Public Case Detall
TiEha

A LU Cases Count: 4

Case Number : 233436 Gender : M
Data Entry Date : 17/09/2007 Weight (kg): O
Hospitalisation : Age:
Onset Date : 14/08/2007 DOB : 26/06/1956
Outcome:: Causality : Causality possible

Not yet recovered

Information: CT brain normal, no metabolic cause for seizure found, neurologist concluded most
likely explanation is drug-induced seizure due to combination of tramadol with high
dose of doxepin.

Reaction :
Preferred Term Severity Report Description Treatment
Convulsion Caused or prolonged  Seizures. 3 seizures during Ceased Tramadol and Doxepin
inpatient the last 12 months, 2 in the dose reduced.
hospitalisation last 2 weeks.
Medicine details :
DOXEPIN HYDROCHLORIDE (Suspected) Reason : Depression
Capsule 250 Milligram Daily Oral
Batch : Started : Stopped :
TRAMAL SR (Suspected) Reason : Lumbalgia
Tablet 200 Milligram Daily Oral
Batch : Started : Stopped : 0
DIAZEPAM (Other drug) Reason :
Batch : Started : Stopped :
MELOXICAM (Other drug) Reason :
Batch : Started : Stopped :
PANADEINE FORTE (Other drug) Reason :
Batch : Started : Stopped :
PANTOPRAZOLE (Other drug) Reason :
Batch : Started : Stopped :
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Public Case Detall

iy P e Cases Count: 4
Case Number : 234742 Gender - F
Data Entry Date : 24/10/2007 Weight (kg): O
Hospitalisation : Age:
Onset Date : DOB : 05/04/1967
Outcome:: Causality : Causality possible
Unknown
Information:
Reaction :
Preferred Term Severity Report Description Treatment
Eye pain left eye
Photophobia left eye
Medicine details :
SINEQUAN (Suspected) Reason : Otr&unsp forms neuralg&neurit
50 Milligram Daily
Batch : Started : Stopped :
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THERAFEUTIC GO0ODS
ADMINISTRATION

Case Number : 240252

Data Entry Date : 22/04/2008

Hospitalisation : Admitted to hospital

Onset Date : 06/04/2008
Outcome : 07/04/2008

Public Case Detall

Cases Count: 4

Gender: M
Weight (kg) : 85
Age:
DOB : 12/11/1935

Causality : Causality possible

Recovered
Information:
Reaction :
Preferred Term Severity Report Description Treatment
Palpitations Caused or prolonged  Sudden onset of Aspirin 100mg
inpatient palpitations

hospitalisation

Medicine details :
DOXEPIN HYDROCHLORIDE (Suspected)

Reason : Depression

100 Milligram Daily
Batch : Started : L TERM Stopped :
Laboratory Investigations :
Type Range Date Tested Result Details
Other data Stress test in Adelaide
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Public Case Detall
TGA

A LU Cases Count: 4

Case Number : 241343 Gender : F
Data Entry Date : 28/05/2008 Weight (kg) : 84
Hospitalisation : Admitted to hospital Age: 88Y

Onset Date : 24/03/2008 DOB :
Outcome:: Causality : Causality possible
Recovered
Information:
Reaction :
Preferred Term Severity Report Description Treatment
Hyperhidrosis Caused or prolonged  Started on Doxepin and
inpatient Diazepam. One month
hospitalisation later ceased diazapam and
developed sweaty -
tachycardia, nausea and
vomited x 1. Recovered in
12 hours.
Nausea Caused or prolonged
inpatient
hospitalisation
Tachycardia Caused or prolonged
inpatient
hospitalisation
Vomiting Caused or prolonged
inpatient
hospitalisation
Withdrawal syndrome Caused or prolonged
inpatient
hospitalisation
Medicine details :
DIAZEPAM (Suspected) Reason :

1 Dose Unspec Daily
Batch : Started : 24/02/2008 Stopped : 23/03/2008

DOXEPIN HYDROCHLORIDE (Suspected) Reason :
1 Dose Unspec 1time

Batch : Started : 24/02/2008 Stopped :

Selection Parameters : Date Range: 01/08/2007 To 31/01/2009 Unclear causality excluded GM medicines Only Medicine Names: DEPTRAN,
DOXEPIN HYDROCHLORIDE, QUITAXON, SINEQUAN
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