IMPORTANT PRODUCT INFORMATION GE HealthCare

Mar 24, 2025 GE HealthCare Ref. # 34141

To: Department of Anesthesia
Director of Respiratory Therapy
Health Care Administrator / Risk Manager
Director of Biomedical / Clinical Engineering

RE: Aisys CS? Avance CS? Carestation 750/750c, Amingo, Avance, and Aisys anesthesia
devices with affected electronic gas mixer assemblies.

Issue GE HealthCare has become aware of a potential issue in certain anesthesia devices
manufactured between March 31, 2023, to June 24, 2024, which contain an electronic

gas mixer assembly.

The potential issue does not affect gas delivery or gas flow rate to the patient and
does not impact inspired oxygen concentration.

Over time potentially impacted gas mixers can develop an internal fault, resulting in a
hissing noise. The hissing noise is audible upon addition of a balance gas (air or
nitrous oxide).

Instructions  You can continue to use your anesthesia device. If your anesthesia device emits a
hissing noise, it does not affect gas delivery to the patient. If you want to stop the
sound emanating from the mixer, discontinue or change the selected balance gas.
You may need to provide additional anesthetic agent if nitrous oxide is discontinued.

If your device emits a hissing noise, contact your local GE HealthCare service
representative for a gas mixer replacement, at no cost to you.

Please ensure that all relevant staff in your facility are made aware of this notification
and the recommended actions.

Affected e Aisys CS? Avance CS?, Carestation 750/750c anesthesia devices with
Product electronic gas mixer assemblies manufactured between March 31, 2023,
Details to June 24, 2024.

The device manufacture date is listed on the anesthesia device label. Below is an
example of where to find the date of manufacture on the device label:
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e Electronic gas mixer field replaceable units (1011-8000-000-S)
manufactured between March 31, 2023, to June 24, 2024. These mixers
can be installed on Aisys CS?, Avance CS?, Carestation 750/750c,
Amingo, Avance, or Aisys anesthesia devices.

Product GE HealthCare will correct all affected products that exhibit a hissing sound, at no
Correction cost to you.

Contact If you have any questions or concerns regarding this notification, please contact
Information = GE HealthCare Service or your local Service Representative.
FEEM %% EA A EL - 0800-021-770)

Please be assured that maintaining a high level of safety and quality is our highest priority. If you have
any questions, please contact us per the contact information above.

Sincerely,

Ay K. heod=

Alla Woodson
GM, Anesthesia Respiratory Care and Services for Patient Care Solutions

GE HealthCare

GEHC Ref# 34141 Page 2 of 2



