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2  SYNOPSIS OF THE REPORT 

Name of the Sponsor: 

Synthon BV, The Netherlands 

Individual Study Table 

Referring to part of the 

Dossier 

Volume: 

 

Page: 

(For National Authority 

Use only) 

Name of the Finished Product: 

Clozapine 25 mg  Immediate release tablets 

Name of Active Ingredient: 

Clozapine 

 

Title of Study:  

A Randomized, Two Treatment, Two Period, Two Sequence, Single Dose, Crossover, 

Bioequivalence Study of Clozapine 25 mg tablets to Leponex 25 mg tablets following 

administration of one half tablet containing 12.5 mg clozapine in Healthy, Adult, Male 

Volunteers under Fasting Conditions 

Investigators and other important participants in the study: 

Dr. Vivekananda Murthi, Principal Investigator 

Dr. Suhas Khandave, Clinical Pharmacologist 

Dr. Rakhi Sahane, Co-Investigator 

 Dr. Gurmeet Singh, Pathologist 

Dr. Ashutosh Pudage, Analytical Investigator 

Ms. Trupti Deshmukh, Statistician 

Mr. Niranjan Kulkarni, Biostatistician  

 Mr. Aashita Ajmera, Biostatistician  

 Dr. Avdhoot Laud, Quality Assurance Head 

Clinical, Clinical Laboratory and Statistical  

 Facility: 

Accutest Research Laboratories (I) Pvt. Ltd., 

A-31, M.I.D.C, T.T.C. Industrial Area, Khairane,  

Navi Mumbai – 400 709, Maharashtra, INDIA. 

Tel: + 91 22 2778 0718/19/21,  

Fax: + 91 22 2778 0720 

Statistical Facility 

Opposite The Grand Bhagwati Hotel,  

Sarkhej-Gandhinagar Highway, 

Bodakdev, Ahmedabad 380059, INDIA. 

Tel.: +91 79 40231600 

Fax: +91 79 40029317 

Analytical Facility: 

Accutest Research Laboratories (I) Pvt. Ltd., 

  A-77, M.I.D.C, T.T.C. Industrial Area, Khairane, Navi Mumbai-400 709, Maharashtra, INDIA.  

Tel: + 91 22 2778 0718/19/21, Fax: + 91 22 2778 0720 
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Name of the Sponsor: 

Synthon BV, The Netherlands 

Individual Study Table 

Referring to part of the 

Dossier 

Volume: 

 

Page: 

(For National Authority 

Use only) 

Name of the Finished Product: 

Clozapine 25 mg  Immediate release tablets 

Name of Active Ingredient: 

Clozapine 

Emergency Facility:  

Lakshadeep Hospital, Plot 1-B, Sector 9-A, Vashi, Navi Mumbai 400703, Maharashtra, INDIA.  

Tel: +91 22 27664696 

Publication (reference): None at the date of this report 

Development Phase: Phase I, bioequivalence study 

Study period: 

Activity : Period I Period II 

Clinical Conduction : 

 

02 December 13 

to 

06 December 13 

20 December 13 

to 

24 December 13 

Dosing Date : 03 December 13 21 December 13 

Date of Post-study evaluation : 24 December 13 

Date of last post study 

evaluation  
: 13 January 14 

Date of Completion of Clinical 

Phase of the study 
: 13 January 14 

Date of Completion of analysis : 16 January 14 

Date of Completion of Report : 14 March 14 
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Clozapine 25 mg  Immediate release 

Tablets  

Name of Active Ingredient: 

Clozapine 
 

SAFETY RESULTS: 

A total of twenty one (21) adverse events were reported during the clinical phase of the study of 

which thirteen (13) adverse events were expected and probably related to the study drug, seven 

(07) adverse events were unexpected and probably related to the study drug and one (01) 

adverse event was expected and unrelated to study drug. All adverse events were mild in 

severity and all were resolved. No serious adverse events were observed during the study 

periods. 

CONCLUSION: 

Bioequivalence between Test Product (A): Clozapine 25 mg Immediate release tablets 

manufactured by Synthon Hispania S.L., Spain with the Reference Product (B): LEPONEX
®
 25 

mg Immediate release tablets distributed by Novartis Chile S.A., Rosario Norte 615, Piso 9 Las 

Condes, Santiago, Chile was demonstrated in this study. 

Date of the report:  14 March 14 
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