PHILIPS

Memo on the extension of the validity of the CE Certificate of PV .035

The purpose of this memo is to document the extension of the validity of the certificate CE 742557, assigned to the
medical device "Visions Ultrasound Catheter PV. 035", with reference number 88901, following the fulfillment of the
criteria set out in the Article 120 of the Regulation (EU) 2023/607 published on the European Union Official Journal on
20th March 2023.

On 20th March 2023, the European Union implemented the Regulation (EU) 2023/607, which amended the Regulation
(EU) 2017/745 (MDR) and set new criteria for the transitional provisions of Article 120.

Volcano Corporation, acquired by Philips in 2015 on its assessment as manufacturer of the medical device "Visions
Ultrasound Catheter PV. 035", hereby confirms that the device Certificate CE 742557, previously expired on 15th August
2022, does meet all the new requirement outlined in the transitional provisions of Article 120 of the Regulation (EU)
2023/607 published on the European Union and therefore its validity is extended until 31st December 2027.

For your convenience, in the table depicted in Annex 1, the Manufacturer assessment of compliance with the criteria of
Article 120 is outlined.

In summary, the medical device "Visions Ultrasound Catheter PV. 035", with reference number 88901 carries a valid
certificate (i.e: CE 742557) until 31st December 2027. Consequently, the supply of this medical device is resumed.

Date and Signature

Director Regulatory Affairs

Volcano Corporation

PHILI

€

Philips
Philips, Excelsiorlaan 41, 1930 Zaventem, Belgium
www.philips.com/IGTdevices, Tel +32 (0)2 679 1076, Fax +32 (0)2 679 1079
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