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ANRO10 DRUG ANALYSIS PRINT DATE: 11/02/05
MEDDRA VERSION: 6.0

EXTRACT PERIOD: 01/07/63-11/02/05 EARLIEST REACTION DATE: 13/08/65 REACTION: ALL TYPE : SPONTANEOUS ORIGIN: UK

DRUG : METOCLOPRAMIDE SUBSTANCE/VARIANT/NPCG: SUBS

ROUTE: ALL

SINGLE-CONSTITUENT PRODS : ANTIGEN METOCLOPRAMIDE, APS METOCLOPRAMIDE, COX METOCLOPRAMIDE, GASTRESE LA, GASTROBID CONTINUS,
GASTROMAX, GENERICS UK METOCLOPRAMIDE, GOLDSHIELD METOCLOPRAMIDE, MAXOLON,
MAXOLON PAEDIATRIC LIQUID, MAXOLON SR, METRAMID, PHOENIX METOCLOPRAMIDE

MULTI-CONSTITUENT PRODS : MIGRAMAX (ASPIRIN)
MIGRAVESS (ASPIRIN)
MIGRAVESS FORTE (ASPIRIN)
PARAMAX (PARACETAMOL)

SYSTEM ORGAN CLASS SINGLE MULTI SYSTEM ORGAN CLASS SINGLE MULTI
HIGH LEVEL TERM CONST CONST HIGH LEVEL TERM CONST CONST
REACTION NAME TOT FTL TOT FTL REACTION NAME TOT FTL TOT FTL
Blood and lymphatic system disorders Coronary artery disease NOS 1 1 0 0
Anaemias NEC Ischaemic coronary artery disorders
Anaemia NOS 1 0 0 0 Angina pectoris 1 0 0 0
Marrow depression and hypoplastic anaemias Myocardial ischaemia 1 0 0 0
Aplastic anaemia 2 0 0 0 ——— mmm —m -
Hypoplastic anaemia 1 0 0 0 SYS ORGAN CLASS TOTAL: 52 2 1 0
Haematological disorders R
Acquired methaemoglobinaemia 2 0 0 0 Congenital, familial and genetic disorders
Anaemias haemolytic NEC Cardiac disorders congenital NEC
Haemolytic anaemia NOS 1 0 0 0 Congenital heart disease NOS 3 0 1 0
Thrombocytopenias Cardiac septal defects congenital
Thrombocytopenia 2 0 0 0 Congenital ventricular septal defect 1 0 0 0
Polycythaemia (excl rubra vera) Great vessel disorders congenital
Polycythaemia NOS 1 0 0 0 Transposition of the great vessels 1 0 0 0
Lymphatic system disorders NEC Vascular anomalies congenital NEC
Lymphadenopathy 1 0 0 0 Renal arteriovenous malformation 1 0 0 0
Leukopenias NEC Congenital disorders NEC
Leukopenia NOS 1 0 0 0 Multiple congenital abnormalities 3 0 0 0
Neutropenias Hearing disorders congenital
Agranulocytosis 2 2 0 0 Deafness congenital 1 0 0 0
Granulocytopenia 1 0 0 0 Anorectal disorders congenital
Neutropenia 1 0 0 0 Anal atresia 1 0 0 0
B Palate disorders congenital
SYS ORGAN CLASS TOTAL: 16 2 0 0 Cleft palate 4 0 0 0
I Musculoskeletal and connective tissue disorders of limbs congenit
Cardiac disorders Congenital clubfoot 1 0 0 0
Rate and rhythm disorders NEC Congenital hand malformation NOS 1 0 0 0
Arrhythmia NOS 1 0 0 0 Congenital limb anomaly NOS 2 0 1 0
Bradycardia NOS 11 0 0 0 Limb reduction defect 1 0 0 0
Tachycardia NOS 12 0 0 0 Musculoskeletal and connective tissue disorders of skull congenit
Supraventricular arrhythmias Microcephaly 2 0 0 0
Supraventricular tachycardia 1 0 0 0 Musculoskeletal and connective tissue disorders of spine congenit
Ventricular arrhythmias and cardiac arrest Congenital spine malformation NOS 2 0 0 0
Cardiac arrest 6 1 0 0 Central nervous system disorders congenital NEC
Ventricular arrhythmia NOS 1 0 0 0 Neural tube defect 0 0 1 0
Ventricular fibrillation 1 0 0 0 Renal and urinary tract disorders congenital NEC
Cardiac signs and symptoms NEC Congenital urinary tract anomaly NOS 1 0 0 0
Cyanosis NOS 7 0 0 0 Male reproductive tract disorders congenital
Palpitations 9 0 1 0 Hypospadias 1 0 0 0

Coronary artery disorders NEC Pulmonary and bronchial disorders congenital



MCA - ADROIT

SYSTEM ORGAN CLASS
HIGH LEVEL TERM
REACTION NAME

Pulmonary hypoplasia
SYS ORGAN CLASS TOTAL:

Ear and labyrinth disorders
Inner ear signs and symptoms
Tinnitus
Vertigo

SYS ORGAN CLASS TOTAL:

Endocrine disorders

Female gonadal function disorders
Hirsutism

Anterior pituitary hyperfunction
Hyperprolactinaemia

Thyroid hyperfunction disorders
Hyperthyroidism

SYS ORGAN CLASS TOTAL:

Eye disorders

DRUG ANALYSIS PRINT (ANRO10)
EXTRACT PERIOD: 01/07/63-11/02/05 S/V/N: SUBS

DRUG
REACTION: ALL

METOCLOPRAMIDE
RTE: ALL

SINGLE
CONST
TOT FTL
1 0
27 0
1 0
9 0
10 0
2 0
6 0
1 0
9 0

MULTI

CONST

TOT FTL
0 0
3 0
0 0
0] 0
0 0
0 0
0 0
0 0
0 0

Lid, lash and lacrimal structural disorders (excl congenital)

Dacryostenosis acquired
Lacrimal disorder NOS
Lacrimal disorders

Dry eye NOS
Ocular disorders NEC

Eye disorder NOS

Eye pain

Conjunctival infections, irritations and inflammations

Conjunctivitis

Lid, lash and lacrimal infections, irritations and inflammations

Blepharitis

Ocular infections, inflammations and associated manifestations

Eye pruritus
Ocular nerve and muscle disorders
Strabismus
Pupil disorders
Mydriasis
Ocular sensation disorders
Eye rolling
Photophobia
Optic disc abnormalities NEC
Optic atrophy
Blindness (excl colour blindness)
Blindness transient
Partial vision loss
Vision blurred
Refractive and accommodative disorders
Accommodation disorder
Myopia
Visual disorders NEC

1 0 (o] 0
1 0 0 0
1 0 0 0
2 0 0 0
1 0 ] 0
5 0 0 0
1 0 0 0
1 0 0 0
1 0 0 0
1 0 0 0
1 0 0 0
1 0 0 0
1 0 0 0
1 0 0 0
9 0 1 0
10 0 0 0
2 0 0 0

SYSTEM ORGAN CLASS

HIGH LEVEL TERM
REACTION NAME

Diplopia
Visual disturbance NOS

SYS ORGAN CLASS TOTAL:

Gastrointestinal disorders

Anal and rectal signs and symptoms
Rectal discharge
Rectal tenesmus

Gingival disorders NEC
Gingival hypertrophy

Acute and chronic pancreatitis
Pancreatitis NOS

TYPE : SPONTANEOUS

Non-site specific gastrointestinal haemorrhages

Gastrointestinal haemorrhage NOS
Colitis (excl infective)
Colitis ulcerative aggravated
Oesophagitis (excl infective)
Oesophagitis NOS
Diarrhoea (excl infective)
Diarrhoea NOS
Faecal incontinence

Gastrointestinal atonic and hypomotility disorders NEC

Constipation
Dyspeptic signs and symptoms
Dyspepsia
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Gastrointestinal and abdominal pains (excl oral and throat)

Abdominal pain NOS

Gastrointestinal signs and symptoms NEC
Dysphagia

Nausea and vomiting symptoms

Nausea

Vomiting NOS

Gastrointestinal stenosis and obstruction NEC

Intestinal obstruction NOS
Duodenal ulcers and perforation
Duodenal ulcer
Gastric ulcers and perforation
Gastric ulcer
Intestinal ulcers and perforation NEC
Intestinal perforation NOS
Cesophageal ulcers and perforation
Oesophageal ulcer

Gastrointestinal vascular occlusion and infarction

Mesenteric occlusion
Oral soft tissue disorders NEC
Cheilitis

Stomatitis and ulceration
Aphthous stomatitis

Mouth ulceration

Stomatitis
Oral dryness and saliva altered
Dry mouth

ORIGIN: UK DATE:
SINGLE MULTI
CONST CONST
TOT FTL TOT FTL

9 0 0 0
38 0 1 0
87 0 2 o
1 0 0 0
1 0 0 0
1 0 0 0
1 0 0 0
2 1 0 0
0 0 1 0
1 0 0 0
16 0 4 0
1 0 0 0
1 0 0 0
3 0 0 0
5 0 2 0
8 0 0 0
13 0 2 0
14 0 0 o]
1 0 0 0
0 0 1 0
1 0 0 0
1 0 0 0
1 0 0 0
1 1 0 o]
2 0 0 0
1 0 0 0
1 0 1 0
4 0 0 0
6 0 0 0

11/02/05



MCA - ADROIT
EXTRACT PERIOD:

DRUG ANALYSIS PRINT (ANRO10)
01/07/63-11/02/05 S/V/N: SUBS

SYSTEM ORGAN CLASS
HIGH LEVEL TERM
REACTION NAME

Saliva altered

Salivary gland disorders NEC
Salivary hypersecretion
Tongue disorders NEC
Glossitis

Tongue disorder NOS

Tongue signs and symptoms
Swollen tongue

Tongue oedema

SYS ORGAN CLASS TOTAL:

DRUG

REACTION: ALL

SINGLE MULTI
CONST CONST
TOT FTL TOT FTL

1 0 0 0
4 0 0 0

2 0 0 0
6 0 1 0

8 0 1 0
22 0 0 0

130 2 13 0

General disorders and administration site conditions

Injection and infusion site reactions
Injection site inflammation
Injection site pain
Injection site reaction NOS
Injection site thrombosis

Body temperature perception
Feeling cold
Feeling hot
Rigors

Febrile disorders
Neuroleptic malignant syndrome
Pyrexia

Interactions
Drug interaction NOS
Drug interaction inhibition
Drug interaction potentiation

Therapeutic and nontherapeutic responses
Drug ineffective
Drug withdrawal syndrome
Unexpected therapeutic drug effect

Asthenic conditions
Asthenia
Fatigue
Lethargy
Malaise

Gait disturbances
Gait abnormal

General signs and symptoms NEC
Feeling abnormal
Feeling drunk
Influenza like illness
Mobility decreased
Thirst

Oedema NEC
Gravitational oedema
Oedema NOS
Oedema peripheral
Pitting oedema

Pain and discomfort NEC
Chest pain

1 0 0 0
1 0 0 0
3 0 0 0
1 0 0 0
1 0 0 0
2 0 0 0
7 0 0 0

11 2 1 0
13 0 0 0

2 0 0 0
4 0 0 0
2 o] 0 0
14 0 1 0
13 0 0 0
9 o] 0 0
15 0 0 0
6 0 0 0

HP W
coooo
coocoN
oNeoNoNoNe]

2 0 0 0
7 0 0 0
6 0 0 0
2 0 0 0
3 0 0 0

METOCLOPRAMIDE

RTE: ALL

SYSTEM ORGAN CLASS
HIGH LEVEL TERM
REACTION NAME

Pain NOS
SYS ORGAN CLASS TOTAL:

Hepatobiliary disorders
Cholestasis and jaundice
Hyperbilirubinaemia
Jaundice NOS
Jaundice cholestatic
Hepatic enzymes and function abnormalities
Hepatic function abnormal NOS
Hepatocellular damage and hepatitis NEC
Hepatitis NOS
Reye's syndrome

SYS ORGAN CLASS TOTAL:

Immune system disorders
Allergic conditions NEC
Hypersensitivity NOS

Serum sickness
Anaphylactic responses
Anaphylactic reaction
Anaphylactic shock
Anaphylactoid reaction

SYS ORGAN CLASS TOTAL:

Infections and infestations
Candida infections
Oral candidiasis
Vaginal candidiasis
Breast infections
Mastitis
Ear infections
Otitis externa NOS
Epstein-Barr viral infections
Hepatitis infectious mononucleosis

SYS ORGAN CLASS TOTAL:

Injury, poisoning and procedural complications

Fractures and dislocations NEC
Joint dislocation
Maladministration and accidental exposure
Medication error
Non-site specific injuries NEC
Fall
Skin injuries NEC
Blister
Conditions caused by cold
Hypothermia

TYPE: SPONTANEOUS ORIGIN: UK

SINGLE
CONST
TOT FTL
10 0
160 2
1 0
5 0
1 0
1 0
1 0
1 1
10 1
4 0
1 0
10 0
1 0
7 0
23 0
1 0
1 0
2 0
1 0
1 0
6 0
1 0
2 0
2 0
0 0
1 0
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DATE:
MULTI
CONST
TOT FTL

1 0
9 0
0 0
0 0
0 0
0 0
0 0
0 0
0 0
0 0
0 0
1 0
0 0
0 0
1 0
0 0
0 0
0 0
0 0
0 0
0 0
] 0
0 0
0 0
1 0
0 0

11/02/05



MCA - ADROIT DRUG ANALYSIS PRINT (ANR010) DRUG

EXTRACT PERIOD: 01/07/63-11/02/05 S/V/N: SUBS REACTION: ALL

SYSTEM ORGAN CLASS
HIGH LEVEL TERM
REACTION NAME

SYS ORGAN CLASS TOTAL: 6
Investigations

ECG investigations

Electrocardiogram ST segment depression 1
Heart rate and pulse investigations

Heart rate increased 1
Vascular tests NEC (incl blood pressure)

Blood pressure decreased 2

Blood pressure increased 2
Pituitary analyses anterior

Blood prolactin increased 3

Physical examination procedures

Body temperature increased 1
Weight decreased 1
Weight increased 1
Mineral and electrolyte analyses
Blood sodium decreased 1
SYS ORGAN CLASS TOTAL: 13
Metabolism and nutrition disorders
Appetite disorders
Anorexia 1
General nutritional disorders NEC
Feeding problem in newborn 1
Calcium decreased disorders
Tetany 1
Potassium imbalance
Hypokalaemia 1
Sodium imbalance
Hyponatraemia 1
Total fluid volume decreased
Dehydration 3
Total fluid volume increased
Fluid retention 1
Diabetes mellitus (incl subtypes)
Diabetes mellitus NOS 1
Diabetes mellitus inadequate control 1
Hypoglycaemic conditions NEC
Hypoglycaemia NOS 1
SYS ORGAN CLASS TOTAL: 12
Musculoskeletal and connective tissue disorders
Arthropathies NEC
Arthritis NOS 1
Arthritis reactive 1
Joint related signs and symptoms
Arthralgia 8
Joint stiffness 1
Joint swelling 0

Osteocarthropathies

METOCLOPRAMIDE

0

0

0

1

0

0

SINGLE MULTI
CONST
TOT FTL TOT FTL

CONST

0

0

0

RTE: ALL

SYSTEM ORGAN CLASS
HIGH LEVEL TERM
REACTION NAME

Osteoarthritis NOS
Muscle pains

Page 4
TYPE : SPONTANEOUS ORIGIN: UK DATE: 11/02/05
SINGLE MULTI
CONST CONST

TOT FTL TOT FTL

1 0 0 0

Myalgia 8 0 0 0
Muscle related signs and symptoms NEC

Muscle cramp 38 0 2 0
Muscle stiffness 1 0 1 0
Muscle twitching 19 0 1 0

Muscle tone abnormalities
Muscle rigidity

Muscle weakness

Muscle weakness NOS

5 0 0 0

2 0 0 0

Musculoskeletal and connective tissue signs and symptoms NEC

Back pain 1 0 0 0
Facial pain 1 0 0 0
Muscle spasms 14 0 1 0
Musculoskeletal stiffness 3 0 0 0
Neck pain 1 0 1 0
Pain in extremity 3 0 0 0

SYS ORGAN CLASS TOTAL:

108 0 9 0

Neoplasms benign, malignant and unspecified (incl cysts and polyp
Endocrine neoplasms benign NEC
Pituitary tumour benign NOS 1 0 0 0
Islet cell neoplasms and APUDoma NEC
Phaeochromocytoma 1 0 0 0
Germ cell neoplasms site unspecified NEC
Teratoma NOS 0 0 1 0
SYS ORGAN CLASS TOTAL: 2 0 1 0
Nervous system disorders
Encephalitis NEC
Encephalitis NOS 1 0 0 0
Central nervous system haemorrhages and cerebrovascular accidents
Cerebral haemorrhage 0 0 1 0
Cerebral infarction 1 0 0 0
Eye movement disorders
IIIrd nerve paralysis 0 0 1 0
Facial cranial nerve disorders
Facial palsy 2 0 0 0
Hypoglossal nerve disorders
Tongue paralysis 1 0 0 0
Mixed cranial nerve disorders
Bulbar palsy 1 0 0 0
Vagus nerve disorders
Vocal cord paralysis 1 0 0 0
Encephalopathies NEC
Encephalopathy 1 0 0 0
Headaches NEC
Headache 31 0 1 0
Migraine headaches
Migraine NOS 3 0 0 0



Page 5
DATE:

MCA - ADROIT
EXTRACT PERIOD:

DRUG ANALYSIS PRINT (ANR010) DRUG METOCLOPRAMIDE

01/07/63-11/02/05 S/V/N: SUBS REACTION: ALL RTE: ALL TYPE: SPONTANEOUS ORIGIN: UK 11/02/05
SINGLE MULTI
CONST CONST

TOT FTL TOT FTL

SYSTEM ORGAN CLASS
HIGH LEVEL TERM
REACTION NAME

SINGLE MULTI
CONST CONST
TOT FTL TOT FTL

SYSTEM ORGAN CLASS
HIGH LEVEL TERM
REACTION NAME

Hydrocephalic conditions Stupor 6 0 0 0
Hydrocephalus 1 0 0 0 Syncope 4 0 0 0
Increased intracranial pressure Nervous system disorders NEC
Intracranial pressure increased NOS 1 1 0 0 Neurctoxicity NOS 1 1 0 0
Memory loss (excl dementia) Neurological signs and symptoms NEC
Amnesia 1 0 0 0 Ageusia 1 0 0 0
Memory impairment 2 0 0 0 Bradykinesia 2 0 0 0
Mental impairment (excl dementia and memory loss) Cogwheel rigidity 1 0 0 0
Disturbance in attention 12 0 0 0 Dizziness 33 0 1 0
Mental retardations Myoclonus 2 0 0 0
Mental retardation severity unspecified 2 0 0 0 Paraesthesias and dysaesthesias
Choreiform movements Hyperaesthesia 1 0 0 0
Choreoathetosis 5 0 0 0 Hypoaesthesia 5 0 1 0
Dyskinesias and movement disorders NEC Paraesthesia 13 0 2 0
Akathisia 24 0 1 0 Paraesthesia oral 2 0 0 0
Dyskinesia 52 0 3 0 Sensory abnormalities NEC
Extrapyramidal disorder 404 0 8 0 Neuralgia NOS 1 0 0 0
Hyperkinesia 10 0 0 0 Restless legs syndrome 0 0 1 0
Hypokinesia 1 0 0 0 Sensory disturbance NOS 2 0 0 0
Movement disorder NOS 1 0 0 0 Speech and language abnormalities
Psychomotor hyperactivity 1 0 1 0 Aphonia 1 0 0 0
Tardive dyskinesia 24 0 0 0 Dysarthria 9 0 3 0
Dystonias Dysphasia 3 0 2 0
Dystonia 275 1 17 0 Dysphonia 3 0 0 0
Oculogyric crisis 203 0 9 0 Speech disorder 14 0 1 0
Opisthotonus 30 0 1 0 Neurologic visual problems NEC
Torticollis 13 0 1 0 Visual field defect NOS 1 0 0 0
Trismus 7 0 2 0 Autonomic nervous system disorders
Paralysis and paresis (excl congenital and cranial nerve) Cholinergic syndrome 1 0 0 0
Hemiparesis 1 0 0 0 Muscle tone abnormal
Hemiplegia transient 1 0 0 0 Hypertonia 9 0 0 0
Paralysis NOS 4 0 0 0 Hypotonia 5 0 0 0
Paresis 1 0 0 0 Neuromuscular disorders NEC
Parkinson's disease and parkinsonism Muscle contractions involuntary 2 0 0 0
Masked facies 1 0 0 0 Muscle spasticity 1 0 0 0
Parkinson's disease NOS 4 0 0 0 Peripheral neuropathies NEC
Parkinsonism 6 0 1 0 Peripheral neuropathy NOS 3 0 0 0
Tremor (excl congenital) Peripheral sensory neuropathy 1 0 0 0
Tremox 49 0 7 0 Generalised tonic-clonic seizures
Abnormal reflexes Grand mal convulsion 10 0 0 0
Hyperreflexia 1 0 0 0 Seizures and seizure disorders NEC
Cerebellar coordination and balance disturbances Convulsions NOS 23 0 0 0
Ataxia 7 0 0 0 Epilepsy NOS 4 0 0 0
Balance impaired NOS 2 0 1 0 Status epilepticus 1 0 0 0
Clumsiness 1 0 0 0 Narcolepsy and hypersomnia
Coordination abnormal NOS 12 0 1 0 Narcolepsy 1 0 0 0
Nystagmus NOS 1 0 0 0 —m- = mms e
Coma states SYS ORGAN CLASS TOTAL: 1440 69
Coma 3 0 0 0 e
Disturbances in consciousness NEC Pregnancy, puerperium and perinatal conditions
Depressed level of consciousness 3 0 0 0 Abortions not specified as induced or spontaneous
Loss of consciousness 5 0 0 0 Abortion NOS 1 0 0 0
Somnolence 61 0 2 0 Foetal complications NEC



MCA - ADROIT DRUG ANALYSIS PRINT (ANR010) DRUG : METOCLOPRAMIDE Page 6

EXTRACT PERIOD: 01/07/63-11/02/05 S/V/N: SUBS REACTION: ALL RTE: ALL TYPE : SPONTANEQUS ORIGIN: UK DATE: 11/02/05
SYSTEM ORGAN CLASS SINGLE MULTI SYSTEM ORGAN CLASS SINGLE MULTI
HIGH LEVEL TERM CONST CONST HIGH LEVEL TERM CONST CONST
REACTION NAME TOT FTL TOT FTL REACTION NAME TOT FTL TOT FTL
Foetal distress syndrome 1 0 0 0 Libido decreased 2 0 0 0
Postpartum breast disorders Disturbances in initiating and maintaining sleep
Lactation puerperal increased 1 0 0 0 Insomnia 16 0 0 0
—.m o —om - - Parasomnias
SYS ORGAN CLASS TOTAL: 3 0 0 0 Nightmare 11 0 2 0
i Somatoform disorders
Psychiatric disorders Conversion disorder 1 0 0 0
Anxiety symptoms Suicidal and self-injurious behaviour
Agitation 42 0 3 0 Suicide attempt 1 0 1 0
Anxiety 22 0 1 0 R
Nervousness 4 0 0 0 SYS ORGAN CLASS TOTAL: 244 0 22 0
Panic symptoms R L e
Panic attack 2 0 0 0 Renal and urinary disorders
Increased physical activity levels Myoneurogenic bladder disorders
Restlessness 5 0 0 0 Hypertonic bladder 1 0 0 0
Speech articulation and rhythm disturbances Renal failure and impairment
Screaming 3 0 0 0 Renal failure NOS 1 0 0 0
Confusion and disorientation Renal failure acute 1 0 0 0
Confusional state 28 0 1 0 Renal impairment NOS 2 0 0 0
Disorientation 9 0 1 0 Bladder and urethral symptoms
Deliria Dysuria 2 0 0 0
Delirium 3 0 0 0 Micturition disorder 1 0 0 0
Depressive disorders Pollakiuria 4 0 0 0
Depression 38 0 5 0 Urinary incontinence 3 0 1 0
Mood alterations with depressive symptoms Urinary retention 6 0 0 0
Depressed mood 2 0 1 0 Urinary abnormalities
Dissociative states Chromaturia 1 0 0 0
Depersonalisation 4 0 1 0 Glycosuria 1 0 0 0
Dissociation 1 0 0 0 Urinary tract signs and symptoms NEC
Perception disturbances Nocturia 1 0 0 0
Derealisation 1 0 0 0 Polyuria 1 0 0 0
Hallucination NOS 16 0 5 0 e
Hallucination, visual 1 0 1 0 SYS ORGAN CLASS TOTAL: 25 0 1 0
Thinking disturbances e
Thinking abnormal 4 0 0 0 Reproductive system and breast disorders
Emotional and mood disturbances NEC Breast disorders NEC
Crying 1 0 0 0 Breast disorder NOS 1 0 0 0
Emotional distress 1 0 0 0 Gynaecomastia 7 0 1 0
Euphoric mood 2 0 0 0 Hypertrophy breast 6 0 0 0
Behaviour and socialisation disturbances Nipple disorder 3 0 0 0
Aggression 2 0 0 0 Breast signs and symptoms
Irritability 5 0 0 0 Breast engorgement 4 0 0 0
Paranoia 3 0 0 0 Breast pain 5 0 1 0
Personality disorders NEC Breast tenderness 1 0 0 0
Personality disorder NOS 5 0 0 0 Lactation disorders
Abnormal behaviour NEC Galactorrhoea 67 0 3 0
Abnormal behaviour NOS 2 0 0 0 Menstruation and uterine bleeding NEC
Staring 1 0 0 0 Menstruation irregular 1 0 0 0
Mental disorders NEC Menstruation with decreased bleeding
Mental disorder NOS 1 0 0 0 Amenorrhoea NOS 4 0 0 0
Psychotic disorder NEC Menstruation with increased bleeding
Psychotic disorder NOS 5 0 0 0 Metrorrhagia 1 0 0 0

Sexual desire disorders Erection and ejaculation conditions and disorders



MCA - ADROIT DRUG ANALYSIS PRINT (ANRO10) DRUG

EXTRACT PERIOD: 01/07/63-11/02/05 S/V/N: SUBS REACTION: ALL

SYSTEM ORGAN CLASS
HIGH LEVEL TERM
REACTION NAME

Ejaculation disorder NOS
Erectile dysfunction NOS

SYS ORGAN CLASS TOTAL:

Respiratory, thoracic and mediastinal disorders
Bronchospasm and obstruction
Asthma NOS
Bronchospasm NOS
Reversible airways obstruction NOS
Wheezing
Breathing abnormalities
Apnoeic attack
Dyspnoea
Dyspnoea at rest
Hyperventilation
Respiratory depression

Conditions associated with abnormal gas exchange

Hypoxia
Coughing and associated symptoms
Cough
Haemoptysis
Lower respiratory tract signs and symptoms
Hiccups
Respiratory failures (excl neonatal)
Acute respiratory failure
Respiratory signs and symptoms NEC
Aspiration
Upper respiratory tract signs and symptoms
Choking sensation
Hoarseness
Laryngeal spasm, oedema and obstruction
Laryngeal oedema
Laryngospasm
Stridor

SYS ORGAN CLASS TOTAL:

Skin and subcutaneous tissue disorders
Angioedemas
Angioneurotic oedema
Face oedema
Periorbital oedema
Urticarias
Urticaria NOS
Urticaria acute
Urticaria generalised
Bullous conditions
Dermatitis bullous
Erythema multiforme
Stevens Johnson syndrome
Toxic epidermal necrolysis
Dermal and epidermal conditions NEC

METOCLOPRAMIDE
RTE: ALL TYPE: SPONTANEOUS ORIGIN: UK

SINGLE MULTI
CONST CONST
TOT FTL TOT FTL
1 0 1 0
4 0 0 0
105 0 6 0
1 0 0 0
5 0 1 0
2 0 0 0
1 0 0 0
2 0 0 0
29 0 4 0
1 0 0 0
4 0 0 0
2 0 0 0
1 0 0 0
1 0 0 0
1 0 0 0]
2 0 0 0
2 0 0 0
1 1 0 0
1 0 0 0
1 0 0 0
2 0 0 0
1 0 0 0
1 0 0 0
61 1 5 0
16 o] 1 0
13 0 1 0
7 0 0 0
45 0 3 0
2 0 0 0
1 0 0 0
2 0 0 0
4 0 0 0
1 0 0 0
1 0 0 0

SYSTEM ORGAN CLASS
HIGH LEVEL TERM
REACTION NAME

Skin odour abnormal
Swelling face
Dermatitis and eczema
Eczema
Erythemas
Erythema
Rash erythematous
Exfoliative conditions
Dermatitis exfoliative NOS
Skin desquamation NOS
Photosensitivity conditions
Photosensitivity reaction NOS
Pruritus NEC
Pruritus
Pruritus generalised
Rash pruritic
Rashes, eruptions and exanthems NEC
Rash NOS
Rash macular
Rash maculo-papular
Rash vesicular
Pigmentation changes NEC
Skin discolouration
Panniculitides
Erythema nodosum
Skin and subcutaneous tissue ulcerations
Mucocutaneous ulceration
Acnes
Acne NOS
Alopecias
Alopecia
Hypotrichosis
Apocrine and eccrine gland disorders
Sweating increased
Purpura and related conditions
Purpura NOS

SYS ORGAN CLASS TOTAL:

Vascular disorders

Page

DATE:

SINGLE MULTI
CONST
TOT FTL TOT FTL

CONST

Non-site specific necrosis and vascular insufficiency NEC

Vasospasm

Peripheral vasoconstriction, necrosis and vascular insufficiency

Peripheral coldness
Raynaud's phenomenon
Circulatory collapse and shock
Circulatory collapse
Vascular hypotensive disorders
Hypotension NOS
Orthostatic hypotension
Peripheral embolism and thrombosis
Thrombophlebitis
Peripheral vascular disorders NEC

1 0 0 0
6 0 0 0
1 0 0 0
4 0 0 0
10 0 1 0
1 0 0 0
1 0 0 0
4 0 0 0
20 0 0 0
1 0 0 0
1 0 0 0
22 0 2 0
3 0 0 0
10 0 1 0
1 0 0 0
2 0 0 0
1 0 1 0
0 o] 1 0
1 0 0 0
1 0 0 0
1 0 0 0
9 0 0 0
5 0 0 0
198 0 11 0
1 0 0 0
1 0 0 0
1 0 0 0
1 0 0 0
12 0 0 0
2 0 0 0
1 0 0 0



MCA - ADROIT DRUG ANALYSIS PRINT (ANRO10)

SYSTEM ORGAN CLASS
HIGH LEVEL TERM
REACTION NAME

Flushing

Site specific vascular disorders NEC
Pallor

Haemorrhages NEC
Haemorrhage NOS

Accelerated and malignant hypertension
Hypertensive crisis

Vascular hypertensive disorders NEC
Hypertension NOS

SYS ORGAN CLASS TOTAL:

TOTAL REACTIONS FOR DRUG:

TOTAL REPORTS: 1,941

*%% END OF REPORT ***

DRUG
EXTRACT PERIOD: 01/07/63-11/02/05 S/V/N: SUBS REACTION: ALL

TOTAL FATAL OUTCOME:

SINGLE MULTI

CONST

TOT FTL
5 0
2 0
1 1
1 0
4 0

R

2779 14
14

CONST

TOT FTL
1 0
0 0
] 0
0 0
1 0

2 o

METOCLOPRAMIDE

RTE: ALL

SYSTEM ORGAN CLASS
HIGH LEVEL TERM
REACTION NAME

Page 8
TYPE : SPONTANEOUS ORIGIN: UK DATE:
SINGLE MULTI
CONST CONST
TOT FTL TOT FTL

11/02/05



