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Spironolacton-Tchaikapharma 25 mg film-coated tablets 
Spironolacton-Tchaikapharma 50 mg film-coated tablets 
Spironolacton-Tchaikapharma 100 mg film-coated tablets 

 
(Spironolactone) 

 
Read all of this leaflet carefully before you start taking this medicine because it contains important 
information for you. 
- Keep this leaflet. You may need to read it again. 
- If you have any further questions, ask your doctor or pharmacist. 
- This medicine has been prescribed for you only. Do not pass it on to others. It may harm them, 

even if their signs of illness are the same as yours. 
- If you get any side effects talk to your doctor or pharmacist. This includes any possible side effects 

not listed in this leaflet. See section 4. 
 
 
What is in this leaflet 
1. What Spironolacton-Tchaikapharma is and what it is used for 
2. What you need to know before you take Spironolacton-Tchaikapharma 
3. How to take Spironolacton-Tchaikapharma 
4. Possible side effects 
5. How to store Spironolacton-Tchaikapharma 
6. Contents of the pack and other information 
 
 
1. What Spironolacton-Tchaikapharma is and what it is used for 
 
Spironolactone-Tchaikapharma is a potassium-sparing diuretic - a drug that increases the amount of 
urine excreted. It works by counteracting the hormone aldosterone, which is secreted by the adrenal 
glands. Increases the excretion of excess fluid in the tissues in various diseases of the heart, kidneys, 
liver and others. 
Lowers high blood pressure and corrects potassium levels in conditions where the concentration of 
potassium in the body is reduced. 
 
Spironolactone-Chaikapharma is used for the complex treatment of edema accompanying the 
following diseases: 
• Congestive heart failure - heart disease, which can cause fatigue, shortness of breath, swelling 

of the ankles; 
• Liver cirrhosis combined with edema and/or ascites - a chronic disease of the live; 
• Nephrotic syndrome – kidney disease accompanied by impaired renal function and the 

development of edema. 
In these diseases, the product is used alone, but more often simultaneously with other drugs and 
diuretics, especially when its potassium-storing effect is required and in cases where a sufficient effect 
is not achieved with other means used. 
 
It works by counteracting the hormone aldosterone, which is secreted by the adrenal glands. Increases 
the excretion of excess fluid in the tissues in various diseases of the heart, kidneys, liver and others. 
 
Children should only be treated under guidance of a pediatric specialist. 
 
 
2. What you need to know before you take Spironolacton-Tchaikapharma 
 



Do not take Spironolacton-Tchaikapharma 
- if you are allergic to spironolactone or any of the other ingredients of this medicine (listed in 

section 6); 
- if you suffer from severely impaired kidney function or from a sudden or rapidly deteriorating 

kidney disease, including cases in which no urine, or very little urine, is being produced 
(anuria). 

- you suffer from rapidly progressing or severe kidney disease. 
- if you have hyperkalaemia (raised blood potassium levels). 
- you have Addison’s disease (the adrenal glands do not produce enough of the hormone cortisol 

and in some cases the hormone aldosteronen). 
- you are are taking potassium-sparing diuretics (the same group, such as spironolactone, 

including eplerenone), or dual-RAAS blockade with the combination of an angiotensin 
converting enzyme (ACE) inhibitor and an angiotensin receptor blocker (ARB). 

- if you are pregnant or breast feeding; 
- if you are taking any potassium supplements. 
 
Children 
Children with moderate to severe kidney disease must not take Spironolacton-Tchaikapharma. 
 
Warnings and precautions 
 
Talk to your doctor or pharmacist before taking Spironolacton-Tchaikapharma. 
 
- if you have persistent vomiting or persistent diarrhea; 
- if you are being treated with fluids in the vein; 
- if you are 65 years of age or older; 
- if you have liver or kidney disorder; 
- if you are taking medicines that are known to increase the amount of potassium in the blood - 

e.g. dehydrating drugs (diuretics), ACE inhibitors (enalapril, benazepril, captopril, ramipril) and 
angiotensin II-receptor antagonists (valsartan, losartan, telmisartan, irbesartan and others), 
which are used to treat high blood pressure, non-steroidal anti-inflammatory drugs (ibuprofen, 
mefenamic acid, diclofenac and others), potassium supplements, potassium salt substitutes; 

- if your condition is severe and your urine output is reduced or absent; 
- if you have low blood levels of sodium (hyponatiremia); 
- if you have ever had or have an accumulation of acidic products in the body (called acidosis), 

especially if you also suffer from cirrhosis of the liver; 
- if you suffer from porphyria (a type of hemoglobin disorder); 
- if you are woman and have menstrual disorders; 
- if you are a man and have enlarged mammary glands. If your breasts become enlarged 

(unilaterally or bilaterally) during treatment with spironolactone, treatment should be stopped; 
- in the case of long-term treatment of young patients with spironolactone, your doctor should 

weigh the advantages carefully against the long-term disadvantages. 
 

All patients taking diuretics should be monitored for abnormalities in water and/or electrolyte balance 
by periodic monitoring of certain laboratory parameters. You need to know that the warning signs of 
water-electrolyte disorders are: dry mouth, thirst, weakness, lethargy, confusion, muscle aches and 
cramps, gastrointestinal complaints (e.g. nausea, vomiting), low blood pressure, decreased urine 
output, palpitations, heart rhythm disturbances, changes in the electrocardiogram. 
 
The increased potassium level can cause disturbances in the heart rhythm, which in some cases can be 
fatal. 
 
Concomitant administration of Spironolacton-Tchaikapharma with certain medicines, potassium 
supplements and food rich in potassium may lead to severe hyperkalaemia (increased potassium blood 
level). The symptoms of severe hyperkalaemia might include muscle cramps, irregular heart rhythm, 



diarrhea, nausea, dizziness or headache. 
 
Low levels of sodium in the blood (hyponatraemia) as a result of blood thinning can be seen in 
patients with swelling in hot weather. It is corrected by limiting fluid intake and in some rare cases by 
adding salt to food. 
 
Other medicines and Spironolacton-Tchaikapharma 
Tell your doctor or pharmacist if you are taking, have recently taken or might take any other 
medicines. 
 
It is important for your doctor to know if you are taking: 
- digoxin (for the treatment of heart failure) - spironolactone may lead to increased levels of 

digoxin in the blood and a risk of intoxication; 
- medicines for high blood pressure - spironolactone enhances their effect. In case of 

simultaneous application with products from the group of the so-called Angiotensin II 
antagonists (such as valsartan, losartan, etc.) increase the risk of severe hyperkalaemia. ACE 
inhibitors (enalapril, lisinopril, etc.) reduce aldosterone production and should therefore not be 
used concomitantly with spironolactone; 

- non-steroidal anti-inflammatory drug (NSAID) – these products (indometacin, diclofenac, 
naproxen, mefenamic acid), and drugs containing acetylsalicylic acid can lead to a decrease of 
its effect and a significant increase in the level of potassium in the blood; 

- diuretics (water tablets) - co-administration with other products in this group leads to an 
enhanced diuretic effect, and with potassium-sparing diuretics there is a risk of developing a 
significant increase in blood potassium; 

- ciclosporine (prevents transplant rejection) - hyperkalaemia may develop when co-administered 
with spironolactone; 

- corticosteroids (anti-inflammatory drugs) - may increase the excretion of potassium in the urine; 
- anticoagulants (medicines that suppress blood clotting) - spironolactone reduces their effect, it 

may be necessary to adjust the dose of these products. When co-administered with 
spironolactone, the physician should periodically monitor the prothrombin time; 

- lithium products (used to treat depression) - spironolactone, like other diuretics, reduces the 
excretion of lithium by the kidneys, which can lead to lithium intoxication; 

- potassium-containing drugs, dietary supplements - there is a risk of severe hyperkalemia; 
- carbenoxolone (used to treat ulcers) - may reduce the effectiveness of spironolactone; 
- noradrenaline (used to increase blood pressure) - spironolactone suppresses the normal vascular 

response to noradrenal; 
- tacrolimus (to suppress the immune system) - there is an increased risk of hyperkalaemia when 

co-administered; 
- chlorpropamide (to control blood sugar) - may increase the risk of hyponatraemia; 
- antipyrine - spironolactone accelerates the degradation of antipyrine; 
- trimethoprim and the trimethoprim/sulfamethoxazole combination. 
 
Tell your doctor, if you are using abiraterone for treatment of prostate cancer. 
 
If you are going to have an operation where you will be given an anaesthetic, tell the doctor in charge 
that you are taking spironolactone. 
 
During treatment with the product, a change in the results of some laboratory and diagnostic tests is 
possible - a temporary increase in blood urea levels, more often in kidney disease, a false increase in 
plasma digoxin levels, increased plasma cortisol levels. 
 
Spironolacton-Tchaikapharma with food, drink and alchohol 
There are no data on the need for a special diet or restrictions on certain types of food and beverages 
during treatment with the product. 
It is necessary to avoid alcohol consumption due to the risk of developing the so-called. orthostatic 



hypotension (a sharp and significant drop in blood pressure when standing up). 
 
Pregnancy, breast-feeding and fertility 
If you are pregnant, think you may be pregnant or are planning to have a baby, ask your doctor or 
pharmacist for advice before taking this medicine. 
 
Spironolactone-Tchaikapharma can be used during pregnancy only after careful evaluation by the 
treating physician of the benefit/risk balance. 
 
Pregnancy 
The product should not be used during pregnancy due to the risk of harm to the fetus. In pregnant 
women, spironolactone is used only at the discretion of the physician in exceptional cases. 
 
Breast-feeding 
Some of the breakdown products of spironolactone in the liver are excreted in breast milk, so the 
product should not be used during breast-feeding to avoid possible harm to the infant. If treatment 
with the product is necessary, discontinuation of breast-feeding should be considered. 
 
Fertility 
Spironolactone can cause impotence and menstrual irregularities. 
 
Driving and using machines 
Some patients, especially at the beginning of treatment, may experience drowsiness when working 
with machines. Do not drive until you know how the medicine affects you. 
 
Important information about some of the ingredients of Spironolactone-Tchaikapharma  
This medicine contains lactose. If you have been told by your doctor that you have an intolerance to 
some sugars, contact your doctor before taking this medicinal product. 
 
 
3. How to take Spironolacton-Tchaikapharma  
 
Always take this medicine exactly as your doctor or pharmacist has told you. Check with your doctor 
or pharmacist if you are not sure. 
 
Depending on your complaints, the doctor will determine the dose needed to treat your condition, as 
well as the duration of treatment. 
 
Adults 
The recommended dosage is 100 mg daily, administered as one or several doses. The adult dose varies 
from 25 mg to 400 mg spironolactone a day. If you are not sure how much to take, ask your doctor or 
pharmacist. 
 
You should take the tablets with meals. If the total dose is more than 100 mg per day, the dose must be 
administered in divided doses spread throughout the day. 
 
Elderly 
It is recommended that elderly patients should be started on the lowest possible dose, increasing this 
gradually until the desired effect is achieved. Caution and regular medical checks are advised, 
especially in the event of renal impairment. 
 
Remember to take your medicine. Taking your tablets at the same time each day gives the best effect. 
It also helps you remember when you should take the tablets. 
 
Use in children 



The recommended dose is 1-3 mg per kg body weight daily, in several divided doses. In order to make 
it easier for children to take, the tablets may first be ground or crushed and then suspended in a glass 
of water by stirring. 
 
If you take more Spironolacton-Tchaikapharma you should 
If you take more than the prescribed dose, contact your doctor immediately or visit the nearest 
hospital. Your doctor will assess the possible measures, if any, according to the severity of the 
overdose. To avoid overdose, you should not use the medicine more often or for longer than 
prescribed. 
Acute overdose is manifested by symptoms such as dizziness, confusion, nausea, vomiting, dizziness, 
diarrhea and others. Symptoms characteristic of high levels of potassium in the blood may occur, such 
as: tingling and tingling in the extremities, weakness, muscle cramps and spasms, changes in the 
electrocardiogram and others. 
 
If you forget to take Spironolacton-Tchaikapharma 
Do not take a double dose to make up for a forgotten dose. Take the usual dose as soon as you 
remember and then continue with the normal dose. 
Ask your doctor if you are not sure. 
 
If you stop taking Spironolacton-Tchaikapharma 
It is important to keep taking Spironolacton-Tchaikapharma until your doctor tells you to stop, even if 
you start to feel better. If you stop taking the tablets too soon, your condition may get worse.  
 
If you have any further questions on the use of this medicine, ask your doctor or pharmacist. 
 
4. Possible side effects 
 
Like all medicines, this medicine can cause side effects, although not everybody gets them. 
 
Adverse reactions are classified by frequency as: very common (may affect more than 1 in 10 people), 
common (may affect up to 1 in 10 people), uncommon (may affect up to 1 in 100 people), rare (may 
affect up to 1 in 1,000 people), very rare (may affect up to 1 in 10,000 people), not known (frequency 
cannot be estimated from the available data). 
 
If you notice any of the following serious side effects, stop taking Spironolactone-
Tchaikapharma and contact a doctor immediately.  
 
- Sudden difficulty breathing, swelling of the lips, face or body, rash, fainting or difficulty 

swallowing (severe allergic reaction), which has been seen in very rare cases.  
- Redness of the skin and blisters on the skin, eyes, mouth or genitals or scaling, which may be 

accompanied by fever and joint pain - these are severe, life-threatening skin reactions (Stevens-
Johnson syndrome or severe toxic epidermal necrolysis) , drug rash with eosinophilia and 
systemic symptoms (DRESS).  

 
The following adverse drug reactions have also been observed with spironolactone treatment: 
 
Neoplasms - benign, malignant and indeterminate (including cysts and polyps) 
Very rare cases of breast cancer. 
 
Disorders of the blood and lymphatic system 
Rarely have been reported: reduction to a strong decrease in the number of certain white blood cells, 
which increases the likelihood of infection; increased eosinophils in the blood (a type of blood cell); 
reduction in the number of platelets, which increases the risk of bleeding or bruising. 
 
Immune system disorders 



Allergic reactions (usually of moderate severity) are rare, but in very rare cases they may be severe 
with swelling, shock and collapse. Breathing difficulties, skin rashes or itching have been reported 
rarely. 
 
Disorders of the endocrine system 
Mild androgenic effects, including hirsutism, have been reported with unknown frequency. 
 
Metabolism and nutrition disorders 
There are frequent reports of an increase in potassium and a decrease in sodium in the blood. 
 
Nervous system disorders 
Headache and dizziness, as well as imbalance, dizziness, ataxia, have been reported very commonly, 
although these side effects are of unknown frequency. 
 
Psychiatric disorders 
Not known: confusion. 
 
Hepato-biliary disorders  
Very rarely hepatic dysfunction. 
 
Gastrointestinal disorders  
Gastritis, stomach bleeding and cramps, diarrhea, vomiting and ulceration are the most common side 
effects. 
 
Skin and subcutaneous tissue disorders 
Urticaria and hair loss have been reported rarely. Skin rashes have been reported. Pemphigoid (a 
disease that occurs with blisters on the skin filled with fluid) has been reported with unknown 
frequency). 
 
Renal disorders 
Severe renal impairment, especially in patients with previous renal disease. 
 
Disorders of the reproductive system and breasts 
It is possible to develop an enlargement of the breasts (gynecomastia) in men in connection with the 
intake of spironolactone. This side effect is usually reversible after stopping treatment. 
There have been reports of sexual weakness and decreased libido, which are usually reversible upon 
discontinuation of treatment. 
There have been reports of breast pain and increased hair growth in women, as well as those of 
menstrual irregularities and edema. 
 
General disorders and administration site conditions 
Fatigue, drowsiness, malaise are the most common side effects. 
 
Reporting of side effects 
If you get any side effects, talk to your doctor or pharmacist. This includes any possible side effects not 
listed in this leaflet. You can also report side effects directly via: 
 
Bulgarian Drug Agency 
8 Damyan Gruev Str., 
1303 Sofia, 
Tel.: +359 2 890 3417 
Website: www.bda.bg 
 
By reporting side affects you can help provide more information on the safety of this medicine. 
 



5. How to store Spironolacton-Tchaikapharma 
 
Keep this medicine out of the sight and reach of children. 
 
Store under 25°C in dry place and original carton. 
 
Do not use this medicine after the expiry date which is stated on the carton after EXP. The expiry date 
refers to the last day of that month. 
 
Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to 
throw away medicines you no longer use. These measures will help protect the environment. 
 
 
6. Contents of the pack and other information 
 
What Spironolacton-Tchaikapharma contains 

- The active substance is spironolactone. 
- The other ingredients are: lactose, maize starch, polyvidone, calcium phosphate dihydrate 

dibasic, purified talc, magnesium stearate, silicon dioxide, peppermint oil, hydroxypropyl 
methyl cellulose (hypromellose), polyethylene glycol 400 (macrogol 400) and titanium dioxide 
(E171). 

 
What Spironolacton-Tchaikapharma looks like and contents of the pack 
Spironolacton-Tchaikapharma 25 mg: 30 tablets in Al/Al blister strips, packed in a cardboard box, the 
tablets are white in color. 
Spironolacton-Tchaikapharma 50 mg: 30 tablets in Al/Al blister strips, packed in a cardboard box, the 
tablets are white in color. 
Spironolacton-Tchaikapharma 100 mg: 30 tablets in Al/Al blister strips, packed in a cardboard box, 
the tablets are white in color. 
 
Marketing Authorisation Holder and manufacturer 
 
Tchaikapharma High Quality Medicines Inc. 
1 G. M. Dimitrov Blvd, Sofia 1172, Bulgaria 
Tel.: + 359 2 962 54 54 
FAX: + 359 2 9603 703 
e-mail: info@tchaikapharma.com 
 
For any information about this medicine, please contact the local representative of the Marketing 
Authorisation Holder. 
 
Tchaikapharma High Quality Medicines Inc. 
1 G. M. Dimitrov Blvd, Sofia 1172, Bulgaria 
Tel.: + 359 2 962 54 54 
FAX: + 359 2 9603 703 
e-mail: info@tchaikapharma.com 
 
This leaflet was last revised in:  
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