CERTIFICATE

EC Certificate No. 1434-MDD-181/2021

Full Quality Assurance System
Directive 93/42/EEC concerning medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

Scitech Produtos Médicos SA

Rua 18, S/N, Quadra Area, Lote 0006, Galp3o 01,
Bairro: Polo Empresarial Goias — Etapa 1A, Aparecida
de Goiania, Goias, Brasil

for the design, manufacture and final inspection of
medical devices, class Il

Embosoft Microspheres

Intended use: vascular occlusions
The list of medical devices covered by this certificate is provided in the annex to EC Design-
examination Certificate No. 1434-MDD-180/2021

complies with requirements
of Annex Il (excluding Section 4) to Directive 93/42/EEC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 2021-04-19 to 2024-05-27
The date of issue of the Certificate: 2021-04-19

Digitally signed by Ostapciuc Alexandr

Date: 2023.10.07 13:33:50 EEST

Reason: MoldSign Signature

1 43 4 Location: Moldova
Anna Elektronicznie
podpisany przez Anna

Issued under the Contract No. MD-72/2018 Matgorzata  Malgorzata Wyroba
Application No: 264/2018 Wyroba O 021 04,10
Certificate bears the qualified signature. Vice-President

Warsaw, 19/04/2021
Module H2/3/4/5

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl
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