
 

 

COMPOSITION: Each film-coated tablet contains 37.5 mg Tramadol h ydrochloride and 325 mg Paracetamol. 
THERAPEUTIC ACTIVITY:  Tramadol is a centrally acting opioid analgesic; p aracetamol is an analgesic and antipyretic. 
APPROVED INDICATIONS:  Zaldiar is indicated in the treatment of moderate t o severe pain. 
WHEN SHOULD THE PREPARATION NOT BE USED? 
- If you are sensitive to the actives ingredients, or opioids. 
- If you take MAO inhibitors (for treatment of Parki nson or Depression) or have taken them within the l ast two weeks before 
treatment with Zaldiar. 
- If you have drunk too much alcohol. 
- If you have taken too many sleeping pills, centra lly acting pain-killer or drugs that have psycholog ical effects. 
- If you have a serious liver disease. 
- If you are an epileptic and your fits are not ade quately controlled by treatment. 
- For children under 12 years of age. 
DO NOT TAKE THIS MEDICINE WITHOUT CONSULTING A PHYSICIAN:  If you are pregnant or breastfeeding. If you take other 
medicines containing Paracetamol or Tramadol. If you  suffer or have suffered in the past from impaired function of the liver, or 
if your eyes and skin turning yellow (this may sugg est jaundice or problems with your bile ducts), if you have kidney problems. 
If you have severe difficulties in breathing for ex ample asthma or sever lungs problems, if you have e pilepsy or have already 
experienced fits or seizures. If you have recently suffered from a head injury, shock or severe headac he associated with 
vomiting. If you are dependence on any medicines in cluding those used to relieve pain for example morp hine or other 
analgesics (opioids). If you are going to have an a nesthetic. The dosage interval in patients above th e 75 years should not be 
less than 6 hours. 
WARNINGS: This product contains Paracetamol, severe liver dama ge may occur if you: 
- Take more than 8 tablets in 24 Hours. 
- Take with other drugs including over the counter preparations containing Paracetamol or Tramadol. 
- Consume alcoholic drinks during treatment. 
Do not use this medicine frequently, or for a long period of time, without consulting a physician. If you are allergic to any type 
of food or medicine, inform your physician before s tarting treatment with this medicine. 
DRIVING AND OPERATING MACHINERY:  Use of this medicine may impair alertness; make yo u feel drowsy. If you feel that your 
reactions are affected, do not drive a car or any o ther vehicles, do not use electric tools or operate  machinery or any other 
activity which requires alertness and do not work w ithout a firm hold! 
DRUG INTERACTIONS: If you are taking any additional drugs or if you h ave just finished a course with another medicine, 
inform the attending physician, in order to prevent  hazards or lack of efficacy arising from drug inte ractions, especially with 
medicines belonging to the following: Carbamazepine , Quinidine, Fluoxetine, Paroxetine, Amitriptyline, Cimetidine, MAO 
Inhibitors, Digoxin, Warfarin, Opioids, Other drugs  including over the counter preparations containing  Paracetamol or 
Tramadol, Triptans (to treat migraine), Tranquilliz ers, Sleeping pills, other pain relivers, Cough medi cines, Baclofen (muscle 
relaxant), medicines used to lower blood pressure, medicines to treat allergies, Metoclopramide, Dompe ridone, Chlestyramine, 
Ketoconazole and Erythromycin. 
SIDE EFFECTS: In addition to the desired effect of the medicine, adverse reactions may occur during the course of ta king this 
medicine such as: nausea, dizziness, drowsiness, vo miting, digestion problems (constipation, flatulenc e, diarrhea), stomach 
pain, dry mouth, Itching, sweating, Headache, shaki ng, confusional state, sleep disorders, mood change s (anxiety, 
nervousness, a feeling of high spirits), increase i n pulse or blood pressure, heart rate, skin reactio ns (rashes, hives), tingling, 
ringing in the ear, hallucination, chest pain, diff iculty swallowing, Symptoms of an allergic reaction  include: rash, itching, 
swelling of mouth or lips, short breath. 
Side effects that require special attention usually resulting from overdosage:  Allergic reactions: Swelling of the face, mouth 
and throat, difficulty breathing, itching or rash i f you take more than recommended dosage  and you ha ve diarrhea, vomiting, 
stomach pain or abdominal cramp stop  treatment and  refer to the doctor immediately. In the event that  you are experience side 
effects not mentioned in this leaflet, or if there is a change in your general health, consult your do ctor immediately.  
RECOMMENDED DOSAGE:  Dosage is according to physician’s instructions onl y.This medicine is to be taken when needed 
only at specific time intervals as determined by th e physician. Do not exceed the recommended dosage . 
DIRECTIONS FOR USE: Do not chew or divide the tablet. Tablets should be  swallowed whole with a small amount of water, with  
or without food. Treatment should be as short as po ssible & the intervals between doses should be at l east 6 hours. 
MISSED DOSE: If you missed a dose, take it as soon as you remem ber, then continue to take it at the usual times, a nd never 
take a double dose to compensate the missed one. If  you have missed several doses, please inform your doctor. Do not 
exceed the recommended dosage . 
OVERDOSE: This medicine contains substances, which can be poi sonous or fatal in large doses to children and/or i nfants, 
therefore must be kept out of their reach.  In case  of accidental overdose, or if a child take the med icine by accident, seek 
professional assistance or rush to a hospital emerg ency room accompanied with the medicine’s package.  
HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATMENT?  Complete the full course of treatment as instructed  by 
the physician. Even if there is an improvement in yo ur health do not discontinue using this medicine, b efore consulting your 
physician. 
AVOID POISONING:  This medicine has been prescribed for the treatment  of your illness; it may harm other patients. Do no t 
give this medicine to your relatives, neighbors, et c. Do not take medicine in the dark! Check the labe l and the dose each time 
you take your medicine. 
STORAGE: Store at temperature not exceeding 30°C. Even if kep t in their original container and stored as recomme nded, 
medicine may be kept for a limited period only. Plea se note the expiry date of the medicine! In case of  doubt consult the 
pharmacist who dispensed the medicine to you. Keep out of reach of children. 

 
PRESENTATION: A carton box of 20 film-coated tablets. 
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