinimui/nustatymui, uzsakymy priémimui ir jvykdymui,
visos produkcijos pristatymui ir aptarnavimui Lietuvos, Latvijos ir Baltarusijos teritorijoje.

Sis susitarimas jsigalioja nuo 2018-01-09 dienos ir licka galioti 1 mety laikotarpiui. Susitarimas gali
buti nutrauktas bet kurios alies iniciatyva, praneius apie tai prie§ 2 (du) ménesius arba i§ karto,
nesuteikiant jokiy teisiy j galima kompensacija, esant sekantiems atvejams:

1. Pagal abiejy 3aliy ketinimy deklaracija;

2. Kai kuri nors 3alis tampa nemoki arba pradeda likvidavimo procediiras ir t.t.;

3. Kai bet kuri i8 Saliy nustoja vykdyti savo jsipareigojimus pagal susitarima;

4. Jei to reikalaujama pagal jstatyma.

Jei bendradarbiavimo rezultatai tenkina abi %alis, ¥is igaliojimas gali bati pratesiamas naujam
laikotarpiui.

Dabrowa Gornicza, 2018 m. sausio 9 d.

Renato Bosio
BHH Mikromed Sp. z 0.0. Prezidentas




I DRE design & consulting, UAB Adresas: Parko g, 41, Zeigiy km. dre.informacija@gmail.com
jmonés kodas: 302777591 Klaipédos raj. Sav., LT-92380 A5 LT844010 042301324549
I PVM kodas: LT100007329 412 Tel.:+ 3706996 34 51 DNB banko Klaipédos skyrius
Klaipéda
2017 Vasario 01d.
IGALIOJIMAS

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

Sis jgaliojimas galioja iki 2018 m. Gruod¥io 31d.

Uab“DRE Design & Consulting” direktorius

Romas Daugnora

Priedas: “Mikromed BHH" jgaliojimo kopija-1 lapas

Kopija tikra
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TUVRheinland

EC Certificate
Directive 93/42/EEC Annex Il, 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
Products: See attachment for products included KOpija ?'kra
Vadyb;
pen 1116
Expiry Date: 2020-10-01 e

i

=207 03 1 1

The Notified Body hereby declares that the requirements of Annex Il exci&dir;g section 4 of é}directive

93/42/EEC have been met for the listed products. The above named manufacturer has estabﬁslg"ed

and applies a quality assurance system, which is subject to periodic survei lance, defined by Annex Ii,

section 5 of the aforementioned directive. For placing on the market of class It devices covered by
this certificate an EC design-examination certificate according to Annex II, section 4 is required.

Notified Body
Effective Date: 2015-10-02

/aV(fl*'L /
Date: 2015-10-02 L/é /,

Sebastian ﬂiszek

TUV Rheinland LGA Products GmbH - Tillystrale 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.




TUVRheinland

TUV Rheinland L ML
LGA Products GmbH
TillystraBRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60104808 0001
Report No.: 26300301 001
Manufacturer: BHH Mikromed Sp. z o.0.

ul. Katowicka 11
42-530 Dabrowa Gornicza
Poland

Products included:

- Non-sterile bone screws

- Non-sterile locking hone screws
- Non-sterile bone plates

-~ Non-sterile locking bone plates
- Non-sterile bone wires

- Non-sterile bone nails

- Non-sterile bone pine

- Non-sterile external fixators

- Non-sterile washers

- Non-sterile implants for intramedullary fixation
- Non-sterile bone drills

- Non-sterile bone screw taps

05 -11- 1 6
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Non-sterile bone cutters
Non-sterile bone automatic screwdrivers

Date: 2015-10-02 f\/ﬂ/w%«w/A




EC pazyméjimas
Direktyva 93/42/EEC Priedas IT, Punktas 4
Pilna Kokybés UZztikrinimo 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: zitiréti priede
Galioja iki: 2020 10 01

Notifikavimo tarnyba tokiu bidu tvirtina, kad auk§&ian minéta imoné yra jdiegusi ir
palaiko kokybés valdymo sistemg bei atitinka reikalavimus pagal direktyvos 93/42/EEC
prieda I1, iSskyrus 4 punkty. Auki¢iau nurodytas gamintojas naudoja kokybés uztikrinimo
sistema, kuri atitinka Priedo IL, 5 punkto direktyvas. Norédami rinkoje parduoti III klasés

produktus, reikia paZyméjimo priedo II, 4 punkto atitikimo.
ISleidimo data: 2015 10 02

Data: 2015 10 02

i . Sertifikuota jstaiga
Vertimas tikras
Sebastian Mniszek

TUV Rheinland LGA Products GmbH - Tillystrase 2 — 90431 Niurnbergas

Notifikuota Nr. 0197. EC komisijos
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TUV Rheinland
LGA Products GmbH
Tillystrase 2, 90431 N iurnbergas

PaZzyméjimo Prierasas

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

BHH MIKROMED Sp. z o.o.

Katowicka g. 11
42-530 Dgbrowa Gornicza
Lenkija

Produktai:

Nesterilas kauly sraigtai

- Nesterilds uZrakinami kauly sraigtai

- Nesterilios plokstelés kaulams

- Nesterilios uzrakinamos plokstelés kaulams
Nesterilios kaulinés vielos

- Nesterilios kauly vinys

- Nesterils kauliniai kai$&iai

- Nesterilds iSorinés fiksacijos aparatai
Nesterilios poverzlés

- Nesterilas implantai intramedulinei fiksacijai

- Nesterilts kauly graztai

- NesterilQs sriegikliai kauly sraigtams

- Nesterilios kauly Znyplés

- Nesterills automatiniai atsuktuvai

Data: 2015 10 02

Vertimas tikras

Sertifikuota jstaiga

Sebastian Mniszek



