
Module-1 Administrative Information and Product Information

  DICLOFENAC GEL BP

1.6.1 Name of the Medicinal Product

1.6.1.1 Product Name 

1.6.1.2 Strength

1.6.1.3 Pharmaceutical Dosage Form 

1.6.2 Quality and Quantitative Composition 

1.6.2.1 Qualitative Declaration 

1.6.2.2 Quantitative Declaration 

   

Sr. 

No.

Ingredients

Chemical Name
Specification

Standard 

Quantity(%w/w) 

Reason for

Inclusion
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Sr. 

No.

Ingredients

Chemical Name
Specification

Standard 

Quantity(%w/w) 

Reason for

Inclusion

1.6.3 Pharmaceutical Form

1.6.4 Clinical Particulars

1.6.4.1 Therapeutic indications

  

1.6.4.2 Posology and method of administration 

Adults and Adolescents over 12 years of age: 

1.6.4.3 Contraindications 
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1.6.4.4 Special warning and precautions for use

1.6.4.5 Interaction with other medicinal products and other forms of interactions 

1.6.4.6 Pregnancy and lactation 

Pregnancy

Lactation 

1.6.4.7 Effects on ability to drive and use machine

1.6.4.8 Undesirable effects

1.6.4.9 Overdose

1.6.5 Pharmacological Properties
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1.6.5.1 Pharmacodynamic Properties

1.6.5.2 Pharmacokinetic Properties

1.6.5.3 Preclinical safety Data

1.6.6 Pharmaceutical Particulars

1.6.6.1 List of excipients

1.6.6.2 Incompatibilities

1.6.6.3 Shelf life

1.6.6.4 Special precautions for storage
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1.6.6.5 Nature and contents of container 

1.6.7 Marketing Authorization Holder

LINCOLN PHARMACEUTICALS LTD.

1.6.8 Marketing Authorization Numbers

1.6.9 Date of first authorization/renewal of the authorization 

1.6.10 Date of revision of the text 
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