Eschbach, den 16.02.2020

LETTER OF AUTHORIZATION
Sehr geehrte Damen und Herren,

Wir, die Firma MedXpert GmbH mit Sitz in der
Max-Immelmann-Allee 19,
79427 Eschbach, Germany,

bestatigen, dass die Firma

OSTECA, UAB
Danes g. 47
92108 KLAIPEDA
LITAUEN

unser Exklusivvertreter fir die Implantate-Systeme:

Pectus Excavatum System (P.E.S.)

Strasbourg Thoracic Osteosyntheses System
(STRATOS™)
Strasbourg Costal
(STRACOS™)

Osteosyntheses System

ist und unsere Produkte in Litauen, Lettland und
Gebiet Kaliningrad reprasentiert.

Dieses Dokument ist gliltig bis einschlieBlich
31. Dezember 2021.

' (STRATOS™)

LETTER OF AUTHORIZATION
Dear sirs,

MedXpert GmbH, address
Max-Immelmann-Allee Nr. 19
D-79427 Eschbach, Germany

hereby certified that the company

OSTECA, UAB
Danes g. 47
92108 KLAIPEDA
LITAUEN

is our exclusive Representative for the exclusive
implant system:

Pectus Excavatum System (P.E.S.)
Strasbourg Thoracic Osteosyntheses System

Osteosyntheses System

Strasbourg Costal
(STRACOS™)

and our products in Lithuania, Latvia and Kaliningrad
area represent.

This document is valid until the 31th of December,
2021.
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MEDXPERT

Eschbach, 16.02.2020

ATSTOVAVIMO LAISKAS

MedXpert GmbH, adresu
Mx-Immeilmann-Allee Nr 19
D-79427 Eschbach, Vokietija

Siuo raftu tvirtiname, kad kompanija

UAB OSTECA
Danes g. 47
92108 Klaipéda
Lietuva

yra musy vienintelis Atstovas atstovauti implanty sistemoms:

Pectus Excavatum System (P.E.S.)
Strasbourg Thoracic Osteosyntheses System (STRATOS)

Strasbourg Costal Osteosyntheses System (STRACOS)

ir masy produktus Lietuvos, Latvijos ir Kaliningrado teritorijose.
Sis dokumentas galioja iki Gruodzio 31 d. 2021 mety.
/paraSas/

MedXpert GmbH
Johannes Mussler
Vice-Prezidentas



EC Certificate

mdc medical device certification GmbH

Notified Body 0483
herewith certifies that

MedXpert GmbH
Max-immelmann-Allee 19
79427 Eschbach
Germany

for the scope

Thoracic implant System
(see attachment)

has introduced and applies a

Quality System

for the design, manufacture and final inspection.

The mdc audit has proven that this quality system
meets all requirements according to

Annex Il — excluding Section 4
of the Council Directive 93/42/EEC

of 14 June 1993 concering medical devices.
The surveillance will be held as specified in Annex I, Section 5.

Valid from 2019-11-20

Valid until 2024-05-26
Registration no. D1060200015

Report no. P19-00360-141710

Stuttgart 2019-11-20




[ - ]
Attachment of the certificate
No. D1060200015 Date 2019-11-20 Page 1 of 1
Product category Product Class  |Product code |
' STRATOS™ Strasbourg Thoracic ib 16-031
| Osteosyntheses System
ey
Thoracic Implant System STRACOS™ Strasbourg Costal 1ib - 16-031
Osteosyntheses System | |
P.E.S. Pectus Excavatum System | Iib 16-031 |

dical Cewice cariicaban




Vertimas is angly kalbos

.

CE Sertifikatas
Patvirtintas dokumentas
mdc medicininiy priemoniy sertifikavimo tarnyba GmbH
paZymétas 0483
Siuo pazymi kad
MedXpert GmbH
Max-Immelmnn-Allee 19
79427 Eschbach
Vokietija
produkty kategorijai

Kritinkaulio Implanty Sistema
(Zr. prieda)

Buvo supazindinta ir suteikia
Kokybés Sistema
Dizainui, gamybai ir galutiniam patikrinimui.
mdc auditas patvirtina kad kokybés sitema atitinka visus reikalavimus pagal
Prieda II — i§skyrus 4 Skyriy Tarybos Nutarties 93/42/EEC
1993 Birzelio 14 d. susijusiy su medicininémis priemonémis.

Priezitra bus atlikta pagal Prieda II, Skyriy 5.

Galioja nuo 2019-11-20
Galioja 1ki 2024-05-26
Registracijos Nr. D1060200015
Prane§imo Nr. P19-00360-141710
Stuttgart 2019-11-20
/paraSas/

Sertifikavimo tarnyba

mdc
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Priedas prie Sertifikato

Nr. D1060200015 Data 2019-11-20 Psl 1181
Produkto kategorija Produktas Klasé | Produkto
kodas
Kriitinkaulio STRATOS Strasbourg Thoracic Osteosyntheses I1b 16-031
implanty sistema System _
STRACOS Strasbourg Costal Osteosyntheses ITb 16-031
System _
| P.E.S. Pectus Excavatum System IIb | 16-031
/paraSas/

mdc




¢) ORTHOFIX

Bussolengo (Verona), January 4 2021

TO WHOM IT MAY CONCERN

ORTHOFIX S.R.L. a company organised and established in accordance with the Italian law,
with registered office in Via Vittor Pisani n. 16, 20124 Milan, Italy, and principal place of
business in Via delle Nazioni n. 9, 37012 Bussolengo (Verona), Italy

HEREBY CERTIFIES THAT

UAB OSTECA, with its principal office based in Danes g. 47, LT-92108, Klaipeda, LT, has been
appointed as distributor, effective as of January 15t 2020, to distribute in the territories of
Latvia and Lithuania, according to the provisions of the Distribution Agreement in place with
Orthofix S.r.l,and any and all subsequent amendments thereto.

The present letter is valid until December 31st, 2021.
Sincerely.

ORTHOFIX SRL

}BMM

Davide Bianchi
CEO and Legal Representative

@ Orthofix Srl | Via delle Nazioni, 9 | 37012 Bussolengo (VR) ltaly % +39 0456719000 s +39 0456719380 @ orthofix.com

DIREZIONE £ COORDINAMENTO: Onhofix Medical Inc. (Delaware)
SEDE LEGALE: VIA VITTOR PISANI 161 20124 MILANO | (TALIA | CF. e P.IVA 08976680150 | CEE VAT NUMBER IT0S976680150 | Registro Imprese di Milano 08976680150 | REA. MI 1257769 Cap. Soc. Eur, 1.560.000 int. vers.
SEDE SECONDARIA: V1A DELLE NAZIONI, 9 | 37012 BUSSOLENGO (VERONA) | ITALIA | Registro Imprese di Verona | RE.A. VR 215209
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Bussolengo (Verona), 2021 m. sausio 4 d.

Tam, kam tai gali biiti aktualu

ORTHOFIX S.R.L., jmong, jsteigta ir valdoma pagal Italijos jstatymus, buveinés adresas Via Vittor
Pisani Nr. 16, 20124 Milanas, Italija, pagrindinés veiklos adresas Via delle Nazioni Nr. 9, 37012
Bussolengo (Verona), Italija

Siuo rastu patvirtina, kad

UAB Osteca, jsikiirusi Danés g. 47, LT-92108, Klaipéda, Lietuva, nuo 2020 m. sausio 1 dienos
patvirtinta platintoja Lietuvos ir Latvijos teritorijose pagal platinimo sutarties su Orthofix S.r.l.
nuostatas ir visus vélesnius sutarties pakeitimus.

Sis jgaliojimas galioja iki 2021 m. gruodzio 31 d.

Pagarbiai

ORTHOFIX SRL
Davide Bianchi

Generalinis direktorius ir teisinis atstovas
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ZERTIFIKAT & CERTIFICATE ¢

A ‘ﬁ' ** 4 Benannt durch Designated by

#w w—w Zentralstelle der Linder =
H ) i Gesundlentsseliute =
o géé ‘w bei Arzocimitieln und 2
® A *W Medizinprodukten &

K e K BS-MDR-099

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex |X Chapters | and Il
(Class lla and Class Ilb Devices)

No. G10 052763 0027 Rev. 00

Manufacturer: Orthofix S.r.l.
Via delle Nazioni, 9
37012 Bussolengo - VR
ITALY

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in

Article 10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried
out according to Annex IX Chapter | and Ill of this regulation with a positive resuilt.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment shall also include an assessment of the technical
documentation for the device or devices concerned on the basis of further representative samples.
All applicable requirements of the testing and certification regulation of TUV SUD Group have to be
complied with.

For details and certificate validity see: www tuvsud.com/ps-cert?g=cert:G10 052763 0027 Rev. 00

Report No.: ITA1502855
Valid from: 2021-02-17
Valid until: 2025-11-26

O

Christoph Dicks
Issue date: 2021-02-17 Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body * RidlerstraRe 65 « 80339 Munich » Germany
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ZERTIFIKAT & CERTIFICATE ¢

www.rlg.de

* e H BS-MDR-099

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI
(Class lla and Class llIb Devices)

No. G10 052763 0027 Rev. 00

Classification: IIb

Device Group: P09120503 - OSTEOSYNTHESIS SCREW-PLATE SYSTEMS

Intended Purpose: Plates intended to provide bone fixation

Classification: lla

Device Group: 712139099 - VARIOUS ORTHOPEDIC AND TRAUMATOLOGY
INSTRUMENTS - OTHERS

Intended Purpose: /

The validity of this certificate /
depends on conditions and/or
is limited to the following:

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123 &
TUV SUD Product Service GmbH « Certification Body * RidlerstrafSe 65 + 80339 Munich + Germany TUV
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ZERTIFIKAT & CERTIFICATE ¢

A

7%
ICMA

. e Benannt durch/Designatad by
*‘H' $¢r  Zentraistelle der Lander &
. i tur Gesundheiteschutz =

‘K, ; bei Arzneimitteln und g
), - Medizinprodukten £
W

* k™ ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex || excluding (4)
{(Devices in Class lla, 1lb or 1))

No. G1 052763 0025 Rev. 00

Product Service

Manufacturer: Orthofix S.r.l.

Via delle Nazioni, 9

37012 Bussolengo - VR
ITALY

ilitv(i . Orthofix S.r.I.
Facil ty‘ es) Via delle Nazioni, 9, 37012 Bussolengo - VR, ITALY

Product Category(ies): Bone screws (pins),
wires for external fixation and
implants for osteosynthesis.
Instruments for osteosynthesis.

assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Ill devices
also notes overleaf.

Report No.: ITA1229259
Valid from: 2019-03-15
Valid until: 2024-03-14
Date, 2019-02-27 / / w,
Stefan F'refp
Page 1 of 1

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TN @
TUV SUD Product Service GmbH « Certification Body + RidlerstraRe 65 + 80339 Munich « Germany




EC pazyméjimas

Pilna Kokybés Uztikrinimo Sistema

Direktyva 93/42/EEC Medicinos prietaisams (MDD), Priedas II, isskyrus 4 dalj
(Ila, ITb ar II1 klasés prietaisams)

Nr.: G1 052763 0025 Rev. 00

Gamintojas: Orthofix S.r.l.
Via delle Nazioni Nr. 9
37012 Bussolengo (Verona), Italija

Pagrindinés Orthofix S.r.1.

veiklos adresas:  Via delle Nazioni Nr. 9, 37012 Bussolengo (Verona), Italija
Produkty Kauly sraigtai (smeigés),

kategorijos Vielos iSorinei fiksacijai ir osteosintezés implantai

Osteosintezés instrumentai

Notifikavimo tarnyba TUV SUD Product Service GmbH tvirtina, kad auks¢iau paminéta jmoné
yra jdiegusi kokybes valdymo sistema dizainui, gamybai ir galutiniy produkty / produkty
kategorijy tikrinimui, vadovaujantis MDD Priedu Nr. II. Si kokybés uztikrinimo sistema atitinka
Sios Direktyvos reikalavimus ir yra periodiskai stebima. Norint prekiauti 11 klasés prietaisais,
privalomas papildomas 2 Priedo 4 dalies sertifikatas.

bei atitinka reikalavimus pagal direktyvos prieda II, 4 punkta. Auks&iau nurodytas gamintojas
naudoja kokybes uztikrinimo sistema, kuri atitinka Priedo II, 5 punkto direktyvas. Norédami
rinkoje parduoti 111 klasés produktus, reikia pazyméjimo priedo II, 4 punkto atitikimo. Zr.
pastabas.

Ataskaitos Nr.: ITA1229259

Galioja nuo: 2019-03-15
Galioja iki: 2024-03-14

Data: 2019-02-27

Stefan Preiss

Puslapis 1 i8 1
TUV SUD Product Service GmbH yra notifikavimo tarnyba, identifikacinis Nr. 0123

TUV SUD Product Service GmbH. Sertifikavimo tarnyba. Ridlerstrasse 65. 80339 Miunchenas,
Vokietija



.lie"“""“'“_\ Managoement
i | Systam

i i ENISQ

K ®
AR MEDGAL
| TOVRheinland | 1SO 90012008 <L
o Rk ORTHOPAEDIC IMPLANTS & INSTRUMENTS
10 0000 e

Biatystok, 10-03-2016

OSTECA, UAB
Danes str. 47,
Klaipeda
LITHUANIA

TO WHOM IT MAY CONCER

LETTER OF AUTHORIZATION
This is to certify that:

OSTECA, UAB
Danes str. 47,
LT-92108 Klaipeda,
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.

This authorization letter is valid for an indefinite period. 2% -3 1 y /87
— J‘ g

o
. T

| & _.,> Y /
Urszula Borowska-Skarzyriska
hl -] a
" s 4 ; M ETYes
MED(.‘!A! Sp. Z o0 / g B Whiiitn e | VRl BT s ’

PREZES B R AT P Y

7 g i e L _l‘n i, = sl 5lok
Urszula i"nrrwrs:.i'fr-:Ckz;r‘zyﬁﬂk;a RRGON07 1751 1. '.;,‘j'_‘. F)

ADRES DO KORESPONDENC.J| / CORRESPONDENCE ADDRESS: MEDGAL Sp. z 0.0., 15-122 Bialystok, ul. Waska 59, Polska / Poland
ZAKELAD PRODUKCYJNY / FACTORY: 16-001 Ksigzyno k/Bialegostoku, ul. Niewodnicka 26A, Polska / Poland

CENTRALA / MAIN OFFICE: Tel.: +48 85 6632-344. Fax: +48 85 6632-622, E-mail’ info@medgal.com.pl

NIP / VAT ID: PL 542 322 78 77, REGON: 200737591, KRS: 0000438533



