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1. NAME OF THE MEDICINAL PRODUCT   

2. QUALITATIVE AND QUANTITATIVE COMPOSITION   

3. PHARMACEUTICAL FORM   

4. CLINICAL PARTICULARS   

4.1 Therapeutic indications    

4.2 Posology and method of administration    

1a) Prostatectomy:

1b) Menorrhagia:

1c) Epistaxis:
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1d) Conisation of the cervix:

1e) Traumatic hyphaema

Haemophilia

Hereditary angioneurotic oedema:

Children's dosage:

Elderly patients:

Renal insufficiency

4.3 Contraindications    

4.4 Special warnings and precautions for use    
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4.5 Interaction with other medicinal products and other forms of interaction    

4.6 Pregnancy and lactation    

Pregnancy

Lactation

4.7 Effects on ability to drive and use machines    
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4.8 Undesirable effects   

Immune system disorders

Very rare: 

Eye disorders

Rare: 

Vascular disorders

Rare:

Very rare: 

Gastro-intestinal disorders

Very rare: 

Skin and subcutaneous tissue disorders

Rare:

Nervous system disorders

Frequency not known: 

4.9 Overdose    

5. PHARMACOLOGICAL PROPERTIES   

5.1 Pharmacodynamic properties    



Summary of Product Characteristics  Pause-500 

Emcure Pharmaceuticals Ltd. 

5.2 Pharmacokinetic properties    

Absorption

Distribution

Elimination

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 precautions for storage   

6.5 Nature and contents of container 

6.6 Instructions for use and handling   

7. MARKETING AUTHORISATION HOLDER

8. MARKETING AUTHORISATION NUMBER(S)

9. DATE OF AUTHORISATION/RENEWAL OF THE AUTHORISATION

10. DATE OF REVISION OF THE TEXT


