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HITNA SIGURNOSNA OBAVIJEST 

 
DxC 500i klinički analizator 

 

Konfiguracija Analizator modula REF UDI Softver 

S ISE-om 
DxC 500 AU modul 

s ISE, DxC 500i 
C63522 14987666545089  1.3.5 ili ranije 

Bez ISE 
DxC 500 AU 

modul, DxC 500i 
C63521 14987666545072 1.3.5 ili ranije 

 
Jedinstveni broj registracije (SRN): US-MF-000010288 
 
Poštovani korisniče Beckman Coulter proizvoda, 
 
Beckman Coulter pokreće korektivnu sigurnosnu akciju na terenu za gore navedeni proizvod.  
Ovo pismo sadrži važne informacije koje zahtijevaju vašu hitnu pažnju. 
 

PROBLEM: Beckman Coulter je utvrdio softverski problem koji utječe na DxC 500i 
kliničke analizatore pri testiranju uzoraka plazme. Nakon što korisnik 
konfigurira biokemijski test s mjernim jedinicama različitim od zadanih 
postavki sustava, naknadna promjena konfiguracije i aktivacija privremene 
konfiguracije na stranici Postavke sustava (System Configuration) može 
uzrokovati da se jedinice testa vrate na zadane postavke sustava bez 
obavještavanja korisnika. 
  
Sustav ne pruža upozorenje ili obavijest koja bi korisnika obavijestila da su 
konfigurirane jedinice vraćene na zadane jedinice. 
  

Napomena: U skladu s Uputama za uporabu (IFU), materijali za 
kontrolu kvalitete (QC) trebali bi se analizirati nakon promjena u 
konfiguraciji. Provjera i pregled rezultata kontrole kvalitete (QC) 
nakon svake promjene u konfiguraciji sustava omogućit će 
korisnicima otkrivanje nenamjernih povrata na zadane mjerne 
jedinice i identificiranje problema prije izvještavanja o rezultatima 
pacijenata. 

UTJECAJ: • Ovaj problem može dovesti do lažno povišenih prijavljenih rezultata za 
sljedeće biokemijske pretrage: albumin, bikarbonat, kalcij-arsenazo, 
kolesterol, glukoza, HDL-kolesterol, anorganski fosfati, laktat, LDL-
kolesterol, magnezij, trigliceridi i ureja. 

• Ova greška ne utječe na druge kemijske pretrage. 

• Imunokemijski testovi Access nisu pogođeni. 

• Kada se ovaj problem pojavi, analizator ispravno obrađuje uzorke 
pacijenata i prikazuje rezultate koristeći zadane jedinice sustava. 
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Međutim, nenamjenski povrat na izvorne jedinice može dovesti do 
sljedećih neusklađenosti: 
1. Utjecaj označavanja na analizatoru 

o Analizator će prikazati numerički rezultat generiran pomoću 
zadane jedinice sustava (npr. mg/dL). 

o Oznake rezultata (npr. Visoko [H]) generirat će se na temelju 
korisnički konfigurirane jedinice. 

o Kao rezultat, prikazani numerički rezultat pojavit će se u 
zadanoj jedinici sustava (npr. mg/dL), dok se oznaka 
primjenjuje prema granicama jedinice koje je korisnik postavio 
(npr. mmol/L). 

o Korisnici možda neće prepoznati nesklad između prikazanog 
rezultata i pripadajuće oznake, što može dovesti do pogrešnog 
tumačenja rezultata. 

2. Utjecaj laboratorijskog informacijskog sustava (LIS) 
o Analizator izračunava i prenosi numeričke rezultate koristeći 

zadane sustavne jedinice (npr. mg/dL). 
o Ako je LIS konfiguriran za prikaz testa koristeći korisnički 

konfiguriranu jedinicu (npr. mmol/L), LIS će prikazati numeričku 
vrijednost generiranu analizatorom zajedno s nazivom 
korisnički konfigurirane jedinice. 

o U ovom scenariju numerički rezultat ne bi bio pretvoren u 
očekivanu mjeru, što rezultira netočno izviještenom vrijednošću. 

o U LIS-u se ne generiraju nikakve oznake ili upozorenja koja bi 
ukazivala na neskladnost. 

 

• Pacijent može biti podvrgnut nepotrebnom medicinskom liječenju i 
dodatnim neinvazivnim pretragama. 

• Na rezultate generirane na verziji softvera 1.5 nema utjecaja. 

AKCIJA: • Beckman Coulter preporučuje da sadržaj ovog pisma podijelite sa 
svojim laboratorijskim i/ili medicinskim direktorom kako biste procijenili 
utjecaj na laboratorij i pacijente. 

• Za analizatore s verzijama softvera starijim od 1.5: 
o Korisnici bi trebali provjeriti prikazuju li njihovi instrumenti 

namjeravane jedinice na stranici Izbornik testova (Test Menu) 
unutar stranice Konfiguracija sustava (System Configuration) 
prije izvještavanja o rezultatima pacijenata. 

o Beckman Coulter preporučuje objavljivanje ovog pisma na ili u 
blizini pogođenih analizatora ako imaju pogođenu verziju 
softvera. 

RIJEŠENJE: • Ovaj problem je riješen u softverskoj verziji 1.5. 

• Ako vaš analizator trenutno radi na verziji softvera starijoj od 1.5, vaš 
će vas predstavnik Beckman Coulter servisa kontaktirati kako biste 
dogovorili nadogradnju na verziju softvera 1.5. 

 
Nacionalno nadležno tijelo obaviješteno je o ovoj korektivnoj akciji na terenu.  
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Molimo podijelite ove informacije sa svojim laboratorijskim osobljem te zadržite ovu obavijest 
kao dio dokumentacije sustava kvalitete vašeg laboratorija. Ako ste bilo koji od navedenih 
proizvoda proslijedili drugom laboratoriju, molimo dostavite im kopiju ovog pisma. 
 
Molimo ispunite i vratite priloženi Obrazac za odgovor u roku od 10 dana kako bismo bili sigurni 
da ste primili ovu važnu obavijest. 
 
Ako imate bilo kakvih pitanja u vezi s ovim obavještenjem, obratite se našem Centru za 
korisničku podršku.  
 
 
 
Ispričavamo se zbog neugodnosti koju je ovo prouzročilo vašem laboratoriju.  
 
S poštovanjem, 
 
 
 
 
 
 
 
Martina Orsag Erceg 
Odjel za kvalitetu i regulatorne poslove 
 
U privitku: Obrazac za odgovor  
 
 
 
 
 
 
 
 
 
Beckman Coulter, stilizirani logo i nazivi Beckman Coulter proizvoda i usluga navedeni ovdje zaštitni su znakovi ili 
registrirani zaštitni znakovi tvrtke Beckman Coulter, Inc. u Sjedinjenim Američkim Državama i drugim zemljama. 
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ELECTRONIC RECORD AND SIGNATURE DISCLOSURE  

From time to time, Beckman Coulter (we, us or Company) may be required by law to provide to 

you certain written notices or disclosures. Described below are the terms and conditions for 

providing to you such notices and disclosures electronically through the DocuSign system. 

Please read the information below carefully and thoroughly, and if you can access this 

information electronically to your satisfaction and agree to this Electronic Record and Signature 

Disclosure (ERSD), please confirm your agreement by selecting the check-box next to ‘I agree to 

use electronic records and signatures’ before clicking ‘CONTINUE’ within the DocuSign 

system. 

 

Getting paper copies  

At any time, you may request from us a paper copy of any record provided or made available 

electronically to you by us. You will have the ability to download and print documents we send 

to you through the DocuSign system during and immediately after the signing session and, if you 

elect to create a DocuSign account, you may access the documents for a limited period of time 

(usually 30 days) after such documents are first sent to you. After such time, if you wish for us to 

send you paper copies of any such documents from our office to you, you will be charged a 

$0.00 per-page fee. You may request delivery of such paper copies from us by following the 

procedure described below. 

 

Withdrawing your consent  

If you decide to receive notices and disclosures from us electronically, you may at any time 

change your mind and tell us that thereafter you want to receive required notices and disclosures 

only in paper format. How you must inform us of your decision to receive future notices and 

disclosure in paper format and withdraw your consent to receive notices and disclosures 

electronically is described below. 

 

Consequences of changing your mind  

If you elect to receive required notices and disclosures only in paper format, it will slow the 

speed at which we can complete certain steps in transactions with you and delivering services to 

you because we will need first to send the required notices or disclosures to you in paper format, 

and then wait until we receive back from you your acknowledgment of your receipt of such 

paper notices or disclosures. Further, you will no longer be able to use the DocuSign system to 

receive required notices and consents electronically from us or to sign electronically documents 

from us. 

 

All notices and disclosures will be sent to you electronically  
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Unless you tell us otherwise in accordance with the procedures described herein, we will provide 

electronically to you through the DocuSign system all required notices, disclosures, 

authorizations, acknowledgements, and other documents that are required to be provided or made 

available to you during the course of our relationship with you. To reduce the chance of you 

inadvertently not receiving any notice or disclosure, we prefer to provide all of the required 

notices and disclosures to you by the same method and to the same address that you have given 

us. Thus, you can receive all the disclosures and notices electronically or in paper format through 

the paper mail delivery system. If you do not agree with this process, please let us know as 

described below. Please also see the paragraph immediately above that describes the 

consequences of your electing not to receive delivery of the notices and disclosures 

electronically from us. 

 

How to contact Beckman Coulter:  

You may contact us to let us know of your changes as to how we may contact you electronically, 

to request paper copies of certain information from us, and to withdraw your prior consent to 

receive notices and disclosures electronically as follows: 

 

To advise Beckman Coulter of your new email address  

To let us know of a change in your email address where we should send notices and disclosures 

electronically to you, you must send an email message to us at  and in the body of such request 

you must state: your previous email address, your new email address.    

If you created a DocuSign account, you may update it with your new email address through your 

account preferences.  

 

To request paper copies from Beckman Coulter  

To request delivery from us of paper copies of the notices and disclosures previously provided 

by us to you electronically, you must send us an email to  and in the body of such request you 

must state your email address, full name, mailing address, and telephone number.  

 

To withdraw your consent with Beckman Coulter  

To inform us that you no longer wish to receive future notices and disclosures in electronic 

format you may: 

i. decline to sign a document from within your signing session, and on the subsequent page, 

select the check-box indicating you wish to withdraw your consent, or you may; 



ii. send us an email to bmwatson@beckman.com and in the body of such request you must state 

your email, full name, mailing address, and telephone number. .  . 

 

Required hardware and software  

The minimum system requirements for using the DocuSign system may change over time. The 

current system requirements are found here: https://support.docusign.com/guides/signer-guide-

signing-system-requirements.  

 

Acknowledging your access and consent to receive and sign documents electronically  

To confirm to us that you can access this information electronically, which will be similar to 

other electronic notices and disclosures that we will provide to you, please confirm that you have 

read this ERSD, and (i) that you are able to print on paper or electronically save this ERSD for 

your future reference and access; or (ii) that you are able to email this ERSD to an email address 

where you will be able to print on paper or save it for your future reference and access. Further, 

if you consent to receiving notices and disclosures exclusively in electronic format as described 

herein, then select the check-box next to ‘I agree to use electronic records and signatures’ before 

clicking ‘CONTINUE’ within the DocuSign system. 

By selecting the check-box next to ‘I agree to use electronic records and signatures’, you confirm 

that: 

 You can access and read this Electronic Record and Signature Disclosure; and 

 You can print on paper this Electronic Record and Signature Disclosure, or save or send 

this Electronic Record and Disclosure to a location where you can print it, for future 

reference and access; and 

 Until or unless you notify Beckman Coulter as described above, you consent to receive 

exclusively through electronic means all notices, disclosures, authorizations, 

acknowledgements, and other documents that are required to be provided or made 

available to you by Beckman Coulter during the course of your relationship with 

Beckman Coulter. 
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