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Dringende veiligheidskennisgeving
Hugo™ RAS monopolaire gebogen kniptang MRASIO001
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Maart 2023

Medtronic-referentie: FA1310
Single Registration Number (SRN) van de fabrikantin de EU: US-MF-000028763, UDI: 10884521836433

Beste risicobeheerder, zorgprofessional en OR-materiaalbeheerder,

Het doel van deze brief is u ervan op de hoogte te stellen dat Medtronic een terugroepactie heeft
uitgevaardigd voor het Hugo™ RAS-systeem die betrekking heeft op de monopolaire gebogen kniptang die
worden gebruikt bij het Hugo™ RAS-systeem.

Beschrijving van het probleem:

Deze terugroepactie is uitgevaardigd na 17 ingediende klachten met betrekking tot een kabelbreuk in de
Hugo RAS monopolaire gebogen kniptang tijdens klinisch gebruik. Een kabelbreuk kan leiden tot onbedoelde
beweging van het gewricht en/of de bek van de Hugo RAS monopolaire kniptang in klinische omstandigheden
en ertoe leiden dat de bek van het instrument niet meer beweegt of niet meer knipt in het weefsel. Een
kabelbreuk voorkomt niet dat het instrument energie levert.

Deze terugroepactie is alleen van toepassing op het bovengenoemde onderdeelnummer en de serienummers

die worden vermeld in Bijlage 1: Lijst met betrokken serienummers.

Risico voor gezondheid:

Er zijn geen meldingen geweest van letsel bij patiénten als gevolg van dit probleem, maar de mogelijkheid
bestaat dat onder andere de volgende schade zou kunnen worden veroorzaakt: darmbrandwonden,
thermische verbranding, darmperforatie, perforatie van grote bloedvaten, bloedvatperforatie, vertraging van
de behandeling (langere procedure), weefselbeschadiging/weefseltrauma, of bloeding.

Maatregelen die door de klant moeten worden genomen:
¢ Breng al het personeel in zorgomgevingen waarin de Hugo RAS monopolaire gebogen kniptang
wordt gebruikt op de hoogte van deze terugroepactie van medische hulpmiddelen.
¢ Plaats hulpmiddelen met de genoemde artikelcode en serienummers uit de lijst met betrokken
serienummers in Bijlage 1 in quarantaine en gebruik deze niet meer.
e Stuurde betrokken productenterug zoals hieronder aangegeven. Alle producten met de betreffende
productcode en het betrokken serienummers moeten worden teruggestuurd naar Medtronic.
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Door Medtronic getroffen maatregelen:
¢ Medtronic zal u bijstaan bij het retourneren van het getroffen product.
¢ Medtronic Start-up Specialists zal de codrdinatie met u verzorgen voor het verkrijgen van nieuwe
voorraad van de monopolaire geboren kniptang en instructies voor het gebruik van bovengenoemd
instrument.

Aanvullende informatie:
Medtronic heeft de bevoegde autoriteit in uw land van deze actie op de hoogte gesteld.

Onze excuses voor het ongemak dat hierdoor kan zijn veroorzaakt. De veiligheid van de patiént staat bij
ons voorop en we waarderen uw snelle afhandeling van deze zaak. Neem bij vragen over deze brief contact

op met uw Medtronic-vertegenwoordiger.

Met vriendelijke groet,

Quality, Regulatory Manager Benelux

Medtronic

Engineering the extraordinary

Bijlage: Lijst met betrokken serienummers
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Bijlage 1: Lijst met betrokken serienummers

Betrokken serienummers

C22BAJ0025 C22BAJ0168 C22BAJ0361 C22BAJ049%4 C22BAJ0603 C22BAJ0751 C22BAJ0922
C22BAJ0027 C22BAJ0169 C22BAJ0362 C22BAJ0495 C22BAJ0604 C22BAJ0752 C22BAJ0923
C22BAJ0028 C22BAJ0170 C22BAJ0363 C22BAJ0496 C22BAJ0605 C22BAJ0753 C22BAJ0924
C22BAJ0029 C22BAJ0171 C22BAJ0365 C22BAJ0497 C22BAJ0606 C22BAJ0754 C22BAJ0925
C22BAJ0030 C22BAJ0172 C22BAJ0366 C22BAJ0498 C22BAJ0607 C22BAJ0755 C22BAJ0927
C22BAJ0031 C22BAJ0173 C22BAJ0367 C22BAJ0499 C22BAJ0608 C22BAJ0756 C22BAJ0928
C22BAJ0032 C22BAJ0174 C22BAJ0368 C22BAJ0500 C22BAJ0609 C22BAJ0757 C22BAJ0929
C22BAJ0033 C22BAJ0175 C22BAJ0369 C22BAJ0501 C22BAJ0610 C22BAJ0758 C22BAJ0930
C22BAJ0034 C22BAJ0176 C22BAJ0370 C22BAJ0502 C22BAJ0611 C22BAJ0760 C22BAJ0931
C22BAJ0035 C22BAJ0177 C22BAJ0371 C22BAJ0503 C22BAJ0612 C22BAJ0761 C22BAJ0932
C22BAJ0036 C22BAJ0178 C22BAJ0373 C22BAJ0504 C22BAJ0613 C22BAJ0762 C22BAJ0933
C22BAJ0037 C22BAJ0179 C22BAJ0374 C22BAJ0505 C22BAJ0614 C22BAJ0763 C22BAJ0934
C22BAJ0038 C22BAJ0180 C22BAJ0375 C22BAJ0506 C22BAJ0616 C22BAJ0764 C22BAJ0935
C22BAJ0039 C22BAJ0O181 C22BAJ0376 C22BAJ0507 C22BAJ0617 C22BAJ0765 C22BAJ0936
C22BAJ0040 C22BAJ0182 C22BAJ0377 C22BAJ0508 C22BAJ0618 C22BAJ0766 C22BAJ0937
C22BAJ0041 C22BAJ0183 C22BAJ0378 C22BAJ0509 C22BAJ0620 C22BAJ0767 C22BAJ0938
C22BAJ0042 C22BAJ0184 C22BAJ0379 C22BAJ0510 C22BAJ0621 C22BAJ0768 C22BAJ0940
C22BAJ0043 C22BAJ0185 C22BAJ0380 C22BAJ0511 C22BAJ0622 C22BAJ0769 C22BAJ0941
C22BAJ0044 C22BAJ0186 C22BAJ0381 C22BAJ0512 C22BAJ0623 C22BAJ0770 C22BAJ0942
C22BAJ0045 C22BAJ0187 C22BAJ0382 C22BAJ0513 C22BAJ0624 C22BAJ0772 C22BAJ0943
C22BAJ0046 C22BAJ0188 C22BAJ0383 C22BAJ0514 C22BAJ0625 C22BAJ0773 C22BAJ0944
C22BAJ0047 C22BAJ0189 C22BAJ0384 C22BAJ0516 C22BAJ0626 C22BAJ0774 C22BAJ0945
C22BAJ0048 C22BAJ0190 C22BAJ0385 C22BAJ0517 C22BAJ0627 C22BAJ0775 C22BAJ0946
C22BAJ0049 C22BAJ0191 C22BAJ0386 C22BAJ0518 C22BAJ0628 C22BAJ0776 C22BAJ0947
C22BAJ0050 C22BAJ0192 C22BAJ0387 C22BAJ0519 C22BAJ0629 C22BAJO777 C22BAJ0950
C22BAJ0051 C22BAJ0193 C22BAJ0407 C22BAJ0520 C22BAJ0630 C22BAJO778 C22BAJ0951
C22BAJ0052 C22BAJ019%4 C22BAJ0408 C22BAJ0521 C22BAJ0631 C22BAJ0779 C22BAJ0952
C22BAJ0053 C22BAJ0195 C22BAJ0409 C22BAJ0522 C22BAJ0632 C22BAJ0780 C22BAJ0953
C22BAJ0054 C22BAJ0197 C22BAJ0410 C22BAJ0523 C22BAJ0633 C22BAJ0781 C22BAJ0954
C22BAJ0055 C22BAJ0198 C22BAJ0411 C22BAJ0524 C22BAJ0635 C22BAJ0782 C22BAJ0955
C22BAJ0056 C22BAJ0199 C22BAJ0412 C22BAJ0525 C22BAJ0636 C22BAJ0783 C22BAJ0956
C22BAJ0057 C22BAJ0200 C22BAJ0413 C22BAJ0526 C22BAJ0660 C22BAJ0784 C22BAJ0957
C22BAJ0058 C22BAJ0201 C22BAJ0414 C22BAJ0527 C22BAJ0661 C22BAJ0785 C22BAJ0958
C22BAJ0059 C22BAJ0202 C22BAJ0415 C22BAJ0528 C22BAJ0662 C22BAJ0786 C22BAJ0959
C22BAJ0060 C22BAJ0204 C22BAJ0416 C22BAJ0529 C22BAJ0663 C22BAJ0787 C22BAJ0960
C22BAJ0061 C22BAJ0205 C22BAJ0417 C22BAJ0530 C22BAJ0664 C22BAJ0788 C22BAJ0961
C22BAJ0062 C22BAJ0206 C22BAJ0418 C22BAJ0531 C22BAJ0665 C22BAJ0789 C22BAJ0962
C22BAJ0063 C22BAJ0207 C22BAJ0419 C22BAJ0532 C22BAJ0666 C22BAJ0798 C22BAJ0963
C22BAJ0064 C22BAJ0208 C22BAJ0420 C22BAJ0533 C22BAJ0667 C22BAJ0799 C22BAJ0964
C22BAJ0065 C22BAJ0209 C22BAJ0421 C22BAJ0534 C22BAJ0668 C22BAJ0800 C22BAJ0965
C22BAJ0066 C22BAJ0210 C22BAJ0422 C22BAJ0535 C22BAJ0669 C22BAJ0801 C22BAJ0966
C22BAJ0067 C22BAJ0211 C22BAJ0423 C22BAJ0536 C22BAJ0670 C22BAJ0802 C22BAJ0967
C22BAJ0068 C22BAJ0212 C22BAJ0424 C22BAJ0537 C22BAJ0671 C22BAJ0803 C22BAJ0968
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C22BAJ0069 C22BAJ0213 C22BAJ0425 C22BAJ0538 C22BAJ0672 C22BAJ0804 C22BAJ0969
C22BAJ0070 C22BAJ0214 C22BAJ0426 C22BAJ0539 C22BAJ0673 C22BAJ0805 C22BAJ0970
C22BAJ0071 C22BAJ0215 C22BAJ0427 C22BAJ0540 C22BAJ0674 C22BAJ0806 C22BAJ0971
C22BAJ0072 C22BAJ0272 C22BAJ0428 C22BAJ0541 C22BAJ0675 C22BAJ0807 C22BAJ0972
C22BAJ0073 C22BAJ0274 C22BAJ0429 C22BAJ0542 C22BAJ0676 C22BAJ0808 C22BAJ0973
C22BAJ0074 C22BAJ0275 C22BAJ0430 C22BAJ0543 C22BAJ0677 C22BAJ0809 C22BAJ0974
C22BAJ0075 C22BAJ0277 C22BAJ0431 C22BAJ0544 C22BAJ0679 C22BAJ0810 C22BAJ0975
C22BAJ0076 C22BAJ0280 C22BAJ0432 C22BAJ0545 C22BAJ0680 C22BAJ0811 C22BAJ0976
C22BAJ0077 C22BAJ0282 C22BAJ0433 C22BAJ0546 C22BAJ0681 C22BAJ0812 C22BAJ0977
C22BAJ0078 C22BAJ0283 C22BAJ0434 C22BAJ0547 C22BAJ0682 C22BAJ0813 C22BAJ0978
C22BAJ0079 C22BAJ0284 C22BAJ0435 C22BAJ0548 C22BAJ0683 C22BAJ0814 C22BAJ0979
C22BAJ0080 C22BAJ0285 C22BAJ0436 C22BAJ0549 C22BAJ0684 C22BAJ0817 C22BAJ0980
C22BAJ0081 C22BAJ0286 C22BAJ0437 C22BAJ0550 C22BAJ0685 C22BAJ0818 C22BAJ0981
C22BAJ0082 C22BAJ0287 C22BAJ0438 C22BAJ0551 C22BAJ0686 C22BAJ0819 C22BAJ0982
C22BAJ0083 C22BAJ0288 C22BAJ0439 C22BAJ0552 C22BAJ0687 C22BAJ0820 C22BAJ0983
C22BAJ0084 C22BAJ0289 C22BAJ0440 C22BAJ0553 C22BAJ0688 C22BAJ0822 C22BAJ0984
C22BAJ0085 C22BAJ0291 C22BAJ0441 C22BAJ0556 C22BAJ0690 C22BAJ0823 C22BAJ0985
C22BAJ0086 C22BAJ0292 C22BAJ0442 C22BAJ0557 C22BAJ0691 C22BAJ0874 C22BAJ0986
C22BAJ0087 C22BAJ0293 C22BAJ0443 C22BAJ0558 C22BAJ0693 C22BAJ0875 C22BAJ0987
C22BAJ0088 C22BAJ029%4 C22BAJ0444 C22BAJ0559 C22BAJ0694 C22BAJ0876 C22BAJ0988
C22BAJ0089 C22BAJ0295 C22BAJ0445 C22BAJ0560 C22BAJ0695 C22BAJ0877 C22BAJ0989
C22BAJ0090 C22BAJ0296 C22BAJ0446 C22BAJ0561 C22BAJ0696 C22BAJ0878 C22BAJ0990
C22BAJ0091 C22BAJ0297 C22BAJ0447 C22BAJ0563 C22BAJ0697 C22BAJ0879 C22BAJ0991
C22BAJ0092 C22BAJ0298 C22BAJ0448 C22BAJ0564 C22BAJ0698 C22BAJ0880 C22BAJ0992
C22BAJ0093 C22BAJ0299 C22BAJ0449 C22BAJ0565 C22BAJ0699 C22BAJ0881 C22BAJ0993
C22BAJ009%4 C22BAJ0300 C22BAJ0451 C22BAJ0566 C22BAJ0700 C22BAJ0882 C22BAJ099%4
C22BAJ0095 C22BAJ0301 C22BAJ0452 C22BAJ0567 C22BAJ0O701 C22BAJ0883 C22BAJ0995
C22BAJ009%6 C22BAJ0302 C22BAJ0454 C22BAJ0568 C22BAJ0702 C22BAJ0884 C22BAJ0996
C22BAJ0097 C22BAJ0303 C22BAJ0455 C22BAJ0569 C22BAJ0703 C22BAJ0885 C22BAJ0997
C22BAJ0098 C22BAJ0304 C22BAJ0457 C22BAJ0570 C22BAJ0704 C22BAJ0886 C22BAJ0999
C22BAJ0099 C22BAJ0305 C22BAJ0458 C22BAJ0571 C22BAJ0705 C22BAJ0887 C22BAJ1000
C22BAJ0100 C22BAJ0306 C22BAJ0459 C22BAJ0572 C22BAJ0706 C22BAJ0888 C22BAJ1002
C22BAJ0O101 C22BAJ0307 C22BAJ0460 C22BAJ0O573 C22BAJ0O707 C22BAJ0889 C22BAJ1003
C22BAJ0102 C22BAJ0308 C22BAJ0462 C22BAJ0575 C22BAJ0708 C22BAJ0890 C22BAJ1005
C22BAJ0103 C22BAJ0309 C22BAJ0463 C22BAJ0576 C22BAJ0709 C22BAJ0891 C22BAJ1006
C22BAJ0104 C22BAJ0310 C22BAJ0465 C22BAJ0577 C22BAJ0722 C22BAJ0892 C22BAJ1007
C22BAJ0105 C22BAJ0311 C22BAJ0466 C22BAJ0578 C22BAJ0723 C22BAJ0893 C22BAJ1008
C22BAJ0106 C22BAJ0312 C22BAJ0467 C22BAJ0579 C22BAJ0724 C22BAJ089%4 C22BAJ1009
C22BAJ0107 C22BAJ0313 C22BAJ0468 C22BAJ0580 C22BAJ0725 C22BAJ0895 C22BAJ1010
C22BAJ0108 C22BAJ0314 C22BAJ0469 C22BAJ0581 C22BAJ0726 C22BAJ0896 C22BAJ1011
C22BAJ0109 C22BAJ0315 C22BAJ0470 C22BAJ0582 C22BAJ0727 C22BAJ0897 C22BAJ1012
C22BAJ0110 C22BAJ0316 C22BAJ0471 C22BAJ0583 C22BAJ0728 C22BAJ0898 C22BAJ1013
C22BAJ0111 C22BAJ0317 C22BAJ0472 C22BAJ0584 C22BAJ0729 C22BAJ0899 C22BAJ1014
C22BAJ0112 C22BAJ0318 C22BAJ0473 C22BAJ0585 C22BAJ0730 C22BAJ0900 C22BAJ1015
C22BAJ0113 C22BAJ0341 C22BAJ0474 C22BAJ0586 C22BAJ0731 C22BAJ0902 C22BAJ1016
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C22BAJ0114 C22BAJ0344 C22BAJ0475 C22BAJ0587 C22BAJ0732 C22BAJ0903 C22BAJ1017
C22BAJ0115 C22BAJ0345 C22BAJ0476 C22BAJ0588 C22BAJ0733 C22BAJ0904 C22BAJ1018
C22BAJ0116 C22BAJ0346 C22BAJ0477 C22BAJ0589 C22BAJ0734 C22BAJ0907 C22BAJ1019
C22BAJ0117 C22BAJ0347 C22BAJ0478 C22BAJ0590 C22BAJ0735 C22BAJ0908 C22BAJ1020
C22BAJ0118 C22BAJ0348 C22BAJ0479 C22BAJ0591 C22BAJ0737 C22BAJ0909 C22BAJ1021
C22BAJ0119 C22BAJ0349 C22BAJ0480 C22BAJ0592 C22BAJ0738 C22BAJ0911 C22BAJ1022
C22BAJ0120 C22BAJ0350 C22BAJ0481 C22BAJ0593 C22BAJ0739 C22BAJ0912 C22BAJ1023
C22BAJ0158 C22BAJ0351 C22BAJ0482 C22BAJ05%4 C22BAJ0740 C22BAJ0913 C22BAJ1024
C22BAJ0159 C22BAJ0352 C22BAJ0483 C22BAJ0595 C22BAJ0741 C22BAJ0914 C22BAJ0279
C22BAJ0160 C22BAJ0353 C22BAJ0484 C22BAJ0596 C22BAJ0742 C22BAJ0915 C22BAJ0710
C22BAJ0161 C22BAJ0354 C22BAJ0486 C22BAJ0597 C22BAJ0743 C22BAJ0916 C22BAJ0711
C22BAJ0162 C22BAJ0356 C22BAJ0487 C22BAJ0598 C22BAJ0745 C22BAJ0917
C22BAJ0164 C22BAJ0357 C22BAJ0489 C22BAJ0599 C22BAJ0746 C22BAJ0918
C22BAJ0165 C22BAJ0358 C22BAJ0491 C22BAJ0600 C22BAJ0747 C22BAJ0919
C22BAJ0166 C22BAJ0359 C22BAJ0492 C22BAJ0601 C22BAJ0749 C22BAJ0920
C22BAJ0167 C22BAJ0360 C22BAJ0493 C22BAJ0602 C22BAJ0750 C22BAJ0921
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