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COMBODEX®, Caplets  

 

,ʣʡʫʰ ʩʠʥʴʸ ʺʥʥʶ  
 

 ʬʱʷʣ ʺʸʡʧʮ"ʲʡ  ʺʹʷʡʮʯʥʫʣʲ ʬʲ ʭʫʲʩʣʥʤʬ ʥʬʲʡʭʩʰ ʥ ʠʴʥʸʬ ʬʹ ʯʫʸʶʬʸʩʹʫʺʤ ʱʷʣʥʡʮʥʷ. 
 

 ʤʲʣʥʤʡ ʥʦ ʭʩʰʥʫʣʲʤ ʭʩʨʸʥʴʮ ʩʺʥʧʩʨʡʤ ʲʣʩʮʡ ʤʸʮʧʤ ʭʩʥʥʤʮʤ.ʣʡʬʡ ʥʬʲʡ ʯʩʩʲʬ ʹʩ ,ʠʬʮ ʲʣʩʮʬʭʩʰ. 
 

ʭʩʰʥʬʲʤ  ʯʫʸʶʬʥ ʠʴʥʸʬʧʬʹʰʥ ʸʴʬ ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥʴʥʸʺʤ ʸʢʠʮʡ ʭʥʱʬʡʷʬ ʯʺʩʰʥʭ ʱʴʣʥʮʭʩ 
 ʬʱʷʣ 'ʧʸ ,ʮ"ʲʡ ʬʱʷʣ :ʭʥʹʩʸʤ ʬʲʡʬ ʤʩʩʰʴ ʩ"ʲ1ʸʥʠ ,  ʠʡʩʷʲ3060000 ,ʬʠʸʹʩ , 

 :'ʬʨ04-6364000. 
 

 

ʡʫʸʤ ʸʩʹʫʺʤ: 
Each caplet contains Paracetamol 500 mg and Ibuprofen 150 mg. 

ʺʥʩʥʥʺʤ ʸʹʥʠʮʥ:ʺ  
 

Temporary relief of pain associated with: headache, migraine headache, tension 

headache, sinus pain, toothache, dental procedures, backache, sore throat, arthritis, 

tennis elbow, period pain, muscular pain, rheumatic pain, aches and pains associated 

with colds and flu. Reduces fever. 

 
ʯʥʬʲʤ ʠפʥʸʬ ʯʫʣʥʲ ʡʩʰʥʩ 2023 . ʭʩʰʥʫʣʲʤ ʯʬʤʬʩʨʡʤ ʲʣʩʮʡ ʤʸʮʧʤ ʭʩʥʥʤʮʤʧʩʺʥ ( ʭʩʰʮʥʱʮ

ʡʭʥʣʠ): 
]...[       

4.3  Contraindications 

This product is contraindicated for use:  
[…]    
 in patients with active or history of gastrointestinal bleeding or peptic ulceration, 

including that associated with NSAIDs. 

[…] 
This product should not be taken with other medicinal products containing paracetamol, 

ibuprofen, acetylsalicylic acid, salicylates, cyclo-oxygenase-2 (COX-2) specific inhibitors 

or with any other anti-inflammatory drugs (NSAIDs) unless under a doctor’s instruction.  

   

4.4  Special warnings and precautions for use  
[…]   
Elderly  
No adjustment in labelled dosage is necessary for older patients who require 

paracetamol therapy. Those who require therapy for longer than 3 days should consult 



 

their physician for condition monitoring; however, no reduction in recommended dosage 

is necessary.  

[…] 
Respiratory disorders 

In patients suffering from, or with a history of, bronchial asthma or allergic disease, 

NSAIDs have been reported to precipitate bronchospasm. 

[…] 
Flucloxacillin 

Caution is advised if paracetamol is administered concomitantly with flucloxacillin 

due to increased risk of high anion gap metabolic acidosis (HAGMA), particularly in 

patients with severe renal impairment, sepsis, malnutrition and other sources of 

glutathione deficiency (e.g. chronic alcoholism), as well as those using maximum 

daily doses of paracetamol. Close monitoring, including measurement of urinary 5- 

oxoproline, is recommended. 

[…] 

4.5  Interaction with other medicinal products and other forms of interaction  
[…] 
The following interactions of ibuprofen with other medicines have been noted: 

[…] 
 Selective serotonin re-uptake inhibitors (SSRIs) and NSAIDs each entail an increased 

risk of bleeding, e.g. from the gastrointestinal tract. This risk is increased by 

combination therapy. The mechanism may possibly be linked to reduced uptake of 

serotonin in the platelets. 

 Mifepristone: A decrease of the efficacy of the medicinal product can theoretically occur 

due to the antiprostaglandin properties of NSAIDs including acetylsalicylic acid. Limited 

evidence suggests that co-administration of NSAIDs on the day of prostaglandin 

administration does not adversely influence the effects of mifepristone or the 

prostaglandin on cervical ripening or uterine contractility and does not reduce the 

clinical efficacy of medical termination of pregnancy. 

 Caution should be taken when paracetamol is used concomitantly with flucloxacillin as 

concurrent intake has been associated with high anion gap metabolic acidosis, 

especially in patients with risks factors.  

4.6  Fertility, pregnancy and lactation 

 

Pregnancy 

[…] 
For Ibuprofen 

Inhibition of prostaglandin synthesis may adversely affect the pregnancy and/or the 



 

embryo/foetal development. Data from epidemiological studies suggest an increased risk 

of miscarriage and of cardiac malformation and gastroschisis after use of a prostaglandin 

synthesis inhibitor in early pregnancy. The absolute risk for cardiovascular malformation 

was increased from less than 1%, up to approximately 1.5 %. The risk is believed to 

increase with dose and duration of therapy. In animals, administration of a prostaglandin 

synthesis inhibitor has been shown to result in increased pre- and post-implantation loss 

and embryo-foetal lethality. In addition, increased incidences of various malformations, 

including cardiovascular, have been reported in animals given a prostaglandin synthesis 

inhibitor during the organogenetic period. 

[…] 
From the 20th week of pregnancy onward, Combodex use may cause oligohydramnios 

resulting from foetal renal dysfunction. This may occur shortly after treatment initiation 

and is usually reversible upon discontinuation. In addition, there have been reports of 

ductus arteriosus constriction following treatment in the second trimester, most of which 

resolved after treatment cessation. Therefore, during the first and second trimester of 

pregnancy, Combodex should not be given unless clearly necessary. If Combodex is 

used by a woman attempting to conceive, or during the first and second trimester of 

pregnancy, the dose should be kept as low and duration of treatment as short as 

possible.  

 

 Antenatal monitoring for oligohydramnios and ductus arteriosus constriction should be 

considered after exposure to Combodex for several days from gestational week 20 

onward. Combodex should be discontinued if oligohydramnios or ductus arteriosus 

constriction are found. 

During the third trimester of pregnancy, all prostaglandin synthesis inhibitors may 

expose the foetus to: 

- cardiopulmonary toxicity (premature constriction/closure of the ductus arteriosus and 

pulmonary hypertension); 

[…] 
the mother and the neonate, at the end of pregnancy, to: 

- possible prolongation of bleeding time, an anti-aggregating effect which may occur 

even at very low doses; 

- inhibition of uterine contractions resulting in delayed or prolonged labour. 

[…] 
 

ʯʥʬʲʤ ʯʫʸʶʬ ʯʫʣʥʲ ʡ ʩʰʥʩ2023.  ʭʩʰʥʫʣʲʤ ʯʬʤʬʩʺʥʧʩʨʡʤ ʲʣʩʮʡ ʤʸʮʧʤ ʭʩʥʥʤʮʤ (ʡ ʭʩʰʮʥʱʮʭʥʣʠ): 
 
 2 .ʤפʥʸʺʡ ʹʥʮʩʹʤ ʩʰפʬ 
 :ʭʠ ʤפʥʸʺʡ ʹʮʺʹʤʬ ʯʩʠ 

..[]. 



 

  ʺʥʬʩʫʮʤ ʺʥʸʧʠ ʺʥʴʥʸʺ ʬʨʥʰ ʤʺʠ ,ʯʴʥʸʴʥʡʩʠ ʥʠ ʬʥʮʨʶʠʸʴ ʬʲʮ( ʤʥʡʢ ʯʥʰʩʮʡ ʯʩʸʩʴʱʠ75  )ʭʥʩʡ ʢ"ʮ
 ʺʶʥʡʷʮ ʺʥʸʧʠ ʺʥʴʥʸʺ ʥʠNSAIDs ʩʡʫʲʮ ʬʬʥʫ ,COX-2 .ʡʩʱʷʥʷʬʱʥ ʡʩʱʷʥʷʩʸʥʨʠ ʯʥʢʫ ʭʩʩʡʩʨʷʬʱ  

 ]...[ 
 

:ʺʥʩʺפʥʸʺ ʯʩʡ ʺʥʡʥʢʺ 
]...[ 

 ʨʷʬʱ ʭʩʡʫʲʮ :ʬʹʮʬ ,ʯʥʠʫʩʣʡ ʬʥʴʩʨʬ ʺʥʴʥʸʺ( ʯʩʰʥʨʥʸʱ ʬʹ ʹʣʧʮ ʤʢʩʴʱ ʬʹ ʭʩʩʡʩSSRIs.) 

 .ʯʥʩʸʩʤ ʺʷʱʴʤʬ ʤʴʥʸʺ ,ʯʥʨʱʩʸʴʴʩʮ 

 ( ʭʩʬʦʥʰʡʥ ʭʣʡ ʺʥʰʩʷʺ ʩʠʬ ʸʥʮʧ ʯʥʫʩʱ ʡʷʲ ,)ʤʷʩʨʥʩʡʩʨʰʠ( ʯʩʬʩʶʱʷʥʬʷʥʬʴHigh anion gap 

metabolic acidosisʺʥʸʷʬ ʤʬʥʬʲʥ ʳʥʧʣ ʬʥʴʩʨ ʺʡʩʩʧʮ ʸʹʠ ,)  ʺʩʺʩʩʬʫ ʤʲʩʢʴ ʬʹ ʭʩʸʷʮʡ ʣʧʥʩʮʡ
 ʧʬʠ ,ʤʸʥʮʧ ʱʩʱʴʱ( ʭʣ–  ,)ʭʩʸʡʩʠʡ ʭʩʲʢʥʴʥ ʭʣʤ ʸʥʦʧʮʡ ʭʩʠʶʮʰ ʭʤʬʹ ʭʩʰʬʲʸʤʥ ʭʩʷʣʩʩʧ ʥʡ ʡʶʮ

.ʬʥʮʨʶʠʸʴ ʬʹ ʩʬʮʩʱʷʮ ʩʮʥʩ ʯʥʰʩʮʡ ʹʥʮʩʹ ʭʩʩʷʹ ʭʩʸʷʮʡʥ ,ʩʰʥʸʫ ʭʦʩʬʥʤʥʫʬʠ ,ʤʰʥʦʺ ʺʺ 

]...[ 
 

ʬʥʤʥʫʬʠ ʺʫʩʸʶʥ ʤפʥʸʺʡ ʹʥʮʩʹ 
]...[ 

 ʭʲ ʬʥʤʥʫʬʠ ʬʹ ʡʥʬʩʹ .ʤʴʥʸʺʤ ʺʬʩʨʰ ʯʮʦʡ ʭʩʩʬʥʤʥʫʬʠ ʺʥʠʷʹʮ ʪʥʸʶʬ ʯʩʠʺʥʸʧʠ ʺʥʴʥʸʺ  ʭʥʸʢʬ ʬʥʬʲ
.ʣʡʫʡ ʷʦʰʬ 

 

:ʺʥʩʸʥפʥ ʤʷʰʤ ,ʯʥʩʸʩʤ 
]...[ 

 ,ʭʩʰʥʸʧʠʤ ʯʥʩʸʩʤʤ ʩʹʣʥʧ ʺʹʥʬʹʡ ʤʴʥʸʺʡ ʹʮʺʹʤʬ ʯʩʠ ʺʥʩʲʡʬ ʭʥʸʢʬ ʥʠ ʸʡʥʲʬ ʷʩʦʤʬ ʤʬʥʬʲ ʠʩʤ ʩʫ
.ʤʣʩʬʡ 

]...[ 
 ʲʥʡʹʮ ʬʧʤ20  ,ʯʥʩʸʩʤʬ ,ʭʩʮʩ ʸʴʱʮʮ ʸʺʥʩ ʪʹʮʬ ʹʥʮʩʹʡʱʷʣʥʡʮʥʷ  ʺʥʩʬʫʡ ʤʲʩʢʴʬ ʭʥʸʢʬ ʬʥʬʲ

 ʥʠ ʸʩʴʹ ʩʮ ʨʥʲʩʮʬ ʬʩʡʥʤʬ ʤʬʥʬʲʹ ʸʡʥʲʤ( ʸʡʥʲʤ ʡʬʡ ʭʣ ʩʬʫ ʺʥʸʶʩʤʬductus arteriosus.)  ʺʠ ʭʠ
 .ʳʱʥʰ ʸʥʨʩʰ ʬʲ ʵʩʬʮʩ ʠʴʥʸʤʹ ʯʫʺʩʩ ,ʭʩʮʩ ʸʴʱʮʮ ʸʺʥʩ ʪʹʮʬ ʬʥʴʩʨʬ ʤʷʥʷʦ 

]...[ 
 
 
 


