3EC International a.s., Hraniéna 18, 821 05 Bratislava, Slovakia
Notified Body No. 2265

EC DESIGN-EXAMINATION CERTIFICATE

No. 2021-MDD/DE-038

issued in compliance with the Council Directive 93/42/EEC as amended,
certifies that the design of medical device of Class lli,

ACCEX PTCA GUIDEWIRE

(for detailed list refer to Annex; pages 1to 1)

~manufactured by company

Vasmed Technologies Ltd FZC
Facility No. 116, Fujairah Free Zone, Fuja_irah, United Arab Emirates

conforms with the relevant provisions of Annex 1.4 of the Directive 93/42/EEC as amended on
medical devices as transposed into national legislation. The device fulfils the essential
requirements specified in Annex | of the Dlrectlve 93/42/EEC as amended taking into account
intended purpose of the device.

The Notified Body No. 2265 has performed a design-examination of the device according to Annex 11.4 of
the Directive 93/42/EEC as amended. The detailed device description, design dossier and evaluation of
the examination are presented in the Final protocol No. 310518/2021.

This certificate is issued under the following conditions:

It applies only to the design of the above referenced model of the medical device and it does not imply the
Notified Body executed any surveillance or control of its manufacture. The manufacturer is obligated to
assure that all medical devices of the respective model conform to the type whose design has been
approved by this certificate. The certificate remains valid until the approved design is changed but till May
26, 2024 at the latest. This EC design-examination certificate is complementary to an EC Certificate,
approving the manufacturer’s quality system according to the Directive 93/42/EEC as amended, Annex Il
(excluding 4).
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ANNEX TO EC DESIGN-EXAMINATION CERTIFICATE
No. 2021-MDD/DE-038

issued for the company

Vasmed Technologies Ltd FZC
Facility No. 116, Fujaira_h Free Zone, Fujairah, United Arab Emirates

List of medical devices covered by the EC Design-Examination Certificate:

Product name: ACCEX PTCA GUIDEWIRE

Variants Tip Shape Product Code
Accex Floppy | tip/straight tip VM-AX-014-FJ-185
'_- . _ | YM-AX-014-F5-185
Accex Regular _ ' Jti'p/Straight.fip . VM7AX¢014?RJ-185
_ . . | VM-AX-014-RS-185
Accex Extra Support Itip/Straighttip | VM-AX-014-ES)-185
---'. . VM-AX-014-ESS-185
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Certificate history:

Revision | Date of issue Application for Conformity Description
Assessment of MD number
0 May 6", 2021 310518 First issue of the Certificate




