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EC Certificate

EU Quality Management System
REGULATION (EU) 2017/745 on Medical Devices, Annex IX Chapter |, k @
Section 2 and 3 and Chapter llI TUVRheinland

Registration No.: HZ 2237176-1

Manufacturer: GE Medical Systems Ultrasound
and Primary Care Diagnostics, LLC

9900 Innovation Drive
Wauwatosa WI 53226

USA
EUDAMED Single No registration number available yet.
Registration No.:
Products: Products of class lla:

Z110401 ULTRASOUND SCANNERS

Authorised GE Medical Systems SCS
representative(s): 283 rue de la Miniere, 78530 BUC, France

Certificate history

Revision: Description: Issue date:

1 Initial revision 2020-10-22

Digitally signed by Chicu Natalia
Date: 2024.10.23 17:26:03 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

The Notified Body hereby declares that the requirements of Annex IX, Chapter |, Section 2 and 3 of the
REGULATION (EU) 2017/745 have been met for the listed products. The above named manufacturer
has established and applies a quality management system, which is subject to periodic surveillance,
defined by Annex IX, Chapter |, Section 3 of the aforementioned regutation. The requirements of Annex
IX, Chapter Il are fulfilled. If class Il devices or class lIb implantable devices referred to in the second
subparagraph of Article 52(4) are covered by this certificate an EU technical documentation assessment
certificate according to Chapter II, Section 4.9 is required before placing them on the market.

Report No.: 234158632-122

Effective date: 2020-10-22

Expiry date: 2025-07-21

Issue date: 2020-10-22 )
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