ADVERSE DRUG REACTIONS ONLINE INFORMATION TRACKING
DRUG ANALYSIS PRINT PAGE: 1
DRUG : NORFLOXACIN
ROUTE: ALL
SINGLE-CONSTITUENT PRODS : NOROXIN, UTINOR

MULTI-CONSTITUENT PRODS : NONE

SYSTEM ORGAN CLASS SINGLE MULTI SYSTEM ORGAN CLASS SINGLE MULTI
HIGH LEVEL TERM CONST CONST HIGH LEVEL TERM CONST CONST
REACTION NAME TOT FTLTOT FTL REACTION NAME TOT FTL TOT FTL

Blood and lymphatic system disorders Ocular disorders NEC
Thrombocytopenias Eye pain 1000
Thrombocytopenia 1 0 0 0 Eyeswelling 1000

--- --- --- ---  Qcular infections, inflammations and associated manifestations

SYS ORGAN CLASS TOTAL: 1 0 0 0 Eyeirritation 1000

--- --- --- - Partial vision loss

Cardiac disorders Vision blurred 1000
Rate and rhythm disorders NEC Visual disorders NEC
Tachycardia 2 0 0 0 Diplopia 1 000
Supraventricular arrhythmias Visual disturbance 1000
Atrial fibrillation 1000 - e o -

Cardiac signs and symptoms NEC SYS ORGAN CLASS TOTAL: 6 000
Palpitations 7000
Ischaemic coronary artery disorders Gastrointestinal disorders
Angina pectoris 1 0 0 O Analand rectal disorders NEC

--- --- --- - Anorectal disorder 1000

SYS ORGAN CLASS TOTAL: 11 0 0 0 Gastritis (excl infective)

--- === == - Gastritis 1000

Congenital, familial and genetic disorders Diarrhoea (excl infective)

Lymphatic system disorders congenital Diarrhoea 13000
Cystic lymphangioma 1 0 0 O Dyspeptic signs and symptoms

Chromosomal abnormalities NEC Dyspepsia 3000
Chromosome abnormality 1 0 0 O Flatulence, bloating and distension
Lens disorders congenital Abdominal distension 1000
Cataract congenital 1 0 0 O Gastrointestinal and abdominal pains (excl oral and throat)
Inborn errors of porphyrin metabolism Abdominal pain 9 0
Porphyria 1 0 0 0 Abdominal pain lower 1000
Musculoskeletal and connective tissue disorders of limbs congenit Nausea and vomiting symptoms
Limb hypoplasia congenital 1 0 0 0O Nausea 24 0 0 O
Male reproductive tract disorders congenital Vomiting 10 0 0 O
Congenital hydrocele 1 0 0 O Oralsofttissue disorders NEC
Hypospadias 1 0 0 O Chellitis 1000

--- --- --- -—- Oral soft tissue swelling and oedema
SYS ORGAN CLASS TOTAL: 7 0 0 0 Gingival swelling 1000
--- --- --- - Stomatitis and ulceration

Ear and labyrinth disorders Mouth ulceration 2000
Hearing losses Oral dryness and saliva altered
Deafness 1 0 0 0 Drymouth 1000
Inner ear signs and symptoms Salivary gland enlargements
Tinnitus 2 0 0 0 Parotid gland enlargement 1000
Vertigo 2 0 0 O Tongue disorders NEC

--- --- --- -—-  Tongue disorder 2000
SYS ORGAN CLASS TOTAL: 5000 R
--- --- --- ---  SYS ORGAN CLASS TOTAL: 71 0 0 O

Eye disorders
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SYSTEM ORGAN CLASS
HIGH LEVEL TERM

SINGLE MULTI SYSTEM ORGAN CLASS
REACTION NAME

CONST CONST  HIGH LEVEL TERM
TOT FTL TOT FTL REACTION NAME

General disorders and administration site conditions
Febrile disorders

SINGLE MULTI
CONST CONST
TOT FTL TOT FTL

Injury, poisoning and procedural complications
Pyrexia 2 0 0 0 Muscle, tendon and ligament injuries
Asthenic conditions Tendon rupture 1000
Asthenia 2 0 0 0 Skininjuries NEC
Fatigue 3 0 0 0 Blister 3000
Malaise 3000
General signs and symptoms NEC SYS ORGAN CLASS TOTAL: 4 000
Chest discomfort 1000
Feeling abnormal 3 0 0 O Investigations
Feeling drunk 1 0 0 0 Coagulation and bleeding analyses
Oedema NEC International normalised ratio increased 1000
Oedema peripheral 2 0 0 O Liverfunction analyses
Pain and discomfort NEC Alanine aminotransferase increased 1000
Chest pain 3 0 0 O Liverfunction test abnormal 2000
Pain 1 0 0 0 Physical examination procedures
Interactions Weight decreased 2000
Drug interaction 2 0 0 0 Weightincreased 1000
Drug interaction potentiation 1 0 0 0 Renalfunction analyses
--- --- --- -—-  Blood creatinine increased 1000
SYS ORGAN CLASS TOTAL: 24 0 0 O Blood ureaincreased 1000
Hepatobiliary disorders SYS ORGAN CLASS TOTAL: 9000
Cholestasis and jaundice
Jaundice 2 0 0 0 Metabolism and nutrition disorders
Jaundice cholestatic 1 0 0 O Appetite disorders
Hepatocellular damage and hepatitis NEC Anorexia 1000
Hepatitis 1 0 0 0 Decreased appetite 1 000
Hepatitis chronic active 1 0 0 O Purine metabolism disorders NEC
--- - - - Gout 3000
SYS ORGAN CLASS TOTAL: 5000
--- --- --- ---  SYS ORGAN CLASS TOTAL: 5000
Immune system disorders
Allergic conditions NEC Musculoskeletal and connective tissue disorders
Hypersensitivity 5 0 0 0 Arthropathies NEC
Anaphylactic responses Arthritis reactive 1 000
Anaphylactic reaction 2 0 0 O Jointrelated signs and symptoms
Anaphylactoid reaction 1 0 0 0 Arthralgia 5000
--- - —-- -—- Joint swelling 3000
SYS ORGAN CLASS TOTAL: 8 0 0 0 Muscle pains
--- - --- - Myalgia 5000
Infections and infestations Muscle related signs and symptoms NEC
Candida infections Muscle cramp 1000
Vaginal candidiasis 1 0 0 0O Muscle tightness 1000
Lower respiratory tract and lung infections Muscle weakness conditions
Pneumonia 1 1 0 0 Muscular weakness 1000
Upper respiratory tract infections Musculoskeletal and connective tissue signs and symptoms NEC
Rhinitis 1 0 0 0 Backpain 2000
Herpes viral infections Pain in extremity 1000
Herpes simplex 1 0 0 0O Sensation of heaviness 2000
Herpes zoster 1 0 0 0 Synovial disorders
--- --- --- -——- _ Tenosynovitis 1000
SYS ORGAN CLASS TOTAL:

5 1 0 0 Tendon disorders
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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
Tendon disorder 2 0 0 0 Anxiety 3000
Tendonitis 7 0 0 O Nervousness 1000

--- --- --- - Confusion and disorientation
SYS ORGAN CLASS TOTAL: 32 0 0 0 Confusional state 4 000

--- --- --- -—-  Disorientation 1000
Nervous system disorders Deliria
Headaches NEC Delirium 1000
Headache 22 0 0 O Depressive disorders
Migraine headaches Depression 8 000
Migraine 2 0 0 0 Mood alterations with depressive symptoms
Memory loss (excl dementia) Tearfulness 1000
Amnesia 2 0 0 O Dissociative states
Dystonias Dissociation 1000
Dystonia 1 0 0 O Perception disturbances
Tremor (excl congenital) Hallucination 4 000
Tremor 1 0 0 0 Mood alterations with manic symptoms
Cerebellar coordination and balance disturbances Excitability 1000
Coordination abnormal 1 0 0 0 Emotional and mood disturbances NEC
Disturbances in consciousness NEC Crying 1000
Lethargy 2 0 0 O Behaviour and socialisation disturbances
Somnolence 3 0 0 0 Paranoia 1000
Neurological signs and symptoms NEC Disturbances in initiating and maintaining sleep
Dizziness 30 0 0 0O Insomnia 1000
Dysgeusia 1 0 0 0O Parasomnias
Paraesthesias and dysaesthesias Abnormal dreams 1000
Hypoaesthesia 1 0 0 0 Nightmare 2000
Paraesthesia 7 0 0 O Sleepdisorders NEC
Sensory abnormalities NEC Sleep disorder 2 000
Neuralgia 1 0 0 O Suicidal and self-injurious behaviour
Speech and language abnormalities Suicidal ideation 1000
Dysarthria 1000
Mononeuropathies SYS ORGAN CLASS TOTAL: 39 000
Radial nerve palsy 1000
Generalised tonic-clonic seizures Renal and urinary disorders
Grand mal convulsion 2 0 0 0 Renalfailure and impairment
Seizures and seizure disorders NEC Renal failure 1000
Convulsion 4 0 0 0 Renalfailure chronic 1000
Epilepsy 3 0 0 0 Renalimpairment 1 000
Status epilepticus 2 1 0 0 Bladder and urethral symptoms

--- === --- -—- Urethral pain 1000
SYS ORGAN CLASS TOTAL: 87 1 00 - - -

=== === --- - SYS ORGAN CLASS TOTAL.: 4 000
Pregnancy, puerperium and perinatal conditions
Abortions not specified as induced or spontaneous Reproductive system and breast disorders
Abortion incomplete 1 0 0 O Breastdisorders NEC
Abortions spontaneous Gynaecomastia 1000
Abortion spontaneous 1 0 0 O Peniledisorders NEC (excl erection and ejaculation)

--- --- --- -—-  Penis disorder 1000
SYS ORGAN CLASS TOTAL: 2 0 0 0 Vulvovaginal signs and symptoms

--- --- --- ---  Vulval oedema 1000

Psychiatric disorders
Anxiety symptoms SYS ORGAN CLASS TOTAL: 3000
Agitation 5000
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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
Respiratory, thoracic and mediastinal disorders Alopecia 2000
Bronchospasm and obstruction Apocrine and eccrine gland disorders
Asthma 1 0 0 0 Hyperhidrosis 4 000
Bronchospasm 1 0 0 O Nailand nail bed conditions (excl infections and infestations)
Wheezing 1 0 0 0O Naildisorder 100
Breathing abnormalities Skin vasculitides
Dyspnoea 3 0 0 0 \Vasculiticrash 1000
Hyperventilation 1000 e
Respiratory failures (excl neonatal) SYS ORGAN CLASS TOTAL: 91 0 0 O
Respiratory failure 1000
Pharyngeal disorders (excl infections and neoplasms) Surgical and medical procedures
Oropharyngeal swelling 1 0 0 O Induced abortions
--- --- --- -—-  Abortion induced 1000
SYS ORGAN CLASS TOTAL: 9 000 R
--- --- --- - SYS ORGAN CLASS TOTAL: 1000

Skin and subcutaneous tissue disorders .
Angioedemas Vascular disorders

Angioneurotic oedema 1 0 0 0 Vascular hypotensive disorders

Face oedema 3 0 0 0 Orthostatic hypotension 1000
Periorbital oedema 2 0 0 0 Non-site specific vascular disorders NEC
Urticarias Angiopathy 1000

Urticaria 13 0 0 0 Peripheral vascular disorders NEC

Urticaria generalised 3 0 0 0 Flushing 1000
Bullous conditions Site specific vascular disorders NEC

Erythema multiforme 2 0 0 0 Pallor 1000
Stevens-Johnson syndrome 1 0 0 O Bruising, ecchymosis and purpura

Toxic epidermal necrolysis 1 0 0 0 Petechiae 1000
Dermal and epidermal conditions NEC Phlebitis NEC

Dry skin 1 0 0 0 Phlebitis superficial 1000
Swelling face 2 0 0 0 Vasculitides NEC

Dermatitis and eczema Vasculitis 3000
Skin irritation 1000 e

Erythemas SYS ORGAN CLASS TOTAL: 9 000
Erythema 1 000 —mm e e

Rash erythematous 1 0 0 0 TOTAL REACTIONS FOR DRUG: 438 2 0 O
Papulosquamous conditions === === === ===
Psoriasis 2000

Rash papular 2 0 0 0 TOTAL REPORTS: 245 TOTAL FATAL OUTCOME: 2
Photosensitivity conditions

Photosensitivity reaction 3000 *** END OF REPORT ***

Pruritus NEC

Pruritus 9 000

Pruritus generalised 2000

Rashes, eruptions and exanthems NEC

Rash 17 0 0 O

Rash macular 4 000

Rash maculo-papular 9000

Rash morbilliform 1 000

Skin and subcutaneous conditions NEC

Skin nodule 1000
Acnes
Acne 1 000

Alopecias



	
	

