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Product Name : CLOXAREN ORAL SUSPENSION 
(Cloxacillin 125mg/5ml Oral Suspension) 

1.5 Product Information: CLOXAREN ORAL SUSPENSION 

1.5.1 Prescribing information (Summary of products characteristics):

1. Name of the Medicinal Product: CLOXAREN ORAL SUSPENSION 

Strength:

Pharmaceutical form:

2. Qualitative and Quantitative composition: 

          Qualitative composition: 
Sr. No. Ingredient Specification Uses



CTD MODULE 1
ADMINISTRATIVE INFORMATION AND

PRODUCT INFORMATION

Product Name : CLOXAREN ORAL SUSPENSION 
(Cloxacillin 125mg/5ml Oral Suspension) 

Quantitative composition: 

Sr. No. Ingredient Specification Quantity mg per 5ml 
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3.Pharmaceutical form:  

4. Clinical particular’s:

4.1 Therapeutic indication: 

4.2 Posology and method of administration: 

Method of Administration: 

4.3 Contraindication: 

4.4 Special warning and precaution for use: 
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4.5 Interactions with other medicinal products and other forms of interactions:

Additional information on special populations:

Pediatric population:

4.6 Fertility, pregnancy and lactation: 

4.7 Effects on ability to drive and use machines:

4.8 Undesirable effects:
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4.9 Overdose and Treatment:

5. Pharmacological Properties: 

5.1 Pharmacodynamic properties: 

5.2 Pharmacokinetic properties:

5.3 Preclinical safety data: 

6. Pharmaceutical Particulars:
6.1 List of excipients
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6.2 Incompatibilities  

6.3 Shelf life 

6.4 Special precaution for storage

6.5 Nature and contents of container

6.6Special precautions for disposal 

7. MARKETING AUTHORISATION HOLDER AND MANUFACTURING SITE 
ADDRESSES:

Marketing Authorization Holder: 
Rene Industries Ltd

Manufactured by: 
Rene Industries Ltd

8. MARKETING AUTHORISATION NUMBER:

9. DATE OF FIRST REGISTRATION/RENEWAL OF THE REGISTRATION:

10. DATE OF REVISION OF THE TEXT:

11. DOSIMETRY (IF APPLICABLE):

12. INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS 
(IF APPLICABLE):


