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Patient Information Leaflet

SEKROL® Syrup

Ambroxol HCl 30 mg/5 ml

Read all of this leaflet carefully before you start taking this medicine because it contains important information for you. If you notice side effects not mentioned in this leaflet, it is advised to notify the doctor or healthcare professional. . Do not pass this medicine on to others.

1. What is SEKROL® Syrup and what it is used for

It is used in making the mucus less viscous thus aiding in expectoration especially during treatment of acute or chronic respiratory tract diseases, associated with increased mucus viscosity in the lungs and bronchial tubes  (ATC code: R05CB06).

2. What you need to know before you take SEKROL® Syrup

Do not take SEKROL® Syrup if you 

· are allergic (hypersensitive) to ambroxol and/or bromhexine, or to any other ingredient of this medicine (listed in section 6). 
· In children less than 12 years of age, SEKROL® Syrup may be used only under medical surveillance.
Using SEKROL® Syrup with other medicines

· Please tell your doctor or pharmacist if you are taking or have recently taken any other medicines, including medicines obtained without a prescription or herbal and homeopathic remedies. 

· In particular, tell your doctor if you are taking any cough-suppressing medicines (antitussive agents): medicines that suppress the coughing reflex should not be used together with SEKROL® Syrup. The coughing reflex is important for expectoration of liquefied mucus and its removal from the lungs.
· Use SEKROL® Syrup with caution if you have a liver or kidney disease, or if you have gastric or duodenal ulcer.

Pregnancy, breast-feeding and fertility 

· If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask your doctor or pharmacist for advice before taking this medicine. Ambroxol passes into the body of the unborn child. You should not take SEKROL® Syrup if you are pregnant, especially not during the first three months.

· Ambroxol passes into breast milk. If you are breast-feeding you should not take SEKROL® Syrup.

Driving and using machines 
· SEKROL® Syrup is not known to affect your ability to drive or use machines.
3. How to take SEKROL® Syrup

If you have any questions about the usage of SEKROL® Syrup, consult your doctor or pharmacist and follow the given directives completely. If your physician does not offer any other therapeutic protocol, recommended oral doses are:

· Children from 12 years on, adolescents and adults:
5 to 10 ml two times per day
Mode of administration

· SEKROL® Syrup should be taken orally, after a meal, using the enclosed measuring device.

· Do not take SEKROL® Syrup directly before going to bed in the evening.

Duration of treatment

· Without medical advice, SEKROL® Syrup should not be taken longer than for 4–5 days.

· If you do not feel better or feel worse after 4-5 days, seek medical advice.
·  If you took more than you should: to date there are no reported cases of overdose. Significant overdose may give increased production of saliva, nausea, vomiting and decreased blood pressure. Please contact your doctor.
· If you forgot to take the medicine: do not take a double dose to make up for a forgotten dose. If you forgot to take a dose you should take the next prescribed dose at the scheduled time.

4. Possible side effects
SEKROL® Syrup is generally well tolerated. However, like all medicines, SEKROL® Syrup can cause side effects, although not all patients get them.

Uncommon (less than 1 in 100, but more than 1 in 1,000 patients): 

· hypersensitivity reactions, such as skin rash, swelling of the face, respiratory disorders, pruritus,

· fever,
· nausea, abdominal pains, vomiting.

Very rare (less than 1 in 10,000 patients or unknown incidence):

· severe allergic reactions (anaphylactic), including anaphylactic shock,

· severe skin reactions, such as Lyell’s syndrome or Stevens-Johnson syndrome.

If you get one or more of the side effects listed or not listed above, you should immediately discontinue taking SEKROL® Syrup, and talk to your doctor or pharmacist.

5. How to store SEKROL® Syrup
Store below 30°C, in the original package. Keep out of reach and sight of children. Do not use after the expiry date, stated on the packaging (Exp.). The expiry date refers to the last day of that month. 
6. Other information

What SEKROL® Syrup contains: each 5 ml contains 30 mg Ambroxol HCl.  Other ingredients: Methyl Paraben, Propyl Paraben, Cherry Essence, Sorbitol, Citric Acid, Sodium Citrate and purified water. 

SEKROL® Syrup is supplied in 150 ml bottles with plastic srew-cap and measuring spoon indicating 2,5 ml and  5 ml.
Note: For use in children Sekrol® Syrup is also available in another strength: Ambroxol HCl 15 mg/5 ml in a bottle of 100 ml.
SEKROL® Syrup is available without prescription.

Name of Manufacturer: Bilim Pharmaceuticals, GOSB 41480 Gebze, Kocaeli, Turkey.
Registration/Licence Holder: Dafra Pharma GmbH, Mühlenberg 7, 4052 Basel, Switzerland.
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