Public Case Detall

WA IR Cases Count: 9
Case Number : 85198 Gender: M
Data Entry Date : 09/06/1993 Weight (kg) : 20
Hospitalisation : Age: 05Y
Onset Date : DOB :
Outcome:: Causality : Causality possible
Recovered
Information:
Reaction :
Preferred Term Severity Report Description Treatment
Depression
Paranoia
Medicine details :
Methylphenidate Hydrochloride (Suspected) Reason :
0
Batch : Started : Stopped :
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THERAPEUTIC G00ODS

ADMINISTRATION

Case Number : 91367

Public Case Detall

Cases Count: 9

Gender: F
Data Entry Date : 01/03/1994 Weight (kg) :
Hospitalisation : Age: 78Y
Onset Date : DOB :
Outcome:: Causality : Causality possible
Unknown
Information:

Reaction :
Preferred Term Severity Report Description Treatment

Pulmonary embolism

Medicine details :

Methylphenidate Hydrochloride (Suspected)

Batch : Started :

Reason : Cataplexy&narcolepsy brain dis

Daily
Stopped :
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THERAPEUTIC G00ODS
ADMINISTRATION

Case Number : 109501

Public Case Detall

Cases Count: 9

Gender: M
Data Entry Date : 26/06/1996 Weight (kg) :
Hospitalisation : Age: 5Y
Onset Date : 16/06/1996 DOB :
Outcome:: Causality : Causality possible
Unknown
Information:
Reaction :
Preferred Term Severity Report Description Treatment
Drug ineffective Hyperactivity
Medicine details :
Methylphenidate Hydrochloride (Suspected) Reason :
Batch : Started : Stopped :

Tryptanol (Suspected)

Reason : Behavior disorders of childhood

Tablet 10 Milligram Daily Oral
Batch : Started : 16/06/1996 Stopped :
PUTRANO2
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THERAPEUTIC 600DS
ADMINISTRATION

Case Number : 168783

Data Entry Date : 12/09/2001

Hospitalisation :
Onset Date : 28/06/2001

Outcome :

Unknown

Public Case Detall

Gender :
Weight (kg) :
Age:

DOB :

Causality :

Cases Count: 9

U

38

12y
04/05/1989

Causality possible

Information: The date of onset is not necessarily accurate but indicates onset sometime in the

month.
Reaction :
Preferred Term Severity Report Description Treatment
Bleeding time prolonged Required Specialist Nil.
Consultation
Medicine details :
Ginkgo Biloba (Suspected) Reason :
Tablet Oral
Batch : Started : Stopped :
Ginseng (Suspected) Reason :
Tablet Oral
Batch : Started : Stopped :
Methylphenidate Hydrochloride (Suspected) Reason :
Tablet 20 Milligram Daily Oral
Batch : Started : Stopped :
PUTRANO2
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Public Case Detall

RomimisTAATIOn Cases Count: 9
Case Number : 177426 Gender: M
Data Entry Date : 24/07/2002 Weight (kg) : 40
Hospitalisation : Admitted to hospital Age: 12Y
Onset Date : DOB :
Outcome:: Causality : Causality possible
Recovered

Information: Difficulty in talking, shortness of breath and difficulty moving because of st iffness. his
speech was slurred and he was unable to close his mouth. the pati ent then began
experiencing a twitching in his heands, shoulders, neck and hea d, which progressed to
jerking movements of his jaw and arms. j.pediatr. child health (2002) 38, 95-97.

Reaction :
Preferred Term Severity Report Description Treatment
Dysarthria Difficulty in talking
Dyspnoea
Dystonia
Extrapyramidal disorder Benztropine 0.02mg/kg
Hypertonia
Muscle twitching
Medicine details :
Ketorolac (Suspected) Reason :
0
Batch : Started : Stopped :
Methylphenidate Hydrochloride (Suspected) Reason :
10 Milligram Daily
Batch : Started : Stopped :
Morphine Sulphate (Suspected) Reason :
0
Batch : Started : Stopped :
Risperidone (Suspected) Reason :
Oral application 2 Milligram Daily Oral
Batch : Started : Stopped :
Sertraline Hydrochloride (Suspected) Reason :
25 Milligram Daily
Batch : Started : Stopped :
Tropisetron Hydrochloride (Suspected) Reason :
0
Batch : Started : Stopped :
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Public Case Detall

RomimisTAATIOn Cases Count: 9
Case Number : 201248 Gender: M
Data Entry Date : 24/09/2004 Weight (kg): O
Hospitalisation : Age:
Onset Date : 23/08/2004 DOB : 19/09/1995
Outcome:: Causality : Causality possible
Not yet recovered
Information:

Reaction :

Preferred Term Severity Report Description Treatment

Tic Required Visit to Patient developed severe  Methylphenidate ceased.
Doctor multiple motor tics, head

shaking and eye blinking.

Corneal reflex decreased Required Visit to
Doctor

Tremor Required Visit to
Doctor

Medicine details :

Methylphenidate Hydrochloride (Suspected) Reason : Behavior disorders of childhood

5 Milligram Daily
Batch : Started : 21/08/2004 Stopped : 23/08/2004
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THERAPEUTIC 600DS
ADMINISTRATION

Case Number : 228943

Data Entry Date : 28/05/2007

Public Case Detall

Cases Count: 9

Gender: F
Weight (kg) : 42

Hospitalisation : Required a visit to the doctor

Onset Date : 15/12/2006
Outcome : 02/07/2007

Recovered

Age:
DOB : 09/01/1995

Causality : Causality probable

Information: patient had previously been on Ritalin and then Concert for ADHD

Reaction :

Hallucination, auditory

Anger
Anxiety

Emotional distress

Preferred Term Severity

Report Description

Increased anxiety, rage
and hearing voices.

Treatment
Ceased methylphenidate

Medicine details :

Methylphenidate Hydrochloride (Suspected) Reason :
Tablet 15 Milligram Daily Oral
Batch : Started : Stopped :
Fish Oil Nos (Other drug) Reason :
1 Gram Daily
Batch : Started : L TERM Stopped :
PUTRANO2
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Public Case Detall

RomimisTAATIOn Cases Count: 9
Case Number : 232025 Gender : F
Data Entry Date : 13/08/2007 Weight (kg) : 41.4
Hospitalisation : Required a visit to the doctor Age :
Onset Date : 15/12/2006 DOB : 09/01/1995
Outcome:: Causality : Causality certain
Recovered

Information: Suspected drug is cert/rechallenge. Underlying anxiety disorder/dysthymia. Mother has
had a episode of acute psychosis.

Reaction :
Preferred Term Severity Report Description Treatment
Paranoia Paranoia, heavy voices

and auditory hallucinations,
(mild subjective

complaints).
Hallucination, auditory
Medicine details :
Methylphenidate Hydrochloride (Suspected) Reason : Behavior disorders of childhood
Tablet 30 Milligram Daily Oral
Batch : Started : 15/10/2003 Stopped : 15/02/2007 0

PUTRANO2 Page 8 of 9



Medical Devices

THERAPEUTIC 600DS
ADMINISTRATION

Chemicals

Case Number : 232116

Data Entry Date : 16/08/2007
Hospitalisation :

Onset Date : 10/08/2007

Public Case Detall

Cases Count: 9

Gender: M
Weight (kg) : 35
Age:
DOB : 24/02/1996

Outcome:: Causality : Causality possible
Recovered
Information:

Reaction :

Preferred Term Severity Report Description Treatment

Hyperaesthesia bilateral leg

Drug interaction suspected interaction
between desloratidine and
methyphenidate

Wrong drug administered thought desloratidine was
Panamax

Abasia

Dyskinesia

Headache

Muscle rigidity

Paraesthesia

Photophobia

Medicine details :

Desloratadine (Interaction) Reason :

Tablet 5 Milligram 1time Oral

Batch : ceased

Started : 10/08/2007

Stopped : 10/08/2007

Methylphenidate Hydrochloride (Interaction)

Reason : Behavior disorders of childhood

Tablet 36 Milligram Daily Oral
Batch : Started : 01/05/2007 Stopped :
Clonidine Hydrochloride (Other drug) Reason :
Tablet 75 Milligram 2 times Oral
Batch : Started : 23/12/2005 Stopped :

Selection Parameters : Date Range: 01/01/1960 To 31/08/2009 Medicine Status: General marketing Unclear causality excluded Medicine Names:

Methylphenidate Hydrochloride
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