Date: 17June2014

Commercial Name: ArcRoyal. Custom procedural trays (CPTs)

FSN Identifier: FSN14F001 Microtek Basin Liners

Advisory Notice

Type of action: Advisory Notice Only

Attention:

This letter is to inform you of an advisory initiated by Microtek Please refer to appendix | for
the Advisory notice issued by Microtek

Details on affected items

www.arcroyal.ie

Virginia Road, Kells,

Co Meath, Ireland

Tel:  +353 (046 928 0100
Fax: +353 (01469280110
Email: info@arcroyal.ie

Below is a list of all Products which have been supplied to you from ArcRoyal that is affected

by this Advisory notice

Lot Qty of Qty of

Number | Pack Ref Cases Components | SO number
300027 | IR1031 12 24 73401
300089 | UK0247 4 8 73525
300107 | UK0OOO1 16 32 73496
300107 | UKOOO1 16 32 73528
300108 | UK0001 16 32 73528
300179 | UKO001 16 32 73496
300180 | UKOOO1 12 24 73672
300181 | UK0133 4 24 73525
300181 | UKO133 4 24 73525
300719 | UKOO74 4 32 73593
301167 | IR1031 8 16 73526
301324 | UK0247 4 8 73671
301410 | UK0O001 12 24 73672
302430 | UK0OOO1 16 32 73789
302430 | UKOOO1 16 32 73893
302431 | UKOOO1 16 32 73789

Directors : W.A. O'Shea, M. Smith | Secretary: M. Smith
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406797 | UK0280 20 40 93098
406798 | UK0280 20 40 930998
406799 | UK0280 20 40 93099
406800 | UK0280 20 40 93099
406988 | UK0280 20 40 93214
406989 | UK0280 12 24 93129
407318 | UK0291 12 60 92095
407410 | UK00O2 8 40 93215
407592 | UK0280 20 40 93214
407592 | UK0280 20 40 93129
407593 | UK0280 12 24 93129
407593 | UK0280 12 24 93214
408678 | UK0247 8 16 93342
408680 | UK0281 8 32 93316
409362 | UK0288 & 12 93441
409440 | UK0002 8 40 93404
409441 | UK0282 8 64 93442
410869 | UKO280 20 40 93607
410870 | UK0280 12 24 93607
411058 | UK0280 20 40 93642
411059 | UK0280 12 24 93642
411136 | UKO293 12 36 93693
412495 | UK0288 4 12 93945
412967 | UK0002 16 80 94064
412967 | UK0002 16 80 94229
412972 | UKO288 4 12 94008
413190 | UK0280 20 40 94063
413191 | UK0280 12 24 94063
413266 | UK0286 4 24 94089
413357 | UKO281 8 32 94093
413608 | UK0293 4 12 94114
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302598 | IR1031 8 16 73673
302627 | UK0247 4 8 73821
303110 | UKO0O1 16 32 73893
303110 | UKO0O1 16 32 73893
303528 | UK0074 4 32 73946
303739 | UKOO83 4 32 73977
304828 | UKO191 4 12 73979
304907 | UK0247 4 8 74109
304915 | UKO001 12 24 74110
304916 | UK0O0O1 12 24 74110
305083 | IR1031 8 16 74020
305432 | UKOO083 4 32 74331
305475 | UKOO74 4 32 74235
305567 | UK00O1 12 24 74235
305567 | UKOOO1 12 24 74332
305568 | UKOOO1 12 24 74235
305844 | UKO191 4 12 74111
306045 | UKO247 4 8 74272
306045 | UK0247 4 8 74272
306493 | UKO133 4 24 74326
306519 | UKOO083 4 32 74235
306564 | UK0247 4 8 74326
306572 | UKOO0O1 12 24 74235
306572 | UK0O0O1 12 24 74332
306573 | UKOOO1 12 24 74332
307233 | UKO002 4 20 74425
307306 | UK0OO83 4 32 74425
307633 | UK0247 4 8 74456
307819 | IR1031 8 16 74363
307897 | UKO0O1 12 24 74494
307898 | UK00O1 12 24 74494
308026 | UK0163 20 40 74537
308027 | UK0163 20 40 74537
308028 | UK0163 20 40 74537
308029 | UKO163 20 40 74537
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308029 | UK0O163 20 40 74537
308030 | UK0163 16 32 74537
309008 | UK0247 8 16 74614
309049 | UKO133 4 24 74635
309266 | UK0002 4 20 74719
309565 | UK0247 8 16 74718
309587 | UK0O0O1 16 22 74663
309588 | UK00O1 16 32 74663
310342 | IR1031 8 16 74653
310632 | IR1083 14 28 75023
310633 | IR1083 14 28 75023
310634 | IR1085 12 12 75023
310635 | IR1085 14 14 75023
310636 | IR1084 10 10 75026
310639 | IR1082 12 24 75026
310640 | IR1082 14 28 75026
310797 | UK00O1 16 32 74880
310798 | UKOOO1 16 32 74880
311012 | UKO133 4 24 74906
311238 | UKO163 20 40 74935
311238 | UKO163 20 40 74935
311239 | UKO163 16 32 74935
311240 | UKO163 16 32 74935
311241 | UKO163 20 40 74935
311242 | UKO163 20 40 74935
312183 | UK0O0O2 4 20 75030
312283 | UKOOO1 16 32 75030
312284 | UKO0O1 16 32 75030
312336 | UKOO74 4 32 75060
312400 | UKOO0O1 16 32 75060
312401 | UKO0O1 16 32 75060
313113 | UK0002 4 20 75145
313517 | IR1031 8 16 75095
314899 | UK0O002 4 20 75415
314899 | UK0002 4 20 75415
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314921 | UK0O0O1 16 32 75415
314921 | UKO0O1 16 32 75415
314922 | UK00O1 16 32 75415
315242 | UKOO74 4 32 75459
315896 | IR1077 2 8 75547
315905 | IR1079 4 8 75545
315994 | UKO0133 4 24 75572
316046 | UK0002 8 40 75573
316277 | UKOOO1 16 32 75607
316278 | UK0001 16 32 75607
316941 | UKO0O2 8 40 75686
317262 | UKOOD83 8 64 75851
317263 | UKO083 8 64 76508
317271 | UKOO74 4 32 76014
317272 | UKDO74 6 48 76508
317387 | UKOOO1 16 32 75758
317388 | UKO0O1 16 32 75758
317388 | UK00O01 16 32 75758
317389 | UKO0O1 16 32 75758
317390 | UKO0O1 16 32 75758
318286 | IR1083 8 16 75920
319017 | IR1085 16 16 75920
319018 | IR1085 16 16 75920
319135 | UKO130 2 12 76607
319192 | UK0130 2 12 76672
319302 | IR1031 16 32 75878
319308 | IR1077 2 8 75925
319310 | IR1079 4 8 75925
319311 | IR1084 12 12 75925
319490 | IR1031 8 16 76036
319499 | IR1079 4 8 76016
319500 | IR1082 16 32 75925
319501 | IR1082 16 32 75925
319501 | IR1082 16 32 75925
319630 | IR1082 16 32 76016
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320000 | UKO002 8 40 76033
320105 | UK0O0O1 16 32 76423
320105 | UKOOO1 16 32 76423
320106 | UKOOO1 16 32 76423
320107 | UKO0O1 16 32 76423
320108 | UK00O1 16 32 76423
320563 | UK0247 8 16 76543
320580 | IR1083 8 16 76584
320581 | IR1084 4 4 76424
320671 | IR1085 16 16 76584
320762 | UKO083 12 96 76585
320762 | UKO083 12 96 76544
320853 | UKOO74 12 96 76585
320853 | UKOO74 12 96 76544
320911 | UKO0O2 8 40 76544
320924 | UK0O002 8 40 76585
321828 | IR1031 16 32 76501
321828 | IR1031 16 32 76510
323025 | IR1084 4 4 76760
323102 | IR1082 16 32 76760
323153 | UK0O002 16 80 76955
323370 | UKOOO1 16 32 77063
323371 | UKO0O1 16 32 77063
323372 | UK0OO0O1 16 32 77063
323373 | UKOOO1 16 32 77063
323735 | UKO247 8 16 77207
324258 | UKO130 4 24 77608
324278 | IR1085 16 16 77257
324478 | IR1083 8 16 77293
324901 | UKO002 16 80 77356
325139 | IR1079 8 16 77262
325139 | IR1079 8 16 77295
325175 | IR1084 8 8 77262
325175 | IR1084 8 8 77295
325175 | IR1084 8 8 77262
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325175 | IR1084 8 8 77295
325188 | IR1085 16 16 77440
325285 | IR1077 2 8 77295
325366 | IR1082 16 32 77295
326282 | IR1031 16 32 77475
327169 | IR1031 16 32 77649
327835 | IR1077 2 8 77839
327851 | UK0247 8 16 78007
327851 | UK0247 8 16 78007
327874 | IR1082 16 32 77839
328281 | IR1077 2 8 78078
328282 | IR1077 4 16 78555
328282 | IR1077 4 16 78614
328765 | IR1083 8 16 78189
328823 | IR1085 16 16 78189
328839 | IR1084 16 16 78011
328839 | IR1084 16 16 78036
329565 | IR1083 8 16 78416
330338 | UKO133 4 24 78553
331344 | UKO133 & 24 78795
331353 | IR1084 8 8 78614
332323 | IR1084 8 8 78772
332384 | IR1031 16 32 78800
332529 | IR1077 14 56 79043
332529 | IR1077 14 56 79069
332609 | IR1085 16 16 79110
334275 | UKO130 4 24 80017
334340 | UKO133 4 24 79576
335029 | IR1077 12 48 79395
335314 | IR1083 8 16 79963
336091 | UKO133 4 24 80020
336258 | UK0280 20 40 80737
336259 | UKO280 20 40 80737
336260 | UK0280 20 40 80737
336261 | UK0280 20 40 80737
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336262 | UK0280 20 40 80737
336263 | UK0280 20 40 80737
336264 | UK0280 20 40 80737
336265 | UK0280 20 40 80737
336266 | UK0280 16 32 80737
336267 | UK0281 20 80 80737
336267 | UK0281 20 80 81543
336268 | UK0281 20 80 81543
336268 | UK0281 20 80 81543
336269 | UK0281 20 80 80737
336269 | UK0281 20 80 80737
336270 | UKO281 20 80 80737
336270 | UK0281 20 80 81543
336270 | UK0281 20 80 80737
336270 | UK0281 20 80 81543
336271 | UK0281 16 64 80737
336272 | UK0282 12 96 80737
336413 | IR1077 8 32 79965
336878 | IR1085 8 8 80789
336903 | IR1083 8 16 80205
337312 | IR1031 16 32 80067
338436 | IR1084 8 8 80336
339661 | UK0002 8 40 81369
339665 | UK0247 8 16 81365
340879 | IR1031 16 32 81596
340884 | IR1085 8 8 81603
341077 | UK0280 16 32 81605
341077 | UKO280 16 32 81605
341078 | UK0280 16 32 81605
341199 | IR1083 8 16 81648
341212 | IR1085 8 8 81648
342174 | UK0133 8 40 81730
342617 | UK0280 16 32 81763
342618 | UK0280 16 32 81763
342618 | UK0280 16 32 81763
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343254 | UK0247 8 16 81871
343415 | UK0O002 8 40 81911
343472 | IR1085 8 8 81909
343472 | IR1085 8 8 81909
344074 | UK0280 16 32 82042
344074 | UK0280 16 32 82042
344075 | UK0280 16 32 82042
344299 | UK0282 4 32 82136
344299 | UK0282 4 32 82136
344377 | UKO133 8 40 82136
344736 | UK0O002 8 40 82212
345207 | UKO130 4 24 82292
345428 | IR1085 8 8 82293
345428 | IR1085 8 8 82293
345464 | UK0280 16 32 82329
345465 | UK0280 16 32 82329
345699 | IR1079 4 8 82436
345772 | IR1031 16 32 82435
346404 | UK0280 16 32 82557
346404 | UK0280 16 32 82557
346405 | UK0280 16 32 82557
346582 | IR1085 8 8 82579
347030 | UKO247 16 32 82704
347030 | UK0247 16 32 82739
347030 | UK0247 16 32 82704
347030 | UK0247 16 32 82739
347158 | IR1095 4 12 82741
347158 | IR1095 4 12 82741
347231 | IR1083 8 16 82741
347279 | UK0282 4 32 82743
347715 | UK0280 16 32 82839
347716 | UK0280 16 32 82839
348407 | UK0002 8 40 82969
348407 | UK0002 8 40 82969
348431 | IR1085 8 8 82964
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348531 | IR1031 16 32 83014
349391 | IR1083 8 16 83193
349411 | UKO0133 8 40 83194
349411 | UKO0133 8 40 83194
349510 | IR1085 8 8 83193
350818 | 050189 16 32 83303
350818 | 050189 16 32 83303
351505 | UK0280 16 32 83380
351506 | UK0280 16 32 83380
351555 | IR1082 8 16 83426
351630 | IR1085 16 16 83426
352433 | UK0282 4 32 83590
352622 | 0S018S 16 32 83649
353343 | IR1085 16 16 83968
353380 | IR1084 8 8 83822
353449 | UK0247 8 16 83821
353548 | UK0280 16 32 83823
353549 | UK0280 16 32 83823
353711 | 050189 16 32 83929
353711 | 0S0189 16 32 83929
353734 | UK0282 4 32 83864
354314 | IR1085 16 16 83769
354860 | IR1095 4 12 84092
354922 | UK0002 8 40 84123
355643 | IR1031 16 32 84236
355646 | IR1082 8 16 84257
357632 | IR1082 8 16 84646
357659 | IR1085 16 16 84646
357698 | UKO130 4 24 84720
357699 | UKO0133 8 40 84721
358443 | UK0O002 8 40 84857
358519 | UK0280 16 32 84852
358519 | UK0280 16 32 84852
358520 | UK0280 16 32 84852
358520 | UK0280 16 32 84852
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358899 | IR1031 16 ‘ 32 85030
358994 | 050189 16 | 32 84966
359333 | IR1083 8 16 85059
359469 | IR1082 8 16 85059
359512 | IR1085 16 16 85059
360152 | UK0280 16 32 85248
360153 | UK0280 16 32 85248
360389 | UK0247 8 16 85332
360889 | IR1095 4 12 85421
360885 | IR1095 4 12 85421
360973 | UK0282 4 32 85461
361300 | UK0280 16 32 85508
361301 | UKO0280 16 32 85508
361308 | IR1085 12 12 85421
361309 | IR1085 12 12 85421
361612 | UKO0O2 8 40 85566
361634 | IR1082 8 16 85568
362169 | UKO130 4 24 85675
362252 | IR1031 16 32 85675
362389 | UK0280 16 32 85680
362390 | UK0280 16 32 85680
362475 | IR1084 8 8 85790
362530 | 050189 16 32 85791
362542 | UKO133 8 40 85791
362545 | UK0282 4 32 85791
362595 | IR1082 16 32 85790
362987 | IR1079 1 2 85882
363018 | IR1079 3 6 85882
363018 | IR1079- 3 6 85882
363220 | IR1085 16 16 85882
363359 | IR1083 8 16 85933
364251 | UK0280 16 32 86099
364252 | UKO280 16 32 86099
364546 | UK0002 8 40 86255
364572 | UK0O002 8 40 86268

Directors : W.A. O'Shea, M. Smith | Secretary: M. Smith

(vchovat

www.arcroyal.ie

Virginia Road, Kells,

Co Meath, Ireland

Tel:  +353 (0)46 928 0100
Fax: 4353 (0)46 928 0110
Email: info@arcroyal.ie

Registered Office: ArcRoyal, Virginia Road, Kells, Co Meath, Ireland | Company Registration Number 138763



364822 | UK0280 16 32 86270
364823 | UK0280 16 32 86270
365969 | UK0133 8 40 86496
366608 | IR1084 8 8 86737
366709 | IR1082 16 32 86737
366736 | UK0282 4 32 86738
366770 | UK0O0O2 8 40 86741
366843 | UK0280 16 32 86738
366844 | UK0280 16 32 86738
366917 | 0S0188 16 32 86809
367743 | UK0280 16 32 86927
367744 | UK0280 16 32 87152
368469 | UK0247 8 16 87150
368532 | IR1083 8 16 87151
368672 | UK0002 8 40 87161
368721 | UK0280 16 32 86927
368721 | UK0280 16 32 87152
368722 | UK0280 16 32 87152
368722 | UK0280 16 32 86927
368863 | IR1031 16 32 87195
369728 | IR1095 4 12 87393
369735 | UK0286 4 24 87391
369755 | IR1083 8 16 87393
370471 | UK0286 4 24 87591
370620 | UK0280 16 32 87583
370621 | UK0280 16 32 87583
370643 | IR1079 4 8 87616
370693 | IR1084 8 8 87616
370693 | IR1084 8 8 87616
370693 | IR1084 8 8 87616
370695 | IR1095 4 12 87616
371345 | IR1031 16 32 87748
371579 | 050189 16 32 87799
371579 | 0S0189 16 32 87799
371773 | UK0280 16 32 87756
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371774 | UK0280 16 32 87796
372309 | IR1085 16 16 88021
372319 | UK0288 8 24 88051
372357 | IR1082 8 16 88021
372424 | IR1083 8 16 88021
372592 | IR1077 12 36 88093
373436 | UK0247 8 16 88218
373489 | UK0002 8 40 88222
373571 | UKO280 15 | 30 88218
373572 | UK0280 17 34 88218
373572 | UK0280 17 34 88528
373572 | UK0280 17 34 88528
373695 | UK0133 8 40 88287
374214 | IR1031 16 32 88810
374334 | UK0282 4 32 88425
374547 | IR1084 8 8 88506
374963 | UK0280 16 32 88218
374964 | UK0280 16 32 88528
375134 | IR1077 8 24 88606
375199 | IR1095 4 12 88603
375326 | IR1082 8 16 88640
375332 | 0S0189 16 32 88642
375419 | UK0247 8 16 88676
375419 | UK0247 8 16 88676
376237 | IR1031 16 32 88367
376340 | UK0288 4 12 88852
376366 | UK0002 8 40 88848
376394 | UK0280 16 32 88850
376395 | UK0280 16 32 88850
376909 | IR10S5 4 12 88934
377117 | IR1085 16 16 89104
377541 | UKO133 8 40 89208
378291 | IR1031 16 32 89317
378294 | IR1077 8 24 89322
378295 | IR1082 8 16 89321
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378382 | UK0280 16 32 89322
378383 | UK0280 16 32 89322
378529 | UK0O002 8 40 89370
378990 | IR10S5 4 12 89450
3785994 | UK0247 8 16 89450
379234 | UK0288 4 12 89520
381689 [ IR1083 8 16 89656
381899 | UK0247 8 16 85696
382037 | IR1084 8 8 89321
382142 | UK0281 12 48 89468
382828 | IR1085 16 16 89857
382832 | UKO133 8 40 89857
382848 | UK0O002 8 40 89855
382989 | 050189 16 32 89908
383059 | UK0280 20 40 89908
383060 | UK0280 20 40 85908
383060 | UK0280 20 40 89908
383061 | UK0280 20 40 90933
383062 | UK0280 20 40 89908
383063 | UK0280 8 16 90933
383788 | IR1031 16 32 90029
386136 | UK0282 4 32 90563
386161 | UK0281 2 8 90563
386161 | UK0281 2 8 90604
386847 | UK0247 8 16 90760
386847 | UK0247 8 16 90760
387460 | UK0291 8 40 90819
387858 | UK0002 12 60 90876
387858 | UK0002 12 60 950876
387866 | UK0133 8 40 90843
387866 | UKO133 8 40 90843
388341 | UK0281 1 4 90817
388948 | UKO0281 7 28 90936
388948 | UK0281 7 28 90906
389117 | UK0288 4 12 90934
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389269 | UK0247 | 8 | 16 90936
389421 | UK0280 | 20 | 40 90933
389422 | UK0O280 | 20 40 89908
389422 | UK0280 | 20 40 90933
389423 | UK0280 | 20 40 89908
389424 | UK0280 | 20 40 90933
389425 | UK0280 | 20 40 90933
389426 | UK0280 | 20 40 90933
389426 | UK0280 | 20 40 90933
389427 | UK0280 | 20 40 90933
389428 | UK0280 | 9 18 90933
389954 | UKODO2 | 8 40 91001
390592 | UK0281 |7 28 91097
391306 | UK0281 |1 4 91326
393136 | UK0281 | 10 40 91326
393136 | UK0281 | 10 40 91326
394188 | UK0002 | 12 60 91476
394233 | UK0280 | 11 22 91668
394828 | UK0133 | 8 40 91574
394831 | UK0247 | 8 16 91573
395906 | UK0280 | 19 38 91480
395906 | UK0280 | 19 38 91544
395906 | UK0280 | 19 38 91668
397250 | UK0280 | 17 34 91828
397448 | UK0280 |3 6 91908
397835 | UKO002 |8 40 91908
397835 | UKO002 | 8 40 91908
397879 | UK0280 | 18 36 91864
397879 | UK0280 | 18 36 91908
398541 | UKO282 |5 40 92044
398541 | UK0282 |5 40 92013
398638 | UK0247 | 8 16 92012
398638 | UK0247 | 8 16 92012
398641 | UK0281 | 20 80 92013
398642 | UK0281 | 1 4 92044
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398655 | UK0281 3 12 92082
398655 | UK0281 3 12 92044
398783 | UK0280 20 40 92044
398784 | UK0280 1 2 92044
399044 | UK0281 7 28 92191
399044 | UK0281 7 28 92082
399526 | UK0247 8 16 92169
399576 | UK0280 20 40 921698
399576 | UK0280 20 40 92191
399967 | UK0281 1 4 92013
400194 | UK0282 4 32 92274
400363 | UK0291 8 40 92286
400684 | UK0280 2 | 4 92318
400964 | UK0O002 8 40 92318
401098 | UK0280 17 34 92288
401098 | UK0280 17 34 92318
401760 | UK0247 8 16 92469
401874 | UK0280 19 38 92470
402827 | UK0280 1 2 92566
403106 | UK0282 3 24 92655
403220 | UK0280 19 38 92646
403220 | UK0280 19 38 92646
404330 | UK0247 8 16 92773
404330 | UK0247 8 16 92773
404461 | UK0280 18 36 92774
405210 | UK0O002 8 40 92893
405617 | UK0280 13 26 92947
405655 | UK0286 4 24 92978
405656 | UK0288 4 12 92979
405656 | UK0288 4 12 92979
406514 | UK0280 5 10 93099
406701 | UK0282 12 96 93099
406766 | UK0281 16 64 93099
406766 | UK0281 16 64 93158
406797 | UK0280 20 40 93061
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Description of the Problem
There may be possible cracks, cuts or holes in the Basin Liner as in the photographs below

T

Advice on Action to be taken by the user:

The above listed ArcRoyal Custom Procedure Trays, which may be in your inventory, may
contain the affected Basin Liner. To minimize disruption and ensure continuous patient care,
ArcRoyal is recommending the following:

1. Prior to use the customer visually verify that this defect is not present

2. Return the completed Response Form Appendix Il to Arcroyal
(iarmstrong@arcroyal.ie) if you are clear on the advisory notice

Transmission of this Field safety notice:

Please affix a copy of this advisory notice to the product and ensure the information
communicated in this notice is brought to the attention of all relevant personnel, and return
the response Form Appendix Il to us immediately forward this information to all departments
within your organisation who may be using the affected ArcRoyal Custom procedure trays.
Additionally, please ensure that a copy of this information is provided to any other
organisations to which the affected devices have been transferred.

We appreciate your immediate attention and cooperation and sincerely regret any
inconvenience that this may cause you. Should you have any questions or concerns about
the matter, please don't hesitate to contact me.

The undersign confirms that this notice has been notified to the appropriate Regulatory
agency

Directors : W.A. 0’Shea, M. Smith | Secretary: M. Smith
Registered Office: ArcRoyal, Virginia Road, Kells, Co Meath, Ireland | Company Registration Number 138763
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Yours Sincerely,

[reInL

Aﬂﬂ“ﬁu&{/

Irene Armstrong
Compliance Engineer

ArcRoyal.

Appendix |

Advisory Notice From Microtek
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ARCROYALLTD.
ATT. MARTIN ELLIOT

VIRGINIA ROAD

KELLS
CO. MEATH
IRELAND
According to MEDDEV 2.12/1 rev. 8 ANNEX 5
Commercial name of product: Basin Liner
Type of action: Advice regarding use of the device
Attention: Theatre/Operating Room Manager/Quality Manager
Date: 3" of June 2014
Dear Customer,

Details of affected devices:

The product list is attached to this Field Safety Notice.

Description of the problem:

During normal performance vigilance of the basin liner, it has been identified that a very low number of
basin liners have small holes or cracks. These holes or cracks could, if present potentially compromise

the sterile field.

Actions to be taken by the user:

Microtek Medical has assessed the issue carefully and advises that prior to use the customer visually

verify that this defect is not present,

[MICROTER

© MEDICAL EUROPE

Microtek Medical B.V.

a division of Ecolab

P.O. Box 234 7200 AE Zulphen The Netherlands
Hekkehorst 24, 7207 BN Zutphen The Netherands
Tel. +31 (0)575 599 200 Fax +31 (0)575 599 2989
www.ecolab.com

www . microtekmed.com

Page 1 of5



LOLAB

While unfolding the drape, perform 100% inspection for any possible cracks, cuts or holes prior to use.
This decision is being taken considering the low patient risk and low market rate of complaints. Should
the defect be present, we advise performing the surgery with a different basin liner.

What to look for:

Please affix a copy of this advisory notice to the product and ensure that the information communicated
in this notice is brought to the attention of ali relevant personnel, and return the completed
acknowledgment to us. If you have provided this product to any other institutions, please forward a
copy of this letter to those institutions.

Transmission of this Field Safety Notice: (if appropriate)
This notice has been provided to:
Local Competent Authorities

MEDCERT GmbH - Notified Body CE 0482
Pilatuspool 2

20355 Hamburg

Germany

TUV NORD CERT GmbH - Notified Body CE 0044
Langemarckstrafe 20

45141 Essen

Germany

MICROTER

"’ MEDICAL EUROPE

Microtek Medical B.V. Page 2 of 5
a division of Ecolab

P.0O. Box 234 7200 AE Zutphen The Netherlands

Hekkehorst 24, 7207 BN Zulphen The Netheriands

Tel. +31 (0)575 599 200 Fax +31 (0)575 599 299

www.ecolab.com

www.microtekmed.com
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Please maintain awareness on this notice and resulting action for an appropriate period to ensure

effectiveness of the corrective action.

Please contact your local Customer Service or Account Manager if you have any questions or concerns

regarding this notification.

Maintaining a high level of safety and quality is our highest priority and we are diligently working to

return to the normal use of the product.

Sincerely,

Qht (< - et

Chad Carter Dieter Wirbals
Director of Surgical & OEM — Europe Director Regulatory Affairs - Europe

MICROTER

" MEDICAL EUROPE

Microtek Medical B.V. Page 3 of 5
a division of Ecolab

P.O. Box 234 7200 AE Zutphen The Netherdands

Hekkehorst 24, 7207 BN Zutphen The Netherlands

Tel. +31 (0)575 599 200 Fax +31 {0)575 599 209
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Response Form — Basin Drape

Please Fax or Email this Completed Response Form to:

TO: Dieter Wirbals, Microtek Medical BV

FAX: +31 575 599299

EMAIL: Dieter.Wirbals@ecolab.com
RE: Voluntary Medical Device Notification — Basin Drape

| have read this Field Safety Notice and | understand the actions required.

NAME:

POSITION:

EMAIL ADDRESS:

SIGNATURE:

DATE:

HOSPITAL/INSTITUTE:

CONTACT TELEPHONE NUMBER:

PLEASE RESPOND BY JUNE 23, 2014

L MICROTER

- MEDICAL EUROPE

Microtek Medical B.V. Paged of 5
a division of Ecolab

P.0. Box 234 7200 AE Zutphen The Netherlands

Hekkehorst 24, 7207 BN Zutphen The Netherlands
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MICROTEK MEDICAL PRODUCTS AFFECTED BY THIS NOTIFICATION

Part Number Description
17700 Single Ring Basin Liner
16700A Equipment Cover
3109N Single Ring Basin Liner
3109NT Single Ring Basin Liner, with tape
3108N Single Ring Basin Liner
33095 NaCl Bowl Drape
9386001 Ring Basin Liner
3309N Double Ring Basin Liner, Folded
TP190SA Single Ring Basin Liner, Green
TP1S09B Single Ring Basin Liner, Green Unfolded

MICROTER

?§ MEDICAL EUROPE

Microtek Medical B.V, Page5Sof5
a division of Ecolab

P.O. Box 234 7200 AE Zutphen The Netherlands

Hekkehorst 24, 7207 BN Zutphen The Netherlands

Tel. +31 (0)575 599 200 Fax +31 {0)575 593 299

www.ecolab.com

www.microtekmed.com




www.arcroyal.ie

Virginia Road, Kells,

Co Meath, Ireland

Tel:  +353 (0)46 928 0100
Fax: 4353 (0)46 928 0110
Email: info@arcroyal.ie

Appendix I
Response Form
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Advisory Action Response Form

Ref: FSN14F001 Microtek Basin Liners

Please read the attached Advisory Notice. After reading please acknowledge that you have
received, read and understood the actions to be taken by completing the information below.

The completed response form should be immediately returned via fax or email to
Fax: 00353469280110 Email:iarmstrong@arcroyal.ie

| have read this advisory notice and | understand the actions required

Name:

Position

Email Address

Signature

Date

Hospital/Institute

Contact Tele Number

Please respond by 17July2014

Page 1 of 1



