
Module-1 Administrative Information and Product Information

AMITRIPTYLINE TABLETS BP 25 MG 

1.6.1.1 Name of the medicinal Product 

1.6.1.1.1 strength 

1.6.1.1.2 Pharmaceutical Form 

1.6.1.2 Qualitative and Quantitative Composition 

1.6.1.2.1 Qualitative declaration 

1.6.1.2.2 Quantitative declaration 

Sr. No.
Ingredients 

Chemical Name 
Specification

Standard

Quantity/Tablet 

(mg)

Reason for 

Inclusion 

DRY MIXING 

LUBRICATION

Theoretical Avg. Weight (Core): 130.00 mg 

COATING

Theoretical Average Weight (Coated): 133.25 mg 
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1.6.1.3 Pharmaceutical Form 

1.6.1.4 Clinical Particulars 

1.6.1.4.1  Therapeutic Indications 

1.6.1.4.2 Posology and Method of Administration 
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AMITRIPTYLINE TABLETS BP 25 MG 

1.6.1.4.3 Contraindications

1.6.1.4.4 Special Warnings and Special Precautions for Use 
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1.6.1.4.5 Interaction with other medicinal products and other forms of interaction 

Not Applicable 

1.6.1.4.6 Fertility, Pregnancy and Lactation 

1.6.1.4.7 Effects on ability To Drive and use Machines 

1.6.1.4.8 Undesirable Effects 
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.

1.6.1.4.9 Overdose

1.6.1.5   Pharmacological Properties 

1.6.1.5.1 Pharmacodynamics Properties 

1.6.1.5.2 Pharmacokinetic Properties 
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1.6.1.5.3 Preclinical Safety Data 

1.6.1.6    Pharmaceutical Particulars 

1.6.1.6.1 List of Excipients 

1.6.1.6.2 Incompatibilities 

1.6.1.6.3 Shelf Life  

1.6.1.6.4 Special Precautions for Storage 
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1.6.1.6.5 Nature and Contents of Container 

1.6.1.6.6 Special precaution for disposal and other handling 

1.6.1.7 Marketing Authorization Holder And Manufacturing Site Addresses 

1.6.1.7.1 Name and Address of Marketing Authorization Holder 

1.6.1.7.2 Name and Address of manufacturing site(s) 

1.6.1.8 Marketing Authorization Number 

1.6.1.9 Date of First <Registration> / Renewal of The <Registration>  
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Date of Revision of the Text

1.6.1.11 Dosimetry (If Applicable) 

1.6.1.12 Instructions for preparation of radiopharmaceuticals (if Applicable) 


