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SUMMARY OF PRODUCT CHARACTERISTICS 
 

      1. Name of the Finished Pharmaceutical Product 

      1.1 Proprietary Name 

GOFEN 400MG SOFT GEL CAPSULES 

 

1.2 Strength 

EACH SOFT GELATIN CAPSULE CONTAINS : IBUPROFEN EQUIVALENT TO IBUPROFEN 400MG 

(PRESENT AS FREE ACID AND POTASSIUM SALT) 

 

1.3 Pharmaceutical Form 

Capsules, Soft Gelatin 

 

2. Qualitative and Quantitative Composition 

2.1 Qualitative Declaration 

2.2 Quantitative Declaration 

Active Ingredient Specification Claim (mg/cap) Content / capsule 

Ibuprofen 
USP Current Edition 400.00 400.00 

 

‘For full list of excipients, see section 6.1 

 

3. Product description 

Clear Colurless, oily, liquid filled in 20 minim, oblong, green, Transparent soft gelatin shell 

capsules. 

 

4. Clinical Particulars 

4.1 Therapeutic Indications 

- Temporarily relief of minor aches and pain associated with the common cold, headache, toothache, 

muscular aches, backache, minor pain of arthritis, pain of menstrual cramps (dysmenorrhea). 

- Temporarily reduces fever. 

 

4.2 Posology and method of administration 

Adults and children over 12 years: Take 1 capsule every 4-6 hours while symptoms occur. 

Method of Administration: Oral 
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4.3 Contraindications 

- Contraindicated in person with known hypersensitivity to aspirin and other nonsteroidal anti-

inflammatory drugs (NSAIDs). 

- Ibuprofen may cause a severe allergic reaction which may include hives, facial swelling, asthma 

or shock. 

 

4.4 Special Warnings and Precautions for Use 

- Should not be administered with other nonsteroidal anti-inflammatory drugs (NSAIDs) and 

aspirin due to potentiate adverse gastrointestinal effect. 

- Should not take with alcoholic drink. 

- Use with caution in person with peptic ulcer disease. 

- Stop taking Ibuprofen and consult physician if fever persist more than 3 days and/ or pain 

persist more than 10 days. 

 

4.5 Interaction with other medicinal products and other forms of interaction 

None reported. 

 

4.6 Fertility, pregnancy and lactation 

Not recommended in lactating women and during pregnancy (especially during the last trimester) or 

during labor and delivery. 

 

4.7 Effects on ability to drive and use machines 

None reported. 

 

4.8 Undesirable Effects 

The most frequent adverse effects of Ibuprofen involve the irritation of gastrointestinal tract. 

 

4.9 Overdose 

Not applicable. 
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5. Pharmacological properties 

5.1 Pharmacodynamic Properties 
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5.2 Pharmacokinetic Properties 

 

5.3 Preclinical Safety Data 

Not applicable. 

6. Pharmaceutical Particulars 

6.1 List of Excipients 

Inactive : 

Polyethylene Glycol 600  

Potassium hydroxide  

Purified water 

Capsule shell : 

Gelatin  

Sorbitol 70% solution  

Purified Water  

FD & Green no. 3 
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6.2 Incompatibilities 

None. 

6.3 Shelf Life 

24 months 

6.4 Special Precautions for Storage 

Store below 30°C in a dry place, away from direct sunlight.

6.5 Nature and Contents of Container 

Unit carton containing 6x10 capsules blister packed. 

Aluminium foil: Printed aluminium foil Blister film:

PVC/PVDC film 

Outer Carton: Printed cardboard carton 

6.6 Special precaution for disposal and other handling 

No special requirements. 

7. Marketing Authorization Holder and Manufacturing Site Addresses

MEGA LIFESCIENCES Public Company Limited 

384 Moo 4, Soi 6, Bangpoo Industrial Estate, 

Pattana 3 Road, Phraeksa, Mueang, 

Samutprakarn 10280, Thailand. 

8. Marketing Authorization Number: N/A

9. Date of first Registration/ Renewal of the Registration 

N/A 

10. Date of revision of the text: February 2023


