
1.3 PRODUCT INFORMATION
1.3.1 Summary of Product Characteristics (SmPC)

1. NAME OF THE MEDICINAL PRODUCT

1.1 Name of the Medicinal Product
                           MACKCEFTRA

1.2 Strength

2.   QUALITATIVE AND QUANTITATIVE COMPOSITION

3.   PHARMACEUTICAL FORM

4. CLINICAL PARTICULARS

4.1. Therapeutic indications

in vitro 
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4.2. Posology and method of administration 

2

 ROFIN 

Ceftriaxone for Injection USP 1 g



4.3 Contraindications: 

4.4. Special warnings and special precautions for use

4.5 Interaction with other medicinal products and other form of interactions : 

 ROFIN 

Ceftriaxone for Injection USP 1 g

2



 4.6 Pregnancy and Lactation: 

4.7  Effects on ability to drive and use machine: 

 4.8 Undesirable effects: 

 ROFIN 

Ceftriaxone for Injection USP 1 g

2



 ROFIN 

Ceftriaxone for Injection USP 1 g

2



4.9 Overdose: 

5.  PHARMACOLOGICAL PROPERTIES 

5.1 Pharmacodynamic properties 

5.2  Pharmacokinetic properties 

Intramuscular administration
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Intravenous administration

Penetration into particular tissues

Protein binding
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Patients with renal or hepatic impairment

Older people

Paediatric population

in vivo

5.3 Preclinical safety data 
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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. Instruction for use and handling

7.    MANUFACTURING AUTHORISATION HOLDER 
SYNCOM FORMULATIONS I LTD.,
Plot no. 256-257,Sector-1,Pithampur (Dhar)454775,
 INDIA 
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