Manual de utilizare a platformei online ADRREPORTS pentru accesarea
rapoartelor despre reactii adverse suspectate raportate la medicamentele de uz
uman

https://www.adrreports.eu/

Pentru a avea acces online la reactiile adverse suspectate, transmise in baza de date europeana
EudraVigilance, raportate la medicamentele de uz uman, puteti accesa urmatorul link:
https://www.adrreports.eu/.

1. Vi se va deschide prima pagina a site-ului. Apasati butonul HUMAN

VETERINARY

2. Alegeti sectiunea in limba romana: ro



https://www.adrreports.eu/
https://www.adrreports.eu/

3. Pentru a consulta rapoartele despre medicamentele de uz uman, faceti click pe sectiunea:
Cautati aici rapoarte privind reactiile adverse suspectate 1a medicamente
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4. Pentru a vizualiza rapoartele individuale, trebuie sd confirmati ca ati citit si inteles

declaratia de declinare a responsabilitdtii, prin apasarea butonului Acceptare.
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5. Selectati sectiunea “Rapoarte privind reactiile adverse suspectate la medicamente
pentru substante”
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Baza europeana de date privind rapoartele despre

presupusele reactil adverse la medicamente
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6. Pentru accesarea rapoartelor de reactii adverse suspectate la un medicament, dati click pe

litera cu care incepe denumirea substantei active a medicamentului respectiv ( de ex. P
pentru Paracetamol).
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7. Derulati in jos pana la denumirea Paracetamol si apoi dati click pe denumirea respectiva.

Baza europeand de date privind rapoartele despre

presupusele reactli adverse la medicamente
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8. Se va deschide urmatoarea pagina, in cadrul careia puteti accesa diverse statistici
referitoare la aceasta substanta. Pe prima pagina, denumita: Number of Individual Cases
(vezi caseta rosie) sunt disponibile date despre numarul de cazuri individuale transmise in
baza de date EudraVigilance, prezentate in functie de diverse criterii (varsta, sex, originea
geografica, raportor — profesionist din domeniul sdnatatii sau consumator). Statisticile sunt
prezentate pe baza informatiilor disponibile pana la o anumita data, specificatd in partea de
sus a paginii (vezi caseta albastrd).

C @ hups//dap.ema.europa.eu/analytics/saw.dii?PortalPages a &
h tme | Hurmber of Ickv . i N of I slected Raaction Group | Humber of Indivicual Cases for 2 selected Rasction  Line Listing
The number of individual cases identified in EudraVigilance for PARACETAMOL is 73,094((up to 06/08/2022)

Numbar of individual casas by Age Group

100.0%

Numbar of individual cases by Sex

5353 T1.3%)
73,004 100.0%




9. Pagina denumita Number of Individual Cases received over time (vezi caseta rosie)
cuprinde date despre numadrul reactiilor adverse raportate pe perioada celor 12 luni
anterioare datei specificate n partea de sus a paginii.

(— C' B hitps//dap.ema.curopa.eufanatytics/saw.dli?PortalPages Q e 1
psi/{aap. p y! ) &

Humber of Individeal Cases (C tumber of Individual Cases received over time ) Wumber of Individual Cases by EEA countries  Humber of Indindual Cases By Reachon Groups  Mumber of Indhvictal Cases for a selected Reaction Group.— Numbe of Indvidual Cases for » selected Reaction | Line Listing

Number of individual cases identified In EudraVigilance received over the last 12 months and overall for PARACETAMOL (up to 06/08/2022)

Fiumber of Individual Cases received over time
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For the interpretation of the results, please refer to the key considerations at www.adrreports.eu

10. Pagina denumitda Number of Individual Cases by EEA countries — Numarul de cazuri
raportate in fiecare stat din Spatiul Economic European (SEE) (vezi caseta rosie) arata
procentul de reactii adverse raportate, in functie de tara unde au fost raportate cazurile. Prin
apasarea pe numele sau pe coloana din fata oricarei tari, de exemplu Romania (vezi caseta
albastra) va aparea optiunea Switch to table, unde se pot accesa datele sub forma de tabel.

& C @ htips;//dap.ema.europa.eu/analytics/saw.dli?PortalPages Q@
Numbar of Indrvdaal Comes. Mumbae of Ikl Caves txcived ovee Bivw. - ClHumber of Individual Cases by EEA countries ) Numbar of Indiidual Cases By Riaction Groupn Nuembar of Indiicun! Cases for Number of | k Ln Listing

Tha country is not displayed if the number of cases is less or equal to 3 for that country
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For the Interpretation of the results, please refer to the key considerations at www.adrreports.eu



11.Pagina denumita Number of Individual Cases By Reaction Groups (vezi caseta rosie) —
Numarul de cazuri individuale clasificate pe aparate, sisteme si organe (vezi caseta rosie)
- pe grupe de varsta, sex, gravitatea reactiei — grava sau non-grava, raportor — profesionist
din domeniul sanatatii sau consumator sau originea geografica a pacientilor (vezi caseta
albastra). Puteti sa le vizualizati pe fiecare in parte, In functie de criteriul ales, prin apasarea
butonului corespunzator.
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For the interpretation of the results, please refer (o the key considerations af mww.adrreports eu

12. Pagina Number of Individual Cases for a selected Reaction Group (vezi caseta rosie)
ne permite sa selectdm un grup sau mai multe grupuri de reactii adverse suspectate, prin
bifarea lor (vezi caseta albastrd) si sa vizualizam distributia acestora in functie de varsta,
sex s1 originea geograficd a pacientilor.

« C @ tups/dapemaeuropa.eu tics/saw.dil?PortalPages

Peamber of Indwidual Cases | Mumber of Indeidal Cases recerved ovar tme | Number of Inhvdual Cises by EEA counties | Mumber of Indredusl Cases By Raaction Growcs K_Mhambar of Indivedual Cases for & selected Reaction G Peumber of bnchvidual Cases for & sslected Ruaction | Line Lating

Choose a Reaction Group to see the number of individual cases identified in Eudravigilance for PARACETAMOL (up to 13/08/2022)
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For the interpretation of the results, please refer to the key considerations at www, adrreports.eu



De exemplu, daca vom bifa criteriul: Hepatobiliary disorders (vezi caseta rosie) obtinem

urmatoarele statistici:

Number of Individusl Cases  Wumbar of Indnidusl Cazes recaived over ma

Humbar of Indnidual Cazes by EEA countries

Humber of Individusl Cases By Reaction Groups  Humber of Individual Cases for a selected Reaction Group  Numbar of Indiidusl Cases for 3 slected Raaction | Lina Listing

Choose a Reaction Group to see the number of individual cases identified in EudraVigilance for PARACETAMOL (up to 13/08/2022)

Reaction Groups.
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For the interpretation of the results,
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please refer to the key considerations at www.adrreports.eu

13. Pentru a vedea distributia exactd a unei reactii adverse suspectate in functie de varsta, sex
si originea geografica a pacientilor se acceseaza pagina Number of Individual Cases for
a selected Reaction (vezi caseta rosie). Se alege un grup de reactii adverse suspectate (vezi

caseta albastra), iar mai apoi se selecteaza reactia adversa despre care dorim informatii.
Mumber of Individusl Cases  Number of Individusl Cases received over ime | Number of Individual Cases by EEA countries  Number of Individusl Cases By Reaction Groups  Number of Indivicusl Cases for » selected Reaction Groug. m Line Listing

Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in EudraVigilance for PARACETAMOL (up to 13/08/2022)

Reaction Groups & Reported Suspected Reaction
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De exemplu, daca vom selecta grupul Hepatobiliary disorders (vezi caseta rosie) si reactia
specifica — Hepatotoxicity - hepatotoxicitate (vezi caseta albastra) obtinem urmatoarele
statistici:

Wamber of Indbvicial Cases | Mumber of Individkal Cases receved over bme  Wumber of Indvidhasl Cames by EEA counlies Mumber of o Paserber of e Gaup  Mumber of Individusd Cases for a selected Reaction | Line Listing

Chopse 3 Reaction Group and then 3 Reported Suspected Reaction to see the number of individual cases identified in Eudratigilance for PARACETAMOL {up to 13/08,2022)

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Reaction Groups & Reported Suspected Reaction
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For the interpretation of the results, please refer to the key considerations at www.admeports.eu

14.1n ultima pagina, Line Listing (vezi caseta rosie) se poate vizualiza lista de reactii
adverse suspectate, in functie de urmatoarele criterii de selectie:
e gravitatea reactiei — grava sau non-grava,
e originea geografica,
e raportor — profesionist din domeniul sanatatii sau consumator,
® SEX,
e varsta,
e grupul de reactii adverse suspectat,
e reactia adversa suspectata
e anul transmiterii in baza de date EudraVigilance (vezi caseta albastra).

Wumber of Indhvicual Cases  Number of Individil Cases received over bme  Number of Individual Cases by EEA couniries  Humber of Indrvidual Cases By Reaction Groups  Number of Indvidual Cases for a selected Reaction Group  Number of Indvidual Cases for  selected Reaction (_ Line Listing

Choose the filtering conditions to see the line listing of individual cases identified in EudraVigilance for PARACETAMOL {up to 13/08/2022)

Serigusnass Salect Value-
Geegraphic Origin -Select Value-
Regartar Group -Salect Valua-
Say Salect Value-

Hga Group -Salect Value--

Reaction Groups *~Sefect Value--
Reported Suspected Reaction —Select Value-
* Gatwwiy Date 2022

Restt »

un Ling Ligting Regeet

Ing Rgport

For the interpretation of the results, please refer to the key considerations at www.adrreports.eu



De exemplu, daca vom face urmatoarea selectie a datelor:

Choose the filtering conditions to see the line listing of individual cases identified in Eudravigilance for PARACETAMOL (up to 13/08/2022)

Serigusness [Serious
Geographic Origin [Eurcpean Economic Arsz
Reporter Group Healthcars Professional
Sax Female
Age Group |18-54 Years
Reaction Groups Hepatobiliary disardars
Reported Suspacted Reaction |Abdominal pain
# Gateway Date 2021

Riesed

\ih_l-_la_l-_l'_h_l-_l-_

Run Line Listing Report

For the interpretation of the results, please refer to the key considerations at www.adrreports.eu

Vom obtine urmatorul raport.
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Daca dam click pe ICSR (vezi caseta rosie), obtinem si un document .pdf cu aceste date:

EVPM ICSR({s) Individual Case Safety Report Form EudraVigilance
EudraVigilance Local Report Number EU-EC-10010247653
Sender Type Health professional
Senders Organisation EMA MLMSERVICE
Type of Repart Spontaneous
Primary source country European Economic Area
Reporter's qualification Healthcare Professional
Case serious? Yes
Age Group Age Group (as per reporter) Sex
18-64 Years Female

Reaction / Event

MedDRA LLT Duration Outcome Seriousnass’
Anaermia Fatal death., life threat., hospital., other
Coma Fatal death,, life threat., hospital., ather
Mucosal bleeding Fatal death., life threat., hospital., other
Acute liver injury Fatal death,, life threat., hospital., ather
Drug overdose Fatal death,, life threat., hospital., ather
Vomiting Fatal death., life threat., hospital., other
Thrombecytopenia Fatal death,, life threat., hospital., other
Nausea Fatal death., life threat., hospital., other
Chronic overdose Fatal death,, life threat., hospital., other
Hepatic encephalopathy Fatal death., life threat., hospital., other
Drug poisoning Fatal death., life threat., hospital., other
Pulmonary edema Fatal death., life threat., hospital., other
Drug Information
Role* | Drug Duration Dose Units in Interval Action taken
S = PARACETAMOL 1.0 Days 5049 Days Not applicable
S PARACETAMOL 1009 Not applicable

Drug Information (cont.)

Info® |Drug Indication Pharm. Form Route of Admin.
- PARACETAMOL N/A
PARACETAMOL N/A

Literature Reference

Belinska B, Temelkov A. Death induced by overlaped chronic and acute Paracetamol overdose in @ young woman-a case report. Anesthesia and
Analoesia. 2021:133(3 SUPPL 2):838-9.




Filtrarea Listei

O listad care cuprinde noud conditii de filtrare este disponibild pentru a crea o lista
personalizatd a cazurilor individuale referitoare la medicamentul sau substanta activa
selectatd. Daca se selecteaza mai mult de o conditie de filtrare, optiunea generata va fi de
tipul ,,SI”. Atunci cand faceti clic pe una dintre conditiile de filtrare, se va deschide o lista
cu toate optiunile de filtrare posibile, care pot fi selectate prin bifarea casutei
corespunzatoare.

Warrbar of Indivicnl Cases  Mmer of Indvidanl Cones receimed over bme. Womber of Incivadhal Cases by A countries  Wmber of Indivichd Camen By Reacion Gropy Wmber of Individal Cases for 2 selected Raaction Grou  Narmber of Incividunl Caes For » selected Rescticn  Line Listing

Choose the filtering conditions to see the line lsting of individual cases identified In EudraVigilance for PARACETAMOL (up to 13/08/2022)

Se pot specifica mai multe conditii de filtrare, folosind aceastd vizualizare sau,
alternativ, prin intermediul meniului de selectie avansata. Acesta poate fi accesat facand
clic pe campul ,,Cautare...” din partea de jos a oricdreia dintre listele cu optiuni de filtrare
(vezi caseta rosie din figura de mai sus). Daca este selectata optiunea ,,Potrivire majuscule”,
cautarea va fi efectuatd pentru textul specific introdus in campul ,,Cautare”. Aceasta
vizualizare oferd o filtrare imbunatatita a cautdrilor dupd criterii, inclusiv abilitatea de a
cauta valori care incep/se termind cu sau care contin caractere declarate si abilitatea de a
selecta/deselecta mai multe optiuni in acelasi timp. De asemenea, utilizatorii pot introduce
manual o conditie de filtrare, folosind aceastd vizualizare printr-un clic pe pictograma
creion (vezi caseta albastra din figura de mai jos) si tastand conditia de filtrare in caseta de
text.

Select Values =

Available | | Selacted @
EBlood and lymphatic system disarders
Nams[Starts  ~ | Cardiac disorders
Match Case

@

Congenital, familial and genetic disorders

Ear and labyrinth disorders b
Endocrine disorders

Eye disordars P |
Gastrointastinel digordars

General disorders and administration site conditions

Hepatobiliary disorders: )
Immune system disorders <4 |
Infections and infestations

Injury, poisoning and procedural complications @R
Investigations

Metabolism and nutrition disorders
Musculoskeletal and connective tissue disorders
Necplasms benign. malignant and unspecified (indl cysts and palyr =

r

Ok Cancal



Odata ce s-au selectat toate filtrele dorite, utilizatorii pot accesa lista care contine
toate cazurile relevante, facand clic pe ,,Generati raportul de listare™.

15.Informatii importante de luat in considerare inainte de a consulta rapoartele de reactii
adverse suspectate pentru medicamentele de uz uman:

e Informatiile de pe acest site se refera la reactii adverse suspectate, adicd evenimente
medicale care au fost observate in urma administrarii unui medicament de uz uman, dar
care nu sunt neaparat legate sau cauzate de medicamentul respectiv. Aceste evenimente
pot fi cauzate de o altd boala sau pot fi asociate cu un alt medicament luat de pacient in
acelagi timp.

e Numarul cazurilor de pe platforma, inclusiv cele raportate cu rezultat fatal, care pot
avea o varietate de cauze la baza, ar trebui corelat cu expunerea la medicamentul
respectiv. Datele despre expunere sunt publicate de Centrul European pentru
Prevenirea si Controlul Bolilor (https://www.ecdc.europa.eu/en).

e Evaluarea stiintificd a EMA ia in considerare multi alti factori, cum ar fi istoricul

medical al pacientului, frecventa reactiei adverse suspectate la populatia expusa in
comparatie cu frecventa in populatia generala si daca este plauzibil din punct de
vedere biologic ca medicamentul ar fi putut provoca acel eveniment.

e Doar o evaluare detaliata a tuturor datelor disponibile permite tragerea de concluzii
solide cu privire la beneficiile si riscurile medicamentelor de uz uman.

¢ De asemenea, pentru mai multe informatii, puteti accesa urméatorul link:

https://www.adrreports.eu/ro/data source.html
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