3EC

BRELIONA

3EC International a.s., Hranu‘.‘.né 18, 821 05 Bratlslava, Slovakla
Notified Body No 2265

EC CERTlFICATE

No. 201 9-MDDIQS-055[B

i_s_suéd in eeﬁpiiahoe- wi_th the '.Gc;uhjt_:'i_l --Directiv_e 93/42/EEC as amended,
certifies that the medical device of Class lib,
_Stents, Stent Delivery Systems
Solaris Vascular Stent Graft
(for detaxled hst refer to Annex pages 1 and 2)

manufactured by cornpany

Rua 18 Quadra area iote 0006 Cempl Galpao 01 F’oio Empresal’ial Gcnas Etapa 1A
CEP 74985-249 Aparecada de Gméma GO Brazil

I8 manufactured under conditinns fulﬁlhng the quality system requirements éf Annex H excludmg . :
-' (14) of the Directwe 93?42!EEC as amended

_. Tne Notified Body No 265 has perfonned an audlt of the above dewce quailty System The full quality
~ assurance system has been assessed and found that it meets the requirements above. The quality
system is subject to continuous surveillance accordmg to Annex I, Sections 3.3, and 5, of the Directive
93/42/EEC as amended. The detailed description of the system, requirements and measures applied by
the manufacturer are presented in the Audit Report No ICT 6? and the Final protocol No 3103618!2021

This certificate is :ssued under the follo wfng condmons

it applies only to the quahty system mamtamed in the manufac:ture of the above referenced model ef
medical device and it does not substitute the design or type-examination procedures if such is required.
The certificate remains valid until the manufacturing conditions or the quality system are changed but until
May 26th, 2024 at the latest. The certificate validity is conditional upon positive results of regular
surveillance audits and fulfilment of relevant legal and other requirements by manufacturer.

Digitally signed by Ostapciuc Alexandr
Date: 2023.10.14 15:54:05 EEST
Reason: MoldSign Signature

Location: Moldova /

r. Katarina Tomin Srdo3ova
Rasponsrble fo act on behalf of NB 2265

At Brans[ava on May 24th 2021 i -
Versuon B) supersedes the EC Cemﬂcate No. 2019—MDD!QS-055!A |ssued on September 8th, 2020




Certificate history:

Revision | Date of issue | Application for | Description
Conformity
Assessment of
MD number
0 Sep 16, 2019 310361 CA Cert, Audit Report No. 310361
A Sep 8, 2020 310361/A Change of the company status from LTDA to SA
and change of address due to new area
subdivisions. The physical company residence
did not change.
B May 24, 2021 310361/B Added new stent dimensions
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