
1 

Annex No. 2 to the notification on change, reg. No. 2014/06672-Z1B  

 
 

Package leaflet 

 

BETALMIC 0.5%  

Eye drops solution 

Betaxololium chloride 

 

 

Read all of this leaflet carefully before you start using 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 Betalmic 0.5% is and what it is used for 

2. What you need to know before you use Betalmic 0.5% 

3. How to use Betalmic 0.5% 

4. Possible side effects 

5. How to store Betalmic 0.5% 

6. Contents of the pack and other information 

 

 

1. What Betalmic 0.5% is and what it is used for  
 

Betalmic 0.5% is an eye drop solution containing betaxolol (beta-adrenergic blocker) which efficiently 

lowers pressure in your eyes (intraocular pressure). 

Betalmic 0.5% is used in adults to lower increased intraocular pressure in patients with chronic open 

angle glaucoma or ocular hypertension It can be used alone or in combination with other eye drop 

solutions, which lower intraocular pressure.  

 

 

2. What you need to know before you use Betalmic 0.5% 
 

Do not use Betalmic 0.5% 
- if you are allergic to betaxolol or any of the other ingredients of this medicine (listed in section 

6); 

-     if you have now or have had in past respiratory problems such as severe asthma or  

    severe chronic obstructive bronchitis 

-     if you have slow heartbeat, heart failure or heart rate disturbances 

-     if you have corneal nutritional disorders (dystrophic changes in the cornea) 

 

 

Warnings and precautions 

Betalmic 0.5% is used only for dropping into eye(s). 

 

Talk to your doctor before using Betalmic 0.5% if you have now or have had in past: 
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- coronary heart disease (coronary vascular disease), heart failure, low blood pressure 

- heart rate diseases, such as slow heart rate 

- breathing problems, asthma or chronic obstructive pulmonary disease 

- disease associated with poor blood circulation, such as Raynaud's disease or Raynaud's syndrome 

- diabetes as betaxolol may mask signs and symptoms of low blood sugar 

- overactivity of the thyroid gland as betaxolol may mask signs and symptoms of the overactivity  

 

 

Tell your doctor before surgery, that you are using Betalmic 0.5% because betaxolol can change 

effects of some medicines used during anesthesia. 

 

Children  

The safety and efficiency in children has not been determined, therefore Betalmic 0.5% is not 

recommended in children.  

 

Other medicines and Betalmic 0.5% 

Tell your doctor or pharmacist if you are taking, have recently taken, or might take any other 

medicines. 

 

Betalmic 0.5% can affect or be affected by other medications that you are taking, including the other 

eye drops solutions to treat glaucoma. Tell your doctor if you are taking or are about to take 

medications to lower blood pressure or heart medications to treat diabetes.  

Overall use of the beta-adrenergic blockers and the concurrent use of Betalmic 0.5% can increase 

effects of Betalmic 0.5% or increase effects of total beta-adrenergic blockers.   

Concurrent use of Betalmic 0.5% and medicines such as reserpine can lead to a reduction in blood 

pressure or heart rate to slow down. Caution is needed in patients simultaneously using adrenergic 

psychotropic substances. 

 

In general, it is recommended to keep the interval between individual applications of other eye drugs 

and Betalmic 0.5% of at least five minutes.  

 

Betalmic 0.5% and food and drinks 
Since this is an eye drop solution, its use is not linked to food or drinks. 

 

Pregnancy and breast-feeding 

If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask 

your doctor for advice before taking this medicine. 

Do not use Betalmic 0.5% if you are pregnant, unless your doctor considers it necessary. 

Do not use Betalmic 0.5% if you are breastfeeding. Betaxolol may get into breast milk. 

 

Driving and using machines 
Shortly after instillation the product into eye, a blurred vision or other visual disturbances can occur, 

which can reduce ability to drive cars or operate machines. Therefore, it is recommended that these 

activities are carried out only after a full cure of the said difficulties.  

 

Betalmic 0.5% contains benzalkonium chloride. 

The drug contains the preservative benzalkonium chloride, which can cause irritation of the eyes, and 

is known to cause a change in colour of soft contact lenses. Avoid contact of the product with a soft 

contact lenses.  

 

 

3. How to use Betalmic 0.5% 
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Always use this medicine exactly as your doctor has told you. Check with your doctor if you are not 

sure. 

 

The recommended dose is 1 drop into the affected eye (eyes) twice a day, preferably with an interval 

of 12 hours. 

 

Sometimes it may be necessary to use Betalmic 0.5% together with other medications. 

 

Eye drop solutions containing beta blockers can be absorbed by the body. Therefore, it is 

recommended to press the internal eye corner with your finger for 1-2 minutes immediately after the 

instillation, so that the betaxolol does not get into the whole body.  

 

Use in children  

The safety and efficiency in children has not been determined, therefore Betalmic 0.5% is not 

recommended in children. 

 

Contact lens wearers 

If you wear contact lenses, you should take them out before dropping Betalmic 5.0% and wait for at 

least 15 minutes before inserting them again. 

 

Instructions for application  
1. Wash your hands and sit or stand comfortably.  

2. Unscrew the threaded cap. 

 
 

3. Hold the bottle, pointing down, between your thumb and fingers. 

 

4. Gently pull the lower lid of the affected eye with your index finger. 

 
 

5. Approach the end of the dropper to your eye, taking care that it does not touch your 

eye or its surrounding areas.  

6. Gently press the bottle so that only one or two drops get into your eye; then release the 

bottom cap. 
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7. Use your finger to press the corner in the affected eye close to your nose. Hold for 1 

minute with a closed eye.  

 
 

8. Repeat the steps for the second eye, if you were instructed to do by your doctor. 

9. Immediately after use replace the cap back on the bottle tightly. 

 

If you use more Betalmic 0.5% than you should rinse your eye with large amount of lurk water.  

Continue in the prescribed dosage. 

 

If you forget to use Betalmic 0.5% do so as soon as you remember and then continue with the 

prescribed dosage. Do not take a double dose to make up for a forgotten tablet. 

 

If you stop using Betalmic 0.5% 
Do not stop using Betalmic 0.5% unless you are told by your doctor. If you have any further questions 

on the use of this medicine, ask your doctor. 

 

 

4. Possible side effects 
 

Like all medicines, this medicine can cause side effects, although not everybody gets them. 

Usually you can continue in the treatment if the side effects are not serious. If you have any concerns 

about any side effects, tell your doctor.  

 

The frequency of the side effects listed below is defined using the following conventions: 

Very common (occurring in more than 1 out of 10 patients) 

Common (occurring in more than 1 out of 100 patients) 

Uncommon (occurring in more than 1 out of 1,000 patients) 

Rare (occurring in more than 1 out of 10,000 patients) 

Not known (frequency cannot be estimated from the available data) 

 

Like other topically applied ophthalmic drugs, betaxolol is also absorbed into the blood. This can 

cause similar side effects which were observed in intravenously and orally administered beta blockers. 

The frequency of occurrence of these side effects after the local administration in the eye is lower than 

in the system administration. 

 

The expected side effects observed in the eye beta blockers include: 

 

Common side effects: 

- eye discomfort  

 

Uncommon side effects: 

- watery eyes  

 

Rare side effects  
- depression, insomnia 

- headache 

- reduced corneal sensitivity, redness, itchy eyes, inflammation of the cornea, punctate corneal 

injury, unequal site of eye pupil, photophobia 
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- slow heart activity 

- cough, shortness of breath 

- hair loss 

 

Unknown side effects 

- systemic allergic reactions including swelling of the skin and eyelashes (angioedema), hives, 

localized or generalized rash, itching, anaphylactic reaction (sudden life-threatening allergic 

reaction) 

- hypoglycaemia (low blood sugar) 

- nightmares, memory loss, hallucinations, psychosis, confusion 

- dizziness, loss of consciousness, loss of sensitivity, stroke, cerebral ischaemia, increased incidence 

of myastenia gravis signs and symptoms (severe muscle weakness) 

- symptoms of eye irritation (i. e. burning, pricking, itching, watery eyes, redness), inflammation of 

the eyelid, blurred vision, choroidal detachment after the filtration procedure, corneal damage, 

dropping eyelid, double vision, dry eye 

- chest pain, heart palpitations, oedema (creation of fluid), arrhythmias (abnormal heart rhythms), 

congestive heart failure (heart disease with shortness of breath and swelling of the lower limbs as a 

result of the creation of the fluid), atrial-ventricular block, heart block, heart failure 

- decreased blood pressure, Raynaud's phenomenon, syndrome of cold hands and feet, increase 

incidences on varicose leg pain during the walk 

- narrowing of the airways (bronchospasm, especially in patients with pre-existing bronchospasmic 

condition) 

- diarrhea, dry mouth, abdominal pain, vomiting, loss of appetite, indigestion, nausea 

- rash resembling a psoriasis or new outbreak of psoriasis, skin rash 

- muscle pain 

- sexual function disorders, decreased libido 

- weakness, tiredness 

 

Reporting of side effects 

If you are experiencing any side effects, please contact your doctor or pharmacist. This includes any 

possible side effects not listed in this leaflet. You can also report side effects directly via the national 

reporting system listed in Appendix V. Reporting of the side effects can contribute to obtaining 

additional information on the safety of this drug. 

 

 

5. How to store Betalmic 0.5% 
 

Store below 25 °C. 

Protect from light. 

 

Protect from cold and frost.  

Keep this medicine out of the sight and reach of children. 

 

Do not use this medicine after the expiry date which is stated on the label and the carton after EXP. 

The expiry date refers to the last day of that month. 

 

Do not use Betalmic 0.5% if you notice any visible signs of damage of drug or the protective slip on 

the first opening of the bottle. If this is the case, return the product back to the pharmacy. 

 

Use the open package within 28 days.  

Close the bottle immediately after instillation of the product into the eye. 

 

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to 

dispose of medicines no longer required. These measures will help to protect the environment. 

 

http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc
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6. Contents of the pack and other information 

 

What Betalmic 0.5% contains 

 

- Active substance is betaxololium chloride 5,6 mg which corresponds to 5 mg (0,5%) of 

betaxolol in 1ml of the solution. 

- Other ingredients are: benzalkonium chloride (preservative ingredient), disodium edetate 

dihidrate, sodium chloride, sodium hydroxide (for pH adjustment), water for injection. 

 

  

What Betalmic 0.5% looks like and contents of the pack 

 

Clear, colourless to slightly yellowish solution. 

 

1  10ml, 1  5ml, 3 x 5ml (polyethylene bottle with dropper) 

 

Not all pack sizes may be marketed. 

 

 

Marketing authorisation holder and Manufacturer 

 

UNIMED PHARMA spol. s.r.o., Oriešková 11, 821 05 Bratislava, Slovak Republic 

Tel: +421 2 4333 3786 

Fax: +421 2 4363 8743 

e-mail: unimedpharma@unimedpharma.sk 

www.unimedpharma.eu  

 

 

This leaflet was last approved on 07/2015. 
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