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THERAFEUTIC GO0DS
ADMINISTRATION

Case Number : 237150

Data Entry Date : 21/01/2008

Hospitalisation :

Public Case Detall

Cases Count: 4

Gender: F
Weight (kg): O
Age:

Onset Date : DOB : 16/06/1953
Outcome:: Causality : Causality possible
Unknown
Information:
Reaction :
Preferred Term Severity Report Description Treatment
Depression After patient's dose was
increased "quite suddenly"
from 3 tablets to 6 tablets,
patient showed
pronounced depression,
anxiety and nervousness.
Also experienced night
sweats, blood sugar levels
increased and was
recently having suicidal
thoughts.
Anxiety
Blood glucose increased
Nervousness
Night sweats
Suicidal ideation
Medicine details :
ANAFRANIL (Suspected) Reason :
Tablet 6 Dose Unspec Daily Oral
Batch : Started : Stopped :
Laboratory Investigations :
Type Range Date Tested Result Details
Other data Blood sugar level increased from 6 to 9.
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Public Case Detall
TIE A

A LU Cases Count: 4

Case Number : 237939 Gender : F
Data Entry Date : 15/02/2008 Weight (kg): O
Hospitalisation : Age:
Onset Date : 10/01/2008 DOB : 20/09/1937
Outcome:: Causality : Causality possible
Not yet recovered
Information:

Reaction :
Preferred Term Severity Report Description Treatment
Hepatitis Drug induced hepatitis. Roxithramycin, Augmentin and

Clomipramine.

Medicine details :

AUGMENTIN DUO FORTE (Suspected) Reason :
2 Dose Unspec Daily
Batch : Started : 04/01/2008 Stopped : 07/01/2008
CLOMIPRAMINE HYDROCHLORIDE (Suspected) Reason :
25 Milligram Daily
Batch : Started : Stopped :
ROXITHROMYCIN (Suspected) Reason :
300 Milligram
Batch : Started : 07/01/2008 Stopped :
BRIMONIDINE TARTRATE (Other drug) Reason :
Batch : Started : Stopped :
CANESTEN (Other drug) Reason :
Batch : Started : Stopped :
LIVIAL (Other drug) Reason :
Batch : Started : Stopped :
Lumigan (Other drug) Reason :
Batch : Started : Stopped :
PREDNISOLONE (Other drug) Reason :
10 Milligram
Batch : Started : Stopped :
STILNOX (Other drug) Reason :
5 Milligram
Batch : Started : Stopped :
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Medicine details :

Symbicort Turbuhaler (Other drug) Reason :
Batch : Stopped :
VENTOLIN (Other drug) Reason :
Batch : Stopped :
Laboratory Investigations :
Type Range Date Tested Result Details
Urea 06/05/2003 7.9H (transaninases >2000)
Urea 19/11/2003 5.7 (transaninases >2000)
Urea 09/01/2008 16.3H (transaninases >2000)
Urea 09/01/2008 - (transaninases >2000)
Urea 10/01/2008 14.1H (transaninases >2000)
Urea 11/01/2008 10.5H (transaninases >2000)
Urea 12/01/2008 10.5H (transaninases >2000)
Urea 13/01/2008 14.1H (transaninases >2000)
Urea 15/01/2008 16.7H (transaninases >2000)
Creatinine 06/05/2003 82
Creatinine 19/11/2003 70
Creatinine 09/01/2008 129H
Creatinine 09/01/2008 -
Creatinine 10/01/2008 106H
Creatinine 11/01/2008 110H
Creatinine 12/01/2008 107H
Creatinine 13/01/2008 117H
Creatinine 15/01/2008 124H
Glomerular filtration 06/05/2003 -
rate
Glomerular filtration 19/11/2003 -
rate
Glomerular filtration 09/01/2008  35L
rate
Glomerular filtration 09/01/2008 -
rate
Glomerular filtration 10/01/2008 45L
rate
Glomerular filtration 11/01/2008 43L
rate
Glomerular filtration 12/01/2008 44L
rate
Glomerular filtration 13/01/2008 40L
rate
Glomerular filtration 15/01/2008 37L
rate
Bilirubin 06/05/2003 9
Bilirubin 19/11/2003 9
Bilirubin 09/01/2008 50H
Bilirubin 09/01/2008 53H
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Laboratory Investigations :

Type
Bilirubin
Bilirubin
Bilirubin
Bilirubin
Bilirubin

ALT = SGPT
ALT = SGPT
ALT = SGPT
ALT = SGPT
ALT = SGPT
ALT = SGPT
ALT = SGPT
ALT = SGPT
ALT = SGPT
AST = SGOT
AST = SGOT
AST = SGOT
AST = SGOT
AST = SGOT
AST = SGOT
AST = SGOT
AST = SGOT
AST = SGOT
Other data
Other data
Other data
Other data
Other data
Other data
Other data
Other data
Other data

GGT = SGGT =

GGTP

GGT = SGGT =

GGTP

GGT = SGGT =

GGTP

GGT = SGGT =

GGTP

GGT = SGGT =

GGTP

GGT = SGGT =

GGTP

GGT = SGGT =

GGTP

PUTRANO2

Range

Date Tested
10/01/2008

11/01/2008
12/01/2008
13/01/2008
15/01/2008
06/05/2003
19/11/2003
09/01/2008
09/01/2008
10/01/2008
11/01/2008
12/01/2008
13/01/2008
15/01/2008
06/05/2003
19/11/2003
09/01/2008
09/01/2008
10/01/2008
11/01/2008
12/01/2008
13/01/2008
15/01/2008
06/05/2003
19/11/2003
09/01/2008
09/01/2008
10/01/2008
11/01/2008
12/01/2008
13/01/2008
15/01/2008
06/05/2003

19/11/2003

09/01/2008

09/01/2008

10/01/2008

11/01/2008

12/01/2008

Result
57H

40H
45H
60H
35H
29

23
2469H
2333H
1839H
1452H
1499H
1504H
787H

148H
171H
187H
182H
152H

762H

799H

785H

Details

alkp
alkp
alkp
alkp
alkp
alkp
alkp
alkp
alkp



Laboratory Investigations :

Type Range Date Tested Result Details
GGT = SGGT = 13/01/2008 732H
GGTP
GGT = SGGT = 15/01/2008 573H
GGTP
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THERAFEUTIC GO0ODS
ADMINISTRATION

Case Number : 245107

Data Entry Date : 02/10/2008

Hospitalisation :

Onset Date : 15/07/2008
Outcome : 15/07/2008
Recovered
Information: Cert/rechallenge.
Reaction :

Preferred Term
Application site reaction

Severity

Hypoaesthesia oral

Medicine details :
CLOMIPRAMINE HYDROCHLORIDE (Suspected)

Public Case Detall

Cases Count: 4

Gender: M
Weight (kg): O
Age: 33Y
DOB :
Causality : Causality certain
Report Description Treatment

On each occasion where
the clomipramine
sublingual spray was used,
the patient experienced a
numbness in the mouth,
explained by him as what
one would feel after a
procedure at the dentist,
from a local anaesthetic.
The feeling of numbness
lasted about an hour on
both occasions.

Reason : Gu dis presum psychogenic orig

Spray 2 Dose Unspec As necessary Sublingual
Batch : Started : 15/07/2008 Stopped : 15/07/2008 0
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THNERAFPEUTIE GOODS
ADMINISTRATION

Public Case Detall

Case Number : 245999

Data Entry Date : 05/11/2008

Hospitalisation : Admitted to hospital

Onset Date :

Outcome :

Unknown

Information:

Reaction :

Preferred Term
Rosacea

Anxiety

Cognitive disorder

Delusion

Dyskinesia

Hallucination

Memory impairment

Muscle twitching

Personality change

Psychotic disorder

Tremor

Weight increased

Medicine details :

ANAFRANIL (Suspected)
Tablet
Batch :

Severity

Caused or prolonged
inpatient
hospitalisation

Caused or prolonged
inpatient
hospitalisation
Caused or prolonged
inpatient
hospitalisation
Caused or prolonged
inpatient
hospitalisation
Caused or prolonged
inpatient
hospitalisation
Caused or prolonged
inpatient
hospitalisation
Caused or prolonged
inpatient
hospitalisation
Caused or prolonged
inpatient
hospitalisation
Caused or prolonged
inpatient
hospitalisation
Caused or prolonged
inpatient
hospitalisation
Caused or prolonged
inpatient
hospitalisation
Caused or prolonged
inpatient
hospitalisation

150 Milligram
Started :

Cases Count: 4

Gender: F
Weight (kg): O
Age: 61Y
DOB :
Causality : Causality possible
Report Description Treatment

Patient experienced
delusions, hallucinations,
tremor, dyskinesia, weight
gain and roseacea.

Reason : Unspecifid affective psychosis

Daily
Stopped :

Oral
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Medicine details :

LAMICTAL (Other drug) Reason :

Batch : Started : Stopped :
LITHIUM CARBONATE (Other drug) Reason :

Batch : Started : Stopped :
ZYPREXA (Other drug) Reason :

Batch : Started : Stopped :

Selection Parameters : Date Range: 01/08/2007 To 31/12/2059 Unclear causality excluded GM medicines Only Medicine Names: ANAFRANIL,
CLOMIPRAMINE HYDROCHLORIDE, PLACIL
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