EU Local Number Report Type EV Gateway Receipt Date Primary Source Qualification

EU-EC-10010323788 Spontaneous
EU-EC-10009627531 Spontaneous
EU-EC-10008410595 Spontaneous
EU-EC-10008049523 Spontaneous

2021-10-14 00:00:00 Non Healthcare Professional
2021-08-09 00:00:00 Non Healthcare Professional
2021-04-23 00:00:00 Healthcare Professional
2021-03-23 00:00:00 Healthcare Professional

Primary Source Country for Regulatory Purposes

European Economic Area

Non European Economic Area
Non European Economic Area
Non European Economic Area

Literature Reference Patient Age Group Patient Age Group (as per reporter) Parent Child Report

Not available
Not available
Not available
Not available

18-64 Years
18-64 Years
18-64 Years
18-64 Years

Adult

Not Specified
Not Specified
Not Specified

No
No
No
No

Patient Sex Reaction List PT (Duration — Outcome - Seriousness Criteria)

Female
Female
Female
Female

African trypanosomiasis (1d - Recovered/Resolved - Other Medically Important Condition),<BR><BR>Chills (1d - Recovered/Resolved - ),<BR><BR>Headache (1d - Recovered/Resolved - ) COMIRNATY [TOZINAMERAN] (S - Immunisation - n/a - [n/a - n/a - n/a])

African trypanosomiasis (6d - Recovered/Resolved - Other Medically Important Condition),<BR><BR>Headache (6d - Recovered/Resolved - Other Medically Important Condition),<BR><BR>Poor quality sleep (4d - Recovered/Resolved - Other Medically Important Condition),<BR><BR>Pyrexia (4d - Recovered/Resolved With Sequelae - Other Medically Important Condition),<BR><BR>Rash (n/a - Not Recovered/Not FTOZINAMERAN [TOZINAMERAN] (S - COVID-19 immunisation - Not applicable - [1d - n/a - n/a])
Abdominal pain upper (n/a - Unknown - ),<BR><BR>African trypanosomiasis (n/a - Unknown - Other Medically Important Condition),<BR><BR>Diarrhoea (1d - Recovered/Resolved - Other Medically Important Condition),<BR><BR>Nausea (n/a - Unknown - ),<BR><BR>Pyrexia (n/a - Unknown - Other Medically Important Condition) TOZINAMERAN [TOZINAMERAN] (S - COVID-19 immunisation - Not applicable - [1d - n/a - n/a])
African trypanosomiasis (n/a - Recovering/Resolving - Other Medically Important Condition),<BR><BR>Fatigue (n/a - Unknown - Other Medically Important Condition),<BR><BR>Gastrooesophageal reflux disease (n/a - Unknown - Other Medically Important Condition),<BR><BR>Hyperchlorhydria (n/a - Unknown - Other Medically Important Condition),<BR><BR>Malaise (n/a - Not Recovered/Not Resolved - Other MecTOZINAMERAN [TOZINAMERAN] (S - COVID-19 immunisation - Not applicable - [1d - n/a - n/a])

Suspect/interacting Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route])

Concomitant/Not Administered Drug List (Drug Char - Indication PT - Action taken - [Duration - Dose - Route])

Not reported

Not reported

TECFIDERA [DIMETHYL FUMARATE] (C - Multiple sclerosis - n/a - [n/a - n/a - n/a]),<BR><BR>[GABAPENTIN] (C - n/a - n/a - [n/a - n/a - n/a]),<BR><BR>[VITAMIN D] (C - n/a - n/a - [n/a - n/a - n/a])
[DIAZEPAM] (C - Anxiety - n/a - [n/a - n/a - n/a]),<BR><BR>[LITHIUM] (C - Bipolar disorder - n/a - [n/a - n/a - n/a]),<BR><BR>[ZOPICLONE] (C - Insomnia - n/a - [n/a - n/a - n/a])

ICSR Form

<atarget="_blank" href="https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=& xt=form&SR_ID=10010323788&_xpt=1& xf=pdf'>ICSR</a>
<atarget="_blank" href="https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=& xt=form&SR_ID=10009627531& xpt=1& xf=pdf'>ICSR</a>
<atarget="_blank" href="https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=& xt=form&SR_ID=10008410595& xpt=1& xf=pdf'>ICSR</a>
<atarget="_blank" href="https://dap.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=& xt=form&SR_ID=10008049523& xpt=1& xf=pdf'>ICSR</a>



