Australian Government

Department of Health and Aged Care
Therapeutic Goods Administration

URGENT MEDICAL DEVICE RECALL*

LEVEL: Hospital CLASS: Class 11
REFERENCE: RC-2025-RN-00093-1 DATE AGREED: 17/02/2025
PRODUCT: Intubation ORAL/NASAL Endotracheal Tube

Multiple product names, lot numbers and product codes (See below)

ARTG 392848
(Smiths Medical Australasia Pty Ltd - Basic endotracheal tube, single-use)

SPONSOR: Smiths Medical Australasia Pty Ltd

CONTACT 1800 654 949 - Smiths Customer Service

INFORMATION:

REASON: Smiths Medical became aware that certain sizes of Intubation

ORAL/NASAL Endotracheal Tube products may have a smaller diameter
than expected.

PROPOSED Check all inventory locations within your institution for the affected
CUSTOMER products listed in the notification and discontinue use.
ACTIONS:

Destroy all affected products following your institution’s process for
destruction. If destroying is not immediately possible at your facility, then
the product should be quarantined until disposal.

The problem has now been corrected and manufacturing has resumed.
The sponsor is expected to dispatch letters to all affected customers within two working days

of the agreed date. Please do not contact the sponsor for further information unless you
believe that vou have the goods under recall and have not received a recall letter.

Product Distribution: 203 hospitals and distributors nationally

Product export status: New Zealand

This information has been published in the TGA’s searchable database, the System for
Australian Recall Actions (SARA) —
https://apps.tga.gov.au/Prod/sara/arn-detail.aspx ?k=RC-2025-RN-00093-1

*For further details about Recall Actions, please refer to https: //www.tga.gov.au/safety/recall-actions
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Multiple product names, lot numbers and product codes - RC-2025-RN-00093-1

SKU/ LIST # PRODUCT NAME LOT NUMBERS

100/105/025 TRACHEAL TUBE IVORY 3927026 4080550 4190224 4308451
UNCUFFED ORAL/NASAL 4014665 4135634 4255323 4337267
2.5SMM 10/BX 4062708 4147621 4284465 4345413
100/105/030 TRACHEAL TUBE IVORY 3990354 4121698 4214842 4282245
UNCUFFED ORAL/NASAL 4011059 4144606 4247557 4304610
3.0MM 10/BX 4077446 4192137 4264607 4337268
100/105/035 TRACHEAL TUBE IVORY 3954951 4023465 4190222 4340958
UNCUFFED ORAL/NASAL 3973457 4059423 4222896 4370803

3.5MM 10/BX 3986481 4121695 4269334

4007482 4150613 4308452
100/111/020 TRACHEAL TUBE 3936628 4068624 4206539 4337269
SILICONISED ORAL/NASAL | 3969650 4080552 4217899 4358010
UNCUFFED 2.0MM 10/BX 3973460 4110000 4241691 4361583
3990360 4112845 4271735 4412425
4018131 4135636 4279639 4414897
4029076 4187114 4304616 4427307
4059424 4195285 4308454 4433467
100/111/025 TRACHEAL TUBE 3936648 4065680 4292828 4433470
SILICONISED ORAL/NASAL | 3949085 4110009 4304618 4461704
UNCUFFED 2.5MM 10/BX 3955901 4135622 4308455 6001189
3962938 4141293 4337270 6001190
3986487 4147623 4337271 6003050
3990368 4166621 4370806 6010585
4007486 4195302 4392320 6018574

4026789 4214848 4414383

4047364 4220271 4427318

4053371 4255331 4433469
100/111/030 TRACHEAL TUBE 3946325 4103890 4269339 4379014
SILICONISED ORAL/NASAL | 3949086 4138428 4290034 4392322
UNCUFFED 3.0MM10/BX | 5955988 4138429 4292829 4403654
3969651 4147624 4304620 4414889
3990362 4161530 4337274 4417662
4000829 4169644 4337275 4433473
4018136 4187132 4337276 4433474
4026786 4200189 4340964 4452150
4036208 4214850 4343027 4454684
4047356 4225676 4347854 4456323
4062712 4228827 4358015 6001208

4085821 4260297 4370809
100/111/035 TRACHEAL TUBE 3936640 4159072 4302268 4433475
SILICONISED ORAL/NASAL | 3955906 4169636 4304623 4433476

UNCUFFED 3.5MM 10/BX
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SKU/ LIST #

PRODUCT NAME

LOT NUMBERS

3990363
4000831
4036210
4038587
4080556
4091976
4112854

4192162
4214852
4217903
4247562
4271738
4274653
4295329

4306894
4340968
4347856
4377386
4394899
4417660
4424548

4446989
4452143
4452144
6001198
6010605
6010608

100/141/025

TRACHEAL TUBE MURPHY
EYE UNCUFFED SILICONISED
ORAL/NASAL 2.5MM 10/BX

3936661
3939725
4018140
4032458
4110011
4115482

4121693
4169669
4187130
4214857
4217909
4230673

4241704
4290041
4290042
4337277
4377393
4380610

4394925
4430791
4454685

100/141/030

TRACHEAL TUBE MURPHY
EYE UNCUFFED SILICONISED
ORAL/NASAL 3.0MM 10/BX

3927046
3936629
3969660
3981479
4118077
4121704
4147632

4153129
4166602
4187158
4195299
4217911
4222912
4243803

4250644
4260304
4271747
4287242
4287243
4380611
4392329

4406609
4433497
4445296
4445297
4445299
4448467

100/141/035

TRACHEAL TUBE M/EYE
UNCUFFED SILICONISED
ORAL/NASAL 3.5MM 10/BX

4053381
4097371
4109996
4118083
4150624
4164146

4166604
4192135
4195273
4214860
4220291
4225683

4247572
4250647
4269347
4282270
4287244
4380612

4392331
4430792
4454686
4456315
6018577
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