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DRUG : TEMAFLOXACIN
ROUTE: ALL                                      
SINGLE-CONSTITUENT PRODS : TEFLOX                                                                                              

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

Cardiac disorders                                                  Urinary tract function analyses NEC                              
 Rate and rhythm disorders NEC                                      Urine output decreased                          1   0   0   0   
  Tachycardia                                     1   0   0   0                                                   --- --- --- ---   
                                                --- --- --- ---   SYS ORGAN CLASS TOTAL:                            4   0   0   0   
SYS ORGAN CLASS TOTAL:                            1   0   0   0                                                   --- --- --- ---   
                                                --- --- --- ---   Musculoskeletal and connective tissue disorders                   
Eye disorders                                                      Arthropathies NEC                                                
 Ocular disorders NEC                                               Arthritis                                       1   0   0   0   
  Eye swelling                                    1   0   0   0                                                   --- --- --- ---   
 Ocular infections, inflammations and associated manifestations   SYS ORGAN CLASS TOTAL:                            1   0   0   0   
  Eye irritation                                  1   0   0   0                                                   --- --- --- ---   
  Eye redness                                     1   0   0   0   Nervous system disorders                                          
                                                --- --- --- ---    Headaches NEC                                                    
SYS ORGAN CLASS TOTAL:                            3   0   0   0     Headache                                        4   0   0   0   
                                                --- --- --- ---    Mental impairment (excl dementia and memory loss)                
Gastrointestinal disorders                                          Disturbance in attention                        1   0   0   0   
 Diarrhoea (excl infective)                                        Disturbances in consciousness NEC                                
  Diarrhoea                                       2   0   0   0     Somnolence                                      1   0   0   0   
 Flatulence, bloating and distension                               Neurological signs and symptoms NEC                              
  Flatulence                                      1   0   0   0     Dizziness                                       2   0   0   0   
 Gastrointestinal and abdominal pains (excl oral and throat)        Dysgeusia                                       1   0   0   0   
  Abdominal pain                                  3   0   0   0    Paraesthesias and dysaesthesias                                  
  Abdominal pain upper                            1   0   0   0     Hyperaesthesia                                  1   0   0   0   
 Nausea and vomiting symptoms                                      Speech and language abnormalities                                
  Nausea                                          1   0   0   0     Dysarthria                                      1   0   0   0   
  Vomiting                                        5   0   0   0                                                   --- --- --- ---   
                                                --- --- --- ---   SYS ORGAN CLASS TOTAL:                           11   0   0   0   
SYS ORGAN CLASS TOTAL:                           13   0   0   0                                                   --- --- --- ---   
                                                --- --- --- ---   Renal and urinary disorders                                       
General disorders and administration site conditions               Renal failure and impairment                                     
 Asthenic conditions                                                Oliguria                                        1   0   0   0   
  Asthenia                                        1   0   0   0    Bladder and urethral symptoms                                    
 Oedema NEC                                                         Urinary retention                               1   0   0   0   
  Oedema                                          1   0   0   0                                                   --- --- --- ---   
 Interactions                                                     SYS ORGAN CLASS TOTAL:                            2   0   0   0   
  Drug interaction potentiation                   2   0   0   0                                                   --- --- --- ---   
                                                --- --- --- ---   Respiratory, thoracic and mediastinal disorders                   
SYS ORGAN CLASS TOTAL:                            4   0   0   0    Breathing abnormalities                                          
                                                --- --- --- ---     Dyspnoea                                        1   0   0   0   
Investigations                                                                                                    --- --- --- ---   
 Coagulation and bleeding analyses                                SYS ORGAN CLASS TOTAL:                            1   0   0   0   
  International normalised ratio increased        1   0   0   0                                                   --- --- --- ---   
  Prothrombin time prolonged                      1   0   0   0   Skin and subcutaneous tissue disorders                            
 Liver function analyses                                           Angioedemas                                                      
  Liver function test abnormal                    1   0   0   0     Angioneurotic oedema                            2   0   0   0   
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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

  Face oedema                                     2   0   0   0   
  Periorbital oedema                              2   0   0   0   
 Urticarias                                                       
  Urticaria                                       5   0   0   0   
 Dermal and epidermal conditions NEC                              
  Swelling face                                   1   0   0   0   
 Dermatitis and eczema                                            
  Eczema                                          1   0   0   0   
 Erythemas                                                        
  Erythema                                        1   0   0   0   
 Pruritus NEC                                                     
  Pruritus                                        6   0   0   0   
 Rashes, eruptions and exanthems NEC                              
  Rash                                            3   0   0   0   
  Rash macular                                    1   0   0   0   
                                                --- --- --- ---   
SYS ORGAN CLASS TOTAL:                           24   0   0   0   
                                                --- --- --- ---   
Surgical and medical procedures                                   
 Vascular therapeutic procedures NEC                              
  Vasodilation procedure                          1   0   0   0   
                                                --- --- --- ---   
SYS ORGAN CLASS TOTAL:                            1   0   0   0   
                                                --- --- --- ---   
Vascular disorders                                                
 Circulatory collapse and shock                                   
  Circulatory collapse                            1   0   0   0   
 Vascular hypotensive disorders                                   
  Hypotension                                     1   0   0   0   
 Bruising, ecchymosis and purpura                                 
  Petechiae                                       1   0   0   0   
                                                --- --- --- ---   
SYS ORGAN CLASS TOTAL:                            3   0   0   0   
                                                --- --- --- ---   
TOTAL REACTIONS FOR DRUG:                        68   0   0   0   
                                                === === === ===   
                                                                  
TOTAL REPORTS:    40      TOTAL FATAL OUTCOME:     0              
                                                                  
                     *** END OF REPORT ***                        
 
 
 
 
 
 
 
 
 
 
 
 
 
 


	
	

