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CERTIFICATE OF EREE SALE FOR MEDICAL DEVICES
Certificate of Free Sale Number: CFS15659

The Health Products Regulatory Authority (HPRA) hereby certifies the following information for the devices in the
attached schedule in accordance with Regulation (EU) 2017/745 on medical devices:

Manufacturer: Natus Manufacturing Limited
IDA Business Park, Gort, Co. Galway, Ireland
Physical site of manufacture: | Natus Manufacturing Limited
IDA Business Park, Gort, Co. Galway, Ireland

The manufacturer has declared that the devices are CE marked in accordance with the above legislation and may be
marketed and sold in Ireland.

Exportation of these devices is not prohibited.

The granting of this certificate is based on the information available to the HPRA on the date of issue of the
certificate. The HPRA does ncﬁgu_tnorise or approve any devices prior to placing on the market. As the regulatory
status of the devices may change, it is important that this certificate is considered in combination with the
manufacturer’s declaration of conformity and the notified body certificates, where applicable.

Issued to: Natus Manufacturing Limited
IDA Business Park
Gort, Co. Galway
Ireland

e, /| —
Cheryl Cénvey /
Medical Devices Department
Health Products Regulatory Authority

An overview of the regulatory framework in Europe can be found on the EU Commission website:
https://ec.europa.eu/health/md_sector/overview_en.
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MEDICAL DEVICE SCHEDULE

Notified | Noufied

Device Basic s body hOdy.

UDI-DI Product code Device hame certificate ;;e(::til:;(cate

number date

038283NA001T66EN | 9033A07-SYS Keypoint Focus Module Kit MDR 730073 | 19/12/2027
038283NA00T66EN iﬂ?@om Natus Keypoint Fecus Notebeok System. ENG. 113V | unpeanors: | 1er1zve0e7
038283NA00166EN E&zzgom Natus Kegpaint kocus NowebokSystem; ENG, 20V | yine7siurs | fo/mpesy
038283NA00T66EN | 9033A07N-GER Natus Keypoint Focus Notebook System, GER MDR 730073 | 19/12/2027
038283NA00166EN | 9033A07N-FRE Natus Keypoint Focus Notebook System, FRE MDR 730073 | 19/12/2027
038283NA00T66EN | 9033A07N-ITA Natus Keypoint Focus Notebook System, ITA MDR 730073 | 19/12/2027
038283NA00166EN | 9033A07D-EN115 | Natus Keypoint Focus Desktop System, ENG, 115V MDR 730073 | 19/12/2027
038283NA00T66EN | 9033A07D-EN230 | Natus Keypoint Focus Desktop System, ENG, 230V MDR 730073 | 19/12/2027
038283NA00166EN | 9033A07D-GER Natus Keypoint Focus Desktop System, GER MDR 730073 | 19/12/2027
038283NA00166EN | 9033A07D-FRE Natus Keypoint Focus Desktop System, FRA MDR 730073 | 19/12/2027
038283NA00166EN | 9033A07D-ITA Natus Keypoint Focus Desktop System, ITA MDR 730073 | 19/12/2027
038283NA00166EN | 9031A07D-EN115 | Natus Keypoint G4 workstation, EN, 115V MDR 730073 | 19/12/2027
038283NA00T66EN | 9031A07D-EN230 | Natus Keypoint G4 workstation, EN-230V MDR 730073 | 19/12/2027
038283NA00166EN | 9031A07D-GER Natus Keypoint G4 workstation, GER MDR 730073 | 19/12/2027
038283NA00T66EN | 9031A07D-FRE Natus Keypoint G4 workstation, FRA MDR 730073 | 19/12/2027
038283NA00166EN | 9031A07D-ITA Natus Keypoint G4 workstation, ITA MDR 730073 | 19/12/2027
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