THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Case Number: 61913 Seq: 1 Gender: F
Reported: 31/07/1989 Weight: 63.00
Hospitalisation: Age: 46
Onset Date: 01/02/1989 DOB: 30/06/1942
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Orthostatic hypotension Has had postural hypotension
in past due to nardil esp if dose
> 4 tabs. cease nardil, ted
stockings. I-deprenyl started
15/2/89
Orthostatic hypotension
Medicine Details:
FLUDROCORTISONE (Other drug) Reason:
0.2 Milligram Daily
3atch: Started: 12/12/1988 Stopped: CONTIN
PREMARIN (Other drug) Reason:
Oral application 625.0 Microgram Daily Oral
3atch: Started: 12/12/1988 Stopped: CONTIN
THIORIDAZINE HYDROCHLORIDE (Other drug) Reason:
50.0 Milligram Daily
3atch: Started: 12/12/1988 stopped:  02/02/1989
PHENELZINE SULPHATE (Suspected) Reason: Depression
Oral application 75.0 Milligram Daily Oral
3atch: Started: 12/12/1988 Stopped: 07/02/1989
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data 12/2/89 70/50 standing 160/100 lying

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Case Number: 62492 Seq: 1 Gender: F
Reported: 15/09/1989 Weight: 62.00
Hospitalisation: Age: 61
Onset Date: 30/08/1989 DOB: 04/12/1927
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Oedema peripheral
Pain
\Vomiting

Nardil dose reduced.

Medicine Details:

NARDIL (Suspected) Reason: Depression
Tablet 90.0 Milligram Daily Oral
3atch: Started: 08/08/1989 stopped:  10/09/1989

XANAX (Suspected) Reason: Depression
Tablet 4.0 Milligram Daily Oral
3atch: Started: Stopped:

ASPIRIN (Suspected) Reason: Other coagulation defects
Tablet 0.5 Dose Unspecified Daily Oral
3atch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail
Case Number: 62788 Seq: 1 Gender: M
Reported: 10/10/1989 Weight:
Hospitalisation: Age: 36Y
Onset Date: 06/06/1989 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Muscle twitching Twitching present on qid and

on tds. went on reduction to
bd. since has required return to
tds but twitching not returned.

Medicine Details:

NARDIL (Suspected) Reason: Anxiety neurosis
Tablet 60.0 Milligram Daily Oral
3atch: Started: 06/06/1989 stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  01/08/200  02:23PN  Database: pusime ADRS004 Page 3 of 70



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 63084 Seq: 1 Gender: F
Reported: 27/10/1989 Weight: 53.00
Hospitalisation: Age: 38Y
Onset Date: 21/07/1989 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Oedema
Weight increased Lasix, slow k.

Medicine Details:

NARDIL (Suspected) Reason: Depression
Oral application 5.0 Dose Unspecified Daily Oral
3atch: Started: 29/06/1989 stopped:  27/10/1989

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 63990 Seq: 1 Gender: M
Reported: 10/01/1990 Weight: 70.00
Hospitalisation: Age: 67Y
Onset Date: 07/01/1990 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Aphasia

Confusional state
Haemorrhage intracranial
Hemianopia
Hypertension Changed from nardil to doxepin

Medicine Details:

DEMAZIN REPETABS (Interaction) Reason: Othr diseases of urinary tract
Tablet 2.0 Dose Unspecified 1 time Oral
3atch: Started: 07/01/1990 stopped:
SERC (Interaction) Reason:
Oral application 4.0 Milligram As necessary Oral
3atch: Started: Stopped:
NARDIL (Interaction) Reason: Depression
Tablet 60.0 Milligram Daily Oral
3atch: Started: 01/07/1989 stopped:  07/01/1990
NAPROSYN (Interaction) Reason: Osteoarthritis
Oral application 500.0 Milligram Daily Oral
3atch: Started: 01/01/1989 Stopped:  07/01/1990
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Ct head scan revealed large parieto-occipital (I) intra cerebral

Additional Information:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start
date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Case Number: 66109 Seq: 1 Gender: F
Reported: 19/06/1990 Weight: 65.00
Hospitalisation: Age: 30Y
Onset Date: 19/06/1990 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache Chlorpromazine 50mg imi,
panadeine 2df oral.
Hypertension
Pain
Vomiting
Medicine Details:
PARNATE (Other drug) Reason:
Tablet 1.0 Dose Unspecified Daily Oral
3atch: Started: 18/06/1990 stopped:  18/06/1990
NARDIL (Suspected) Reason: Depression
Tablet 2.0 Dose Unspecified Daily Oral
3atch: Started: 01/02/1990 stopped:  28/06/1990
MIGRANOL (Suspected) Reason: Depression
Tablet 2.0 Dose Unspecified Daily Oral
3atch: Started: 17/06/1990 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Bp 170/110

Additional Information:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop
date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 66942 Seq: 1 Gender: M
Reported: 13/08/1990 Weight:
Hospitalisation: Age: AD
Onset Date: 13/08/1990 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Drug ineffective

Medicine Details:

NARDIL (Suspected) Reason: Anxiety neurosis
Tablet 0.0 Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

Public Case Detail

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

ADMINISTRATION SULPHATE

Report Detail

Case Number: 67065 Seq: 1
Reported: 22/08/1990
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Detai

Gender: F
Weight: 70.00
Age: 28Y
DOB:
Causality: Causality possible

Preferred Term Severity Report Description Treatment

Mental retardation severity unspe
Microcephaly

Oesophagitis

F/i: additional abnormalities to
microcephaly are
plagiocephaly, large anteverted
ears, long flat philtrum, high
nasal bridge, thin upper lip,
upward slanting palpable
fissures, long fingers,
hyperextensible fingers and

Medicine Details:

NARDIL (Suspected) Reason: Other specified symptoms nec
Tablet 60.0 Milligram Daily Oral
3atch: Started: 23/02/1988 stopped: 29/10/1988

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
Female infant, 6lbs, delivered by caesarian section on 19/12/88
Report Run  01/08/200  02:23PN  Database: pusime ADRS004 Page 8 of 70




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 68634 Seq: 1 Gender: F
Reported: 07/11/1990 Weight:
Hospitalisation: Hospitalisation prolonged Age: 38Y
Onset Date: 24/04/1990 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Micturition disorder Bethanechol

Medicine Details:
PHENELZINE SULPHATE (Suspected) Reason: Depression

60.0 Milligram Daily
3atch: Started: 20/04/1990 stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  01/08/200  02:23PN  Database: pusime ADRS004 Page 9 of 70



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 69669 Seq: 1 Gender: M
Reported: 28/02/1991 Weight:
Hospitalisation: Age: 76Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Erectile dysfunction

Medicine Details:

NARDIL (Suspected) Reason: Depression
Tablet 2.0 Dose Unspecified Reducing Oral
3atch: Started: 01/01/1987 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 69782 Seq: 1 Gender: M
Reported: 04/03/1991 Weight:
Hospitalisation: Age: 49Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Gravitational oedema

Medicine Details:

PHENELZINE SULPHATE (Suspected) Reason: Anxiety neurosis

Tablet 60.0 Milligram Daily Oral

3atch: Started: 08/06/1990 stopped: CONTIN
ALPRAZOLAM (Suspected) Reason: Anxiety neurosis

Tablet 3.0 Milligram Daily Oral

3atch: Started: 01/01/1988 Stopped: CONTIN
DYAZIDE (Suspected) Reason: Essential benign hypertension

Tablet 1.0 Dose Unspecified Daily Oral

3atch: Started: 01/01/1988 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not
accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

ADMINISTRATION SULPHATE

Report Detail

Case Number: 70179 Seq: 1 Gender: M
Reported: 07/02/1991 Weight: 77.00
Hospitalisation: Age: 38Y
Onset Date: 31/03/1990 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment

Sleep disorder

Medicine Details:

PHENELZINE SULPHATE (Suspected) Reason: Depression
45.0 Milligram Daily
3atch: Started: 01/03/1990 stopped:  28/09/1990

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily

accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Case Number: 71299 Seq: 1 Gender: M
Reported: 11/06/1991 Weight:
Hospitalisation: Age: 63Y
Onset Date: 06/05/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anaemia
Arthritis
Medicine Details:
NARDIL (Suspected) Reason: Depression
Tablet 60.0 Milligram Daily Oral
3atch: Started: 22/02/1991 stopped:  31/05/1991
TRANXENE (Suspected) Reason:
15.0 Gram Daily
3atch: Started: 15/03/1991 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  01/08/200  02:24PN  Database: pusime ADRS004 Page 13 of 70




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 71997 Seq: 1 Gender: F
Reported: 29/06/1991 Weight:
Hospitalisation: Age: 43Y
Onset Date: 31/05/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hepatocellular damage Severe Acute hepatocellular illness Low protein diet, lactucose
Encephalopathy Required
Specialist
Consultation
Prothrombin level decreased

Medicine Details:

LINGRAINE (Suspected) Reason: Migraine
Tablet 1.0 Dose Unspecified As necessary Sublingual
3atch: Started: L TERM stopped:
ERGOTAMINE TARTRATE (Suspected) Reason: Migraine
Inhalation 0.0 As necessary Topical
3atch: Started: Stopped:
PANADEINE (Suspected) Reason: Migraine
Tablet 2.0 Dose Unspecified As necessary Oral
3atch: Started: Stopped:
ANGININE (Suspected) Reason:
Tablet 0.5 Dose Unspecified As necessary Sublingual
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT 558
AST = SGOT 1181
Bilirubin 407
GGT = SGGT = 411
I’D‘r,c;ﬁ]'-r‘ombin ratio 13.9 23.9
SAP = ALP 261

Additional Information:
No previous history of liver disease, no alcohol, no risk factors for hep b. the dosage start date is not necessarily accurate but
indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 71997 Seq: 1 Gender: F
Reported: 29/06/1991 Weight:
Hospitalisation: Age: 43Y
Onset Date: 31/05/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Medicine Details:

NARDIL (Suspected) Reason: Migraine
Tablet 45.0 Milligram Daily Oral
3atch: Started: 01/02/1991 stopped:  03/06/1991

Laboratory Investigations:

Additional Information:
No previous history of liver disease, no alcohol, no risk factors for hep b. the dosage start date is not necessarily accurate but
indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 72019 Seq: 1 Gender: M
Reported: 27/08/1991 Weight:
Hospitalisation: Age: 43Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Asthenia
Neuritis
Paraesthesia

Medicine Details:
PHENELZINE SULPHATE (Suspected) Reason: Depression

60.0 Milligram Daily
3atch: Started: stopped: 02y

Laboratory Investigations:

Date Type Range Date Tested Result Details
Electrographics Nerve condition studies and emg confirm neuropathy, see aust
nz j med 1991, 21 339 for details.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 72045 Seq: 1 Gender: M
Reported: 18/07/1991 Weight:
Hospitalisation: Age: 46Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment
Muscle spasms Cramps in calves
Paraesthesia Paraesthesia in toes and soles of feet
Asthenia
Coordination abnormal
Neuritis

Medicine Details:
PHENELZINE SULPHATE (Suspected) Reason:

120.0 Milligram Daily
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Electrographics Nerve conduction studies confirm neuropathy. see aus nz med

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 72386 Seq: 1 Gender: M
Reported: 15/08/1991 Weight: 83.00
Hospitalisation: Age: 51Y
Onset Date: 31/12/1979 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment

Ejaculation disorder

Medicine Details:

NARDIL (Suspected) Reason: Depression
Tablet 45.0 Milligram Daily Oral
3atch: Started: 01/01/1976 stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Patient has suffered this adverse reaction since commencing treatment in 1976. recently a change of therapy to anafranil was
tried and during this time he found he had an increased libido and no painful ejaculations. - the date of onset is not accurate but
indicates that onset occurred sometime during the year. the dosage start date is not accurate but indicates that start occurred
sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 72814 Seq: 1 Gender: M
Reported: 03/09/1991 Weight: 85.00
Hospitalisation: Age: 39Y
Onset Date: 18/08/1991 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness Feeling dizzy, very unsteady on feet.
Flatulence Stomach distended.
Confusional state
Oedema
Somnolence

Medicine Details:

NARDIL (Suspected) Reason:
75.0 Milligram Daily
3atch: Started: stopped:
DIAZEPAM (Suspected) Reason:
20.0 Milligram Daily
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 72815 Seq: 1 Gender: M
Reported: 03/09/1991 Weight: 85.00
Hospitalisation: Age: 39Y
Onset Date: 18/08/1991 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperthermia malignant Hyperthermia
Coma
Convulsion
Hypertension

Medicine Details:
NARDIL (Suspected) Reason:

75.0 Milligram Daily

3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 73987 Seq: 1 Gender: F
Reported: 06/11/1991 Weight:
Hospitalisation: Age: 40Y
Onset Date: 30/09/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Consciousness fluctuating
Dysgeusia
Muscle twitching

Medicine Details:

NARDIL (Suspected) Reason: Depression
Tablet 15.0 Milligram Daily Oral
3atch: Started: 14/09/1991 stopped:  19/09/1991
NARDIL (Suspected) Reason:
30.0 Milligram Daily
3atch: Started: 19/09/1991 stopped:  24/09/1991
NARDIL (Suspected) Reason:
45.0 Milligram Daily
3atch: Started: 24/09/1991 stopped:  25/09/1991
NARDIL (Suspected) Reason:
30.0 Milligram Daily
3atch: Started: 25/09/1991 stopped:  06/10/1991
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 74209 Seq: 1 Gender: M
Reported: 16/11/1991 Weight: 82.00
Hospitalisation: Age: 48Y
Onset Date: 01/11/1991 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Gynaecomastia

Medicine Details:
NARDIL (Suspected) Reason: Depression

60.0 Milligram Daily
3atch: Started: 01/03/1991 stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 74500 Seq: 1 Gender: F
Reported: 10/12/1991 Weight: 55.00
Hospitalisation: Age: 30Y
Onset Date: 05/11/1991 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Headache

Medicine Details:
NARDIL (Suspected) Reason: Depression

60.0 Milligram Daily
3atch: Started: 04/10/1991 stopped:  02/12/1991

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Previously used nardil in 1985 with no headache on a dosage of 45 mg daily. this occasion had headach with increased dosage.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 77184 Seq: 1 Gender: F
Reported: 21/04/1992 Weight: 38.00
Hospitalisation: Age: 37Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Amnesia
Weight decreased

Medicine Details:

XANAX (Suspected) Reason: Phobic neurosis

Tablet 3.0 Milligram Daily Oral

3atch: Started: 01/01/1989 stopped:  31/01/1992
NARDIL (Suspected) Reason: Phobic neurosis

Tablet 6.0 Dose Unspecified Daily Oral

3atch: Started: 01/01/1990 stopped: 31/01/1992
RIVOTRIL (Suspected) Reason: Phobic neurosis

Oral application 3.0 Milligram Daily Oral

3atch: Started: 01/01/1992 Stopped: 28/02/1992
PROZAC (Suspected) Reason: Phobic neurosis

Tablet 1.0 Dose Unspecified Daily Oral

3atch: started: 01/01/1992 Stopped:  28/02/1992

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage stop date is not
accurate but indicates that stoppage occurred sometime during the year. the dosage start date is not accurate but indicates that
start occurred sometime during the year. the dosage stop date is not accurate but indicates that stoppage occurred sometime
during the year. the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage stop
date is not necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not
accurate but indicates that start occurred sometime durina the vear. the dosaae ston date is not necessarilv accurate but indicates
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
SULPHATE

THERAPEUTIC 600DS
ADMINISTRATION

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai
Preferred Term

Gender: F
Weight: 65.00
Age: 46Y
DOB:
Causality: Causality probable

77475
06/06/1992

Seq: 1

19/05/1992
Recovered

Severity Report Description Treatment

Drug ineffective Lack of response

Orthostatic hypotension

Medicine Details:
FRISIUM (Other drug)

Reason: Depression

3atch:

10.0 Milligram
Started:

Daily

Stopped:

CONTIN

NARDIL (Suspected)

60.0 Milligram

Reason: Depression

Daily

3atch: Started: stopped:  19/05/1992

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

77660
16/06/1992

16/06/1992
Recovered

Seq: 1

Admitted to hospital

Gender: F
Weight: 53.00
Age: 30Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Tachycardia
Pyrexia

Agitation

Dry mouth
Hyperhidrosis
Syncope

Visual disturbance
\VVomiting

Pulse 142
Temperature 38.2

Medicine Details:

ATIVAN (Other drug)
Tablet
3atch:

Started:

Reason: Depression
3.0 Dose Unspecified Daily

16/06/1990

Stopped:

Oral
CONTIN

NORMISON (Other drug)
Capsule
3atch:

Started:

Reason:
1.0 Dose Unspecified Daily
16/06/1992

Stopped:

Oral
CONTIN

NARDIL (Suspected)
Tablet
3atch:

Started:

Reason: Depression
2.0 Dose Unspecified Daily

16/06/1990

Stopped:

Oral
16/06/1992

ANAFRANIL (Suspected)
Tablet
3atch:

Started:

Reason: Depression
2.0 Dose Unspecified Daily

16/06/1992

Stopped:

Oral
16/06/1992

Laboratory Investigations:

Date Type Range

Date Tested

Result

Details

Additional Information:
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Database: pusime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 78293 Seq: 1 Gender: M
Reported: 20/07/1992 Weight:
Hospitalisation: Age: 68Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Respiratory depression

Medicine Details:

PHENELZINE SULPHATE (Suspected) Reason:
0.0
3atch: Started: 02/06/1992 stopped:
PETHIDINE HYDROCHLORIDE (Suspected) Reason: Pain
0.0
3atch: Started: 02/06/1992 stopped:  02/06/1992

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  01/08/200  02:24PN  Database: pusime ADRS004 Page 27 of 70



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
SULPHATE

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

80439
19/10/1992
Treated in outpatient department only.
27/09/1992

Recovered

Seq: 1

Gender: F
Weight: 63.00
Age: 48Y
DOB:
Causality: Causality possible

Reaction Detai
Preferred Term

Severity Report Description Treatment

Pain Back of neck and chest
Dyspnoea
Headache
Hypertension
Nausea

Palpitations

Medicine Details:
ALCOHOL (Suspected)

Solution
3atch:

NARDIL (Suspected)
Oral application
3atch:

Reason:

1.0 Dose Unspecified 1 time Oral

Started: 27/09/1992 stopped:

Reason: Depression

45.0 Milligram Oral

Started: 01/01/1990

Daily

Stopped: CONTIN

Laboratory Investigations:
Date Type Range

Date Tested Result Details

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 82680 Seq: 1 Gender: M
Reported: 19/02/1993 Weight: 70.00
Hospitalisation: Age: 33Y
Onset Date: 01/01/1993 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Confusional state
Disturbance in attention

Medicine Details:

OMEPRAZOLE (Suspected) Reason: Other diseases of esophagus
Capsule 4.0 Gram Daily Oral
3atch: Started: 31/12/1992 stopped:
NARDIL (Suspected) Reason:
Tablet 45.0 Milligram Daily Oral
3atch: Started: L TERM stopped: 07/01/1993

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 83190 Seq: 1 Gender: F
Reported: 15/03/1993 Weight: 73.00
Hospitalisation: Age: 42Y
Onset Date: 31/08/1992 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Weight increased

Medicine Details:

NARDIL (Suspected) Reason: Otr&unsp forms neuralg&neurit
Tablet 60.0 Milligram Daily Oral
3atch: Started: 01/02/1992 stopped:

LITHIUM CARBONATE (Suspected) Reason: Otr&unsp forms neuralg&neurit
Tablet 800.0 Milligram Daily Oral
3atch: Started: 01/06/1992 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not necessarily
accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 88744 Seq: 1 Gender: F
Reported: 28/10/1993 Weight: 68.00
Hospitalisation: Age: 37Y
Onset Date: 24/09/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Coma
Rhabdomyolysis

Medicine Details:

NARDIL (Suspected) Reason: Depression
Tablet 30.0 Milligram Daily Oral
3atch: Started: stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 90585 Seq: 1 Gender: F
Reported: 21/01/1994 Weight: 70.00
Hospitalisation: Age: 45Y
Onset Date: 22/11/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Orthostatic hypotension

Medicine Details:
DIABEX (Other drug) Reason: Diabetes mellitus

6.0 Dose Unspecified Daily

3atch: Started: stopped:
LIBRIUM (Other drug) Reason:
3.0 Dose Unspecified Daily
3atch: Started: Stopped:
ASPIRIN (Other drug) Reason:
6.0 Dose Unspecified Daily
3atch: Started: Stopped:
NARDIL (Suspected) Reason:

3.0 Dose Unspecified Daily
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail
Case Number: 90585 Seq: 1 Gender: F
Reported: 21/01/1994 Weight: 70.00
Hospitalisation: Age: 45Y
Onset Date: 22/11/1993 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Detai

Medicine Details:

DAONIL (Suspected) Reason: Diabetes mellitus
Tablet 2.0 Dose Unspecified Daily Oral
3atch: Started: 21/11/1993 stopped:

VOLTAREN (Suspected) Reason:

Tablet 50.0 Milligram Daily Oral
3atch: Started: 22/11/1993 Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 91543 Seq: 1 Gender: F
Reported: 14/03/1994 Weight:
Hospitalisation: Age: 61Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality certain
Reaction Detai
Preferred Term Severity Report Description Treatment

Impaired healing
Mouth ulceration

Medicine Details:
NARDIL (Suspected) Reason:

1.0 Dose Unspecified Daily
3atch: Started: 01/09/1982 stopped: 28/09/1992

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Reaction occurs with every dose of nardil. the dosage start date is not necessarily accurate but indicates that start occurred
sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime
during the month.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Case Number: 92259 Seq: 1 Gender: M
Reported: 18/04/1994 Weight: 65.00
Hospitalisation: Age: 54Y
Onset Date: 14/03/1994 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai

Preferred Term Severity Report Description Treatment
Chest pain Severe
Confusional state Required Visit

to Doctor
Dizziness Severe
Flushing Required Visit
to Doctor
Headache Severe
Palpitations Severe
Medicine Details:
NARDIL (Suspected) Reason: Depression

Tablet 0.2 Dose Unspecified Daily Oral

3atch: Started: 13/03/1994 stopped:  14/03/1994
Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run  01/08/200  02:24PM
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Case Number: 93125 Seq: 1 Gender: F
Reported: 17/05/1994 Weight:
Hospitalisation: Age: 61
Onset Date: 18/11/1993 DOB: 02/10/1932
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hypertension
Medicine Details:
CLONAZEPAM (Suspected) Reason:
500.0 Microgram As necessary
3atch: Started: 09/11/1993 stopped: CONTIN
PHENELZINE SULPHATE (Suspected) Reason:
30.0 Milligram Daily
3atch: Started: stopped:  02/11/1993
PHENELZINE SULPHATE (Suspected) Reason:
30.0 Milligram Daily
3atch: Started: 16/11/1993 Stopped: CONTIN
PIMOZIDE (Suspected) Reason:
2.0 Milligram Daily
3atch: Started: 03/11/1993 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run  01/08/200  02:24PN  Database: pusime ADRS004 Page 36 of 70




TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
SULPHATE

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

93577
09/06/1994
Admitted to hospital
28/05/1994
Recovered

Seq: 1

Gender:

F

Weight:

Age:

51Y

DOB:

Causality

: Causality possible

Reaction Detai
Preferred Term

Severity Report Description Treatment

Anxiety
Hypertension
Neurosis

Medicine Details:
RECTINOL (Interaction)

Ointment

3atch:
NARDIL (Interaction)

Tablet

3atch:

Reason: Hemorrhoids

1.0 Dose Unspecified 1 time Rectal

21/05/1994 jtopped:

Started:

Phobic neurosis
Oral

Reason:
75.0 Milligram Daily
Started: L TERM

Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Case Number: 93906 Seq: 1 Gender: F
Reported: 24/06/1994 Weight:
Hospitalisation: Age: 40Y
Onset Date: 27/11/1993 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pruritus Itch over trunk, limbs and face Terfenadine 120mg daily
Rash maculo-papular Rash over trunk, limbs and face
Medicine Details:
TEMAZEPAM (Other drug) Reason: Specific disorders of sleep
Oral application 10.0 Milligram As necessary Oral
3atch: Started: stopped: CONTIN
CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:
Oral application 25.0 Milligram As necessary Oral
3atch: Started: stopped:  27/11/1993
PHENELZINE SULPHATE (Suspected) Reason: Depression
Tablet 30.0 Milligram Daily Oral
3atch: Started: 22/11/1993 stopped:  27/11/1993
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Case Number: 96182 Seq: 1 Gender: M
Reported: 30/09/1994 Weight: 80.00
Hospitalisation: Age: 70Y
Onset Date: DOB:
Outcome: Recovered with sequelae Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hypertension
Medicine Details:
EPHEDRINE (Interaction) Reason: Hypotension
Injection 45.0 Milligram Total Intravenous
3atch: Started: stopped:
NARDIL (Interaction) Reason: Depression
60.0 Milligram Daily
3atch: Started: 01/01/1993 Stopped: CONTIN
LANOXIN (Other drug) Reason: Otr&nos disord of heart rhythm
125.0 Microgram Daily
3atch: Started: 01/01/1990 Stopped: CONTIN
LARGACTIL (Other drug) Reason: Otr spec symp psychopathol nec
10.0 Milligram Daily
3atch: Started: 01/01/1993 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Subarachnoid haemmorhage confirmed with ct scan

Additional Information:

Sequelae:- subarachnoid haemmorhage the dosage start date is not necessarily accurate but indicates that start occurred
sometime during the month. the dosage start date is not accurate but indicates that start occurred sometime during the year. the
dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 96575 Seq: 1 Gender: M
Reported: 17/10/1994 Weight: 90.00
Hospitalisation: Age: 53Y
Onset Date: 02/07/1986 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Syncope Optical blackouts
Dizziness
Oedema
Weight increased

Medicine Details:

PHENELZINE SULPHATE (Interaction) Reason:
Capsule 15.0 Milligram Daily Oral
3atch: Started: 01/01/1985 stopped:  31/01/1986
FLUCLOXACILLIN SODIUM (Interaction) Reason: Otr&nos infec&parasit diseases
Capsule 150.0 Milligram Daily Oral
3atch: Started: 01/01/1986 stopped: 31/01/1986

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage stop date is not
accurate but indicates that stoppage occurred sometime during the year. the dosage start date is not accurate but indicates that
start occurred sometime during the year. the dosage stop date is not accurate but indicates that stoppage occurred sometime
during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail
Case Number: 102449 Seq: 1 Gender: F
Reported: 28/07/1995 Weight: 65.00
Hospitalisation: Age: 28Y
Onset Date: 18/06/1995 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hallucination Diazepam
Paranoia

Medicine Details:

NARDIL (Interaction) Reason: Depression
30.0 Milligram Daily
3atch: Started: 08/05/1995 stopped:
MS CONTIN (Interaction) Reason: Other disturbance of sensation
40.0 Milligram Daily
3atch: Started: 16/06/1995 stopped:  20/06/1995

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 104256 Seq: 1 Gender: M
Reported: 27/10/1995 Weight: 80.00
Hospitalisation: Age: 50Y
Onset Date: 22/10/1995 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hypertonia Extrememly rigid
Coma
Cyanosis
Hypertension Nitrolingual spray
Opisthotonus
Tachycardia

Medicine Details:

LITHICARB (Other drug) Reason:
4.0 Dose Unspecified Daily
3atch: Started: stopped:
PETHIDINE HYDROCHLORIDE (Suspected) Reason:
0.0
3atch: Started: Stopped:
NARDIL (Suspected) Reason:
40.0 Milligram Daily
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Case Number: 104911 Seq: 1 Gender: M
Reported: 28/11/1995 Weight:
Hospitalisation: Age: 60Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Hyperglycaemia

Medicine Details:

DIAZEPAM (Other drug) Reason: Anxiety neurosis

Oral application 5.0 Milligram Daily Oral

3atch: Started: 01/01/1994 stopped:
MOCLOBEMIDE (Other drug) Reason:

Tablet 300.0 Milligram Daily Oral

3atch: Started: 01/05/1995 stopped: 28/06/1995
PHENELZINE SULPHATE (Suspected) Reason: Depression

Tablet 15.0 Milligram Daily Oral

3atch: Started: 01/09/1985 stopped: 28/05/1995

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

occurred sometime during the month.

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop
date is not necessarily accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not
accurate but indicates that start occurred sometime during the year. the dosage start date is not necessarily accurate but indicates
that start occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

ADMINISTRATION SULPHATE

Report Detail

Hospitalisation:
Onset Date:

Reaction Detai

Case Number: 106677
Reported: 26/02/1996

Seq: 1

Outcome: Not yet recovered

Gender: M
Weight: 90.00
Age: 45Y

DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Skin exfoliation
Albuminuria
Oedema peripheral
Synovitis

Desquamation of soles and palms

Medicine Details:

NARDIL (Suspected)
Tablet
3atch:

Reason: Depression

45.0 Milligram Daily Oral

Started: 01/01/1991 Stopped:  22/01/1996

Laboratory Investigations:

Date Type

Range Date Tested Result Details

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail
Case Number: 108945 Seq: 1 Gender: M
Reported: 03/06/1996 Weight:
Hospitalisation: Age: 60Y
Onset Date: 15/03/1996 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hyperglycaemia Temporarily raised blood sugar

Medicine Details:

DIAZEPAM (Other drug) Reason: Anxiety neurosis

Oral application 5.0 Milligram As necessary Oral

3atch: Started: stopped:
PHENELZINE SULPHATE (Suspected) Reason:

Tablet 15.0 Milligram Daily Oral

3atch: Started: L TERM stopped: 28/02/1996

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail
Case Number: 110720 Seq: 1 Gender: F
Reported: 12/08/1996 Weight:
Hospitalisation: Age: 44Y
Onset Date: 01/08/1996 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Palpitations Heaving heart
Anxiety Severe
Headache
Influenza like illness

Medicine Details:

NARDIL (Suspected) Reason: Depression
Tablet 15.0 Milligram Daily Oral
3atch: Started: stopped: 01/08/1996 ™
EXPECTALIX EXPECTORANT COUGH MIXTURE (Suspected) Reason:
10.0 Millilitre Daily
3atch: Started: 01/08/1996 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 113198 Seq: 1 Gender: F
Reported: 18/11/1996 Weight:
Hospitalisation: Age: 30Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Anorgasmia
Libido decreased

Medicine Details:

NARDIL (Suspected) Reason: Migraine
Tablet 45.0 Milligram Daily Oral
3atch: Started: stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 113353 Seq: 1 Gender: F
Reported: 22/11/1996 Weight:
Hospitalisation: Age: 70Y
Onset Date: 12/11/1996 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Detai
Preferred Term Severity Report Description Treatment
Diarrhoea
Somnolence Lomotil

Medicine Details:

NARDIL (Suspected) Reason: Phobic neurosis
Tablet 45.0 Milligram Daily Oral
3atch: Started: 01/01/1992 stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 115113 Seq: 1 Gender: M
Reported: 10/02/1997 Weight:
Hospitalisation: Age: 52Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Thrombocytopenia

Medicine Details:

NARDIL (Suspected) Reason: Depression
Tablet 30.0 Milligram Daily Oral
3atch: Started: 01/08/1990 stopped:
ATIVAN (Suspected) Reason: Anxiety neurosis
Tablet 2.0 Dose Unspecified Daily Oral
3atch: Started: 01/08/1990 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Platelets Platelets 128x109/1

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start
date is not necessarily accurate but indicates that start occurred sometime during the month.

Report Run  01/08/200 02:24PN Database: pusime ADRS004 Page 49 of 70



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
SULPHATE

THERAPEUTIC 600DS
ADMINISTRATION

Report Detail

Case Number: 117973 Seq: 1 Gender: F
Reported: 30/05/1997 Weight: 65.00
Hospitalisation: Age: 70Y
Onset Date: 19/05/1997 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Preferred Term Severity Report Description Treatment
Dysarthria Difficulty with speech
Dysphagia
Dyspnoea
Face oedema Benztropine, hydrocortisone,
promethazine
Medicine Details:
PARACETAMOL (Other drug) Reason:
0.0 As necessary
3atch: Started: stopped:
PHENELZINE SULPHATE (Suspected) Reason: Depression
30.0 Milligram Daily
3atch: Started: 02/05/1997 stopped: 21/05/1997
ZOCOR (Suspected) Reason: Othr&unspec metabolic diseases
10.0 Milligram Daily
3atch: Started: 01/01/1995 Stopped:
RISPERIDONE (Suspected) Reason: Depression
1.0 Milligram Daily
3atch: Started: 12/05/1997 Stopped:  20/05/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

No known allergies the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 121281 Seq: 1 Gender: F
Reported: 02/10/1997 Weight:
Hospitalisation: Age: 28Y
Onset Date: 23/08/1997 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dyspnoea
Hyperhidrosis Efexor ceased
Insomnia
Nausea
\VVomiting

Medicine Details:

NARDIL (Interaction) Reason:
0.0
3atch: Started: stopped:
EFEXOR (Interaction) Reason:
0.0
3atch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Other data Ceased nardil 2 weeks before starting efexor.

Additional Information:
Rechallenged 10 days later with no ill effects.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 136346 Seq: 1 Gender: F
Reported: 18/02/1999 Weight: 57.00
Hospitalisation: Age: 42
Onset Date: DOB: 31/01/1957
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Hypoaesthesia Numb feet and ankles.
Anxiety Ceased nardil
Headache
Nausea

Medicine Details:

AURORIX (Other drug) Reason:

Tablet 0.0 Oral

3atch: Started: 01/10/1997 stopped: 2W
NORMISON (Other drug) Reason:

Tablet 0.0 Oral

3atch: Started: 01/09/1997 Stopped: CONTIN
NARDIL (Suspected) Reason: Depression

Tablet 60.0 Milligram Daily Oral

3atch: Started: 01/01/1993 stopped:  28/09/1997

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Pt started taking nardil in 1993, during this time started to develop symptoms in sept 97 developed other symptoms, nardil ceased.
since then the symptoms worsened, the drug was withdrawn over a 2 week period by titrating down the dose. in june 98 nardil
was restarted for 2 months and the symptoms worsened. nardil was again discontinued, the symptoms did not abate. the dosage
start date is not accurate but indicates that start occurred sometime during the year. the dosage stop date is not necessarily
accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not necessarily accurate but
indicates that start occurred sometime durina the month. the dosaae start date is not necessarilv accurate but indicates that start
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

ADMINISTRATION SULPHATE

Report Detail

Case Number: 136850
Reported: 01/03/1999
Hospitalisation:
Onset Date: 31/12/1998

Reaction Detai

Seq: 1

Outcome: Not yet recovered

Gender: F
Weight: 60.00
Age: 69Y
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Hair colour changes
Hypertrichosis

Darkening of grey hair.

Increased body hair

Ceased fosamax

Medicine Details:

OESTROGENS CONJUGATED (Other drug) Reason:
0.0

3atch: Started: 01/01/1986 stopped: CONTIN
FOSAMAX (Suspected) Reason: Osteoporosis

Tablet 10.0 Milligram Daily Oral

3atch: Started: 26/06/1997 stopped:  15/01/1999
PHENELZINE SULPHATE (Suspected) Reason:

75.0 Milligram Daily
3atch: Started: 01/11/1998 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not accurate but
indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail
Case Number: 153054 Seq: 1 Gender: F
Reported: 25/05/2000 Weight:
Hospitalisation: Admitted to hospital Age: 46Y
Onset Date: 15/09/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness Frequent dizzy spells and associated falls. |Cease nardil, fludrocortisone
Chest pain o
Orthostatic hypotension

Medicine Details:
NARDIL (Suspected) Reason: Depression

30.0 Milligram Daily
3atch: Started: stopped: 01/10/1999 3M

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient had prior episodes of hypotension secondary to 5 different antidepressants, dystonia secondary to prothiaden. patient also
taking panadeine forte. still experiencing falls.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 155947 Seq: 1 Gender: F
Reported: 07/08/2000 Weight: 85.00
Hospitalisation: Age: 46Y
Onset Date: 31/08/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Galactorrhoea Required Mild galatorrhoea.
Specialist
Consultation

Medicine Details:

LITHICARB (Suspected) Reason:
0.0
3atch: Started: 01/09/1998 stopped:  28/11/1999
NARDIL (Suspected) Reason: Depression
45.0 Milligram Daily
3atch: Started: 01/05/1999 stopped: 28/10/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily
accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not necessarily accurate but
indicates that start occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that
stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 163371 Seq: 1 Gender: F
Reported: 02/04/2001 Weight:
Hospitalisation: Admitted to hospital Age: 38Y
Onset Date: 06/03/2001 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Depression \Worsening of depression. Required a visit to doctor.

patient was hospitalised.
nutritional supplements
recommended by nutritionist.
cessation of nutrition care
adam_treatment with xanax by

Medicine Details:

FLORINEF (Other drug) Reason:
0.1 Milligram Daily
3atch: tarted: 08/12/2000 stopped: CONTIN
PREMARIN (Other drug) Reason:
625.0 Microgram Daily
3atch: Started: L TERM stopped: CONTIN
PYRIDOXINE HYDROCHLORIDE (Other drug) Reason:
50.0 Milligram Daily
3atch: Started: 12/12/2000 Stopped: CONTIN
NARDIL (Suspected) Reason:
50.0 Milligram Daily
3atch: Started: 08/12/2000 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient has long history of depression.

Report Run  01/08/200 02:24PN Database: pusime ADRS004 Page 56 of 70



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 163371 Seq: 1 Gender: F
Reported: 02/04/2001 Weight:
Hospitalisation: Admitted to hospital Age: 38Y
Onset Date: 06/03/2001 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Detai

Medicine Details:

GOLDEN GLOW P.M.S FORMULA (Suspected) Reason:
2.0 Dose Unspecified Daily
3atch: Started: 01/03/2001 stopped:
NUTRITION CARE ADAM (Suspected) Reason:
2.0 Dose Unspecified Daily
3atch: Started: 01/03/2001 Stopped: 1w

Laboratory Investigations:

Additional Information:
Patient has long history of depression.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 167239 Seq: 1 Gender: F
Reported: 06/08/2001 Weight:
Hospitalisation: Age:
Onset Date: 28/06/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment

Neuropathy peripheral

Medicine Details:

RISPERIDONE (Suspected) Reason:
Tablet 0.0 Oral
3atch: Started: stopped:
NARDIL (Suspected) Reason:
Tablet 90.0 Milligram Daily Oral
3atch: Started: L TERM stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
The date of onset is not necessarily accurate but onset was sometime in the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 173644 Seq: 1 Gender: F
Reported: 14/03/2002 Weight:
Hospitalisation: Admitted to hospital Age: 74
Onset Date: 13/02/2002 DOB: 10/08/1927
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Tardive dyskinesia Worsening tardive dyskinesia.
Confusional state
Constipation
Dry mouth
Fatigue Patient seen by psychiatrist at
a&e and cogentin dose was
increased to 2mg daily and
sent home. patient presented
again on 14/2/2002 following
fall and loss of consciousness.
Malaise
Syncope
Medicine Details:
RANI 2 (Other drug) Reason: Other diseases of esophagus
0.0
3atch: Started: stopped: CONTIN
CALTRATE (Other drug) Reason: Other diseases of bone
0.0
3atch: Started: Stopped: CONTIN
COVERSYL (Other drug) Reason: Essential benign hypertension
4.0 Milligram Daily
3atch: Started: Stopped: CONTIN
OROXINE (Other drug) Reason: Myxedema
150.0 Microgram Daily
3atch: Started: Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient also has niddm, osteoporosis, hypothyroidism, depression, gord, osteoarthritis and chronic headaches. patient has had
previous psych admissions in past three years. no known allergies.

Report Run  01/08/200 02:24PN Database: pusime ADRS004 Page 59 of 70



TGA

THERAPEUTIC 600DS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
SULPHATE

Report Detail

Case Number: 173644 Seq: 1 Gender: F
Reported: 14/03/2002 Weight:
Hospitalisation: Admitted to hospital Age: 74
Onset Date: 13/02/2002 DOB: 10/08/1927
Outcome: Recovered Causality: Causality possible
Reaction Detai
Medicine Details:
NATRILIX (Other drug) Reason: Essential benign hypertension
1.2 Milligram Daily
3atch: Started: stopped: CONTIN
EPILIM E.C. 200 (Other drug) Reason:
400.0 Milligram Daily
3atch: Started: Stopped: CONTIN
NARDIL (Suspected) Reason: Depression
60.0 Milligram Daily
3atch: Started: stopped:  14/02/2002
COGENTIN (Suspected) Reason: Disturbance of coordination
0.0 Daily
3atch: Started: Stopped:  14/02/2002

Laboratory Investigations:

Additional Information:

Patient also has niddm, osteoporosis, hypothyroidism, depression, gord, osteoarthritis and chronic headaches. patient has had
previous psych admissions in past three years. no known allergies.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Case Number: 186338
Reported: 26/05/2003
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

Seq: 1

Unknown

Gender:

Weight

Age:

M
: 0.00
99u

DOB:

Causality

: Causality possible

Preferred Term Severity

Report Description

Treatment

Alcohol interaction

Delirium

Alcohol - drug interection, developed
delirium for at least 24 hours.

Medicine Details:

NARDIL (Interaction)

3atch:

Started:

Reason:

Stopped:

ALCOHOL (Interaction)

3atch:

Started:

Reason:

Stopped:

Laboratory Investigations:

Date Type Range

Date Tested

Result

Details

Additional Information:
Five cans of UDL vodka plus two beers.
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TGA

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

ADMINISTRATION SULPHATE

Report Detail

Case Number: 188771 Seq: 1 Gender: F
Reported: 24/07/2003 Weight: 0.00
Hospitalisation: Age: 42
Onset Date: 28/06/2003 DOB: 06/02/1961
Outcome: Unknown 14/07/2003 Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Dizziness Unwell, dizziness, nausea, stomach upset, [Nardil ceased.
abnormal LFT
Hepatic function abnormal
Nausea
Medicine Details:
NARDIL (Suspected) Reason:
Tablet 7.5 Milligram Daily Oral
3atch: Started: 06/06/2003 stopped:
NARDIL (Suspected) Reason:
Tablet 15.0 Milligram Daily Oral
3atch: Started: 11/06/2003 Stopped:
NARDIL (Suspected) Reason:
Tablet 22.5 Milligram Daily Oral
3atch: Started: 16/06/2003 stopped:  24/06/2003
Laboratory Investigations:
Date Type Range Date Tested Result Details
24/07/2003 |AST = SGOT 5-40 18/03/2002 13
24/07/2003 |AST = SGOT 5-40 01/07/2003 90H
24/07/2003 |AST = SGOT 5-40 07/07/2003 407H
24/07/2003 [AST = SGOT 5-40 17/07/2003 31
24/07/2003 |AST = SGOT 5-40 09/07/2003 362H
24/07/2003 |Bilirubin 3-20 18/03/2002 14
24/07/2003 |Bilirubin 3-20 01/07/2003 32H
Additional Information:
Patient also taking Rivotril and Temazepam.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 600DS
ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
SULPHATE

Report Detail

Case Number: 188771 Seq: 1 Gender: F
Reported: 24/07/2003 Weight: 0.00
Hospitalisation: Age: 42
Onset Date: 28/06/2003 DOB: 06/02/1961
Outcome: Unknown 14/07/2003 Causality: Causality possible
Reaction Detai
Medicine Details:
NARDIL (Suspected) Reason:
Tablet 7.5 Milligram Daily Oral
3atch: Started: 06/06/2003 stopped:
NARDIL (Suspected) Reason:
Tablet 15.0 Milligram Daily Oral
3atch: Started: 11/06/2003 Stopped:
NARDIL (Suspected) Reason:
Tablet 22.5 Milligram Daily Oral
3atch: Started: 16/06/2003 stopped:  24/06/2003
Laboratory Investigations:
Date Type Range Date Tested Result Details
24/07/2003 |Bilirubin 3-20 07/07/2003 33H
24/07/2003 |Bilirubin 3-20 09/07/2003 26H
24/07/2003 |Bilirubin 0-7 18/03/2002 4
24/07/2003 |Bilirubin 0-7 01/07/2003 20H
24/07/2003 |Bilirubin 0-7 07/07/2003 19H
24/07/2003 |Bilirubin 0-7 09/07/2003 14H
24/07/2003 |GGT = SGGT = 5-65 18/03/2002 9
Additional Information:
Patient also taking Rivotril and Temazepam.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Report Run

Case Number: 188771 Seq: 1 Gender: F
Reported: 24/07/2003 Weight: 0.00
Hospitalisation: Age: 42
Onset Date: 28/06/2003 DOB: 06/02/1961
Outcome: Unknown 14/07/2003 Causality: Causality possible
Reaction Detai
Medicine Details:
NARDIL (Suspected) Reason:
Tablet 7.5 Milligram Daily Oral
3atch: Started: 06/06/2003 stopped:
NARDIL (Suspected) Reason:
Tablet 15.0 Milligram Daily Oral
3atch: Started: 11/06/2003 Stopped:
NARDIL (Suspected) Reason:
Tablet 22.5 Milligram Daily Oral
3atch: Started: 16/06/2003 stopped:  24/06/2003
Laboratory Investigations:
Date Type Range Date Tested Result Details
24/07/2003 |GGT = SGGT = 5-65 01/07/2003 112H
24/07/2003 991: SGGT = 5-65 07/07/2003 67H
24/07/2003 991: SGGT = 5-65 09/07/2003 57
24/07/2003 |GGT = SGGT = 5-65 17/07/2003 34
24/07/2003 |SAP = ALP 30-115 18/03/2002 65
24/07/2003 |SAP = ALP 30-115 01/07/2003 252H
24/07/2003 |SAP = ALP 30-115 07/07/2003 196H
Additional Information:
Patient also taking Rivotril and Temazepam.
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Detai

188771
24/07/2003

28/06/2003
Unknown

Medicine Details:

Seq:

14/07/2003

Causality

Gender: F
Weight: 0.00
Age: 42
DOB: 06/02/1961

: Causality possible

NARDIL (Suspected)
Tablet
3atch:

Reason:
7.5 Milligram
Started: 06/06/2003

Daily

Stopped:

Oral

NARDIL (Suspected)
Tablet
3atch:

Reason:
15.0 Milligram

Started: 11/06/2003

Daily

Stopped:

Oral

NARDIL (Suspected)
Tablet
3atch:

Reason:
22.5 Milligram

Started: 16/06/2003

Daily

Stopped:

Oral
24/06/2003

Laboratory Investigations:

Date Type

Range

Date Tested Result

Details

SAP = ALP
SAP = ALP

24/07/2003
24/07/2003

30-115
30-115

161H
107H

09/07/2003
17/07/2003

Additional Information:
Patient also taking Rivotril and Temazepam.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 205462 Seq: 1 Gender: M
Reported: 22/02/2005 Weight: 0.00
Hospitalisation: Age: 38
Onset Date: 20/12/2005 DOB: 26/01/1967
Outcome: Recovered 07/02/2005 Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Pain The patient experienced painful sustained

retraction of the testes for more than 12
hours. He had two episodes, each
associated with a single missed dose fo
Quetiapine Fumarate while taking

Phenelzine.
Drug withdrawal syndrome
Genital pain
Testicular retraction
Medicine Details:

QUETIAPINE (Suspected) Reason: Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
3atch: Started: 27/04/2004 stopped:

PHENELZINE SULPHATE (Suspected) Reason: Depression

30.0 Milligram Daily
3atch: Started: 12/10/2004 stopped:  08/02/2005
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

Public Case Detail

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Case Number: 216455 Seq: 1 Gender: F
Reported: 13/03/2006 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 60Y
Onset Date: 11/01/2006 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Serotonin syndrome Life Suspected Serotonin Syndrome. Periactin, Valium
Medicine Details:
NARDIL (Suspected) Reason: Depression
1.0 Dose Unspecified Daily
3atch: Started: stopped:
Zydol SR 100 (Suspected) Reason: Pain
3.0 Dose Unspecified Daily
3atch: Started: 11/01/2006 stopped: 12/01/2006
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 600DS
ADMINISTRATION

SULPHATE

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE

Report Detail

Case Number: 218639 Seq: 1 Gender: F
Reported: 24/05/2006 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 63
Onset Date: 17/05/2006 DOB: 29/11/1942
Outcome: Unknown Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Serotonin syndrome Caused or Patient took Phenelzine for 11 weeks for |Cyproheptadine.
prolonged depression, ceased 1 month ago, GP
inpatient prescribed Lexapro, developed serotonin
hospitalisation [=* "=
Drug interaction Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

PHENELZINE SULPHATE (Interaction) Reason: Depression
60.0 Milligram Daily
3atch: Started: 01/03/2006 stopped:  10/05/2006 0
Lexapro (Interaction) Reason:
Tablet 20.0 Milligram Daily Oral
3atch: Started: 17/05/2006 stopped:  17/05/2006
ALPRAZOLAM (Other drug) Reason:
Tablet 1.5 Milligram Oral
3atch: Started: Stopped:
LOSEC (Other drug) Reason:
3atch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 225579 Seq: 1 Gender: F
Reported: 08/02/2007 Weight: 0.00
Hospitalisation: Age: 63Y
Onset Date: 17/05/2006 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Serotonin syndrome Caused or Profuse sweating, weak/shaking legs, Cyphroheptadine
prolonged coarse tremor in legs and arms.
inpatient
hospitalisation
Hyperhidrosis Caused or
prolonged
inpatient
hospitalisation
Muscular weakness Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

PHENELZINE SULPHATE (Interaction) Reason:

3atch: Started: stopped: 0
Escitalopram (Interaction) Reason: Depression

Tablet 20.0 Milligram Daily Oral

3atch: Started: 17/05/2006 stopped:  17/05/2006 0
LOSEC (Other drug) Reason:

3atch: Started: Stopped:
ALPRAZOLAM (Other drug) Reason:

3atch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

08/02/2007 |Other data

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC GOODS Date Range: 1 Jan 1989 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames: NARDIL,PHENELZINE
ADMINISTRATION SULPHATE

Report Detail

Case Number: 225579 Seq: 1 Gender: F
Reported: 08/02/2007 Weight: 0.00
Hospitalisation: Age: 63Y
Onset Date: 17/05/2006 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Detai
Preferred Term Severity Report Description Treatment
Tremor Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

PROVERA (Other drug) Reason:

3atch: Started: stopped:
OGEN (Other drug) Reason:

3atch: Started: Stopped:
ASPIRIN (Other drug) Reason:

3atch: Started: Stopped:

Laboratory Investigations:

Additional Information:

Report Run  01/08/200  02:24PN  Database: pusime ADRS004 Page 70 of 70



	61913
	1

	62492
	1

	62788
	1

	63084
	1

	63990
	1

	66109
	1

	66942
	1

	67065
	1

	68634
	1

	69669
	1

	69782
	1

	70179
	1

	71299
	1

	71997
	1

	71997
	1

	72019
	1

	72045
	1

	72386
	1

	72814
	1

	72815
	1

	73987
	1

	74209
	1

	74500
	1

	77184
	1

	77475
	1

	77660
	1

	78293
	1

	80439
	1

	82680
	1

	83190
	1

	88744
	1

	90585
	1

	90585
	1

	91543
	1

	92259
	1

	93125
	1

	93577
	1

	93906
	1

	96182
	1

	96575
	1

	102449
	1

	104256
	1

	104911
	1

	106677
	1

	108945
	1

	110720
	1

	113198
	1

	113353
	1

	115113
	1

	117973
	1

	121281
	1

	136346
	1

	136850
	1

	153054
	1

	155947
	1

	163371
	1

	163371
	1

	167239
	1

	173644
	1

	173644
	1

	186338
	1

	188771
	1

	188771
	1

	188771
	1

	188771
	1

	205462
	1

	216455
	1

	218639
	1

	225579
	1

	225579
	1


