e A

THNERAFPEUTIE GOODS
ADMINISTRATION

Case Number : 236377

Data Entry Date : 17/12/2007
Hospitalisation :
Onset Date : 23/11/2007
Outcome::
Not yet recovered
Information:
Reaction :
Preferred Term Severity
Nightmare Caused or prolonged
inpatient
hospitalisation
Overdose Caused or prolonged

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

Sleep disorder

Suicide attempt

Medicine details :
LUMIN (Suspected)
Tablet

Batch : Started : 23/11/2007

10 Milligram

Public Case Detall

Cases Count: 4

Gender: F
Weight (kg) : 60
Age: 80Y
DOB :
Causality : Causality possible

Report Description Treatment

Patient commenced Lumin
and experienced
frightening nightmares,
extreme sleep
disturbances, 4 days later
had had enough and took
an overdose of Serepax as
a asuicide attempt. No
previous tendency to
suicide.

Reason : Depression
Daily Oral

Stopped : 27/11/2007

ATENOLOL (Other drug)

Reason : Essential benign hypertension

Tablet 50 Milligram Daily Oral
Batch : Started : L TERM Stopped : 0
FELODUR ER (Other drug) Reason :
Tablet 10 Milligram Daily Oral
Batch : Started : L TERM Stopped :
SEREPAX (Other drug) Reason : Specific disorders of sleep
Tablet 7.5 Milligram As necessary Oral
Batch : Started : L TERM Stopped : 27/01/2007
PUTRANO2 Page 1 of 6



THNERAFPEUTIE GOODS
ADMINISTRATION

Case Number : 236812

Data Entry Date : 09/01/2008

Public Case Detall

Hospitalisation : Required a visit to the doctor

Onset Date : 09/11/2007
Outcome : 06/12/2007

Recovered
Information:
Reaction :
Preferred Term Severity Report Descrip

Joint swelling

Abdominal pain upper
Hepatic function abnormal

Rash maculo-papular

Medicine details :
MIANSERIN HYDROCHLORIDE (Suspected)

Cases Count: 4

Gender: F
Weight (kg) : 56

Age:
DOB : 30/04/1948

Causality : Causality probable

tion

Sudden onset of joint

swelling (particu

larly

Treatment
Ceased Mianserin.

ankles and wrists) , groin,
maculopapular rash back
of calves and back of

torso, feeling un

well,

stomach pain, increased

LFT's.

Reason : Depression

Tablet 60 Milligram Daily Oral
Batch : Started : 15/10/2007 Stopped : 12/11/2007
MONOPLUS NOS (Other drug) Reason :
Batch : Started : L TERM Stopped :
ORUDIS (Other drug) Reason :
Batch : Started : L TERM Stopped :
PANADOL (Other drug) Reason :
Batch : Started : Stopped :
TRAMAL (Other drug) Reason :
Batch : Started : Stopped :
ZANIDIP (Other drug) Reason :
Batch : Started : L TERM Stopped :
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e A

THNERAFPEUTIE GOODS
ADMINISTRATION

Case Number : 236868

Data Entry Date : 10/01/2008
Hospitalisation :
Onset Date : 16/11/2007
Outcome::
Not yet recovered
Information:
Reaction :

Preferred Term
Hyponatraemia

Severity

Public Case Detall

Cases Count: 4

Gender: F
Weight (kg): O

Age: 84Y
DOB :
Causality : Causality possible

Report Description

Hyponatremia causing
confusion,collapse,

Treatment

Ceased Mianserin and
indapamide, fliud restriction.

seizure.
Confusional state
Convulsion
Syncope
Medicine details :
INDAPAMIDE HEMIHYDRATE (Suspected) Reason :
1.5 Milligram Daily Oral

Batch : Started : 15/08/2007 Stopped : 16/11/2007

MIANSERIN HYDROCHLORIDE (Suspected) Reason :
Tablet 20 Milligram Daily Oral

Batch : Started : Stopped : 16/11/2007
ATENOLOL (Other drug) Reason :

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

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

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

Batch : Started : Stopped :
F.G.F. (Other drug) Reason :

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

Batch : Started : Stopped :
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Laboratory Investigations :

Type Range Date Tested Result Details
Sodium 16/11/2007 121 Sodium 121
Sodium 20/11/2007 118 Sodium 121
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Public Case Detall
TIE A

THNERAFPEUTIE GOODS
ADMINISTRATION

Case Number : 238678

Cases Count: 4

Gender: M

Data Entry Date : 06/03/2008 Weight (kg) : 68

Hospitalisation : Admitted to hospital Age: 88Y

Onset Date : 10/11/2007 DOB :
Outcome:: Causality : Causality possible
Not yet recovered
Information: On Mianserin for est. 20 years. Considerable EtOH intake.
Reaction :

Treatment

Ceased aspirin, warfarin,
digoxin, mianserin. FFP,
prothrombinex, Vit K, intragram
x 2 doses, PNL.

Preferred Term
Thrombocytopenia

Severity
Life threatening

Report Description
Idiopathic
thrombocytopaenia
purpura, bleeding gums,
petechial rash, bruising,
fresh PR blood.

Purpura Life threatening

Medicine details :

MIANSERIN HYDROCHLORIDE (Suspected) Reason : Depression

Tablet 20 Milligram Daily Oral
Batch : Started : L TERM Stopped : 19/11/2007
ASPIRIN (Other drug) Reason : Prophylaxis
100 Milligram Daily
Batch : Started : L TERM Stopped : 10/11/2007 0
ATORVASTATIN (Other drug) Reason : Othr&unspec metabolic diseases
10 Milligram Daily
Batch : Started : L TERM Stopped :
DIGOXIN (Other drug) Reason : Otr&nos disord of heart rhythm
625 Milligram Daily
Batch : Started : L TERM Stopped : 10/11/2007
OMEPRAZOLE (Other drug) Reason : Peptic ulcer nos w/o ment perf
20 Milligram Daily
Batch : Started : L TERM Stopped :
OXAZEPAM (Other drug) Reason : Specific disorders of sleep
30 Milligram Daily
Batch : Started : L TERM Stopped :
PERINDOPRIL (Other drug) Reason : Essential benign hypertension
2.5 Milligram Daily
Batch : Started : L TERM Stopped :
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Medicine details :
WARFARIN SODIUM (Other drug) Reason : Otr&nos disord of heart rhythm
4 Milligram Daily
Batch : Started : L TERM Stopped : 10/11/2007

Laboratory Investigations :

Type Range Date Tested Result Details
Platelets 14/01/2007 224

Platelets 10/11/2007 4

Platelets 12/11/2007 14

Platelets 14/11/2007 37

Platelets 16/11/2007 45

Platelets 18/11/2007 59

Platelets 19/11/2007 21

Platelets 20/11/2007 118

Platelets 20/11/2007 102

Selection Parameters : Date Range: 01/08/2007 To 31/01/2009 Unclear causality excluded GM medicines Only Medicine Names: LUMIN,
MIANSERIN HYDROCHLORIDE, TOLVON
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