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03. srpnja 2023.

HITNO: SIGURNOSNA OBAVIJEST — MMS-23-4760

Pristupna radna stanica BD Alaris™

REF: Vidjeti Dodatak 1 Brojevi serije: Svi brojevi serije

Vrsta radnje: savjetodavna

Dostaviti: klinickom osoblju, voditeljima upravljanja rizikom,
biomedicinskom osoblju, voditeljima nabave

Ovo pismo sadrzi vazne informacije koje zahtijevaju vasu hitnu pozornost.

Postovani korisni¢e / postovana korisnice,

BD izdaje savjetodavnu sigurnosnu obavijest za pristupnu radnu stanicu BD Alaris™. Prema na3oj
evidenciji distribucije postoji moguénost da je vasa organizacija primila proizvode navedene u Dodatku 1.

Ova je savjetodavna obavijest ograni¢ena na Sifre proizvoda navedene u Dodatku 1. Druge Sifre
proizvoda nisu obuhvacene.

Opis problema

BD je testiranjem proizvoda utvrdio da pristupna radna stanica BD Alaris™ viS§e ne moze pruziti
zastitu od prodora tekuc¢ine prema medunarodnom standardu IP22/IPX1. Dakle, BD pruza ovu
Sigurnosnu obavijest zahvaéenim kupcima kako bi se ponovno nametnula upotreba postojecih uputa
za uporabu (DFU) i tehnicki priru¢nik za servisiranje (TSM) kako bi se smanjio moguci prodor tekucine.

Klini€ki rizik

Da bi se dogodila opasna situacija, mora postojati jedno stanje kvara, tekuéina mora uéi u uti€nicu za
izmjeni¢nu struju na plocici sucelja medicinskog uredaja (MDI), a korisnik mora do¢i u izravan kontakt
s utiCnicom za izmjeni¢nu struju. Uti€nica za izmjeni¢nu struju na svakoj plo€ici MDI-a opremljena je
osiguracem. Ako dode do kratkog spoja kao rezultat prodora tekucine, osigura€ prekida otvoreni krug

i izmjeni¢no napajanje plocCice (pogledajte Dodatak 2 za referentnu sliku pristupne radne stanice
BD Alaris™).

Vjerojatnost nastanka opasne situacije smatrala se neoCekivanom i ukupna vjerojatnost nastanka
Stete kao posljedica ovog problema je malo vjerojatna. Svako stanje ima mjere rjeSavanja opisane u
Uputama za uporabu (DFU) (za viSe informacija pogledajte odjeljak Savijeti za klinicke korisnike).

Do danas nije bilo izvjeS¢a o Stetnim dogadajima koji bi mogli biti povezani s ovim problemom.
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Kupci nisu duzni vratiti bilo koju pristupnu radnu stanicu BD Alaris™ tvrtki BD. Navedeni
proizvodi mogu se i dalje upotrebljavati u skladu s uputama u ovoj sigurnosnoj
obavijesti.

Radnje koje poduzima tvrtka BD:

BD je pokrenuo istragu radi utvrdivanja osnovnog uzroka i definiranja korektivnih radniji.

Buduce posiljke pristupne radne stanice BD Alaris™ bit ¢e oznacene zahtjevom za IP20 (zasti¢eno
od ¢&vrstih stranih predmeta promjera 12,5 mm i ve¢eg, bez zastite od prodora tekuéine).

Savjeti za biomedicinske djelatnike:

Nastavite slijediti postojeci tehnicki prirucnik za servisiranje (BDTM00004 2. izdanje) za aktivnosti
servisiranja/popravka pristupne radne stanice BD Alaris™ tvrtke BD. Konkretno, sljede¢e upute:
.Ne postavljajte radnu stanicu tamo gdje bi njezin ulaz ili izlazi za izmjeni¢nu struju mogli biti izlozeni
izlijevanju tekucine”.

Savijeti za klinicke korisnike:

Nastavite upotrebljavati pristupnu radnu stanicu BD Alaris™ u skladu s primjenjivim, postojeéim
uputama za uporabu.
e U skladu s odjeljkom ,Mjere opreza” uklonite pristupnu radnu stanicu BD Alaris™ iz
uporabe kako bi je pregledalo kvalificirano servisno osoblje ako postoji prekomjerna viaga ili
prolijevanje tekucine.

o U skladu s odjeljkom ,Uklanjanje pumpe”, ako indikator u plo€ici MDI svijetli kada na plocicu

MDI nije pri€vrscena infuzijska pumpa, posumnjajte na kvar s plo¢icom MDI. Uklonite radnu
stanicu iz upotrebe i obratite se kvalificiranom servisnom osoblju.

Radnje korisnika:

o Pregledajte informacije u Dodatku 1 kako biste utvrdili je li pristupna radna stanica
BD Alaris™ u vasem posjedu.

. Ispunite i vratite Obrazac za odgovor korisnika ¢ak i ako viSe nemate preostalih zaliha
u svom objektu do 31. srpnja 2023.

. Proslijedite ovu obavijest svima u svojoj organizaciji koji o njoj moraju biti obavijeSteni
ili bilo kojoj organizaciji u koju su sporni proizvodi preneseni.

) Ako imate bilo kakvih problema s pristupnom radnom stanicom BD Alaris™, uputite

prituzbu u skladu s uobi¢ajenim postupkom.
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Radnje distributera:

. Pregledajte informacije u Dodatku 1 i utvrdite je li pristupna radna stanica BD
Alaris™ u vaSem posjedu.

. Utvrdite u koje ste ustanove distribuirali sporni proizvod i odmah im proslijedite ovu
obavijest.

o Neka vasi klijenti ispune i vrate obrazac za odgovor korisnika vasoj
organizaciji u svrhu uskladivanja do 31. srpnja 2023.
. Ispunite i vratite Obrazac za odgovor korisnika nakon dovrdetka radnji uskladivanja.
. Ako imate bilo kakvih problema s pristupnom radnom stanicom BD Alaris™, uputite
prituzbu u skladu s uobi€ajenim postupkom.

Krajnji korisnik s Krajnji korisnik s Gdje poslati ispunjeni
inventarom NULTIM inventarom | obrazac
Kuplieno izravno od Ispunite obrazac u Ispunite obrazac u henrietta.lazanyi@bd.com
tvrtke BD cijelosti i osigurajte da cijelosti i zadrzite
su sve preporuéene kopiju ove obavijesti
radnje provedene za svoju evidenciju

prema potrebi.

Kupljeno od Ispunite obrazac u Ispunite obrazac u Vratite obrazac svom
distributera/3- strane | cijelosti i osigurajte da cijelosti i zadrzite distributeru/3- strani
su sve preporucene kopiju ove obavijesti
radnje provedene Za svoju evidenciju

prema potrebi.

Referentna osoba za kontakt

Ako imate bilo kakvih pitanja o ovome, obratite se lokalnom predstavniku tvrtke BD ili lokalnom uredu
tvrtke BD na +36301633166 ili putem e-poste henrietta.lazanyi@bd.com.

Potvrdujemo da su odgovarajuce regulatorne agencije obavijeStene o ovim mjerama.

Tvrtka BD posvecena je unaprjedivanju svijeta zdravlja. Nasi su glavni ciljevi sigurnost pacijenata i
korisnika te pruzanje kvalitetnih proizvoda. Ispri€avamo se zbog neugodnosti koje Vam je ova situacija
mozda prouzroc€ila i unaprijed Vam zahvaljujemo za pomoc¢ tvrtki BD u rjeSavanju navedenog
problema na najbrzi i naju€inkovitiji moguci nacin.

S postovanjem,

/7
/Z((/ (2 ﬂf‘)(“/C?

Lorna Darrock
Pomoénica direktora, Odjel za upravljanje kvalitetom proizvoda nakon stavljanja na trziste
EMEA kvaliteta
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Obrazac za odgovor korisnika — MMS-23-4760

Pristupnaradna stanica BD Alaris™

REF: Vidjeti Dodatak 1 Brojevi serije: Svi brojevi serije

Vratite na adresu henrietta.lazanyi@bd.com $to prije, a najkasnije 31. srpnja 2023.

Potpisivanjem u nastavku potvrdujete da je ova Sigurnosna obavijest proéitana, shvacena i da
su sve preporucene radnje provedene prema potrebi.

Naziv racunal/organizacije:

Odjel (ako je primjenjivo):

Adresa:

Postanski broj: Grad:

Ime kontakta:

Naziv radnog mjesta:

Broj telefona za kontakt: Adresa e-poste za kontakt:

Naziv vaseg dobavlja¢a za ovaj proizvod
(ako nije kupljen izravno od tvrtke BD)*

Potpis: Datum:

Ovaj obrazac mora biti vracen tvrtki BD prije nego Sto se ova radnja mozZe smatrati zatvorenom za va$ racun.

*Ako vam je ova Sigurnosna obavijest proslijedena putem distributera/3- strane, molimo vas da ispunjeni obrazac
vratite toj organizaciji u svrhu uskladivanja.
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Dodatak 1 — Sporni proizvod

Jedinstveni registracijski broj proizvodac¢a (SRN): CH-MF-000026539
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Kataloski (REF)

br.

Opis proizvoda

UDI-DI

80203UNSO01-035

Alaris™ Gateway Workstation 0x3x5 Configuration without intelligent

base unit

N/A — Released prior to UDI being
assigned.

80203UNSO01-235

Alaris™ Gateway Workstation 2x3x5 Configuration without intelligent

base unit

N/A — Released prior to UDI being
assigned.

80203UNS01-30

Alaris™ Gateway Workstation 3x0 Configuration without intelligent
base unit

N/A — Released prior to UDI being
assigned.

80203UNS01-32

Alaris™ Gateway Workstation 3x2 Configuration without intelligent
base unit

N/A — Released prior to UDI being
assigned.

80203UNSO01-33

Alaris™ Gateway Workstation 3x3 Configuration without intelligent
base unit

N/A — Released prior to UDI being
assigned.

80203UNSO01-34

Alaris™ Gateway Workstation 3x4 Configuration without intelligent
base unit

N/A — Released prior to UDI being
assigned.

80203UNS01-50

Alaris™ Gateway Workstation 5x0 Configuration without intelligent
base unit

N/A — Released prior to UDI being
assigned.

80203UNS01-52

Alaris™ Gateway Workstation 5x2 Configuration without intelligent
base unit

N/A — Released prior to UDI being
assigned.

80203UNSO01-53

Alaris™ Gateway Workstation 5x3 Configuration without intelligent
base unit

N/A — Released prior to UDI being
assigned.

80203UNSO01-54

Alaris™ Gateway Workstation 5x4 Configuration without intelligent
base unit

N/A — Released prior to UDI being
assigned.

80203UNS01-70

Alaris™ Gateway Workstation 7x0 Configuration without intelligent
base unit

N/A — Released prior to UDI being
assigned.

80203UNS01-72

Alaris™ Gateway Workstation 7x2 Configuration without intelligent
base unit

N/A — Released prior to UDI being
assigned.

80203UNSO01-73

Alaris™ Gateway Workstation 7x3 Configuration without intelligent
base unit

N/A — Released prior to UDI being
assigned.

80203UNSO01-74

Alaris™ Gateway Workstation 7x4 Configuration without intelligent
base unit

N/A — Released prior to UDI being
assigned.

80203UNS01-92

Alaris™ Gateway Workstation 9x2 Configuration

N/A — Released prior to UDI being
assigned.

80203UNS02-035

Alaris™ Gateway Workstation 0x3x5 Configuration with the wired
Ethernet communication capability and bar code reader interface

N/A — Released prior to UDI being
assigned.

80203UNS02-235

Alaris™ Gateway Workstation 2x3x5 Configuration with the wired
Ethernet communication capability and bar code reader interface

N/A — Released prior to UDI being
assigned.

80203UNS02-30

Alaris™ Gateway Workstation 3x0 Configuration with the wired
Ethernet communication capability and bar code reader interface

N/A — Released prior to UDI being
assigned.

80203UNS02-32

Alaris™ Gateway Workstation 3x2 Configuration with the wired
Ethernet communication capability and bar code reader interface

N/A — Released prior to UDI being
assigned.

80203UNS02-33

Alaris™ Gateway Workstation 3x3 Configuration with the wired
Ethernet communication capability and bar code reader interface

N/A — Released prior to UDI being
assigned.

80203UNS02-34

Alaris™ Gateway Workstation 3x4 Configuration with the wired
Ethernet communication capability and bar code reader interface

N/A — Released prior to UDI being
assigned.

80203UNS02-50

Alaris™ Gateway Workstation 5x0 Configuration with the wired
Ethernet communication capability and bar code reader interface

N/A — Released prior to UDI being
assigned.

80203UNS02-52

Alaris™ Gateway Workstation 5x2 Configuration with the wired
Ethernet communication capability and bar code reader interface

N/A — Released prior to UDI being
assigned.

80203UNS02-53

Alaris™ Gateway Workstation 5x3 Configuration with the wired
Ethernet communication capability and bar code reader interface

N/A — Released prior to UDI being
assigned.

80203UNS02-54

Alaris™ Gateway Workstation 5x4 Configuration with the wired
Ethernet communication capability and bar code reader interface

N/A — Released prior to UDI being
assigned.

80203UNS02-70

Alaris™ Gateway Workstation 7x0 Configuration with the wired
Ethernet communication capability and bar code reader interface

N/A — Released prior to UDI being
assigned.

80203UNS02-72

Alaris™ Gateway Workstation 7x2 Configuration with the wired
Ethernet communication capability and bar code reader interface

N/A — Released prior to UDI being
assigned.
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80203UNS02-73

Alaris™ Gateway Workstation 7x3 Configuration with the wired
Ethernet communication capability and bar code reader interface

N/A — Released prior to UDI being
assigned.

80203UNS02-74

Alaris™ Gateway Workstation 7x4 Configuration with the wired
Ethernet communication capability and bar code reader interface

N/A — Released prior to UDI being
assigned.

80203UNS02-92

Alaris™ Gateway Workstation 9x2 Configuration with the wired

N/A — Released prior to UDI being

Ethernet communication capability and bar code reader interface assigned.

80223UNS02-30 Alaris™ Gateway Workstation 3x0 Configuration with wired Ethernet | 10885403478659
connectivity to ACE

80223UNS02-035 Alaris™ Gateway Workstation 0x3x5 Configuration with wired 10885403478789
Ethernet connectivity to ACE

80223UNS02-32 Alaris™ Gateway Workstation 3x2 Configuration with wired Ethernet | 10885403478666
connectivity to ACE

80223UNS02-33 Alaris™ Gateway Workstation 3x3 Configuration with wired Ethernet | 10885403478673
connectivity to ACE

80223UNS02-34 Alaris™ Gateway Workstation 3x4 Configuration with wired Ethernet | 10885403478680
connectivity to ACE

80223UNS02-50 Alaris™ Gateway Workstation 5x0 Configuration with wired Ethernet | 10885403478697
connectivity to ACE

80223UNS02-52 Alaris™ Gateway Workstation 5x2 Configuration with wired Ethernet | 10885403478703
connectivity to ACE

80223UNS02-53 Alaris™ Gateway Workstation 5x3 Configuration with wired Ethernet | 10885403478710
connectivity to ACE

80223UNS02-54 Alaris™ Gateway Workstation 5x4 Configuration with wired Ethernet | 10885403478727
connectivity to ACE

80223UNS02-70 Alaris™ Gateway Workstation 7x0 Configuration with wired Ethernet | 10885403478734
connectivity to ACE

80223UNS02-72 Alaris™ Gateway Workstation 7x2 Configuration with wired Ethernet | 10885403478741
connectivity to ACE

80223UNS02-73 Alaris™ Gateway Workstation 7x3 Configuration with wired Ethernet | 10885403478758
connectivity to ACE

80223UNS02-74 Alaris™ Gateway Workstation 7x4 Configuration with wired Ethernet | 10885403478765
connectivity to ACE

80223UNS02-92 Alaris™ Gateway Workstation 9x2 Configuration with wired Ethernet | 10885403478772
connectivity to ACE

80223UNS02-235 Alaris™ Gateway Workstation 2x3x5 Configuration with wired 10885403478796

Ethernet connectivity to ACE

80203UNS03-30

Alaris™ Gateway Workstation 3x0 Configuration with a wireless
communications interface

N/A — Released prior to UDI being
assigned.

80203UNS03-32

Alaris™ Gateway Workstation 3x2 Configuration with a wireless
communications interface

N/A — Released prior to UDI being
assigned.

80203UNS03-33

Alaris™ Gateway Workstation 3x3 Configuration with a wireless
communications interface

N/A — Released prior to UDI being
assigned.

80203UNS03-34

Alaris™ Gateway Workstation 3x4 Configuration with a wireless
communications interface

N/A — Released prior to UDI being
assigned.

80203UNS03-50

Alaris™ Gateway Workstation 5x0 Configuration with a wireless
communications interface

N/A — Released prior to UDI being
assigned.

80203UNS03-52

Alaris™ Gateway Workstation 5x2 Configuration with a wireless
communications interface

N/A — Released prior to UDI being
assigned.

80203UNS03-53

Alaris™ Gateway Workstation 5x3 Configuration with a wireless
communications interface

N/A — Released prior to UDI being
assigned.

80203UNS03-54

Alaris™ Gateway Workstation 5x4 Configuration with a wireless
communications interface

N/A — Released prior to UDI being
assigned.

80203UNS03-70

Alaris™ Gateway Workstation 7x0 Configuration with a wireless
communications interface

N/A — Released prior to UDI being
assigned

80203UNS03-72

Alaris™ Gateway Workstation 7x2 Configuration with a wireless
communications interface

N/A — Released prior to UDI being
assigned

80203UNS03-73

Alaris™ Gateway Workstation 7x3 Configuration with a wireless
communications interface

N/A — Released prior to UDI being
assigned

80203UNSO03-74

Alaris™ Gateway Workstation 7x4 Configuration with a wireless

N/A — Released prior to UDI being

communications interface assigned

80300UNSO01-035 Alaris™ Gateway Workstation 0x3x5 Configuration without intelligent | 10885403478611
base unit

80300UNSO01-235 Alaris™ Gateway Workstation 2x3x5 Configuration without intelligent | 10885403478635
base unit

80300UNSO01-30 Alaris™ Gateway Workstation 3x0 Configuration without intelligent 10885403478239

base unit
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80300UNS01-32

Alaris™ Gateway Workstation 3x2 Configuration without intelligent
base unit

10885403478246

80300UNS01-33

Alaris™ Gateway Workstation 3x3 Configuration without intelligent
base unit

10885403478253

80300UNSO01-34

Alaris™ Gateway Workstation 3x4 Configuration without intelligent
base unit

10885403478260

80300UNSO01-50

Alaris™ Gateway Workstation 5x0 Configuration without intelligent
base unit

10885403478277

80300UNS01-52

Alaris™ Gateway Workstation 5x2 Configuration without intelligent
base unit

10885403478284

80300UNS01-53

Alaris™ Gateway Workstation 5x3 Configuration without intelligent
base unit

10885403478291

80300UNSO01-54

Alaris™ Gateway Workstation 5x4 Configuration without intelligent
base unit

10885403478307

80300UNSO01-70

Alaris™ Gateway Workstation 7x0 Configuration without intelligent
base unit

10885403478314

80300UNS01-72

Alaris™ Gateway Workstation 7x2 Configuration without intelligent
base unit

10885403478321

80300UNS01-73

Alaris™ Gateway Workstation 7x3 Configuration without intelligent
base unit

10885403478338

80300UNSO01-74

Alaris™ Gateway Workstation 7x4 Configuration without intelligent
base unit

10885403478345

80300UNSO01-92

Alaris™ Gateway Workstation 9x2 Configuration without intelligent
base unit

10885403478352

80300UNS02-035

Alaris™ Gateway Workstation 0x3x5 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478628

80300UNS02-235

Alaris™ Gateway Workstation 2x3x5 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478642

80300UNS02-30

Alaris™ Gateway Workstation 3x0 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478369

80300UNS02-32

Alaris™ Gateway Workstation 3x2 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478376

80300UNS02-33

Alaris™ Gateway Workstation 3x3 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478383

80300UNS02-34

Alaris™ Gateway Workstation 3x4 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478390

80300UNS02-50

Alaris™ Gateway Workstation 5x0 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478406

80300UNS02-52

Alaris™ Gateway Workstation 5x2 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478413

80300UNS02-53

Alaris™ Gateway Workstation 5x3 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478420

80300UNS02-54

Alaris™ Gateway Workstation 5x4 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478437

80300UNS02-70

Alaris™ Gateway Workstation 7x0 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478444

80300UNS02-72

Alaris™ Gateway Workstation 7x2 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478451

80300UNS02-73

Alaris™ Gateway Workstation 7x3 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478468

80300UNS02-74

Alaris™ Gateway Workstation 7x4 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478475

80300UNS02-92

Alaris™ Gateway Workstation 9x2 Configuration with the wired
Ethernet communication capability and bar code reader interface

10885403478482
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Dodatak2 — Referentna slika pristupne radne stanice BD Alaris™

MDI plo€ica
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