Medtronic

HITNA SIGURNOSNA OBAVIJEST

Polukompresibilni balonski dilatacijski kateteri za brzu izmjenu Euphora™ i Solarice™
Povlaéenje odredenih brojeva modela i serija iz prodaje

rujan 2019.

Oznaka Medtronic: FA886
Postovani upravitelji rizika ili zdravstveni radnici,

ovim vas pismom zelimo obavijestiti da Medtronic dobrovoljno poviadi odredenu podskupinu polukompresibilnih balonskih
dilatacijskih katetera za brzu izmjenu Euphora™ and Solarice™ proizvedenih u razdoblju od 27. velja¢e 2019. do 31. srpnja 2019.
Potencijalno spornikateteri distribuirani su Sirom svijeta s razli¢itim brojevima modela i serija (pogledajte Prilog 1). Taj se problem
ne odnosi na nekompresibilne balonske dilatacijske katetere za brzu izmjenu NC Euphora™ i Solarice™ tvrtke Medtronic i druge
proizvode tvrtke Medtronic.

Tvrtka Medtronic utvrdila je da nekikateteriimaju stilet neznatno ve¢eg promjera, Sto uzrokuje poteskoce pri uklanjanju. U slu¢aju
da dode do poteskoca pri uklanjanju stileta, postoji moguénost ostecenja balona ili katetera zbog prevelike primjene sile, a to
moze dovesti do poteskoca s napuhavanjem ili ispuhivanjem balona. Potencijalni rizici povezani s potesko¢ama pri napuhavanju
ili ispuhivanju balona uklju¢uju produljeno vrijeme postupka i potrebnu dodatnu intervenciju. Osim toga, poteskoée pri
napuhavaniju ili ispuhivanju ili oStec¢enje katetera tijekom proceduralne upotrebe moze dovesti do ozljede krvne Zile.

Do 19. kolovoza 2019. tvrtka Medtronic primila je prituzbe klijenata u vezi s poteskoc¢ama pri uklanjanju stileta, koje predstavljaju
0,012 % prodanih spornih proizvoda. Tvrtka Medtronic zaprimila je jednu (1) prijavu o ozljedama povezanim s tim problemom.

Buducdida se potencijalna poteskoéa s napuhavanjem/ispuhavanjem pojavljuje tijekom upotrebe proizvoda, nema dodatne radnje
uvezis ovim povla¢enjem za bolesnike koji su prethodno lijeéeni potencijalno spornim proizvodom. Te je bolesnike potrebno dalje
nadzirati u skladu s vaSom standardnom praksom.

Upute za klijente:
Prema evidenciji tvrtke Medtronic vasa je ustanova primila jednu ili vise spornih serija polukompresibilnih katetera Euphora
Solarice. Stoga tvrtka Medtronic zahtijeva da odmah poduzmete sljedece radnje:

1. identificirajte i stavite u karantenu sve neupotrijebljene sporne proizvode iz svojih zaliha

2. vratite tvrtki Medtronic sve neupotrijebljene sporne proizvode iz svojih zaliha. Lokalni predstavnik tvrtke Medtronic
moze vam pomodi da vratite taj proizvod i da utvrdite koji bi bili odgovarajuci zamjenski proizvodi.

Ovu obavijest potrebno je proslijediti svima onima koji moraju biti upoznati s njom u vasoj ili u bilo kojoj drugoj organizaciji u koju
jeisporucen sporni proizvod. Hrvatska agencija za lijekove i medicinske proizvode (HALMED) obavijestena je o ovoj radnji.

Ispricavamo se zbog mogucih neugodnosti. Sigurnost bolesnika iznimno nam je vazna, stoga cijenimo vasu brzu reakciju u vezi s
ovim slu¢ajem. Ako imate kakvih pitanja u vezi s ovim priop¢enjem, obratite se lokalnom predstavniku tvrtke Medtronic gdi. Meliti
Pili¢ na e-mail: melita.pilic@medtronic.com, ili na Medtronic Adriatic doo, Folnegoviéeva 1c, 10000 Zagreb, Hrvatska.
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Prilog 1: Brojevi modelai informacije o seriji za sporne proizvode

Razdoblje proizvodnje serije: od 27. veljace do 31. srpnja 2019.
Razdoblje isteka valjanosti serije: od 26. veljace 2021. do 30. srpnja 2021.

Brojevi modela i informacije o seriji za sporne proizvode Euphora

Brojevi modela polukompresibilnih balonskih dilatacijskih katetera za brzu izmjenu Euphora

Model Brojevi serija

EUP1506X 217291131, 217473721, 217473914, 217506615, 217576082, 217876349

EUP1510X 217262807, 217396792, 217451079, 217473910, 217473911, 217518609, 217630776, 217704793, 217704794, 217803293, 217817346,
217939845, 217960062

EUP1512X 217282165, 217291003, 217396342, 217451080, 217584296, 217728406, 217803295, 217817347, 217876348

EUP1515X 217216700, 217216702, 217270937, 217291129, 217291133, 217387047, 217396791, 217451566, 217518610, 217518611, 217584297,
217601078, 217630784, 217728244, 217775695, 217777586, 217791230, 217960063

EUP1520X 217270929, 217270933, 217339009, 217370779, 217387049, 217427611, 217444053, 217480193, 217506621, 217518608, 217518614,
217577127, 217682939, 217775696

EUP2006X 217473906, 217506617, 217601073, 217616434, 217682942, 217721594

EUP2010X | 217506623, 217542638, 217557954, 217584304, 217602587, 217616444, 217682944, 217728410, 217891539

EUP2012X | 217225194, 217246462, 217270930, 217282164, 217291005, 217338010, 217338011, 217379610, 217379612, 217387051, 217387053,
217451567, 217557965, 217584406, 217602590, 217630783, 217704795, 217713408, 217728243, 217728408, 217729333, 217799312,
217832637, 217922811, 217940331, 217940334

EUP2015X | 217370780, 217396344, 217473724, 217473913, 217480203, 217527338, 217527339, 217558106, 217577128, 217584305, 217601083,
217616442, 217630780, 217682938, 217704798, 217728242, 217729332, 217742357, 217762424, 217775697, 217786014, 217876353,
217884478, 217905104, 217913833

EUP2020X 217216701, 217225191, 217246460, 217246463, 217262442, 217262443, 217270832, 217270934, 217282826, 217282828, 217291002,
217291135, 217385682, 217444057, 217451078, 217473723, 217473916, 217480199, 217506622, 217527334, 217542637, 217557950,
217576083, 217584293, 217601079, 217602592, 217616447, 217630781, 217682943, 217683711, 217741585, 217742358, 217742360,
217777590, 217876356, 217905926, 217932681, 217960064

EUP2025X 217584408, 217601077, 217832632

EUP2030X 217370772, 217473907, 217518612, 217682945, 217775705, 217824429, 217932675

EUP22506X | 217473720, 217535800, 217832634, 217876347

EUP22510X | 217370782, 217713407, 217775701

EUP22512X | 217480196, 217535801, 217704797, 217884481

EUP22515X | 217396793, 217584301, 217601075, 217704796, 217742355, 217791228, 217884480

EUP22520X | 217370778, 217601084, 217713406

EUP22525X | 217535799, 217799308, 217876346

EUP2506X 217370777

EUP2510X 217262906, 217262910, 217282160, 217291001, 217444060, 217451568, 217602586, 217616437, 217630777, 217721598, 217765233,
217940329

EUP2512X 217225193, 217253645, 217282161, 217291126, 217385685, 217396345, 217444058, 217444065, 217451083, 217451570, 217473912,
217480327, 217584298, 217601081, 217616449, 217630782, 217762421, 217765228, 217791227, 217791233, 217803297, 217832636,
217876355, 217891540

EUP2515X 217253667, 217262908, 217270931, 217282163, 217291004, 217291130, 217379611, 217385683, 217396794, 217444059, 217451081,
217473725, 217473908, 217480204, 217480205, 217499989, 217499990, 217557957, 217576085, 217584295, 217601080, 217602589,
217616452, 217713409, 217721600, 217765227, 217765232, 217768796, 217775700, 217786013, 217824430, 217905105, 217913827,
217922819, 217922821, 217940339

EUP2520X 217225192, 217253644, 217253669, 217262909, 217262911, 217270936, 217270938, 217282827, 217291128, 217291136, 217385684,
217396796, 217444061, 217451084, 217473909, 217602588, 217602591, 217616454, 217713123, 217762422, 217762423, 217763785,
217765231, 217777588, 217786011, 217799314, 217832638, 217851624, 217940330

EUP2525X 217473722, 217584292, 217721597, 217832635, 217932684

EUP2530X 217480194, 217480328, 217499987, 217884479

EUP27506X | 217253668, 217339008

EUP27510X | 217253643, 217396340, 217630775, 217799310, 217913830

EUP27512X | 217557961, 217940337

EUP27515X | 217270928, 217270935, 217387046, 217427612, 217630778, 217713124, 217786015, 217851678

EUP27520X | 217396343, 217480192, 217535797, 217777591

EUP27525X | 217370775, 217535804, 217911684

EUP3006X 217396786

EUP3010X 217370773, 217480195, 217518607, 217584299, 217775703

EUP3012X 217246461, 217262444, 217291132, 217339012, 217387052, 217444063, 217584410, 217764524, 217777589, 217922813

EUP3015X 217253666, 217253671, 217282162, 217291127, 217291134, 217387050, 217451085, 217480326, 217713122, 217762420, 217765226,
217803294, 217803296, 217842276, 217913826, 217922820, 217840338, 217962032

EUP3020X 217282829, 217396795, 217427610, 217444055, 217451077, 217480201, 217499988, 217527336, 217527340, 217557960, 217584302,
217721595, 217775702, 217777587, 217817352

EUP3025X 217261363, 217396789, 217817350, 217940326

EUP3030X 217480200, 217506613, 217765229, 217832639

EUP32510X | 218033199

EUP32512X | 217396788
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EUP32515X | 217396339, 217506614, 217849836, 217891538

EUP32520X [ 217535798, 217584291, 217682936

EUP3506X | 217506620

EUP3510X 217557953, 217683707

EUP3512X 217480198, 217480202, 217536446, 217576084, 217616439, 217822816

EUP3516X | 217396797, 217480197, 217480328, 217557958, 217558107, 217601085, 217728245, 217743066, 217891541

EUP3520X 217246464, 217246465, 217387048, 217427609, 217444062, 217451569, 217506625, 217518613, 217518615, 217791229, 217842274,
217851676, 217980581

EUP3525X 217370774, 217506624

EUP3530X 217370771, 217601076, 217728407, 217799309

EUP37506X | 217601074

EUP37512X [ 217370781

EUP375156X [ 217851674

EUP4006X 217396787, 217932678

EUP4010X 217396341, 217444056, 217444066

EUP4012X 217370776, 217535803, 217584409, 217775698, 217922815

EUP4015X 217261364, 217444054, 217557955, 217584407, 217683709, 217775704, 217922817

EUP4020X 217225190, 217396790, 217535796, 217940335

EUP4030X 217584300, 217765230

Brojevi modela i informacije o seriji za sporne proizvode Solarice

Brojevi modela polukompresibilnih balonskih dilatacijskih katetera za brzu izmjenu Euphora
Model Brojevi serija
SLC1506X | 217427355
SLC1510X | 217253572, 217298666, 217387126, 217427354, 217487816
SLC1512X | 217218112, 217253582, 217387128, 217487818, 217542634, 217859789
SLC1515X | 217246455, 217253577, 217306789, 217415822, 217427365, 217823443, 217859165, 217940024
SLC1520X | 217253580, 217306787, 217427359, 217542633, 217646425, 217668582, 217799249, 217859164
SLC2006X | 217435326, 217913786
SLC2010X | 217253573, 217297545, 217387127, 217427356, 217646867, 217668585, 217676631, 217905820
SLC2012X | 217253578, 217298670, 217306788, 217415824, 217434925, 217602539, 217668687, 217759250, 217859791, 217940066

SLC2015X | 217218115, 217253574, 217271254, 217298669, 217306223, 217404046, 217418812, 217418907, 217427706, 217435327,
217498815, 217615647, 217646871, 217668584, 217713076, 217721607, 217777612, 217799251, 217884509, 217913790

SLC2020X | 217218110, 217246457,217253575, 217271253, 217298667, 217306220, 217387130, 217404047, 217418908, 217487822,
217498821, 217676628, 217713075, 217727927, 217799252, 217850364, 217905822

SLC2025X | 217271251, 217542635, 217905821

SLC2030X | 217218119, 217427363, 217602538, 217704778, 217777614

SLC22510X | 217487815, 217646423

SLC22515X | 217427362, 217646422

SLC22520X | 217721606, 217913787

SLC22525X | 217415820, 218025488

SLC2506X | 217823441

SLC2510X | 217218122, 217401003, 217427357, 217693881, 217913792, 218034774

SLC2512X | 217271257, 217306225, 217415825, 217434924, 217498822, 217606584, 217695006, 217859787, 217913793

SLC2515X | 217253581, 217306786, 217401005, 217418813, 217418906, 217427709, 217487819, 217498813, 217542636, 217602540,
217646866, 217693884, 217859788, 217905823, 218045287

SLC2520X | 217271256, 217387129, 217404048, 217418909, 217434922, 217487821, 217498819, 217542632, 217646868, 217695009,
217859162, 217913794

SLC2525X | 217218108, 217675585

SLC2530X | 217246456, 217434923, 217498814, 217615649, 217704782, 217777613

SLC27512X | 217427360, 217602535, 217695007, 217850362

SLC2751SX | 217542631, 217602534, 217646421, 217713071, 217799248

SLC27520X | 217298668, 217387131, 217704783, 217832948

SLC3010X | 217271255, 217693880, 217850363

SLC3012X | 217306224, 217415821, 217498812, 217646869, 217704781, 217850360

SLC3015X | 217246458, 217253579, 217306790, 217418910, 217498816, 217615646, 217693885, 217832949, 217913791
SLC3020X | 217253571, 217297544, 217306222, 217401004, 217498818, 217646872, 217695008, 217859163
SLC3025X | 217306221, 217487817

SLC3030X | 217218124, 217427708, 217602537, 217850358

SLC3506X | 217246454, 217713072

SLC3510X | 217668583
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SLC3512X | 217913789

SLC3515X | 217271252, 217415823, 217498817, 217668580, 217913788
SLC3520X | 217646424, 217676626, 217832947, 217850361

SLC3530X | 217940068

SLC4010X | 217246459

SLC4012X | 217668581, 217905819

SLC4015X | 217498820, 217615648, 217859790

SLC4020X | 217427353, 217487820, 217606585

SLC4025X | 217823440

SLC4030X | 217823444
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