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HITNA SIGURNOSNA OBAVIJEST
BECKMAN COULTER BIOKEMIJSKI ANALIZATOR AU480

Analizator REF UDI Serijski broj
BECKMAN COULTER
BIOKEMIJSKI ANALIZATOR Pogledajte Prilog A za zahvaceni instrument
AU480

Jedinstveni broj registracije (SRN): US-MF-000010288

Postovani korisniCe Beckman Coulter proizvoda,

Beckman Coulter pokrece terensku sigurnosnu korektivhu mjeru za gore navedeni proizvod. Ova
obavijest sadrzi vazne informacije koje zahtijevaju vasu hitnu pozornost.

PROBLEM:

Tvrtka Beckman Coulter utvrdila je da biokemijski analizator AU480 s gore
navedenim ra¢unalima s operativnim sustavom Windows 10 loT Enterprise
2021 LTSC moze prikazati poruku "System Stopped By Fatal Error:
DBConnectionError AlarmDB" pri pokretanju softvera instrumenta na
racunalu s prethodno instaliranim sustavom Microsoft® SQL Server® 2022
Express. (Pogledajte sliku 1.)

Kada se to dogodi, datoteka AlarmDB postaje neditljiva i softver
instrumenta se ne moze pokrenuti.

Uzrok ovog problema je obrada koju SQL Server izvrSava prilikom
automatskog povecanja broja zapisa (logova).

Nasa je istraga potvrdila da je vjerojatnost pojave ovog problema vecéa
kada se novi indeks ne stvara svakodnevno.

Zapisi vezani za alarme i rad na analizatoru se briSu prilikom prebacivanja
indeksa.Brisanje zapisa za viSe dana odjednom povecéava optereéenje
sustava i moze uzrokovati navedeni problem.

Slika 1

Beckman Coulter, Inc. Telefon: (800) 854-3633 FA-001553
250 S. Kreamer Boulevard Internet:
Brea, CA 92821, SAD www.beckmancoulter.com
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UTJECAJ:

e Ako alternativha metoda mjerenja nije dostupna, u najgorem sluc¢aju
kasnjenje u izdavanju rezultata pacijenta moze dovesti do odgode
dijagnoze i/ili lije€enja pacijenta.

e Ovaj problem ne uzrokuje neto¢ne rezultate pretraga.

AKCIJA:

¢ Obavezno kreirajte novi indeks jednom ili viSe puta dnevno u
odgovarajuce vrileme. Molimo pogledajte odjeljak "5.1 Pokretanje
sustava" u uputama za koristenje kako biste dovrsili ovu radnju.

Daily Startup 5
5.1 Start the System

Figure 5.2

3 select the Index and Group of Tests as needed.
a. Select New Index to create a new index, or Index to return to the previous index.
b. Select the group of tests to process from the "Group of Tests" drop-down list.
c. Select OK. The Home menu displays.
[N
Beckman Coulter preporucuje da se ova obavijest postavi na zahvaéene
analizatore ili u njihovoj blizini.

Beckman Coulter, Inc. Telefon: (800) 854-3633 FA-001553
250 S. Kreamer Boulevard Internet:
Brea, CA 92821, SAD www.beckmancoulter.com
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RJESENJE: Beckman Coulter utvrdio je osnovni uzrok problema te ¢e ga rijesiti
primjenom softverskog rieSenja na zahvacéene sustave. Servisni tim
Beckman Coultera kontaktirat ¢e vas radi dogovora o terminu primjene
softverskog rjeSenja, aservisni inzenjer (FSE) izvrsit ¢e radove na lokaciji.

NadleZno nacionalno tijelo obavijeSteno je o ovoj terenskoj sigurnosnoj korektivnoj mjeri.

Molimo vas da ove informacije podijelite sa svojim laboratorijskim osobljem te da ovu obavijest
pohranite kao dio dokumentacije sustava kvalitete vaSeg laboratorija. Ako ste bilo koji od gore
navedenih proizvoda proslijedili drugom laboratoriju, molimo dostavite im kopiju ovog pisma.

Molimo da ispunite i vratite prilozeni obrazac odgovora u roku od 10 dana kako bismo bili sigurni
da ste zaprimili ovu vaznu obavijest.

Ako imate bilo kakvih pitanja vezanih uz ovu obavijest, molimo kontaktirajte nas Centar za
korisni¢ku podrsku.

« Putem naSe internetske stranice: http://www.beckmancoulter.com
e Lokalnog Beckman Coulter predstavnika

IspriCavamo se zbog neugodnosti koje je ovaj problem mogao prouzrociti vasem laboratoriju.
S postovanjem,

Signed by:
U Signer Name: Helena Matezovi¢
Signing Reason: | approve this document
l Signing Time: 10-Aug-2026 | 1:18:33 AM PDT

9D2F502603AE4A03B5467E660665DC36

Helena Matezovic¢
Beckman Coulter d.o.o.
Odjel za kvalitetu i regulatorne poslove

Prilog: Obrazac za odgovor

Beckman Coulter, stilizirani logo i nazivi Beckman Coulter proizvoda i usluga navedeni ovdje zastitni su znakovi ili
registrirani zastitni znakovi tvrtke Beckman Coulter, Inc. u Sjedinjenim Americkim Drzavama i drugim zemljama.

Beckman Coulter, Inc. Telefon: (800) 854-3633 FA-001553
250 S. Kreamer Boulevard Internet:
Brea, CA 92821, SAD www.beckmancoulter.com
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Prilog A

Serijski brojevi isporuéeni s prethodno instaliranim sustavom Microsoft® SQL Server®
2022 Express.
Analizator;: BECKMAN COULTER CHEMISTRY ANALYZER AU480

REF

uDlI

Serijski broj

B96692

14987666542965

2025061689, 2025071733, 2025071739, 2025081764, 2025081769,
2025081775, 2025081777, 2025081780, 2025081784, 2025081787,
2025081791, 2025091798, 2025091801, 2025091805, 2025091814,
2025101827, 2025101829, 2025101830, 2025101831, 2025101832,
2025101833, 2025101834, 2025101835, 2025101836, 2025101837,
2025101838, 2025101839, 2025101840, 2025111852, 2025111856,
2025111860, 2025111864, 2025121894, 2025121899, 2025121904,
2025121916, 2025121919, 2025121921, 2026011926, 2026011929,
2026021945, 2026021948, 2026031978, 2026031988, 2026031995,
2026031999, 2026042017, 2026042023, 2026042027, 2026052061,
2026052065

B96693

14987666542972

2025061686, 2025061687, 2025061688, 2025061690, 2025061691,
2025061692, 2025061693, 2025061694, 2025061695, 2025061696,
2025061697, 2025061698, 2025061699, 2025061700, 2025061701,
2025061702, 2025061703, 2025061704, 2025061705, 2025061706,
2025061707, 2025061708, 2025061709, 2025061710, 2025061711,
2025061712, 2025061713, 2025061714, 2025061715, 2025061716,
2025061717, 2025061718, 2025061719, 2025061720, 2025061721,
2025061722, 2025061723, 2025061724, 2025061725, 2025061726,
2025061727, 2025061728, 2025071730, 2025071731, 2025071732,
2025071734, 2025071735, 2025071736, 2025071737, 2025071738,
2025071740, 2025071741, 2025071742, 2025071743, 2025071744,
2025071745, 2025071746, 2025071747, 2025071748, 2025071749,
2025071750, 2025071751, 2025071752, 2025071753, 2025071754,
2025071755, 2025071756, 2025071757, 2025071758, 2025081759,
2025081760, 2025081761, 2025081762, 2025081763, 2025081765,
2025081766, 2025081767, 2025081768, 2025081770, 2025081771
2025081772, 2025081773, 2025081774, 2025081776, 2025081778,
2025081779, 2025081781, 2025081782, 2025081783, 2025081785,
2025081786, 2025081788, 2025081789, 2025081790, 2025081792,
2025081793, 2025091797, 2025091799, 2025091800, 2025091802,
2025091803, 2025091804, 2025091806, 2025091807, 2025091808,
2025091809, 2025091811, 2025091812, 2025091813, 2025091815,
2025091816, 2025091817, 2025091818, 2025091819, 2025091820,
2025091821, 2025101823, 2025101824, 2025101825, 2025101826,
2025101828, 2025101841, 2025101842, 2025101843, 2025101844,
2025101845, 2025101846, 2025101847, 2025111848, 2025111849,
2025111850, 2025111851, 2025111853, 2025111854, 2025111855,
2025111857, 2025111858, 2025111859, 2025111861, 2025111862,
2025111863, 2025111865, 2025111866, 2025111867, 2025111868,
2025111869, 2025111870, 2025111871, 2025111872, 2025111873,

Beckman Coulter, Inc.

250 S. Kreamer Boulevard

Brea, CA 92821, SAD

Telefon: (800) 854-3633 FA-001553
Internet:
www.beckmancoulter.com
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2025111874, 2025111875, 2025111876, 2025111877, 2025111878,
2025111879, 2025111881, 2025111882, 2025111885, 2025121886,
2025121887, 2025121888, 2025121889, 2025121890, 2025121891,
2025121892, 2025121893, 2025121895, 2025121896, 2025121897,
2025121898, 2025121900, 2025121901, 2025121902, 2025121903,
2025121905, 2025121906, 2025121907, 2025121908, 2025121909,
2025121910, 2025121911, 2025121912, 2025121913, 2025121914,
2025121915, 2025121917, 2025121918, 2025121920, 2026011922,
2026011923, 2026011924, 2026011925, 2026011927, 2026011928,
2026011930, 2026011931, 2026011932, 2026011933, 2026011934,
2026011935, 2026011936, 2026011937, 2026011938, 2026011939,
2026021941, 2026021942, 2026021943, 2026021944, 2026021946,
2026021947, 2026021949, 2026021950, 2026021951, 2026021952,
2026021953, 2026021954, 2026021955, 2026021956, 2026021957,
2026021958, 2026021959, 2026021960, 2026021961, 2026021962,
2026021963, 2026021964, 2026021965, 2026021966, 2026021967,
2026021968, 2026021969, 2026021970, 2026021971, 2026021972,
2026021973, 2026021974, 2026031975, 2026031976, 2026031977,
2026031979, 2026031980, 2026031981, 2026031982, 2026031983,
2026031984, 2026031985, 2026031986, 2026031987, 2026031989,
2026031990, 2026031991, 2026031992, 2026031993, 2026031994,
2026031996, 2026031997, 2026031998, 2026032000, 2026032001,
2026032002, 2026032003, 2026032004, 2026032005, 2026032006,
2026032007, 2026032008, 2026032009, 2026032010, 2026032011
2026032012, 2026032013, 2026032014, 2026032015, 2026042016,
2026042018, 2026042019, 2026042020, 2026042021, 2026042022,
2026042024, 2026042025, 2026042026, 2026042028, 2026042029,
2026042030, 2026042031, 2026042032, 2026042033, 2026042034,
2026042035, 2026042036, 2026042037, 2026042038, 2026042039,
2026042040, 2026042041, 2026042042, 2026042043, 2026042044,
2026042045, 2026042046, 2026042047, 2026042048, 2026042049,
2026042050, 2026042051, 2026042052, 2026042053, 2026042054,
2026042055, 2026052057, 2026052058, 2026052059, 2026052060,
2026052062, 2026052063, 2026052064, 2026052066, 2026052067,
2026052068, 2026052069, 2026052070, 2026052071, 2026052072,
2026052073, 2026052075, 2026052076, 2026052077, 2026052078,
2026052079, 2026052080, 2026052081, 2026052082, 2026052083,
2026052084, 2026052085, 2026052086, 2026062087, 2026062088,
2026062089, 2026062090, 2026062091, 2026062092, 2026062093,
2026062094, 2026062095, 2026062096, 2026062097, 2026062098,
2026062099, 2026062100, 2026062101, 2026062102, 2026062103,
2026062104, 2026062105, 2026062106, 2026062107, 2026062108,
2026062109, 2026062110, 2026062112, 2026062113, 2026062114,
2026062115, 2026062116, 2026062117, 2026062118, 2026062119,
2026062120, 2026062121, 2026062122, 2026062123, 2026062124

Beckman Coulter, Inc.
250 S. Kreamer Boulevard
Brea, CA 92821, SAD

Telefon: (800) 854-3633 FA-001553
Internet:
www.beckmancoulter.com
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Serijski brojevi kod kojih je raéunalo zamijenjeno novim raunalom s Microsoft® SQL
Server® 2022 Express.
Analizator: BECKMAN COULTER CHEMISTRY ANALYZER AU480

REF UDI Serijski broj
N3660400 | 14987666535769 | 1040779, 1080921
N3151400 N/A* 9060086
B11810 14987666540664 | 2016024859
B12183 14987666540671 | 2012091558, 2013022045, 2013042229, 2013062344, 2013072394,
2013102700, 2013112789, 2013122887, 2014043160, 2014073403,
2014093558, 2015033959, 2015104569, 2015104596, 2016040109,
2016060339, 2016090568, 2016090575
B96692 | 14987666542965 | 2017051172, 2018122391, 2020013334, 2023040477
B96693 | 14987666542972 | 2016110717, 2017020906, 2017081327, 2017081394, 2017101524,

2017111608, 2018031874, 2018082145, 2019012422, 2020013291,
2020013311, 2020033414, 2020043534, 2021024014, 2021024015,
2021044086, 2021084218, 2021084220, 2021084227, 2021094266,
2021094271, 2021104332, 2021104364, 2021124422, 2021124430,
2021124487, 2021124493, 2022014611, 2022014627, 2022034678,
2022034689, 2022090012, 2022090040, 2022120196, 2023010268,
2023020314, 2023030340, 2023030382, 2023030383, 2023040464,
2023040546, 2023090842, 2023100903, 2024021094, 2024071319,
2024101407, 2025031517, 2025041570

* Zbog starosti uredaja i €injenice da je istekao njegov rok skladistenja, UDI broj nije dostupan.

Beckman Coulter, Inc.
250 S. Kreamer Boulevard
Brea, CA 92821, SAD

Telefon: (800) 854-3633 FA-001553
Internet:
www.beckmancoulter.com
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