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SVARIGI! OPERATIVS DROSIBAS PAZINOJUMS —
MMS-23-4760

BD Alaris™ Gateway darbstacija

ATS.: skafit 1. pielikumu Partiju numuri: visi partiju numuri

Darbibas veids: ieteikums

Kam: Kliniskajam personalam, riska vaditajiem, biomedicinas personalam,
iepirkumu vaditajiem

Saja véstulé ieklauta svariga informécija, kurai japievérs talitéja uzmaniba.

Cientjamais klient!

BD izdod konsultativu operativu droSibas pazinojumu BD Alaris™ Gateway darbstacijai. Saskana
ar masu izplatiSanas dokumentaciju Jisu organizacija, iesp&jams, ir sanémusi 1. pielikuma noradito
ietekméto produktu.

Sis ieteikums attiecas tikai uz 1. pielikuma minétajiem izstradajuma kodiem. Citi produktu kodi nav
ietekmeti.

Problémas apraksts

BD izstradajumu testéSanas laika ir konstatgjis, ka BD Alaris™ Gateway darbstacija vairs nevar
nodrosinat aizsardzibu pret Skidruma iekliSanu saskana ar starptautisko standartu IP22/IPX1. Tapéc
BD sniedz So operativo droSibas pazinojumu ietekmétajiem klientiem, lai veicinatu esoSo lietoSanas
noradijumu un tehniskas apkopes rokasgramatas lietoSanu un samazinatu iesp&jamu Skidruma iekldSanu.

Kliniskais risks

Lai rastos bistama situacija, ir jabut vienam atteices stavoklim, Skidrumam jaieklOst mainstravas
kontaktligzda mediciniskas ierices saskarnes elementa un lietotdjam ir janonak tieSa saskaré ar
mainstravas kontaktligzdu. Katra mediciniskas ierices saskarnes elementa mainstravas kontaktligzda
ir aprikota ar droSinataju. Ja Skidruma ieklusanas rezultatad rodas 1ssavienojums, droSinatajs paries
atvértaja kontdra un partrauks mainstravas padevi uz elementu (BD Alaris™ Gateway darbstacijas
atsauces attélu skatiet 2. pielikuma).

Bistamas situacijas varbitiba tika uzskatita par negaiditu, un kopuma kaitéjuma raSanas varbatiba
8Ts problémas rezultata ir maz ticama. Katram stavoklim ir riska mazinasanas pasakumi, kas aprakstiti
lietoSanas noradijumos (pladaku informaciju skatiet sadala leteikumi lietotajiem klniskaja vidé).

Lidz $im nav sanemti zinojumi par nevélamiem notikumiem, kas varétu bat saistiti ar So problemu.
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Klientiem nav jaatgriez BD Alaris™Gateway BD. Sos izstradajumus var turpinat lietot
saskana ar $aja operativa droSibas pazinojuma sniegtajiem noradijumiem.

BD darbibas:

BD ir uzsacis izmekléSanu, lai noteiktu pamatcéloni un korigéjosas darbibas.

Turpmakie BD Alaris™ Gateway darbstacijas satfjumi tiks markéti ar prasibu par IP20 (aizsargats
pret cietiem sveSkermeniem, kuru diametrs ir 12,5 mm vai lielaks, un nav aizsargats pret Skidruma
ieklaSanu).

leteikumi biomedicinas darbiniekiem:

Turpiniet izpildit eso$aja BD Alaris™ Gateway darbstacijas tehniskas apkopes dienasgramata
(BDTMO00004, 2.izdevums) aprakstitas tehniskds apkopes/ remonta darbibas. Jo 1pasi Sadu
noradijumu: “Nenovietojiet darbstaciju vieta, kur tas mainstravas ieeja vai izejas var tikt paklautas
nopltidusa Skidruma iedarbibai”.

leteikumi lietotajiem kliniskaja vide:

Turpiniet izmantot savu BD Alaris™ Gateway darbstaciju saskana ar atbilstoSajiem esoSajiem
lietoSanas noradijumiem.

o Atbilstosi noradijumiem sadala “Piesardzibas pasakumi darba laika” partrauciet BD Alaris™
Gateway darbstaciju lietoSanu, lai kvalificéts tehniskas apkopes personals to parbauditu un
noteiktu, vai taja nav parmeriga mitruma vai Skidruma nopludes.

e Ja, ka& noradits sadald “Sukna nonems3ana”, indikators uz mediciniskas ierices saskarnes
elementa ir izgaismots, kad mediciniskas ierices saskarnes elemantam nav pievienots
neviens suknis, mediciniskas ierices saskarnes elements, iespéjams, ir bojats. Partrauciet
darbstacijas lietoSanu un sazinieties ar kvalificétu tehniskas apkopes dienesta darbinieku.

Klienta darbibas:

. Parskatiet 1. pielikuma sniegto informaciju, lai noteiktu, vai tiek ietekméta jlsu riciba
esosa BD Alaris™ Gateway darbstacija.

. Aizpildiet un atgrieziet klienta atbildes veidlapu pat tad, ja jGsu iestades krajuma Iidz
2023. gada 31. julijam vairs nav nevienas iekartas.

. Izplatiet So pazinojumu visiem, kam par to jazina jusu organizacija vai jebkura
organizacija, uz kuru ir parsatits potenciali ietekmétais izstradajums.

o Ja rodas kadas problémas ar BD Alaris™ Gateway darbstaciju, ladzu, zinojiet par to

ka par studzibu saskana ar parasto proceduru.
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Izplatitaja darbibas:

. Parskatiet 1. pielikuma sniegto informaciju un nosakiet, vai tiek ietekméta jlasu riciba
esoS8a BD Alaris™ Gateway darbstacija.
. Identificéjiet iestades, kuras esat izplatijusi ietekméto produktu, un nekavéjoties

informé&jiet tas par 5o pazinojumu.
o LOdziet saviem klientiem aizpildit un saskanoSanas nolukos Ilidz
2023. gada 31.jalijam atgriezt josu organizacijai klientu atbildes

veidlapu.
. Péc saskanoSanas darbibu pabeigSanas aizpildiet un atgrieziet klienta atbildes
veidlapu.
. Ja rodas kadas problemas ar BD Alaris™ Gateway darbstaciju, lidzu, zinojiet par to

ka par sudzibu saskana ar parasto proceduru.

Galalietotajs ar
iekartu krajuma

Galalietotajs BEZ
iekartas krajuma

Kur sutit aizpilditu veidlapu

legadats tiesi no

Pilniba aizpildiet

Pilntba aizpildiet

BDNordicsFieldAction@bd.com

BD veidlapu un veidlapu un
parliecinieties, ka saglabajiet &1
visas ieteiktas pazinojuma
darbibas ir Tstenotas eksemplaru sava
atbilstosi prasibam. dokumentacija
legadats no Pilntba aizpildiet Pilntba aizpildiet Atgrieziet veidlapu izplatitajam /
izplatitaja / tresas veidlapu un veidlapu un tresajai pusei
puses parliecinieties, ka saglabajiet 81
visas ieteiktas pazinojuma
darbibas ir Tstenotas eksemplaru sava
atbilstosi prasibam. dokumentacija

Kontaktpersona sazinai

Ja jums ir jautajumi par So procesu, lGdzu, sazinieties ar vieté€jo BD parstavi markku.sani@bd.com

Apstiprinam, ka par 8§im darbibam ir informétas attiecigas kompetentas iestades.

Uznemuma BD meérkis ir uzlabot cilveku veselibu. Masu galvenie uzdevumi ir pacientu un lietotaju
droSibas garantéSana un kvalitativu izstradajumu radiSana. Més atvainojamies par neértibam, ko i
situdcija var radit, un ieprieks pateicamies par to, ka palidzat uznémumam BD péc iespéjas atrak un
efektivak atrisinat $o jautajumu.

Ciena

/5 / /fzwo( ZJ

Lorna Darrock
Pécregistracijas kvalitates nodalas direktora pirma vietniece
EMEA regiona kvalitates nodala
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Klienta atbildes veidlapa — MMS-23-4760

BD Alaris™ Gateway darbstacija

ATS.: skatit 1. pielikumu Partiju numuri: visi partiju numuri

Nositiet So veidlapu uz BDNordicsFieldAction@bd.com péc iespéjas atrak vai ne vélak ka
2023. gada 31. jalija.

Ar savu parakstu Jus apstiprinat, ka izlasijat un izpratat o operativu drosibas pazinojumu un
ka ir veiktas visas ieteiktas nepiecieSamas darbibas.

lestades/organizacijas nosaukums:

Nodala (ja piemérojams):

Adrese:

Pasta indekss: Pilséta:

Kontaktpersonas vards, uzvards:

Amats:

Kontaktpersonas talrunis: Kontaktpersonas e-pasta adrese:

Juasu 81 izstradajuma piegadataja
nosaukums (ja to nepiegada tiesi BD)*

Paraksts: Datums:

ST veidlapa janosita atpakal uznémumam BD, lai $o procediru jasu gadijuma uzskatitu par pabeigtu.

*Ja jus parsdatijat So operativu drosibas pazinojumu ar izplatitaja / treSas personas starpniecibu, lidzu, atgrieziet
aizpildito veidlapu Sai organizacijai saskanodanas nolikos.
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1. pielikums. letekmétais izstradajums

RaZotaja vienotais registracijas numurs (VRN): CH-MF-000026539

Becton Dickinson Sweden AB

Box 47204
100 74 Stockholm
Sweden

Tel: +46 (0)8-7755100

www.BD.com

Kataloga (ATS.)

Nr.

Izstradajuma apraksts

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

N/A — Released prior to UDI being

Ethernet communication capability and bar code reader interface assigned.
80203UNS02-235 Alaris™ Gateway Workstation 2x3x5 Configuration with the wired N/A — Released prior to UDI being
Ethernet communication capability and bar code reader interface 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

N/A — Released prior to UDI being

Ethernet communication capability and bar code reader interface assigned.
80203UNS02-34 Alaris™ Gateway Workstation 3x4 Configuration with the wired N/A — Released prior to UDI being
Ethernet communication capability and bar code reader interface 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

N/A — Released prior to UDI being

Ethernet communication capability and bar code reader interface assigned.

80203UNS02-53 Alaris™ Gateway Workstation 5x3 Configuration with the wired N/A — Released prior to UDI being
Ethernet communication capability and bar code reader interface assigned.

80203UNS02-54 Alaris™ Gateway Workstation 5x4 Configuration with the wired N/A — Released prior to UDI being
Ethernet communication capability and bar code reader interface 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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80300UNSO01-32 Alaris™ Gateway Workstation 3x2 Configuration without intelligent 10885403478246
base unit

80300UNSO01-33 Alaris™ Gateway Workstation 3x3 Configuration without intelligent 10885403478253
base unit

80300UNSO01-34 Alaris™ Gateway Workstation 3x4 Configuration without intelligent 10885403478260
base unit

80300UNSO01-50 Alaris™ Gateway Workstation 5x0 Configuration without intelligent 10885403478277
base unit

80300UNSO01-52 Alaris™ Gateway Workstation 5x2 Configuration without intelligent 10885403478284
base unit

80300UNSO01-53 Alaris™ Gateway Workstation 5x3 Configuration without intelligent 10885403478291
base unit

80300UNSO01-54 Alaris™ Gateway Workstation 5x4 Configuration without intelligent 10885403478307
base unit

80300UNSO01-70 Alaris™ Gateway Workstation 7x0 Configuration without intelligent 10885403478314
base unit

80300UNSO01-72 Alaris™ Gateway Workstation 7x2 Configuration without intelligent 10885403478321
base unit

80300UNSO01-73 Alaris™ Gateway Workstation 7x3 Configuration without intelligent 10885403478338
base unit

80300UNSO01-74 Alaris™ Gateway Workstation 7x4 Configuration without intelligent 10885403478345
base unit

80300UNSO01-92 Alaris™ Gateway Workstation 9x2 Configuration without intelligent 10885403478352
base unit

80300UNS02-035 Alaris™ Gateway Workstation 0x3x5 Configuration with the wired 10885403478628
Ethernet communication capability and bar code reader interface

80300UNS02-235 Alaris™ Gateway Workstation 2x3x5 Configuration with the wired 10885403478642
Ethernet communication capability and bar code reader interface

80300UNSO02-30 Alaris™ Gateway Workstation 3x0 Configuration with the wired 10885403478369
Ethernet communication capability and bar code reader interface

80300UNS02-32 Alaris™ Gateway Workstation 3x2 Configuration with the wired 10885403478376
Ethernet communication capability and bar code reader interface

80300UNS02-33 Alaris™ Gateway Workstation 3x3 Configuration with the wired 10885403478383
Ethernet communication capability and bar code reader interface

80300UNS02-34 Alaris™ Gateway Workstation 3x4 Configuration with the wired 10885403478390
Ethernet communication capability and bar code reader interface

80300UNS02-50 Alaris™ Gateway Workstation 5x0 Configuration with the wired 10885403478406
Ethernet communication capability and bar code reader interface

80300UNS02-52 Alaris™ Gateway Workstation 5x2 Configuration with the wired 10885403478413
Ethernet communication capability and bar code reader interface

80300UNS02-53 Alaris™ Gateway Workstation 5x3 Configuration with the wired 10885403478420
Ethernet communication capability and bar code reader interface

80300UNS02-54 Alaris™ Gateway Workstation 5x4 Configuration with the wired 10885403478437
Ethernet communication capability and bar code reader interface

80300UNS02-70 Alaris™ Gateway Workstation 7x0 Configuration with the wired 10885403478444
Ethernet communication capability and bar code reader interface

80300UNS02-72 Alaris™ Gateway Workstation 7x2 Configuration with the wired 10885403478451
Ethernet communication capability and bar code reader interface

80300UNS02-73 Alaris™ Gateway Workstation 7x3 Configuration with the wired 10885403478468
Ethernet communication capability and bar code reader interface

80300UNSO02-74 Alaris™ Gateway Workstation 7x4 Configuration with the wired 10885403478475
Ethernet communication capability and bar code reader interface

80300UNS02-92 Alaris™ Gateway Workstation 9x2 Configuration with the wired 10885403478482
Ethernet communication capability and bar code reader interface

EMEAFA186, 1. versija,

7n08


http://www.bd.com/

& BD

Mediciniskas
ierices

Becton Dickinson Sweden AB
Box 47204

100 74 Stockholm

Sweden

Tel: +46 (0)8-7755100
www.BD.com

pielikums. BD Alaris™ Gateway darbstacijas atsauces attéls

Mainstravas
kontaktligzda (pa
vienai uz katra

saskarnes
elements

EMEAFA186, 1. versija,

et o IR

mediciniskas
ierices saskarnes
elementa)

8no8


http://www.bd.com/

