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DRUG : MOXIFLOXACIN HYDROCHLORIDE
ROUTE: ALL                                      
SINGLE-CONSTITUENT PRODS : AVELOX                                                                                              

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 FTL TOT FTL     REACTION NAME                                 TOT FTL TOT FTL

Blood and lymphatic system disorders                                                                              --- --- --- ---   
 Leukopenias NEC                                                  SYS ORGAN CLASS TOTAL:                            2   0   0   0   
  Leukopenia                                      1   0   0   0                                                   --- --- --- ---   
                                                --- --- --- ---   Hepatobiliary disorders                                           
SYS ORGAN CLASS TOTAL:                            1   0   0   0    Hepatocellular damage and hepatitis NEC                          
                                                --- --- --- ---     Hepatitis                                       1   0   0   0   
Cardiac disorders                                                                                                 --- --- --- ---   
 Ventricular arrhythmias and cardiac arrest                       SYS ORGAN CLASS TOTAL:                            1   0   0   0   
  Cardio-respiratory arrest                       1   0   0   0                                                   --- --- --- ---   
  Ventricular fibrillation                        1   0   0   0   Immune system disorders                                           
 Cardiac signs and symptoms NEC                                    Anaphylactic responses                                           
  Palpitations                                    1   0   0   0     Anaphylactic reaction                           1   0   0   0   
                                                --- --- --- ---                                                   --- --- --- ---   
SYS ORGAN CLASS TOTAL:                            3   0   0   0   SYS ORGAN CLASS TOTAL:                            1   0   0   0   
                                                --- --- --- ---                                                   --- --- --- ---   
Eye disorders                                                     Infections and infestations                                       
 Partial vision loss                                               Clostridia infections                                            
  Vision blurred                                  1   0   0   0     Clostridium colitis                             6   0   0   0   
                                                --- --- --- ---    Lower respiratory tract and lung infections                      
SYS ORGAN CLASS TOTAL:                            1   0   0   0     Lower respiratory tract infection               1   0   0   0   
                                                --- --- --- ---                                                   --- --- --- ---   
Gastrointestinal disorders                                        SYS ORGAN CLASS TOTAL:                            7   0   0   0   
 Diarrhoea (excl infective)                                                                                       --- --- --- ---   
  Diarrhoea                                       1   0   0   0   Injury, poisoning and procedural complications                    
 Abdominal findings abnormal                                       Muscle, tendon and ligament injuries                             
  Abdominal rigidity                              1   0   0   0     Tendon rupture                                  1   0   0   0   
 Dyspeptic signs and symptoms                                                                                     --- --- --- ---   
  Dyspepsia                                       1   0   0   0   SYS ORGAN CLASS TOTAL:                            1   0   0   0   
 Gastrointestinal and abdominal pains (excl oral and throat)                                                      --- --- --- ---   
  Abdominal pain upper                            1   0   0   0   Investigations                                                    
 Nausea and vomiting symptoms                                      Blood gas and acid base analyses                                 
  Nausea                                          2   0   0   0     Oxygen saturation decreased                     1   0   0   0   
  Vomiting                                        1   0   0   0                                                   --- --- --- ---   
 Oral soft tissue disorders NEC                                   SYS ORGAN CLASS TOTAL:                            1   0   0   0   
  Cheilitis                                       1   0   0   0                                                   --- --- --- ---   
 Stomatitis and ulceration                                        Musculoskeletal and connective tissue disorders                   
  Stomatitis                                      1   0   0   0    Tendon disorders                                                 
                                                --- --- --- ---     Tendonitis                                      1   0   0   0   
SYS ORGAN CLASS TOTAL:                            9   0   0   0                                                   --- --- --- ---   
                                                --- --- --- ---   SYS ORGAN CLASS TOTAL:                            1   0   0   0   
General disorders and administration site conditions                                                              --- --- --- ---   
 General signs and symptoms NEC                                   Nervous system disorders                                          
  Feeling abnormal                                1   0   0   0    Headaches NEC                                                    
 Oedema NEC                                                         Headache                                        2   0   0   0   
  Oedema peripheral                               1   0   0   0    Mental impairment (excl dementia and memory loss)                
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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

  Disturbance in attention                        1   0   0   0     Rash macular                                    1   0   0   0   
 Tremor (excl congenital)                                                                                         --- --- --- ---   
  Tremor                                          1   0   0   0   SYS ORGAN CLASS TOTAL:                            7   0   0   0   
 Disturbances in consciousness NEC                                                                                --- --- --- ---   
  Loss of consciousness                           2   0   0   0   Vascular disorders                                                
  Syncope                                         2   0   0   0    Circulatory collapse and shock                                   
 Neurological signs and symptoms NEC                                Circulatory collapse                            1   0   0   0   
  Dizziness                                       3   0   0   0    Peripheral vascular disorders NEC                                
  Dysgeusia                                       1   0   0   0     Flushing                                        1   0   0   0   
 Paraesthesias and dysaesthesias                                                                                  --- --- --- ---   
  Paraesthesia                                    1   0   0   0   SYS ORGAN CLASS TOTAL:                            2   0   0   0   
                                                --- --- --- ---                                                   --- --- --- ---   
SYS ORGAN CLASS TOTAL:                           13   0   0   0   TOTAL REACTIONS FOR DRUG:                        61   0   0   0   
                                                --- --- --- ---                                                   === === === ===   
Psychiatric disorders                                                                                                               
 Confusion and disorientation                                     TOTAL REPORTS:    30      TOTAL FATAL OUTCOME:     0              
  Confusional state                               2   0   0   0                                                                     
  Disorientation                                  1   0   0   0                        *** END OF REPORT ***                        
 Deliria                                                                                                                            
  Delirium                                        1   0   0   0                                                                     
                                                --- --- --- ---                                                                     
SYS ORGAN CLASS TOTAL:                            4   0   0   0                                                                     
                                                --- --- --- ---                                                                     
Renal and urinary disorders                                                                                                         
 Bladder and urethral symptoms                                                                                                      
  Urinary hesitation                              1   0   0   0                                                                     
                                                --- --- --- ---                                                                     
SYS ORGAN CLASS TOTAL:                            1   0   0   0                                                                     
                                                --- --- --- ---                                                                     
Respiratory, thoracic and mediastinal disorders                                                                                     
 Bronchospasm and obstruction                                                                                                       
  Bronchospasm                                    1   0   0   0                                                                     
  Wheezing                                        2   0   0   0                                                                     
 Breathing abnormalities                                                                                                            
  Dyspnoea                                        1   0   0   0                                                                     
  Dyspnoea exacerbated                            1   0   0   0                                                                     
 Upper respiratory tract signs and symptoms                                                                                         
  Throat tightness                                1   0   0   0                                                                     
                                                --- --- --- ---                                                                     
SYS ORGAN CLASS TOTAL:                            6   0   0   0                                                                     
                                                --- --- --- ---                                                                     
Skin and subcutaneous tissue disorders                                                                                              
 Urticarias                                                                                                                         
  Urticaria                                       1   0   0   0                                                                     
 Bullous conditions                                                                                                                 
  Stevens-Johnson syndrome                        1   0   0   0                                                                     
 Erythemas                                                                                                                          
  Rash erythematous                               1   0   0   0                                                                     
 Pruritus NEC                                                                                                                       
  Pruritus                                        1   0   0   0                                                                     
  Rash pruritic                                   1   0   0   0                                                                     
 Rashes, eruptions and exanthems NEC                                                                                                
  Rash generalised                                1   0   0   0                                                                     
 


	
	

