
Prescribing information (Summary of Product Characteristics).

1. NAME OF THE MEDICINAL PRODUCT

1.1 Strength:

1.2 Pharmaceutical Form:

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each tablet contains:
Full list of excipients provided in section 6.1

3. PHARMACEUTICAL FORM

4. CLINICAL PARTICULARS
4.1 Therapeutic indications:

4.2 Posology and method of administration:

4.3 Method of administration:

4.4 Contraindications

Acute porphyria.

4.5 Special Warnings and Precautions for Use:



4.6 Paediatric population:

4.7 Interaction with other medicinal products and other forms of interaction:

4.8 Additional information on special populations:

4.9 Paediatric Population:

4.10 Fertility, pregnancy and lactation:

4.11 Effects on ability to drive and use machines:

4.12 Undesirable effects:

4.13 Overdose:



5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties:
Pharmacotherapeutic Group: 

ATC Code: 

5.2 Pharmacokinetic properties:

5.3 Preclinical safety data:

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients:

6.2 Incompatibilities:

6.3 Shelf life:

6.4 Special precautions for storage:

6.5 Nature and contents of container

6.6 Special precautions for disposal



7. MARKETING AUTHORIZATION HOLDER AND MANUFACTURING SITE ADDRESSES
Marketing Authorization Holder:
Company Name:

Country:
Telephone:
Telefax:
E-Mail:

Manufacturing Site Address:
Company Name:
Address:

Country:
Telephone:
Telefax:
E-Mail:
8. MARKETING AUTHORIZATION NUMBER: 
Kenya Reg No.: 

9. DATE OF FIRST REGISTRATION/ RENEWAL OF THE REGISTRATION: 
Registration Date: 
Renewal Date: 

10. DATE OF REVISION OF THE TEXT: 

11. DOSIMETRY (IF APPLICABLE) 

12. INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS (IF APPLICABLE) 

 


