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Safety Communication

The warmer can crack or break if the unit is moved

Device/ Product
.. Infant warmers
Description:
Brand Name: Giraffe and Panda i-Res
Lot e Giraffe Bedded Warmers (GTIN:00840682103923),
bers/Serials: e Panda iRes Warmers (GTIN:00840682103893)
numBoers/>erials: e (All serial numbers starting with GBW, PBW and HDJ)
Manufacturer: GE Healthcare
Bedside panels and latch areas on the beds may crack, break or become
Problem: . L
damaged if the unit is not properly used.

- Inspect the warmer bedside panels (see below Figure 1A) latch areas
and the areas connecting the panel to the bed (see below Figure 1B)
for any cracks or damages. If any portion of the bedside panels or
latches are cracked or broken (see below Figure 1C), stop use of the

Recommendation/A warmer.
ctions: - GE Healthcare will replace all cracked or damaged bedside panels or
latches for the Giraffe and Panda warmers and provide the additional
safety labels and posters at no cost to customers.
You can find more information and recommendations from (HERE).
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http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
http://www.sfda.gov.sa/en/Pages/default.aspx
https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/voluntary-field-corrective-action-issued-ge-healthcares-giraffe-and-panda-i-res-infant-warmers?utm_campaign=Voluntary%20Field%20Corrective%20Action%20Issued%20for%20GE%20Healthcare%E2%80%25
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Figure 1A: Bedside panels

Figure 1B: Area connecting
panel to bed

Devices/Products

photo:

Figure 1C - Broken Latch Figure 1D - Good Latch

You should be aware of the mentioned risks in the notice and contact the Authorized Representative of
your product for corrective action.

Healthcare Professionals should report any adverse events suspected to be associated with affected
devices above (or other Medical Devices) to:

National Center for Medical Devices Reporting.

Medical Devices Sector

Saudi Food and Drug Authority

Postal Address: Saudi Arabia - Saudi Food and Drug Authority
4904 northern ring branch rd - Hitteen Dist.

RIYADH 13513 - 7148

Tel: +966 (11) 2038222 Ext: 2995, 2952

Fax: +966 (11) 2757245

Or

Saudi Vigilance
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http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
http://www.sfda.gov.sa/en/Pages/default.aspx
http://ncmdr.sfda.gov.sa/Default.aspx
https://ade.sfda.gov.sa/Home/Report
https://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

