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EC CERTIFICATE

for the Quality Assurance System

lll‘ 2
N

according the Directive___gm
Annex Il excluding section

PP B AN
o

As a Notified Body of the E Uni DE(RK 5/ rifie
S a Notime oay O e curopean nlp!j,;// Z ;,1:;,' n-ar = Ifle:

InspireMD Ltd.

4 Menorat Hamaor St
Certified location: /)
4 Menorat Hamaor St 6744832

applies a quality assurance system according to the 'Dir'e'qt_i\;éfasrltflgfﬁ =C An _
devices listed in the annex. The approval is based on the result of the re-certification audit report no.
51168-Z4-00, the decision dated 2019-12-02 and is only valid in connection with the successful ——
performance of the annual surveillance audits. ' 2 —
This certificate is valid from 2019-12-02 to 2024-05-26

Registration No.: 51168-16-05
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Location: Moldova




Annex to the EC Certificate No. 511634:!;-6--0'5_'. X

Valid from 2019-12-02 to 2024-05-26

Revision status of the annex: 0 dated 2019-12-02 ‘
Devices/device categories included in the certificate: L\
lu
Class Ili: jf
¢ MGuard Prime Coronary Stent System — Embolic Protective stent r’

e CGuard Carotid Embolic Prevention Stent System

For the placing on the market of class Il devices covered by this certificate an EC
certificate according to directive 93/42/EEC annex Il (4) is required.
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DEKRA Certification GmbH, Stuttgart, 2019-12-02
Notified Body ID-number: 0124

DEKRA Certification GmbH * Handwerkstrale 15 * D-70565 Stuttgart * www.dekra-certification.de
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