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12.5, 25, 50, tablets ®Aceril 

 ,ʣʡʫʰ ʩʠʥפʸ ʺʥʥʶ 

ʺʹʷʡʮ ʮ"ʲʡ ʬʱʷʣ ʺʸʡʧ  ʯʥʫʣʲ ʬʲ ʭʫʲʩʣʥʤʬʭʩʰʥʬʲʡ ʥ ʠפʥʸʬʸʩʹʫʺʤ ʬʹ ʯʫʸʶʬ :ʬʩʸʱʠ® 12.5 ,25 ,50. 

 ʤʲʣʥʤʡ ʥʦ ʭʩʰʥʫʣʲʤ ʭʩʨʸʥפʮ ʭʩʥʥʤʮʤʣʡʬʡ ʩʺʥʧʩʨʡʤ ʲʣʩʮʡ ʤʸʮʧʤ.  ʯʩʩʲʬ ʹʩ ,ʠʬʮ ʲʣʩʮʬʭʩʰʥʬʲʡ. 

ʯʫʸʶʬʥ ʠפʥʸʬ ʭʩʰʥʬʲʤ ʧʬʹʰʥ ʥפʥʸʺʤ ʸʢʠʮʡ ʭʥʱʸפʬʬʡʷʬ ʯʺʩʰʥ ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʭ ʱפʣʥʮʭʩ  ʩ"ʲ
:ʭʥʹʩʸʤ ʬʲʡʬ ʤʩʩʰפ  ʬʱʷʣʮ"ʲʡ ʬʱʷʣ 'ʧʸ ,1 ʠʡʩʷʲ ʸʥʠ ,3060000 :'ʬʨ ,ʬʠʸʹʩ ,04-6364000. 

:ʸʩʹʫʺʤ ʡʫʸʤ 

Each tablet contains captopril 12.5, 25 or 50 mg respectively. 

ʩʥʥʺʤʺʥ ʸʹʥʠʮʥ:ʺ 
 Hypertension 

 Congestive Heart Failure 

 Insulin dependent diabetic nephropathy in hypertensive and non hypertensive patients in 

cases where the serum creatinine level < 2.5 mg/dl. 

 Improve survival following myocardial infarction in clinically stable patients with left 

ventricular dysfunction manifested as an ejection fraction less or equals to 40% and to 

reduce the incidence of overt heart failure and subsequent hospitalization for congestive 

heart failure in these patients. 

ʯʥʬʲʤ ʠפʥʸʬ ʯʫʣʥʲ ʡ ʩʰʥʩ2023 ʭʩʰʥʫʣʲʤ ʯʬʤʬ .ʩʺʥʧʩʨʡʤ ʲʣʩʮʡ ʤʸʮʧʤ ʭʩʥʥʤʮʤ ʡ ʭʩʰʮʥʱʮ(ʭʥʣʠ): 

]...[ 
 
4.3 Contraindications 
]...[ 
 Concomitant use with sacubitril/valsartan therapy. Captopril must not be initiated earlier 

than 36 hours after the last dose of sacubitril/valsartan (see also sections 4.4 and 4.5). 
 

4.4 Special warnings and precautions for use 
]...[ 
Concomitant use of ACE inhibitors with sacubitril/valsartan is contraindicated due to the 

increased risk of angioedema. Treatment with sacubitril/valsartan must not be initiated 

earlier than 36 hours after the last dose of captopril. Treatment with captopril must not be 

initiated earlier than 36 hours after the last dose of sacubitril/valsartan (see sections 4.3  
and 4.5).  

Concomitant use of ACE inhibitors with racecadotril, mTOR inhibitors (e.g. sirolimus, 

everolimus, temsirolimus) and vildagliptin may lead to an increased risk of angioedema 

(e.g. swelling of the airways or tongue, with or without respiratory impairment) (see section 

4.5). Caution should be used when starting racecadotril, mTOR inhibitors (e.g. sirolimus, 

everolimus, temsirolimus) and vildagliptin in a patient already taking an ACE inhibitor. 

 ]...[  

 



 
 
 

Hyperkalaemia:  

ACE inhibitors can cause hyperkalemia because they inhibit the release of aldosterone. 
The effect is usually not significant in patients with normal renal function. However, in 
patients with impaired renal function and/or in patients taking potassium supplements 
(including salt substitutes), potassium-sparing diuretics, trimethoprim or cotrimoxazole also 
known as trimethoprim/sulfamethoxazole and especially aldosterone antagonists or 
angiotensin receptor blockers, hyperkalemia can occur. Potassium sparing diuretics and 
angiotensin receptor blockers should be used with caution in patients receiving ACE 
inhibitors, and serum potassium and renal function should be monitored (see section 4.5). 
Patients at risk for the development of hyperkalaemia include those with renal insufficiency, 
diabetes mellitus, or those using concomitant potassium-sparing diuretics, potassium 
supplements or potassium-containing salt substitutes; or those patients taking other drugs 
associated with increases in serum potassium (e.g. heparin). If concomitant use of the 
above mentioned agents is deemed appropriate, regular monitoring of serum potassium is 
recommended. 

]...[ 
 

4.5 Interaction with other medicinal products and other forms of interaction 
]...[ 
Potassium sparing diuretics, potassium supplements or potassium-containing salt 
substitutes:  

Although serum potassium usually remains within normal limits, hyperkalaemia may occur in 
some patients treated with captopril. Potassium sparing diuretics (e.g. spironolactone, 
triamterene, or amiloride), potassium supplements, or potassium-containing salt substitutes 
may lead to significant increases in serum potassium. Care should also be taken when 
cilazapril is co-administered with other agents that increase serum potassium, such as 
trimethoprim and cotrimoxazole (trimethoprim/sulfamethoxazole) as trimethoprim is known 

to act as a potassium-sparing diuretic like amiloride. Therefore, the combination of captopril 
with the above-mentioned drugs is not recommended. If concomitant use is indicated, they 
should be used with caution and with frequent monitoring of serum potassium. 

Ciclosporin 
Hyperkalaemia may occur during concomitant use of ACE inhibitors with ciclosporin. 
Monitoring of serum potassium is recommended. 

 
Heparin 
Hyperkalaemia may occur during concomitant use of ACE inhibitors with heparin. 
Monitoring of serum potassium is recommended. 

 ]...[  

Medicines increasing the risk of angioedema  
Concomitant use of ACE inhibitors with sacubitril/valsartan is contraindicated as this 
increases the risk of angioedema (see section 4.3 and 4.4).  

Concomitant use of ACE inhibitors with racecadotril, mTOR inhibitors (e.g. sirolimus, 
everolimus, temsirolimus) and vildagliptin may lead to an increased risk for angioedema 
(see section 4.4). 

 

 



 
 
 

 

ʯʥʬʲʤ ʯʫʸʶʬ ʯʫʣʥʲ ʡ ʩʰʥʩ2023 . ʩʺʥʧʩʨʡʤ ʲʣʩʮʡ ʤʸʮʧʤ ʭʩʥʥʤʮʤ ʭʩʰʥʫʣʲʤ ʯʬʤʬʡ ʭʩʰʮʥʱʮ(ʭʥʣʠ): 
]...[ 

2 .ʤפʥʸʺʡ ʹʥʮʩʹʤ ʩʰפʬ 
 ʹʮʺʹʤʬ ʯʩʠʭʠ ʤפʥʸʺʡ: 

]...[ 
  ,ʭʩʸʢʥʡʮʡ ʺʩʰʥʸʫ ʡʬ ʺʷʩפʱ ʩʠʡ ʬʥפʩʨʬ ʺʹʮʹʮʤ ʤפʥʸʺ ,ʯʨʸʱʬʥ/ʬʩʸʨʩʡʥʷʱ ʧʷʥʬ ʤʺʠ ʭʠ ʥʠ ʺʧʷʬ

 ʯʥʫʩʱʤ ʤʬʥʲ ʯʫʹ.)ʯʥʸʢʤ ʸʥʦʠʡ ʬʹʮʬ ʸʥʲʬ ʺʧʺʮ ʤʸʩʤʮ ʺʥʧפʰʺʤ( ʤʮʣʥʩʢʰʠʬ 
]...[ 

 
ʤפʥʸʺʡ ʹʥʮʩʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ 

ʬʥפʩʨʤ ʩʰפʬ :ʠפʥʸʬ ʸפʱ ,ʬʩʸʱʠʡ 
]...[ 

 :ʺʥʬʲʬ ʬʥʬʲ ʤʮʣʠʥʩʢʰʠʬ ʯʥʫʩʱʤ ʯʫʹ ,ʺʥʠʡʤ ʺʥפʥʸʺʤʮ ʺʧʠ ʬʨʥʰ ʤʺʠ ʭʠ 
o .ʬʥʹʬʹʡ ʬʥפʩʨʬ ʺʹʮʹʮʤ ʤפʥʸʺ ,ʬʩʸʨʥʣʷʱʸ 
o  ,ʱʥʮʩʬʥʸʩʱʮʨ ʯʥʢʫ( ʯʨʸʱʡ ʬʥפʩʨʬʥ ʭʩʬʺʹʥʮ ʭʩʸʡʩʠ ʬʹ ʤʩʩʧʣ ʺʲʩʰʮʬ ʺʥʹʮʹʮʤ ʺʥפʥʸʺ

ʱʥʮʩʬʥʸʡʠ ,ʱʥʮʩʬʥʸʩʱ(. 
o .ʺʸʫʥʱʡ ʬʥפʩʨʬ ʺʹʮʹʮʤ ʤפʥʸʺ ,ʯʩʨפʩʬʢʣʬʩʥ 

  ʯʢʬʹʠ ʩʸʶʥʠ ʭʩʰʺʹʮ ,)ʯʢʬʹʠ ʭʩʬʩʫʮʤ ʧʬʮ ʩפʩʬʧʺ ʬʬʥʫ( ʯʢʬʹʠ ʩפʱʥʺ ʬʨʥʰ ʤʺʠ ʭʠ ʺʥʸʧʠ ʺʥפʥʸʺʥ
 ʺʥʮʫ ʺʠ ʺʥʬʲʤʬ ʺʥʬʥʬʲʹʥʷʥ ʭʩʸפʥʺʮʩʸʨ ʯʥʢʫ( ʭʣʡ ʯʢʬʹʠʤ- ʭʩʮʥʤʩʦʡ ʬʥפʩʨʬ ʬʥʦʠʱʷʥʮʩʸʨ

ʭʩʷʣʩʩʧ ʩʣʩ ʬʲ ʭʩʮʸʢʰʤ;  ʬʹ ʤʩʩʧʣ ʺʲʩʰʮʬ ʺʹʮʹʮʤ ʯʥʱʩʧʤ ʺʫʸʲʮ ʩʥʫʩʣʬ ʤפʥʸʺ ,ʯʩʸʥפʱʥʬʷʩʶ
ʭʩʬʺʹʥʮ ʭʩʸʡʩʠ; .)ʭʣ ʩʹʩʸʷ ʺʥʸʶʥʥʩʤ ʲʥʰʮʬ ʩʣʫ ʭʣ ʬʥʬʩʣʬ ʺʹʮʹʮʤ ʤפʥʸʺ ,ʯʩʸפʤ 

]...[ 
ʺʥʩʺפʥʸʺ ʯʩʡ ʺʥʡʥʢʺ 

 ʭʹʸʮ ʠʬʬ ʺʥפʥʸʺ ʬʬʥʫ ʺʥʸʧʠ ʺʥפʥʸʺ ʺʧʷʬ ʩʥʹʲ ʤʺʠ ʭʠ ʥʠ ʤʰʥʸʧʠʬ ʺʧʷʬ ʭʠ ,ʧʷʥʬ ʤʺʠ ʭʠ
 .ʧʷʥʸʬ ʥʠ ʠפʥʸʬ ʪʫ ʬʲ ʸפʱ ,ʤʰʥʦʺ ʩפʱʥʺʥ 

]...[ 
:ʧʷʥʬ ʤʺʠ ʭʠ ʣʧʥʩʮʡ ʧʷʥʸʬ ʥʠ ʠפʥʸʬ ʸפʱ 

]...[ 

 ( ʯʢʬʹʠ ʩʸʶʥʠ ʭʩʰʺʹʮ ,)ʯʢʬʹʠ ʭʩʬʩʫʮʤ ʧʬʮ ʩפʩʬʧʺ ʬʬʥʫ( ʯʢʬʹʠ ʩפʱʥʺ ,ʯʸʨʮʠʩʸʨ ʯʥʢʫ ,ʣʩʸʥʬʩʮʠ
)ʯʥʨʷʬʥʰʥʸʩפʱ ʥʷʥ ʭʩʸפʥʺʮʩʸʨ ʯʥʢʫ( ʭʣʡ ʯʢʬʹʠʤ ʺʥʮʫ ʺʠ ʺʥʬʲʤʬ ʺʥʬʥʬʲʹ ʺʥʸʧʠ ʺʥפʥʸʺʥ-

ʭʩʷʣʩʩʧ ʩʣʩ ʬʲ ʭʩʮʸʢʰʤ ʭʩʮʥʤʩʦʡ ʬʥפʩʨʬ ʬʥʦʠʱʷʥʮʩʸʨ;  ʯʥʱʩʧʤ ʺʫʸʲʮ ʩʥʫʩʣʬ ʤפʥʸʺ ,ʯʩʸʥפʱʥʬʷʩʶ
ʭʩʬʺʹʥʮ ʭʩʸʡʩʠ ʬʹ ʤʩʩʧʣ ʺʲʩʰʮʬ ʺʹʮʹʮʤ;  ʺʥʸʶʥʥʩʤ ʲʥʰʮʬ ʩʣʫ ʭʣ ʬʥʬʩʣʬ ʺʹʮʹʮʤ ʤפʥʸʺ ,ʯʩʸפʤ

.)ʭʣ ʩʹʩʸʷ 
]...[ 

 :ʺʥʬʲʬ ʬʥʬʲ ʤʮʣʠʥʩʢʰʠʬ ʯʥʫʩʱʤ ʯʫʹ ,ʺʥʠʡʤ ʺʥפʥʸʺʤʮ ʺʧʠ 
o .ʬʥʹʬʹʡ ʬʥפʩʨʬ ʺʹʮʹʮʤ ʤפʥʸʺ ,ʬʩʸʨʥʣʷʱʸ 
o  ,ʱʥʮʩʬʥʸʩʱʮʨ ʯʥʢʫ( ʯʨʸʱʡ ʬʥפʩʨʬʥ ʭʩʬʺʹʥʮ ʭʩʸʡʩʠ ʬʹ ʤʩʩʧʣ ʺʲʩʰʮʬ ʺʥʹʮʹʮʤ ʺʥפʥʸʺ

ʩʬʥʸʡʠ ,ʱʥʮʩʬʥʸʩʱʱʥʮ(. 
o .ʺʸʫʥʱʡ ʬʥפʩʨʬ ʺʹʮʹʮʤ ʤפʥʸʺ ,ʯʩʨפʩʬʢʣʬʩʥ 

]...[ 
 


