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California Device Recall Information Sheet

Food and Drug Branch — Device Recalls

Smiths Medical ASD, Inc. Portex Endotracheal Tube

Recall Date Product Description Recalling Firm Recall Reason
03/12/2025 Portex Endotracheal Tube Smiths Medical ASD, |Affected devices have
Inc. a smaller diameter
Item Codes 100/105/025 than expected and
100/105/030 100/105/035 may potentially result
100/111/020 100/111/025 in inadequate
100/111/030 100/111/035 ventilation to the
100/111/035 100/126/025 patient. Patient may
100/126/030 100/126/035 experience hypoxia,
100/127/025 100/127/030 underdose, or
100/127/035 100/141/025 cardiopulmonary
100/141/030 100/141/035 collapse.
I'\(’;gil Product Identification Distribution Affected Dates

Item Code: 100/105/025
UDI-DI: 15019315018633
Lots: 3877711 - 4345413

Item Code: 100/105/030
UDI-DI: 15019315018640
Lots: 3880748 - 6055172

Item Code: 100/105/030
UDI-DI: 15019315018640
Lots: 3955939

Item Code: 100/105/035
UDI-DI: 15019315018657
Lots: 3874397 - 6059989

Not provided

February and prior
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Item Code: 100/105/035**
UDI-DI; 15019315018657
Lots: 3955939

Item Code: 100/111/020
UDI-DI: 15019315018831
Lots: 3884360 - 6018589

Item Code: 100/111/025
UDI-DI: 15019315018848
Lots: 3874369 - 6055174

Item Code: 100/111/030
UDI-DI: 15019315018855
Lots: 3891574 - 6055175

Item Code: 100/111/035
UDI-DI: 15019315018862
Lots: 3874375 - 6055176

Item Code: 100/126/025
UDI-DI: 15019315056758
Lots: 3874389 - 6031564

Item Code: 100/126/030
UDI-DI: 15019315056765
Lots: 3891631 - 6018600

Item Code: 100/126/035
UDI-DI: 15019315056772
Lots: 3867283 - 6018590

Item Code: 100/127/025
UDI-DI: 15019315019807
Lots: 3895053 - 6055170

Item Code: 100/127/030
UDI-DI: 15019315019814
Lots: 3897978 - 6051961

Item Code: 100/127/035
UDI-DI; 15019315019821
Lots: 3874374 - 6010610

Item Code: 100/141/025
UDI-DI; 15019315019029
Lots: 3867278 - 6051980
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Item Code: 100/141/030
UDI-DI: 15019315019036
Lots: 3872612 - 6031565

Item Code: 100/141/035
UDI-DI: 15019315019043
Lots: 3874416 - 6060009

For additional information, please visit the EDA Website.
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https://www.accessdata.fda.gov/scripts/ires/index.cfm?Product=212450

