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PRAC recommendations on signals adopted at the 5-8 March 2018 PRAC meeting

Signal management
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H' Acute generalised exanthematous pustulosis

I summary of product characteristics

3 H AT, Noradrenalin (JAN, JP), (GRIE)

K* Abacavir; abacavir/lamivudine/zidovudine; abacavir/lamivudine; abacavir/dolutegravir/lamivudine; atazanavir;
atazanavir/cobicistat; cobicistat; darunavir; darunavir/cobicistat; darunavir/cobicistat/emtricitabine/tenofovir
alafenamide; didanosine; dolutegravir; efavirenz; efavirenz/emtricitabine/tenofovir disoproxil fumarate;
elvitegravir/cobicistat/emtricitabine/tenofovir alafenamide; elvitegravir/cobicistat/emtricitabine/tenofovir
disoproxil fumarate; emtricitabine; emtricitabine/rilpivirine/tenofovir alafenamide;
emtricitabine/rilpivirine/tenofovir disoproxil fumarate; emtricitabine/tenofovir alafenamide;
emtricitabine/tenofovir disoproxil fumarate; enfuvirtide; etravirine; fosamprenavir; indinavir; lamivudine;
lamivudine/zidovudine; lopinavir/ritonavir; maraviroc; nevirapine; raltegravir; rilpivirine; ritonavir; saquinavir;
stavudine; tenofovir disoproxil fumarate; tipranavir; zidovudine
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Questions and Answers on signal management
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Summary Safety Review - Atypical antipsychotics - Assessing the potential risk of Drug
Reaction with Eosinophilia and Systemic Symptoms (DRESS)

Safety Reviews
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https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/safety-rev

iews/atypical-antipsychotics-assessing-potential-risk-drug-reaction-eosinophilia-systemic-symptoms
.html
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First-generation oral sedating antihistamines - use in children

Medicines Safety Update, Volume 9, Number 1, February-March 2018
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A Product Information

B Consumer Medicine Information

C Australian regulatory guidelines for OTC medicines
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D TGA database of adverse event notifications
E NSW(New South Wales) Poisons Information Centre
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