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Date Posted November 04, 2015
Recall Status'’ Open
Recall Number Z-0151-2016
Recall Event ID 72319%
Premarket Notification K131744%
510(K) Number
Product Classification Ventilator, Continuous, Facility Use?® - Product Code CBK?”
Product HAMILTON-G5 Ventilator with software versions between V2.00 and V2.31.
Anesthesiology: The HAMILTON-GS ventilator is designed for intensive care
ventilation of adult and pediatric patients, and optionally infant and neonatal patients
Code Information software versions between V2.00 and V2.31. Ventilator catalog number: 1590001; Software

catalog number: 159700. Serial numbers: 1231 1233 1234 1235 1014 1296 1593 1594
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4016 4017 4019 4021 4023 4024 4026 4027 4028 4029 4030 4031 4034 4035 4037 4038
4050 4052 4053 4054 4059 4060 4071 4072 4076 4078 4083 4084 4086 4087 4089 4153
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5803 5815 5816 5818 5820 5825 5826 5829 5831 5832 5835 5836 5839 5842 5843 6118
6119 6144 6152 6159 6319 6320 6336 6337 6345 6537 6556 6557 6561 6562 6829 6832
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7526 7528 7529 7530 7531 7532 7684 7685 7706 7707 7770 7919 7948 7965 7971 7973
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4354 4356 4357 4358 4359 4360 4365 4366 4367 4372 4096 4101 4102 4107 4222 4224
4226 4584 4591 4603 4604 4606 4654 4655 4658 4659 4660 4661 4662 4663 4665 4119
4120 4142 4143 4146 4152 4157 4158 4160 4162 4164 4454 4456 4464 4467 4472 4954
4955 4956 4957 4958 4959 4960 4961 4962 4963 6308 6311 6312 6314 6318 6323 7079
7085 7090 7091 7092 7095 7083 4600 4605 4608 4609 4610 4612 4613 4614 4616 4617
4656 5248 5251 5245 5246 5249 5250 5255 5258 5259 5260 5261 5263 5332 5344 5345
5346 5347 5350 5351 5352 5353 5395 5397 5457 5465 5466 5481 5827 5830 6031 6039
6062 5451 5512 5516 5518 5592 5740 5533 5535 5456 5511 5522 5568 5569 5577 5624
5629 5651 5531 5542 5697 5704 5706 5709 5710 5712 5720 5723 5730 5732 5733 5824
5846 5851 5853 5857 5858 5876 5915 5930 5932 5933 5941 5948 6015 6024 6025 6026
6027 6028 6029 6030 6032 6033 6034 6049 6050 6055 6067 6069 6081 6072 6074 6075
6077 6078 6079 6080 6082 6083 6293 6303 6305 6306 6309 6315 6247 6265 6276 6292
8511 8512 8513 6247 6265 6276 6292 8511 8512 8513 6247 6265 6276 6292 8511 8512
8513 6247 6265 6276 6292 8511 8512 8513 6277 6278 6279 6291 6300 6307 6377 6409
6419 6432 6434 6438 6440 6441 6495 6498 6499 6621 6251 6289 6457 6460 6487 6489
6743 6749 6422 6423 6451 6454 6470 6503 6504 6506 6507 6509 6511 6512 6515 6517
6710 6740 6804 6893 6445 6446 6455 6469 6505 6508 6510 6522 6523 6437 6439 6442
64397 6588 6494 6560 6563 6574 6575 6576 6578 6579 6580 6582 6585 6586 6587 6589
6593 6594 6595 6597 6598 6599 6600 6601 6602 6603 6604 6605 6606 6607 6608 6609
6610 6611 6612 6596 6642 6649 6651 6654 6656 6669 6670 6625 6644 6646 6647 6648
6650 6653 6655 6657 6658 6659 6661 6662 6664 6671 6673 6995 6996 6999 7001 7022
7021 6739 6750 6752 6753 6755 6758 6870 6763 6791 6795 6887 7358 7376 7377 7400
7411 6991 7030 7061 7100 7706 7069 7072 7336 7409 7559 7560 7564 7575 7581 7585
7586 7593 7597 7604 7606 7646 7657 7658 7659 8256 7388 7391 7401 7402 7403 7412
7416 7428 7429 7433 7440 7445 7446 7447 7448 7449 7450 7451 7452 7453 7454 7455
7456 7457 7458 7450 7460 7461 7462 7463 7464 7465 7467 7468 7469 7470 7533 7534
7535 7536 7537 7538 7539 7566 7570 7599 7605 7996 7709 7854 7855 7857 7858 7853
7856 8118 8121 8124 8135 8136 8137 8238 8239 8240 8241 8362 8363 8364 8365 8368
8366 8367 8369 8371 8372 8373 8374 8375 8376 8400 8561 8564 8566 8567 8542 8543
8544 8546 8547 8548 8549 8550 8685 8686 8687 8788 8789 8790.

Recalling Firm/ Hamilton Medical, Inc.
Manufacturer 4990 Energy Way
Reno, Nevada 89502-4123
For Additional Daniel Belanger
Information Contact 775-742-2792
Manufacturer Reason Ventilation and alarms of a HAMILTON-G5 ventilator can be suppressed unintentionally
for Recall after the activation of a suctioning maneuver by the operator; this situation can occur

regardless of the selected patient group (neonatal, pediatric and adult).

FDA Determined DESIGN: Device Design
Cause ?
Action Hamilton Medical issued a letter dated April 22, 2014, to all affected customers. The letter

identified the product, the problem, and the action to be taken by the customer. Customers
were notified that their Hamilton Medical Account Manager would contact them to
coordinate the deactivation of the Ventilation Suppression feature. Customers were asked
to review the Medical Device Field Safety Corrective Action. Customers with questions were
instructed to call 800-426-6331, Ext 215.

Quantity in Commerce 1128
Distribution Nationwide Distribution

Total Product Life Cycle  TPLC Device Report?®

' For details about termination of a recall see Code of Federal Regulations (CFR) Title 21 §7.55%°
2 Per FDA policy, recall cause determinations are subject to modification up to the point of termination of the recall.

510(K) Database 510(K)s with Product Code = CBK and Original Applicant = TERUMO BCT, INC..%0
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