SKUPINY ALERTU

FMD Alerts - Group ID: 47571, version 13.01.2020 10:20
Komu

@ Pokud se vyskytly potiZe se zobrazenim této zpravy, kliknutim sem ji zobrazite ve webovém prohlizeci.

Dear all,

Based on EU directive 2011/62/EU (Falsified Medicines Directive) alerts have been generated. Since we need to provide immediate investigation of all
potential incidents of falsification flagged in the system in accordance with Article 36(b), we would like to ask you for feedback on these alerts.

For most effective way the alerts showing similar signs have been grouped as they may have been created by the same cause. Please open the link
below for displaying all the alerts in the group. Select all or only some of them in case not all alerts in the group have the same resolution and click on
one of the feedback buttons.

You may have processed some of the alerts already which is indicated by their status. If you do not want to change it, check the Hide processed
checkbox and only new alerts in the group will be shown.

Open the alerts here.

If the link did not work properly, copy the following url and insert it into your browser: https://portal.innonehosting.cz/Nool.web/home/Index/316bd0ea-e435-eall-
a813-000d3a23e249

With Best regards!
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» Email s upozornénim na novou skupinu alertt je zasilan na adresu MAHa s ID skupiny, uvedenym v pfedmétu emailu.
» Seznam alertl ve skupiné se zobrazi pouZitim odkazu v emailu nebo jeho zkopirovanim a vloZzenim do prohlizece.
» Seznam obsahuje pouze nové alerty sdilejici stejné atributy, nikoliv vSechny alerty pro daného MAHa.
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> Upozornujeme, Ze seznam obsahuje pouze alerty se stejnymi atributy. Nejedna se o prehled vSech vystrah pro daného MAHa.
> Alerty, sdilejici stejné atributy, jsou do skupiny priibézné pridavany. Kazda nova davka alertd pfidana do seznamu je oznamena samostatnym

emailem, zasilanym na adresu MAHa a ozna¢enym jako nova verze.

» Cely aktualizovany seznam vystrah pro jednotlivé skupiny je zobrazen prostfednictvim odkazu z kteréhokoli, i starSiho, emailu tykajiciho se dané

skupiny.
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» Na vyhledavaci strance muzete vyhledat konkrétni vystrahu pomoci jejiho ID vystrahy.
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» MiZete si v seznamu vyfiltrovat jen urcité vystrahy na zakladé jejich stavu, alertniho kédu, produktového kédu (GTIN), ID Sarze a data expirace.

K zobrazeni vysledkt po zadani podminek poutijte Filtrovaci tlacitko.
> Zaskrtnéte ,Hide processed” pro jednoduché odfiltrovani jiz uzavienych vystrah. P¥i jeho zaskrtnuti se zobrazuji pouze vystrahy vyZadujici

feedback ze strany MAH a nasledné uzavreni.
> Tladitko obnoveni doporucujeme pouzit po kazdé provedené zméné, aby se vSechny daje korektné zobrazily.
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» Vyberte zvolené vystrahy pomoci checkboxt.
> Po provedeni zmény se béhem zpracovani pozadavku dotéené checkboxy zneaktivni a neni mozné je vybrat.
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Pozadované doplnujici informace se zobrazi kliknutim na fadek konkrétni vystrahy, ¢i v exportovaném souboru Excel.
MuzZete uzavFit vSechny zobrazené vystrahy, ¢i pouze vybrané — celkovy pocet uzaviranych vystrah se zobrazuje na daném tlaéitku.
Exportujte data do Excelu pro kompletni pfehled a prehledné interni zpracovani.
V pripadé, Ze uzaviete vystrahu jinou zpétnou vazbou nez dosud uzaviené vystrahy této skupiny, bude takova vystraha ze seznamu skupiny

odstranéna.

Aktualni stav
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Alert solved, Issue closed (Investigation completed)

Alert solved, Issue was caused by one of the stakeholders (Investigation completed)
Additional information about alert needed E» Export to Excel | Selected only

MAH verified potential falsification (Investigation completed)

Alert is being investigated

Alert solved, Medicine was produced before February 9, 2019

Alert solved, Issue was caused by MAH/OBP and cannot be resolved (Investigation completed)
Alert solved, Exemption of the Ministry of Health applies (Investigation completed)
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» Vyberte variantu zpétné vazby ze seznamu moznosti tak jako byste vybirali z odkaz( v alertnim emailu.

Feedback When to use
Alert solved, Issue closed (Investigation completed) This feedback will lead to closure of alert as ‘solved’.

Falsification is excluded. Issue was closed.

For example: Data not loaded, wrong data loaded, invalid data (not-accepted characters, invalid
date), MAH did not further act on rejected files/records, rejection of not-accepted data, wrongly
applied transactions, ...

Alert solved, Issue was caused by one of the This feedback will lead to closure of alert as ‘solved’.
stakeholders (Investigation completed)

Falsification is excluded. Alert was caused by one of the stakeholders.

Alert solved, Issue was caused by MAH/OBP and  This feedback will lead to closure of alert as ‘solved’.
cannot be resolved (Investigation completed)

Falsification is excluded. Alert was caused by MAH/OBP and cannot be resolved.

Alert solved, Medicine was produced before This feedback will lead to closure of alert as ‘solved’.
February 9, 2019 (Investigation completed)

Falsification is excluded. Alert was caused by the fact that the medicine was produced before
February 9, 2019.

Alert solved, Exemption of the Ministry of Health  This feedback will lead to closure of alert as ‘solved’.
applies (Investigation completed)

Falsification is excluded. Exemption of the Ministry of Health of the Czech Republic applies.



Additional information about alert needed

MAH verified potential falsification (Investigation

completed)

Alert is being investigated

This feedback will lead to further investigation by MAH.

All possible technical and procedural causes must be excluded before providing additional
information. NOOL provides identification of end-user location to MAH based on requirement for
further investigation.

This feedback will lead to alert hand-over as ‘confirmed potential falsification” to inform National
Competent Authorities, the European Medicines Agency and the Commission.

The Delegated Regulation and the Q&A of the EU Commission indicate that only a ‘verified
falsification” needs to be escalated to the relevant National Competent Authority (NCA). This implies
that a process is required that would exclude all possible technical and procedural causes before a
‘confirmed falsification” is communicated to the relevant NCA.

This feedback will report that MAH has started investigation.

Please use this option only if you anticipate that the investigation will take more than 9 days from
the alert creation.
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D Pokud se vyskytly potiZe se zobrazenim této zpravy, kliknutim sem ji zobrazite ve webovém prohlizeci.

Dear all,
Based on EU directive 2011/62/EU (Falsified Medicines Directive) alerts have been created. They were generated by users outside the Czech Republic.

For most effective way the alerts showing similar signs have been grouped as they may have been created by the same cause. Please open the link
below for displaying all the alerts in the group and contact the NMVS displayed for them.

Open the alerts here.

If the link did not work properly, copy the following url and insert it into your browser: https://portal.innonehosting.cz/Nool.web/home/Index/0953eefl-e435-eall-
a813-000d3a27b751

With Best regards!
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Informaéni email s upozornénim na novou skupinu alertd, které vznikly u koncového uzivatele mimo Ceskou republiku, je zasilan na adresu
MAHa s ID skupiny, uvedenym v predmétu emailu.

K investigaci vzniku alertu prosim kontaktujte pfislusShou Zemi, Location ID vzniku alertu v dané Zemi je uvedené u kazdé vystrahy.
Pozadované kontaktni informace se zobrazi kliknutim na fadek konkrétni vystrahy, ¢i v exportovaném souboru Excel.

Alerty maji v ceském systému status vyieseno.



