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Obvestilo o varnosti na terenu — Neusklajenost
Advisory Notice — Non-Conformity

Za pozornost: DISTRIBUTOR Biomedica

To the Attention of:

Datum: 21-06-2024

Date:

Predmet: TeZava - Obvestilo o napaki
Object: Problem - Default Notification

Spostovani kupec,

Obvescamo vas, da je bila zaznana tezava/napaka pri naslednjih izdelkih:
Dear Customer,

Please be advised that a problem/default has been detected on the following products:

Prizadeti izdelki:
Affected Products:

Vrsta naprave - Linija

Device type - Line BlueDiver Dot / BlueDiver Quantrix

Ime naprave Referenca Stevilka Kolic¢ina Datum posiljanja -
Product Name Reference serije Qty Dobavnica
Lot Number Date of Shipment

Delivery Note

BlueDiver Dot Myositis'? SAE IgG | MYOS12DIV-24 |DU240518 11| 04-06-2024 / 20240228
BlueDiver Dot Myositis!? SAE IgG | MYOS12DIV-24 | DU240538 3|17-06-2024 / 20240246
ANAZ?5 Screen IgG ANA25Q-24 EA240598 1|10-06-2024 / 20240234
ANA?> Screen 1gG ANA25Q-24 EA240508 4117-06-2024 / 20240246
ANAZ?5 Screen IgG ANA25Q-24 EA240638 3|17-06-2024 / 20240246

Pomanjkljivost naprave
Device deficiency
Opis tezave
Description of the problem/Default
0 Nezadostnost informacij: Napaka v oznacevanju - Napaka v navodilih
Inadequacy of information: Error in labelling - Error in instructions given
OO0 Napaka pri sestavljanju/pakiranju
Error in assembling/packaging

O Okvara
Malfunction

X  Tezava pri delovanju izdelka
Problem in the performance of the product
O Napaka pri uporabi
Use error
Kratek opis
Brief description
Ugotovili smo napako pri kartusah reagentov v veC kompletih iz serij BlueDiver Dot in Blue Diver
Quantrix. Na voljo je bil zamenjan polozaj zadnjih dveh reagentov v zadnjih vodnjakih.
We have identified a defect of the reagent cartridges in several kits of the BlueDiver Dot range and Blue Diver Quantrix
range. In fact, the last two reagents were inverted in the last wells.
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Substrat je bil v poloZzaju VI namesto v polozaju VII, WASH pa je bil v poloZaju VII namesto v
polozaju VI.

Te napake ni enostavno zaznati, saj imata raztopini za pranje in substrat skoraj enako barvo.
Substrate was in position VI instead of position VII, WASH was in position VII instead of position VI.

This defect is not easy to identify because wash and substrate solutions have almost the same color.

Resnost
Severity

Ugotovitev manjse neusklajenosti izdelka, brez vpliva na varnost izdelka za distributerja,
operaterja, zdravstvenega delavca ali pacienta.
Identification of minor non-conformity of the product, no impact on product safety was observed on the
distributor, operator, healthcare professional or patient.

Izdelki z napakami v kartusah niso primerni za uporabo in lahko povzrocijo neenakomerne
rezultate: reaktivnost parametrov je lahko niZja od pricakovane, kar lahko vodi do lazno
negativnih rezultatov.

The products with defective cartridges cannot be used and could lead to inconsistent results: reactivity of
parameters could be lower than expected. This could lead to false negative results.

D-tek sa - Parc Initialis » rue René Descartes 19 « BE-7000 Mons BELGIUM « T. +32 65 84 18 88 « F. +32 65 84 26 63 « info@d-tek.be
R.C. Mons 132.050 » T.V.A. BE 454.291.184  BNP PARIBAS FORTIS IBAN BE21 0015 0659 4603 BIC GEBABEBB « ING IBAN BES8 3701 0463 3179 BIC BBRUBEBB

FOR134-Fiche d’avertissement-NC
Mise a jour : 25/04/2024 (E), p. 2 of 8

www.d-tek.be



(Dtek

We Apply Science

Obvestilo o varnosti na terenu - Field Safety Notice (FSN)
Field Safety Notice (FSN)

Kontaktni podatki lokalnega predstavnika (ime, e-posta, telefon, naslov itd..)*
Contact details of local representative (name, e-mail, telephone, address etc.)*

1. Drugi podatki o prizadeti napravi
Other information on affected device

Neenakomerni rezultati pri naslednjih izdelkih zaradi napake pri kartusi reagentov.
Inconsistent results with following products due to cartridge reagent defect

Ime naprave Referenca Stevilka Kolic¢ina Datum posiljanja -
Product Name Reference serije Qty Dobavnica
Lot Number Date of Shipment

Delivery Note

BlueDiver Dot Myositis? SAE IgG | MYOS12DIV-24 |DU240518 11| 04-06-2024 / 20240228
BlueDiver Dot Myositis!? SAE IgG | MYOS12DIV-24 | DU240538 3117-06-2024 / 20240246
ANA?> Screen IgG ANA25Q-24 EA240598 1]10-06-2024 / 20240234
ANA?> Screen IgG ANA25Q-24 EA240508 4117-06-2024 / 20240246
ANAZ?5 Screen IgG ANA25Q-24 EA240638 3|17-06-2024 / 20240246

2. Razlog za popravljalni ukrep za varnost na terenu (FSCA)
Reason for Field Safety Corrective Action (FSCA)

Tveganje neenakomernih rezultatov zaradi napake pri kartusi reagentov.
Risk of inconsistent results with the products

3. Vrsta ukrepa za zmanjsanje tveganja
Type of Action to mitigate the risk

Ukrepi, ki jih mora sprejeti proizvajalec
Action(s) to be taken by the manufacturer

» Identificirati nepravilne izdelke, ki so ze bili distribuirani: 22 enot
Identify non-conforming products already distributed: 22 units

> Identificirati nepravilne izdelke, ki so Se vedno na zalogi: 0 enot
Identify non-conforming product remaining in stock: 0 unit

» Uniciti nepravilne izdelke, ki so Se vedno na zalogi: ni relevantno
Destroy non-conforming product remaining in stock: not applicable

Rok za izvedbo ukrepa: 21-06-2024
By when the action have to be carried out:

Ta FSN mora biti posredovan zadevnim distributerjem/uvoznikom in bo priloZzen z Obrazcem za odgovor
distributerja/uvoznika za obvestilo o varnosti na terenu.
(Dodatek 1)

(Appendix 1)

Ukrepi, ki jih morajo sprejeti distributerji in poddistributerji
Action(s) to be taken by distributors and sub-distributors

» Identificirati nepravilne izdelke, ki so ze bili distribuirani
Identify non-conforming products already distributed

» Identificirati nepravilne izdelke, ki so Se vedno na zalogi
Identify non-conforming product remaining in stock

> Uniciti nepravilne izdelke, ki so Se vedno na zalogi
Destroy non-conforming product remaining in stock

> Obvestiti poddistributerje in kon¢ne uporabnike z FSN
Advise sub-distributors and end-user with FSN

Ce je to primerno, je treba to FSN sporoliti prizadetim strankam in konénim uporabnikom, skupaj z obrazcem
za odgovor stranke/koncnega uporabnika za obvestilo o varnosti na terenu.
(Dodatek 2)

(Appendix 2)
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Ukrepi, ki jih morajo sprejeti kupci-konéni uporabniki
Action(s) to be taken by customers/end-users

> Identificirati nepravilne izdelke, ki so ze bili uporabljeni
Identify non-conforming products already used

> Identificirati nepravilne izdelke, ki so Se vedno na zalogi
Identify non-conforming product remaining in stock

> Uniciti nepravilne izdelke, ki so Se vedno na zalogi
Destroy non-conforming product remaining in stock

4. Drugi podatki
Other information
Pristojni (regulativni) organ vase drzave je bil obvesScen o tej komunikaciji s strankami., *
The Competent (Regulatory) Authority of your country has been informed about this communication to customers. *

Dodatek 1: Predloga za obrazec za odgovor distributerja/uvoznika za obvestilo o varnosti na terenu
Appendix 1: Template for a Field Safety Notice Distributor/Importer Reply Form

Dodatek 2: Predloga za obrazec za odgovor stranka/konc¢nega uporabnika za obvestilo o varnosti na
terenu
Appendix 2: Template for a Field Safety Notice Customer Reply Form Customer/End-User Reply Form

Opomba: Prosimo, upostevajte dokument md_sector_lang-req-table-ivdr, poslan s tem obvestilom, za
zahteve glede prevoda predloge FSN v evropskih drzavah, prosimo, obrnite se na svoje uvoznike ali
pooblasc¢ene predstavnike za zahteve v drugih drzavah.

Opravicujemo se za morebitne nevsecnosti in smo vam na voljo za dodatne informacije. Ce je potrebno,
se obrnite na naso upraviteljico za regulativne zadeve.

We apologize for any inconvenience caused and remain at your disposal for any further information. Please contact our
RA Manager, if needed.

Mrs Christine FRANCOIS
RA Manager

To obvestilo je treba posredovati vsem, ki morajo biti z njim seznanjeni v vasi organizaciji ali v kateri koli
organizaciji, kamor so bile potencialno prizadete naprave prenesene. (Po potrebi)

This notice needs to be passed on to all those who need to be aware within your organization or to any organization
where the potentially affected devices have been transferred. (As appropriate)

Prosimo, posredujte to obvestilo drugim organizacijam, na katere ta ukrep vpliva. (Po potrebi
Please transfer this notice to other organizations on which this action has an impact. (As appropriate)

Prosimo, ohranite zavedanje o tem obvestilu in izpeljanih ukrepih za ustrezno obdobje, da zagotovite
ucinkovitost korektivnega ukrepa.

Please maintain awareness on this notice and resulting action for an appropriate period to ensure effectiveness of the
corrective action.

Prosimo, prijavite vse incidente, povezane z napravo, proizvajalcu, distributerju ali lokalnemu predstavniku
in nacionalnemu pristojnemu organu, Ce je to primerno, saj to zagotavlja pomembne povratne informacije.*
Please report all device-related incidents to the manufacturer, distributor or local representative, and the national
Competent Authority if appropriate, as this provides important feedback. *
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Dodatek 1 - Predloga za obrazec za odgovor distributerja/uvoznika za

obvestilo o varnosti na terenu
Appendix 1 - Template for a Field Safety Notice
Distributor/Importer Reply Form

1. Podatki o obvestilu o varnosti na terenu (FSN) Field Safety Notice (FSN) information
Referencna Stevilka FSN - FSN Reference number SQP 240621-1

Datum FSN - FSN Date 21-06-2024
Ime naprave Referenca Stevilka Kolic¢ina Datum posiljanja -
Product Name Reference serije Qty Dobavnica
Lot Number Date of Shipment
Delivery Note
BlueDiver Dot Myositis'? SAE IgG | MYOS12DIV-24 DU240518 11| 04-06-2024 / 20240228
BlueDiver Dot Myositis'2 SAE IgG | MYOS12DIV-24 DU240538 3|17-06-2024 / 20240246
ANAZ?> Screen IgG ANA25Q-24 EA240598 1]10-06-2024 / 20240234
ANA?> Screen IgG ANA25Q-24 EA240508 4|17-06-2024 / 20240246
ANAZ5 Screen IgG ANA25Q-24 EA240638 3|17-06-2024 / 20240246
2. Podrobnosti distributerja/uvoznika Distributor/Importer Details
Ime podjetja - Company Name BIOMEDICA
Naslov - Address Divischgasse 4, 1210 Vienna - AT
Kontaktna oseba - Contact Name Ingrid Hend
Telefonska Stevilka - Telephone number +43 129107 14
E-posta - Email ingrid.hend@bmarp
3. Potrditev prejema posiljatelju Return acknowledgement to Sender
E-posta - Email cfrancois@d-tek.be, glapage@d-tek.be,
scaturano@d-tek.be
Telefonska pomoc distributerja/uvoznika +3265841888
Distributor/Importer Helpline
Postni naslov D-tek s.a.
Postal Address 19, rue René Descartes
B-7000 Mons
BELGIUM
Spletni portal - Website https://d-tek.be/en
Rok za vracilo obrazca za odgovor 19-07-2024
distributerja/uvoznika
Deadline for returning the Distributor/Importer reply form

4. Distributerji/uvozniki (oznacite vse, kar velja)
Distributors/Importers (Tick all that apply)

O Potrjujem prejem, branje in razumevanje obvestila o varnosti na terenu.
I confirm the receipt, the reading and understanding of the Field Safety Notice
O Preveril sem svoje zaloge in dal inventar v karanteno. | Vpise koli¢ino in datum
I have checked my stock and quarantined inventory Enter quantity + date
O Identificiral sem stranke, ki so prejele ali bi lahko prejele to napravo.
I have identified customers that received or may have received this device
O Obvestil sem identificirane stranke o tem FSN. Datum komunikacije
I have informed the identified customers of this FSN Enter date
O Prejel sem potrditev odgovora od vseh identificiranih strank.
I have received confirmation of reply from all identified customers
O Unicil sem prizadete naprave. Kolicino, Stevilko serije/datum unicenja
I have destroyed affected devices Add Quantity, Lot, Date of destruction
Natisnite ime - Print Name Distributer/uvoznik naj tukaj natisne ime
Distributor/Importer print name here
Podpis/Zig - Signature/ Stamp Distributer/uvoznik naj tukaj podpise
Distributor/Importer sign here
Datum - Date
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Pomembno je, da vasa organizacija izvede ukrepe, podrobno opisane v FSN, in potrdi prejem FSN.
Odgovor vase organizacije je dokaz, ki ga potrebujemo za spremljanje napredka korektivnih ukrepov.

It is important that your organisation takes the actions detailed in the FSN and confirms that you have received the FSN.
Your organisation'’s reply is the evidence we need to monitor the progress of the corrective actions.
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Dodatek 2 - Predloga za obrazec za odgovor stranka/konc¢nega uporabnika za
obvestilo o varnosti na terenu
Appendix 2 - Template for a Field Safety Notice
Customer/End-User Reply Form
1. Podatki o obvestilu o varnosti na terenu (FSN) Field Safety Notice (FSN) information
Referencna Stevilka FSN - FSN Reference number SQP 240621-1
Datum FSN - FSN Date 21-06-2024

Prilagoditi za vsakega stranka/koncnega uporabnika
To be adapted for each sub distributor or end-user

Ime naprave Referenca Stevilka Kolic¢ina Datum posiljanja -
Product Name Reference serije Qty Dobavnica
Lot Number Date of Shipment
Delivery Note
BlueDiver Dot Myositis!? SAE IgG | MYOS12DIV-24 | DU240518 11| 04-06-2024 / 20240228
BlueDiver Dot Myositis!? SAE IgG | MYOS12DIV-24 |DU240538 3]17-06-2024 / 20240246
ANAZ?> Screen IgG ANA25Q-24 EA240598 1]10-06-2024 / 20240234
ANA?> Screen IgG ANA25Q-24 EA240508 4|17-06-2024 / 20240246
ANAZ?> Screen IgG ANA25Q-24 EA240638 3]17-06-2024 / 20240246
2. Podrobnosti stranke - Customer Details
Ime zdravstvene organizacije Stranka-kon¢ni uporabnik naj izpolni
Healthcare Organisation Name Customer-end-user to complete
Naslov zdravstvene organizacije Stranka-konc¢ni uporabnik naj izpolni
Healthcare Organisation Address Customer-end-user to complete
Naslov za posiljanje, Ce je drugacen od zgornjega Stranka-kon¢ni uporabnik naj izpolni
Shipping address if different to above Customer-end-user to complete
Kontaktna oseba - Contact Name Stranka-konc¢ni uporabnik naj izpolni
Customer-end-user to complete
Telefonska sStevilka - Telephone number Stranka-konc¢ni uporabnik naj izpolni
Customer-end-user to complete
E-posta - Email Stranka-kon¢ni uporabnik naj izpolni
Customer-end-user to complete

3. Ukrepi stranke v imenu zdravstvene organizacije
Customer action undertaken on behalf of Healthcare Organisation
Stranka oznadi polje ali vnese N/A - Tick or add N/A

O Potrjujem prejem obvestila o varnosti na terenu in da sem prebral ter razumel njegovo vsebino.
I confirm the receipt, the reading and understanding of the Field Safety Notice

O Opravil sem vse ukrepe, ki jih zahteva FSN.
I performed all actions requested by the FSN

O Informacije in zahtevani ukrepi so bili posredovani vsem ustreznim uporabnikom in izvrseni.
The information and required actions have been brought to the attention of all relevant users and executed

O Unicil sem prizadete naprave Ce da, dodaijte koli¢ino, serijo, datum unicenja
I have destroyed affected devices If yes, add Quantity, Lot, Date of destruction

O Za unicenje ni na voljo prizadetih naprav
No affected devices are available for destruction

Ime - Print Name Stranka naj tukaj natisne ime

Distributor/Importer print name here
Podpis - Signature/ Stamp Stranka naj tukaj podpise

Distributor/Importer sign here

Datum - Date

4. Potrditev prejema posiljatelju Return acknowledgement to sender

E-posta - email Distributer/uvoznik naj izpolni
Fill in with Distributor’s details
Postni naslov - Postal Address Distributer/uvoznik naj izpolni

Fill in with Distributor’s details

Spletni portal - Wwebsite Distributer/uvoznik naj izpolni
Fill in with Distributor’s details
Rok za vracilo obrazca za odgovor stranke 19-07-2024

Deadline for returning the customer reply form
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Pomembno je, da vasa organizacija izvede ukrepe, podrobno opisane v FSN, in potrdi prejem FSN.
Odgovor vase organizacije je dokaz, ki ga potrebujemo za spremljanje napredka korektivnih ukrepov.

It is important that your organisation takes the actions detailed in the FSN and confirms that you have received the FSN.
Your organisation'’s reply is the evidence we need to monitor the progress of the corrective actions.
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