
 

1. Participant Flow 

 

 

 

  

 



2. Baseline Characteristics 

 

A total of 36 healthy, male, human Caucasian subjects from the Jordan population, 18 to 50 years old, 

eligible for participation as per the selection criteria of the protocol were enrolled in the study. 

Thirty six (36) subjects have completed the study. Demographic data is summarized in the following 

table: 

 

Table 19 Demographic Data 

Parameter Age (Years) Height (m) Weight (Kg) BMI (Kg/m2) 

N 36 36 36 36 

Mean 29 1.74 76 24.9 

SD 7.8 0.050 9.6 2.97 

Min 18 1.62 58 20.3 

Max 45 1.84 92 29.7 

 

For details see below table: 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



Outcome Measures: 

 

 

 



 

 

Adverse Events reported in the study:   

During the study, four (04) adverse events were reported in three (03) of the study subjects (8.33 %).  

None of these AEs was serious and there were no AEs that resulted in any subject’s death or occurrence 

of any other significant event.  

All subjects with adverse events were completely recovered and no on-going adverse events.  

Three (03) (75.00%) of the adverse events were reported after administration of test product A, and one 

(01) (25.00 %) of the adverse events was reported after administration of reference product B.  

In terms of intensity: three (03) adverse events (75.00%) were considered as mild, and one (01) adverse 

event (25.00%) was considered as moderate. 

 Three (03) (75.00%) of the adverse events were classified as probably related to the 

administered treatment:  

✓ Headache: (02 cases) 

Subjects no. 20: mild and probably related to test product. 

Subjects no. 21: mild and probably related to reference product. 

✓ Nausea:  Subjects no. 25: moderate, probably related to test product. 

 



 One (01) (25.00%) of the adverse events was classified as definitely related to the administered 

treatment: 

✓         Hypoglycaemia: Subjects no. 25: mild in intensity, definitely related to test product. 

 

Safety assessment conclusion:  

The adverse events reflect comparable safety profiles of Vildagliptin/ Metformin 50 mg/ 1000 

mg Film Coated Tablets (Test Product/ Alpha Pharma, Kingdome of Saudi Arabia) and 

Galvusmet® 50 mg/ 1000 mg Film Coated Tablets (Reference Product/ Novartis Pharma, 

Switzerland. 

 

 


