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Dexlansoprazol, lansoprazol:
nefrite tubulointersticial

Dexlansoprazol é o enantiémero R do lansoprazol, ambos inibidores da bomba de protbes (IBP). Ao serem concentradas no
meio acidico das células parietais do estémago, estas substancias tornam-se ativas, interferindo com a fase final da formagéo
do dcido gdstrico por inibicdo da enzima H+/K+ ATPase através de liga¢do ao seu grupo sulfidrilo. Esta inibicdo é dose-depen-
dente e reversivel, abrangendo quer a secrecdo basal, quer a secre¢do estimulada.

No ambito da avaliacao Unica a nivel europeu dos relatérios periddicos de seguranca (RPS) para as substancias ativas
dexlansoprazol e lansoprazol, o PRAC da EMA concluiu que existe, pelo menos, uma possivel relacdo causal com nefrite
tubulointersticial, a qual pode evoluir para outras formas de lesao renal. Concluiu-se existir um mecanismo de acao plau-
sivel, tendo os dados avaliados (literatura e notificacdes espontaneas de RAM) incluido alguns casos com de-challenge
(efeito de suspenséo) e/ou re-challenge (efeito de reexposicdo) positivo. Assim, 0 RCM dos medicamentos com aquelas
substancias ativas passam a conter a seguinte informacao:

Seccao 4.4. Adverténcias e precaucdes especiais de utilizacao

Compromisso renal

Foi observada nefrite tubulointersticial (NTI) aguda em doentes a tomar [substancia ativa] e pode ocorrer em qual-
quer momento durante a terapia com [substancia ativa] (ver seccao 4.8). A nefrite tubulointersticial aguda pode
evoluir para insuficiéncia renal.

[Substancia ativa] deve ser descontinuado em caso de suspeita de NTI e deve ser imediatamente iniciado o trata-
mento adequado.

Seccao 4.8. Efeitos indesejaveis

Doencas renais e urinarias

Frequéncia “rara”: Nefrite tubulointersticial (com possivel evolucédo para insuficiéncia renal)

Face aos dados disponiveis na literatura de comparacao entre alguns IBP e uma vez que néo existem evidéncias su-
ficientes para uma recomendacéo de classe, o PRAC encontra-se a rever todos os IBP a nivel europeu, tendo sido ja
recomendadas alteracoes semelhantes para rabeprazol, omeprazol e esomeprazol/naproxeno.

Ana Sofia Martins, Magda Pedro

A seguir: divulgacao de posteres do programa cientifico do evento comemorativo do 30° aniversario do INFARMED,
I.P, Farmacovigilancia: Envolver o Cidadado. Nesta 12 parte: perspetivas de associacdes de doentes, industria e Sistema
Nacional de Farmacovigilancia, sobre notificacdo de RAM por utentes; variacao deste tipo de notificacdo pré-versus
pds-pandemia; disponibilizagdo de informacado aos utentes sobre medicamentos sob monitorizacdo adicional.
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PATIENT ASSOCIATIONS' PERSPEGTIVES
ON ADVERSE DRUG REACTION REPORTING IN PORTUGAL - INTERIM RESULTS

Maria Regina Pereira’, Jodo Paulo Fernandes?, Bruno Sepodes’ 3, Marcia Silva?, Carla Torre' 3

1) Faculty of Pharmacy, Universidade de Lisboa, Lisboa, Portu1gal; 2) INFARMED National Authoritg of Medicines and Health Products I.P., Directorate for Risk Management for Medicines, Lisboa, Portugal; 3) Laboratory of Systems

ntegration Pharmacology, Clinical

Spontaneous reporting is crucial in pharmacovigilance, providing real-world
clinical context and enhancing drug safety monitoring in the after-market
authorization stage.

In Portugal, any citizen can report an adverse drug reaction (ADR) since 2012.
Patient input provides a deeper understanding of ADR impact, including
psychological and daily life effects, compared to those made by health
professionals.

Promoting ADR reporting among the general public is challenging due to the
diversity of the population and lack of target engagement. Patient Associations
(PA) are an opportunity to boost pharmacovigilance, since they assume a
privileged position with patients, making them aware of pharmacovigilance
activities and encouraging them to report ADRs.

The aim of our study was to assess the perception of PA
about the process of reporting ADRs by their members.

Regulatory Science iMed.ULisboa - Research Institute for Medicines

A descriptive cross-sectional study was
conducted accordingly to the following
diagram

Online questionnaire ( Approved by the Ethics Committe Faculty of

Pharmacy University of Lisbon
=
— Designed in Portuguese and pre-tested for
- < content validity by pharmacists with experience
=— in the pharmacovigilance field and also with a
Federation of PA

l s Released on April, 27th and

. is still accepting answers

Awareness of ADR reporting importance

Reporting channel
Portal RAM

Portal RAM

A total of 42 questionnaire responses were collected up to May, 13th. 92 90/
From the respondents, 42.9% (n=18) had more than 500 members. i 0

Regarding their members....

38.1% 7.1%

considered they assumed they it
was possible to
of reporting !
ADRs for medication without the help of other
safety people

64.3% 69.1%

shown that they expressed they
if they making a reporting
experience an ADR electronically

associations admitted that the members

7.1%

have a on

71.4%

strongly agree that their

what ?

of the
reporting form of the Portal would be
important

Which channel they considered to be the
most accessible for reporting an ADR

35.7%

23.8% 23.8% 11.9%

Our findings suggest the need to increase awareness among patients about the importance of reporting ADRs and the available channels for doing so.
To improve ADR reporting is crucial to ensure that reporting platforms, such as the “Portal RAM”, are user-friendly and meet the needs of patients.
Engaging Patient Associations in this effort is particularly important, given their pivotal role for increasing awareness among patients. By partnering with
PA, a reporting system that empowers patients could be developed fostering a reporting culture. This approach has the potential to transform the
current landscape of ADR reporting, and ultimately improve patient safe.
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O consumlidor enquanto notliflcador de Informacao de seguranca: RN
a experléncla de uma empresa farmacéutica em Portugal '

Mariana Vieiral, Aléxis Sousal, Helena Gama?, Luis Guedes!

1Pharmacovigilance & Drug Safety, Bial - Portela & C?, S.A., Coronado, Portugal

INTRODUCAO

0 objetivo da Farmacovigilancia é melhorar a seguranca dos
medicamentos, salvaguardando os cidadaos e a Satde Publica,
através da detecao, avaliacdo e prevencao de reacoes adversas a
medicamentos. A contribuicao dos cidadaos é fundamental para
a criagdo de um sistema robusto e eficaz’.

Os Titulares de Autorizacdo de Introducao no Mercado (TAIMs),
como parte do Sistema Nacional de Farmacovigilancia, sdo um
dos pontos de contacto que os cidadaos podem utilizar para

notificar informacao de seguranca relativa a medicamentos.

OBIJETIVOS

Analisar as notificacoes recebidas, diretamente de consumidores

em Portugal, a uma empresa farmacéutica entre 2017 e 2022.

METODOS

Os dados foram obtidos a partir da extracdo da base de dados de
seguranca, utilizada pela empresa farmacéutica, de todas as
notificacoes recebidas de Portugal entre 1 de janeiro de 2017 e
31 de dezembro de 2022.

Para cada notificacdo foram analisados os seguintes campos:
‘fonte de notificacao’, ‘ano de notificacdo’, ‘género’, ‘faixa etaria’,

‘gravidade’, ‘via de rececao’ e ‘necessidade de seguimento’.

REFERENCIAS

1JM.V. Nabais. O cidadéo, em Farmacovigilancia em Portugal: 25 anos, Capitulo 6.5. Ed. INFARMED (ISBN 978-989-
8369-16-1) (2018) 317-321.

2 INFARMED, Relatorio de atividades do Sistema Nacional de Farmacovigilancia (SNF) 2021, Publicacéo Online,
acedido em 08/05/2023

3 Inacio, P., Cavaco, A., and Airaksinen, M. (2017) The value of patient reporting to the pharmacovigilance system: a
systematic review. Br J Clin Pharmacol, 83: 227~ 246. doi: 10.1111/bcp.13098.
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Resumo

Num periodo de 5 anos, foram recebidas 923
notificagoes de Portugal, das quais 208 de
consumidores (22,5%).

Os TAIMs através dos seus canais de
comunicagao podem facilitar e incentivar a
notificagdo dos consumidores, complementado
as outras formas de notificagao existentes,
nomeadamente o Portal RAM.

RESULTADOS

Num total de 923 notificacoes recebidas, 208, referentes a 38
produtos, provieram de consumidores. As restantes tiveram as
seguintes origens: 310 de profissionais de satde, 241 da literatura,

125 do Infarmed, I.P.,, 30 de estudos e 9 de outras fontes.

Foram registadas 33 notificacoes de consumidores em 2017, 39
em 2018, 36 em 2019, 39 em 2020, 27 em 2021 e 34 em 2022
(fig. 1). Das 208 mencionadas, 124 correspondem a consumidores
do género feminino, 80 do masculino e desconhecido em 4.

No que respeita a faixa etaria, 67 notificacoes referem-se a adultos
(18-64 anos), 56 a idosos (265 anos), 15 a criancas entre 2-11
anos, 6 a criangas < 2 anos, 6 a adolescentes (12-17 anos) e
desconhecido em 58.

190 notificagcdes foram consideradas ndo-graves e 18 graves.

As notificagoes foram recebidas: 138 por e-mail, 57 por telefone, 9
por website/redes sociais e 4 por contacto pessoal. 127

notificacoes foram marcadas para seguimento e em 115 este foi

bem-sucedido.

CONCLUSAO

Nos tltimos 6 anos, 22,5% das notificagées foram recebidas de
consumidores, maioritariamente por email (66,3%) ou telefone
(27,4%). Em termos demograficos destacam-se o género
feminino (59,6%) e os adultos (32,2%). De assinalar a elevada

proporcao (90,6%) de notificagdes seguidas com sucesso.

Em 2021, o Infarmed, I.P. recebeu por via direta um total de
26.726 notificacoes, das quais 4.980 (18,6%) foram realizadas
por consumidores?. Por comparacao, das 158 notificacdes
recebidas pela empresa farmacéutica, 27 (17,1%) foram de
consumidores. A semelhanga das percentagens pode sugerir

que estes utilizam ambas as vias para notificagao.

0 namero de notificacdes anuais recebidas pela empresa
farmacéutica tem-se mantido relativamente estavel no periodo
analisado. Importa, por isso, promover a particlpagédo do
consumidor, aproveitando o potencial existente no seu
envolvimento na melhoria da seguranca dos medicamentos,
nomeadamente através da notificacdo de aspetos menos
valorizados pelos profissionais de salide, como questoes

relacionadas com qualidade de vida, ou comunicagao mais

precoce®.
Flgura 1 | Nimero de notificagd i por em Portugal por ano
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ADR REPORTS IN PORTUGAL: HEALTH PROFESSIONALS VS CONSUMERS
10 YEARS OF EXPERIENCE

Ana-Marta Silva'??, Inés Ribeiro-Vaz'??, Joana Marques'?3, Jorge Polénia"?*

" Unidade de Farmacovigilancia do Porto; > Centro de Investigagso em Tecnologias e Servigos de Satide (CINTESIS); * Faculdade de Medicina da Universidade do Porto

mTRODUCTION \ mM \

The National Pharmacovigilance System (NPS) was born in 1992 in Portugal. For several To characterize the national reports of ADR car-

Infarmed

years, it only received direct reports of suspected adverse drug reactions (ADR) from he-
althcare professionals (HCP). As of July 2012, with the transposition of Directive No.
2010/84/EU of the European Parliament and of the Council into national legislation, Portu-
guese consumers also have the possibility of reporting ADRs. Although there are publicati-
ons on the added value of consumer participation in ADR reporting, there is little data on

@R reporting in the Portuguese population.

/

N

ried out by consumers since their entry into the
National Pharmacovigilance System (NPS) and
compare them with the healthcare professionals'
reports.

METHODS

AN

Sample Macro Analysis Medicines Analysis
. ADR reports . Total of reports . ATC Group*
. Direct pathway . Seriousness
(Consumers+HCP) . Gender and Age (Patient) *Anatomical Therapeutic Chemical

ADR Analysis

. System Organ Class*
. Described/Non described**

*System Organ Class: higher hierarchical level of
MedDRA coding
** Source: Summary of Product Characteristics (SmPC;

Statlstlcal analysis: In the percentage comparison, the Chi2 test was used with a significance level of 0.05;

SPSS statistics 28.0®

1ATC was counted.

Note: Each ATC contributed to the count as fol-
lows: for each different drug present in each case,

Note: If in the same report there was more than one ad-
verse reaction belonging to the same MedDRA code
(SOC), the code was only counted once.

A

RESULTS

Macro Analysis

Over ten years, 46855 reports of ADR reached
the NPS, of which 8104 came from consumers
(17% of the total number of reports received di-
rectly).

Graph 1- Number of reports per year: Distribution by reporter group
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In this period, there was a very similar proportion
of serious reports (HCP: 54% vs Consumers:
55%).

Graph 2b - Reports by healthcare
professionals: Distribution by seriousness

Graph 2a - Reports by consumers:
Distribution by seriousness.
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There was a difference in the most frequent se-
riousness criterion reported:

- “Medically important condition” (47%) and
“‘incapacity” (45%) in consumers;

- “Medically important condition ” (66%) and
“hospitalization” (15%) in HCP.

Patient

In both types of reporters, most reports are
from female patients (64.5% in HCP; 69.5% in
consumers).

The age group from 18 to 64 years is the most
reported in both types of reporters (66.4% in
HCP; 77.7% in consumers).

Medicines Analysis

As for the analysis of the drugs involved, when
comparing the 5 most reported ATC groups, it
appears that 4 were common to consumers
and HCP reports, although in different proporti-
ons. Consumers mainly reported cases where
the suspected drug belongs to the anti-infective
(68.3%) and nervous (8.3%) ATC groups.

Graph 3a - Consumers: Most representative ATC
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ADR Analysis
Regarding ADR, the most representative SOC groups
were common in both types of notifiers.

Graph 4a - Consumers: Most representative SOC
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Graph 4b - Healthcare professionals: Most representative SOC
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As for prior knowledge of ADRs in the SmPC, it was
found that the proportion of reports containing at le-
ast 1 ADR not described was higher in the consumer
group.

Graph 5 - Previous knowledge of the ADR: Distribution by reporter group
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Note: Consumers re-
port a significantly hi-
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not described in the
SmPC (p<0.001).

Consumers

GSCUSSION / CONCLUSION

~

Overall, the evidence shows that reporting by consumers is on the rise. The information arising from consumers' reports is relevant in contribu-
ting new information, reporting adverse reactions not yet described in the SmPC, or in relation to the report's seriousness since they specify mo-
re clearly how the ADR affected the quality of the patient's life. In this sense, this study suggests that the participation of consumers adds value
to health. The national data collected may also make it possible to identify benchmarks that contribute to leveraging the improvement of the SNF,
with an ever-increasing participation of citizens. Adverse reactions resulting from vaccination against COVID-19 demonstrated that reporting is
accessible to HCP and consumers. In this way, taking advantage of this global awareness is essential to create a commitment among all NPS
Qakeholders, especially engaging citizens more and more. /

~N
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PATIENT INVOLVEMENT IN PHARMACOVIGILANCE: analysis of spontaneous reporting
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Pharmacovigilance is the science and activities related to the detection, evaluation, understanding and prevention of adverse drug reactions
(ADR) or any other drug-related problems. This activity allows the monitoring of the safety profile of drugs after they are marketed, through the
analysis and evaluation of safety data collected from important sources of information, among which spontaneous reporting stands out. (1)
Spontaneous reporting was the first method created with this purpose, allows the monitoring of all marketed drugs, throughout their entire life
cycle, in large populations and with reduced costs. It promotes signals early detection of unexpected, rare, or serious ADR. (2)

In Portugal, Pharmacovigilance activity began in 1992 with the creation of the National Pharmacovigilance System and spontaneous reporting
became possible for healthcare professionals (clinicians, pharmacists and nurses). In 2012, the implementation of new European legislation made
it possible for citizen/patient to report. Since then, the importance of the contribution of the citizen/patient as a reporter has become evident, as it
provides a detailed ADR characterization, with clinical information at a similar level as their healthcare professional and an additional perspective
on the impact of ADR on daily life. It allows a more comprehensive detection of unexpected adverse reactions, with important impact in signal
detection. (3-5)

The Covid-19 pandemic was declared, by the WHO, on 11th March 2020 and the administration of the Covid-19 vaccines began in Portugal in
December 2020. The period that followed was unprecedented for Pharmacovigilance worldwide, with a reporting rate never seen before, in which
the citizen/patient assumed a preponderant role. The expectation of pharmacovigilance would be that this experience had been able to create a
new culture of reporting among healthcare professionals and citizens.

AIMS: Analysis and comparison of spontaneous reporting by patient in the pre-pandemic and post-pandemic period in Portugal.

METHODS: Cross-sectional descriptive study to characterize and compare patient spontaneous reporting, in Portugal, over 2 periods of
1 year, from April 1, 2019 to April 1, 2020 and from April 1, 2022 to April 1,2023, with regard to the total number of reports submitted, the
profile of the patient (sex, age group), of the suspected drugs (ATC) and the nature and seriousness of the ADR (MedDRA SOC and PT).

11.03.2020 27.12.2020
COVID-19 PANDEMIC (WHO) COVID-19 VACCINATION
, i
2019 I 2020 2021 2022 2023
POST-PANDEMIC

PRE-PANDEMIC

In the 1-year pre-pandemic period analyzed in this study, 390 reports were received from citizens,
44.6% through the online Portal RAM, 57% of which were serious. In the post-pandemic period, 612
reports were received from patients, 67.3% through the Portal RAM and 50% serious, which
apparently reveals a growth of 57%. However, if we subtract the remaining reports associated with
vaccines against Covid-19 boosters, we find a growth of only 4.4%.

Reporting Route
Online reporting / Portal RAM

=5 &3

POST-PANDEMIC

Total number of reports,
highlighting their seriousness and growth rate

06 06

Total
Total | reports

non-

covid
vaccine Serious
reports

Pre-pandemic Post-pandemic

Total
covld | reports
ine

Serious | Non
Serious.

PRE-PANDEMIC

Nausea, Dizziness and Diarrhoea were the most relevant PT terms reported in the pre-
pandemic period. Headache, Dizzi and Nausea were the most frequently PT terms
reported in the post-pandemic period.
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The MedDRA SOC Gastrointestinal disorders, General disorders and administration site
conditions, Nervous system disorders, Skin and subcut: tissue disorders, Psychiatric
disorders and Musculoskeletal and ive tissue di were the most relevant in both
ic period was G inal

periods. The SOC most frequently reported in pre-

In the pre-pandemic period, the most marked seriousness criteria was “disability/incapacity” with
35% of the total of serious reports, while in the post-pandemic period the criteria “other medically
important condition” was the most marked, with 46%. The patient most affected by all the reported

reactions was, in both periods, adult women and the patient age group more predominant was adult.

PRE-PANDEMIC POST-PANDEMIC
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disorders and the most relevant SOC in post-pandemic period was General disorders and
administration site conditions.
‘Top 6 System Organ Class

s 0%
Prepandemic = Postpandenic

The 5th-level ATC most associated with ADR in the pre-pandemic period was Amoxicillin +
clavulanic acid, while in the post-pandemic period it was the mRNA vaccine against COVID-19
(with modified nucleoside).

Top 10 Reported 5th-level ATC Top 10 Reported 5th-level ATC
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Despite the enormous expectation that the period of the Pandemic and the consequent vaccination against Covid-19 could allow for greater involvement of
patients in the ADR reporting, the results of this study do not seem to confirm this. Even so, it was possible to identify a positive aspect, the post-pandemic
patient seems to be presenting a different profile, being more user of online reporting.

In order to obtain a more robust and less subject to bias comparison, it is suggested to replicate the present study comparing the pre-pandemic period with a
post-pandemic period further away from the administration of vaccines against COVID-19

France. Eur J Clin Pharmacol. 2023 Feb;79(2):229-236. doi: 10.1007/s00228-022-03422-y.
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Introdu;ao Os conteudos informativos direcionados para os profissionais de saude
visam a consciencializagdo e a educagdo para questGes relacionadas

com a seguranca no uso de MSMA, sustentando o esclarecimento a

O envolvimento ativo dos cidaddos na notificagdo de suspeitas de populacdo e o reforco de mensagens de seguranca acerca da utilizagdo
reagdes adversas a medicamentos (RAM) e na monitorizagdo de correta e segura do medicamento. Os contetdos informativos dirigidos
aspetos relevantes no uso dos medicamentos permite uma melhor aos utentes destinam-se a ser cedidos em contexto da dispensa dos
compreensdo dos seus impactos e auxilia na identificagdo de possiveis medicamentos e permitem um reforco das recomendacbes dos
preocupagdes de seguranca relacionadas com os medicamentos. profissionais de saude, possibilitando, de forma agil, o acesso a
Este aspeto é particularmente importante nos Medicamentos Sujeitos a informacdo de seguranca. Em cada um, é reforcada a importéncia da
Monitorizagdo Adicional (MSMA), dado que existe a necessidade de notificacdo de RAM e incluida a hiperligacdo para o Portal RAM e para
recolha e andlise de dados clinicos adicionais da sua utilizacdo em 0s materiais educacionais, quando aplicavel.

contexto real.

Aumentar a consciencializagdo para esta temdtica junto dos Resultados
profissionais de saude, promover ferramentas de auxilio a notificacdo
de RAM e o acesso a contetdos informativos para disponibilizagdo aos

~ ) . . . Com base na extragdo da base de dados Infomed, foi possivel identificar
utentes sdo medidas que contribuem para uma maior eficacia da

323 numeros de registo de medicamentos comercializados que estdo
sob monitorizagdo adicional, dos quais 80 estdo disponiveis em farmacia
comunitdria — correspondente a 45 marcas comerciais (26 substancias

. ativas).
ObjetIVO A data, foram elaborados e disponibilizados contetidos para profissionais

de saude e para utentes correspondente a 17 medicamentos, dos 45
Permitir a féacil identificagdo, pelos profissionais, dos MSMA previstos.
disponiveis em farmacia comunitaria e disponibilizagcdo de contetdos
informativos dirigidos aos profissionais de salde e aos utentes sobre
aspetos relacionados com a seguranga no uso dos medicamentos e
para a importancia da notificacdo de RAM.

Identificagdo dos MSMA com base na informagdo disponibilizada pela
European Medicines Agency (EMA) e considerada na base de dados
cedida pelo INFARMED. Foram considerados os medicamentos
comercializados e que estdo disponiveis em ambulatério, na farmacia
comunitaria. Na elaboragdo de contelidos informativos para
profissionais de salde e para utentes foram priorizados os
medicamentos para os quais estdo disponiveis materiais educacionais el .
enquadraveis como medidas de minimizagdo de risco. Os conteudos \ prem—— @ cedind
produzidos sgo divulgados via Newsletter, encaminhada por email e Figura I — Exemplos de contetdos informativos dirigidos a profissionais de salide e a
através do sistema de dispensa SIFARMA®. utentes, produzidos pelo CEDIME.

Conclusdes/Discussio

E importante estabelecer uma cultura de transparéncia e confianca entre os cidados, os profissionais de satide e o sistema de farmacovigilancia.

farmacovigilancia nestes medicamentos.

Medicamentos suji
Farmcia Comunitari

CEDIME Informa

Medicamentos sujeitos a Monitorizacéo
icional (MSMA)

O envolvimento ativo das farméacias na farmacovigilancia é crucial para garantir a seguranca e eficicia do medicamento e para fomentar esta partilha de
informacdo, aumentando a eficacia do sistema de notificagdo espontanea de RAM.
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DCl Publico-alvo Que materiais?
Medicamento Data de publicagéo online
Certolizumab pegol Doentes Cartao
Cimzia
17-05-2023
Dienogest + Médicos: ginecologistas, de medicina geral e familiar, Lista de verificacao
Etinilestradiol dermatologistas
Eubelle Doentes Cartéo de Informacéo
05-06-2023
Emicizumab Profissionais de satide: Imuno-hemoterapeutas que Guia
Hemlibra tratem doentes com hemofilia, ou em casos excecionais,
hematologistas que se espera que possam prescrever
Hemlibra; diretores dos servicos de urgéncia e dos
servicos de enfermagem dos centros de referéncia para
o tratamento de coagulopatias congénitas
Profissionais de laboratdrio: dos centros de Guia
referéncia para o tratamento de coagulopatias
congénitas
Doentes Guia para Doentes/Cuidadores
Cartao para o Doente
20-05-2023
Fentanilo Médicos: das unidades de dor (crénica) e de cuidados Guia
Actig, comprimido para chupar  Paliativos; oncologistas
Farmacéuticos Guia
Doentes Guia do doente/cuidador
09-06-2023
Fingolimod Médicos: neurologistas e neuropediatras Lista de verificacao
fingolimod Accord Doentes Guia do doente, pais e cuidadores
Cartao de alerta especifico da
gravidez
15-05-2023
Lutécio (177Lu) vipivotido poentes Guia
tetraxetano
Pluvicto
25-05-2023
Trastuzumab deruxtecano Médicos: oncologistas Guia do profissional de satide para

Enhertu

Enfermeiros: de oncologia
Farmacéuticos: hospitalares

a prevencao de erros de medicacao
resultantes de confusao entre
medicamentos

Guia do profissional de satide
doenca pulmonar intersticial/

pneumonite) e cuidadores

17-05-2023

Continua »
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https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/6/80865/cab7d0c4ce4448fc808ddcdd0182ec4d_Eubelle_Lista_verificacao_prescritores_versao_1_13-04-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/6/80865/0a436039074b45e180359ffbddfb05ed_Eubelle_Cartao_informacao_doente_versao_1_13-04-2023.pdf
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https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/79221/b11b31ed875542858954764b82166185_Hemlibra_Guia_Profissionais_Laboratorio_versao_4_28-03-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/79221/eed0d48b41dd4554ade99914400bf077_Hemlibra_Guia_Doente_Cuidador_versao_4_28-03-2023_final.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/79221/6fe6fdab6e5c4317b3aa2b17d9805cd5_Hemlibra_Cartao_Doente_versao_3_28-03-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/6/78881/3965f7ed075d4a60b695a27d628f679a_Actiq_Guia_Medico_versao_2_27-04-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/6/78881/8bd9043887b242b385ff2194138863b3_Actiq_Guia_Farmaceutico_versao_1_27-04-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/6/78881/789644ce6bcc41979514c5e0d012a2ef_Actiq_Guia_Doente_versao_2_27-04-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/78465/8e4473aaa1c3464aa42d5b4c761f646c_Fingolimod_Accord_Lista_Verificacao_Medico_versao_1_21-12-2022.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/78465/a14e002ea0f44da08370c08696fa1b6a_Fingolimod_Accord_Guia_Doente_Pais_Cuidadores_versao_1_21-12-2022.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/78466/9333b5a223ee4614867404fddcd7df4c_Fingolimod_Accord_Cartao_Alerta_Gravidez_versao_1_21-12-2022.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/78466/9333b5a223ee4614867404fddcd7df4c_Fingolimod_Accord_Cartao_Alerta_Gravidez_versao_1_21-12-2022.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/78761/660f62eb872a472bbab1cdb8c33f27e9_ENHERTU_Guia_Profissionais_Saude_Erros_medicacao_versao_3_17-04-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/78761/660f62eb872a472bbab1cdb8c33f27e9_ENHERTU_Guia_Profissionais_Saude_Erros_medicacao_versao_3_17-04-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/78761/660f62eb872a472bbab1cdb8c33f27e9_ENHERTU_Guia_Profissionais_Saude_Erros_medicacao_versao_3_17-04-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/78761/660f62eb872a472bbab1cdb8c33f27e9_ENHERTU_Guia_Profissionais_Saude_Erros_medicacao_versao_3_17-04-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/78761/93ffb4e50a214676a00ded7dd35df9bc_ENHERTU_Guia_Profissionais_Saude_DPI_Pneumonite_versao_3_17-04-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/78761/93ffb4e50a214676a00ded7dd35df9bc_ENHERTU_Guia_Profissionais_Saude_DPI_Pneumonite_versao_3_17-04-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/78761/93ffb4e50a214676a00ded7dd35df9bc_ENHERTU_Guia_Profissionais_Saude_DPI_Pneumonite_versao_3_17-04-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/79661/5c337c2ae5ef4adc8de62f701f537f76_Pluvicto_guia_doente_versao_1_30-03-2023.pdf
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Ddl Piblico-alvo Que materiais?

Medicamento Data de publicagéo online

Treprostinilo Profissionais de satude: diretores de servico e Formacao de profissional de saude

Treprostinilo Tillomed respetivos médicos das especialidades de cardiologia, sobre a minimiza¢ao dos riscos de
pneumologia, reumatologia, medicina interna, infecoes da corrente sanguinea
medicina intensiva e cirurgia geral; enfermeiros-chefe relacionadas com cateteres e de
dos servicos acima; diretores dos servicos farmacéuticos sepsia

hospitalares - .
Formulario "Acontecimento de

interesse especial (AIE) - infecao
sanguinea associada a Treprostinilo

Tillomed por via IV"

Doentes Guia de informacdo
Questionario
21-06-2023
Upadacitinib Médicos: reumatologistas, internistas, dermatologistas, Guia
Rinvog imunoalergologistas e gastroenterologistas
Doentes Cartao
27-05-2023

Compilado por Patricia Cataldo

Portal RAM

Notificacdo de Reacdes Adversas
a Medicamentos

Notifique reacdoes adversas agui.
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https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/6/82541/077fdb33d4e34344bd868b2ae39cd85f_Treprostinilo_Tillomed_Formacao_Profissionais_Saude_versao_1_25-05-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/6/82541/077fdb33d4e34344bd868b2ae39cd85f_Treprostinilo_Tillomed_Formacao_Profissionais_Saude_versao_1_25-05-2023.pdf
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https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/6/82541/077fdb33d4e34344bd868b2ae39cd85f_Treprostinilo_Tillomed_Formacao_Profissionais_Saude_versao_1_25-05-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/6/82541/fcaf5ff462cb4810a410af209a371108_Treprostinilo_Tillomed_Formulario_Acontecimento_interesse_especial_versao_1_25-05-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/6/82541/fcaf5ff462cb4810a410af209a371108_Treprostinilo_Tillomed_Formulario_Acontecimento_interesse_especial_versao_1_25-05-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/6/82541/fcaf5ff462cb4810a410af209a371108_Treprostinilo_Tillomed_Formulario_Acontecimento_interesse_especial_versao_1_25-05-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/6/82541/fcaf5ff462cb4810a410af209a371108_Treprostinilo_Tillomed_Formulario_Acontecimento_interesse_especial_versao_1_25-05-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/6/82541/ee7269b7aa8b42d48789c6c9931eace4_Treprostinilo_Tillomed_Guia_doente_versao_1_25-05-2023.pdf
Questionário
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/79901/088dc4cc72cd46a996eb16a70aa9e600_Rinvoq_Guia_Profissional_de_Saude_versao_3_24-04-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2023/5/79901/bb09ce678d3740f9813046873a420e4c_Rinvoq_Cartao_Doente_versao_3_24-04-2023.pdf
http://www.infarmed.pt/web/infarmed/submissaoram

Comunicagoes dirigidas aos profissionais de saude

publicadas na ficha do medicamento no Infomed
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Ddl Piblico-alvo Que comunicag¢ao?
Medicamento Data de publicagéo online
Ciprofloxacina, Médicos: cirurgia cardiotorlécica, cirurgia gelral, cirurgia Antibiétigos contenglo
Delafloxacina, maxilo-facial, cirurgia pedidtrica, cirurgia pléstica fluoroquinolonas (vias de
Levofloxacina, e reconstrutiva, dermato-venereologia, doencas administracdo oral, injetdvel e
Moxifloxacina infeciosas, estomatologia, ginecologia e obstetricia, inalatdria) - recordatdria sobre

3 o implantologia, infeciologia, medicina dentaria, restricoes de utilizacdo
;I:Jlfilf(;:)a(;lcril:;Oﬂoxaqna, medicina geral e familiar, medicina intensiva, medicina

(formulagdes para uso sistémico -
oral e injetdvel - e inalagdo)

interna, medicina tropical, nefrologia, neurocirurgia,
neurologia, ortopedia, otorrinolaringologia,
pneumologia e urologia

Farmacéuticos: comunitérios e hospitalares

08-06-2023
Crizanlizumab Médicos: hematologistas e pediatras Revogacao da autorizacao de
Adakveo . ) . ) introducao no mercado na UE devido
Farmacéuticos: servicos farmacéuticos hospitalares a falta de eficacia terapéutica
15-06-2023
Pralsetinib Médicos: oncologistas e pneumologistas; diretores de Risco aumentado de tuberculose e
Gavreto Servigo medidas de minimizacio
Farmacéuticos: diretores dos servicos farmacéuticos
dos hospitais que tratam cancro do pulmao 16-06-2023
Vosoritida Profissionais de satide: da equipa multidisciplinar Alteracdo da seringa e da agulha de
Voxzogo de displasias dsseas congénitas, nomeadamente administracao para administracao

pessoal médico (endocrinologistas pedidtricos, médicos
geneticistas, pediatras, ortopedistas pediatricos ou
outros), pessoal de enfermagem, farmacéuticos e outros
profissionais de satide

do medicamento em unidades (U)

emvezde ml

26-06-2023

Compilado por Patricia Cataléo

O que significam?

AIM Autorizacdao de Introducao no Mercado — em inglés MA Marketing Authorisation

EMA Agéncia Europeia do Medicamento — do inglés Furopean Medicines Agency

FI Folheto Informativo — em inglés PL Patient Leaflet

PRAC Comité de Avaliacao do Risco em Farmacovigilancia (da EMA) — doinglés Pharmacovigilance Risk Assessment Committee

RAM Reacdo Adversa a Medicamentos — em inglés ADR Adverse Drug Reaction

RCM Resumo das Caracteristicas do Medicamento — em inglés SmPC Summary of Product Characteristics
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