e A

THNERAFPEUTIE GOODS
ADMINISTRATION

Case Number : 234197

Gender: F
Data Entry Date : 10/10/2007 Weight (kg) : 59
Hospitalisation : Age:
Onset Date : 23/03/2006 DOB : 20/05/1921
Outcome : 23/03/2006 Causality : Causality possible
Recovered
Information:
Reaction :
Preferred Term Severity Report Description Treatment
Arrhythmia Caused or prolonged  Cardiac arrhythmia. Given Patient already in hospital.
inpatient Stilnox, found overnight -

hospitalisation

Disorientation

Public Case Detall

fall - disorientated (no
previous confusion), upset.

Caused or prolonged
inpatient

hospitalisation

Emotional distress

Caused or prolonged
inpatient

hospitalisation

Medicine details :

Cases Count: 6

CLOPIDOGREL (Suspected) Reason :
Tablet 75 Milligram Daily Oral
Batch : Started : 18/03/2006 Stopped :  23/03/2006
IMIPRAMINE HYDROCHLORIDE (Suspected) Reason :
20 Milligram Daily
Batch : Started : 18/03/2006 Stopped : 23/03/2006
NEXIUM (Suspected) Reason :
Tablet 20 Milligram Daily Oral
Batch : Started : 18/03/2006 Stopped : 23/03/2006
PANADOL (Suspected) Reason :
1 Gram Daily Oral
Batch : Started : 18/03/2006 Stopped : 23/03/2006
STILNOX (Suspected) Reason : Specific disorders of sleep
Tablet 1 Dose Unspec Daily Oral
Batch : Started : 18/03/2006 Stopped :  22/03/2006
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Mo Public Case Detall
TGA

A LU Cases Count: 6

Case Number : 235885 Gender: M
Data Entry Date : 04/12/2007 Weight (kg): O
Hospitalisation : Admitted to hospital Age:
Onset Date : 10/09/2007 DOB : 06/01/1929
Outcome:: Causality : Causality possible

Not yet recovered

Information: Allergic to Panadeine Forte. History of urinary incontinence.

Reaction :

Preferred Term Severity Report Description Treatment

Confusional state Caused or prolonged  Urine retention, confusion  Ceased Imipramine and
inpatient and constipation related to laxatives started.
hospitalisation Imipramine use.

Constipation Caused or prolonged
inpatient
hospitalisation

Urinary retention Caused or prolonged
inpatient

hospitalisation

Medicine details :

IMIPRAMINE HYDROCHLORIDE (Suspected) Reason :
Tablet 50 Milligram Daily Oral
Batch : Started : 31/08/2007 Stopped : 10/09/2007
ASPIRIN (Other drug) Reason : Other coagulation defects
Batch : Started : Stopped :
CELEBREX (Other drug) Reason : Unspecified arthritis
Batch : Started : Stopped :
FOLIC ACID (Other drug) Reason : Unspec vitamin deficien states
Batch : Started : Stopped :
INDOMETHACIN (Other drug) Reason : Unspecified arthritis
Batch : Started : Stopped :
METFORMIN HYDROCHLORIDE (Other drug) Reason : Diabetes mellitus
Batch : Started : Stopped :
PANTOPRAZOLE (Other drug) Reason :
Batch : Started : Stopped :
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Medicine details :
PRAVASTATIN SODIUM (Other drug) Reason : Othr&unspec metabolic diseases

Batch : Started : Stopped :
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e A

THNERAFPEUTIE GOODS
ADMINISTRATION

Case Number : 237948

Data Entry Date : 15/02/2008

Hospitalisation :

Onset Date : 21/01/2008

Public Case Detall

Cases Count: 6

Gender: M
Weight (kg): O
Age:
DOB : 29/06/1924

Outcome:: Causality : Causality possible
Not yet recovered
Information:
Reaction :
Preferred Term Severity Report Description Treatment
Orthostatic hypotension Caused or prolonged  Postural hypotension - Ceased Amiodarone and
inpatient possibly secondary to Imipramine. Commenced
hospitalisation autonomic neuropathy Fludrocortisone. Ceased
from Amiodarone and Erythromycin.
Imipramine.
Autonomic neuropathy Caused or prolonged

inpatient

hospitalisation

Medicine details :
AMIODARONE HYDROCHLORIDE (Suspected)

Reason : Otr&nos disord of heart rhythm

200 Milligram Daily
Batch : Started : Stopped : 23/01/2008
COLCHICINE (Suspected) Reason :
500 Milligram Daily
Batch : Started : Stopped :
IMIPRAMINE HYDROCHLORIDE (Suspected) Reason :
25 Milligram Daily
Batch : Started : Stopped : 23/01/2008
ASPIRIN (Other drug) Reason :
100 Milligram
Batch : Started : Stopped :
ATORVASTATIN (Other drug) Reason :
80 Milligram
Batch : Started : Stopped :
CLOPIDOGREL (Other drug) Reason :
75 Milligram
Batch : Started : Stopped :
ESOMEPRAZOLE MAGNESIUM TRIHYDRATE (Other drug) Reason :
40 Milligram
Batch : Started : Stopped :
Metoprolol Succinate (Other drug) Reason :
50 Milligram
Batch : Started : Stopped :
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Medicine details :

RAMIPRIL (Other drug)

Batch :

Started :

Reason :

2.5 Milligram

Stopped :

Laboratory Investigations :

Type
Creatinine

PUTRANO2

Range

Date Tested Result

Details
116/GFR=52mls
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Data Entry Date :

Hospitalisation :

THERAFEUTIC GO0DS
ADMINISTRATION

Case Number : 240227

21/04/2008

Public Case Detall

Required a visit to the doctor

Onset Date : 24/11/2007
Outcome : 01/12/2007
Recovered
Information:
Reaction :
Preferred Term

Severity

Cases Count: 6

Gender: F

Weight (kg) : 88.7

Causality :

Report Description

Age:
DOB : 03/10/1930

Treatment

Inappropriate antidiuretic SIADH Imipramine withheld
hormone secretion
Medicine details :
IMIPRAMINE HYDROCHLORIDE (Suspected) Reason :
25 Milligram Daily
Batch : Started : Stopped :
Laboratory Investigations :
Type Range Date Tested Result Details
Sodium 24/11/2007 130, 129, 130 Na+ levels (mmol/L)
Sodium 25/11/2007 126, 124, 124 Na+ levels (mmol/L)
Sodium 26/11/2007 122,122,121 120, Na+ levels (mmol/L)
119
Sodium 27/11/2007 120, 123,127, 128 Na+ levels (mmol/L)
Sodium 28/11/2007 128, 130 Na+ levels (mmol/L)
Sodium 29/11/2007 132 Na+ levels (mmol/L)
Sodium 01/12/2007 137 Na+ levels (mmol/L)
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e A

THNERAFPEUTIE GOODS
ADMINISTRATION

Case Number : 246263

14/11/2008

Data Entry Date :

Hospitalisation :

Onset Date :
Outcome :
Recovered
Information:
Reaction :
Preferred Term Severity

Torsade de pointes

Medicine details :

Hospitalisation prolonged

Public Case Detall

Cases Count: 6

Gender: F
Weight (kg): O

Age: 78Y
DOB :
Causality : Causality possible
Report Description Treatment

Lit report: Post=fall fracture
of tibia and fibula. Deuring
closed reduction,for which
propofol was administered
as sedation, the patient
had an episode of
Torsade de
pointes/polymorphic
ventricular tachycardia
(VT) lasting 30 s, followed
by 10 s of ventricular
fibrillation (VF).

Bag and valve mask ventilation
was commenced and 10 mL of
magnesium sulfate 10%
solution was administered.

IMIPRAMINE HYDROCHLORIDE (Suspected) Reason :
75 Milligram Oral
Batch : Started : Stopped :
PROPOFOL (Suspected) Reason :
40 Milligram Total Intravenous
Batch : Started : Stopped : 0
THIORIDAZINE HYDROCHLORIDE (Suspected) Reason :
25 Milligram Daily
Batch : Started : Stopped :
MORPHINE HYDROCHLORIDE (Other drug) Reason :
12.5 Milligram Daily Intravenous
Batch : Started : Stopped : 0
TRAMADOL HYDROCHLORIDE (Other drug) Reason :
200 Milligram
Batch : Started : Stopped :
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Public Case Detall
TiEha

A LU Cases Count: 6

Case Number : 246672 Gender - F
Data Entry Date : 27/11/2008 Weight (kg) : 100
Hospitalisation : Age: 50Y
Onset Date : DOB :
Outcome:: Causality : Causality possible
Not yet recovered
Information:

Reaction :
Preferred Term Severity Report Description Treatment
Vision blurred Patient commenced on Withdrawing Tofranil.

methotrexate to help her
asthma-she takes it on sat.
mornings-would have an
occasional brief dizzy
feeling if she bent over etc.
Once she was on the
Tofranil the dizziness
became much more severe
and constant and she had
blurred vision. It started
8-10 hours after taking the
dose of MTX, and last 3-4
days, easing off by
mid-week, only to return
after the next dose of MTX.
Reducing the dose of
Tofranil means it goes
away a bit quicker and it is
less severe. Patient was
unable to drive,
concentrate or use
computers, read etc while

affected.
Dizziness
Medicine details :
METHOTREXATE (Suspected) Reason : Asthma
10 Milligram Weekly

Batch : Started : 05/07/2008 Stopped : 0

TOFRANIL (Suspected) Reason : Depression
Tablet 25 Milligram Daily Oral
Batch : Started : 02/10/2008 Stopped : 0

Selection Parameters : Date Range: 01/08/2007 To 31/01/2009 Unclear causality excluded GM medicines Only Medicine Names: SURMONTIL,
TRIMIPRAMINE MALEATE, IMIPRAMINE HYDROCHLORIDE, IMIPRIN, IRAMIL, TOFRANIL
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