Patient Package Insert

Carefully read the entire leaflet before startingus e
TAILOL® TABLETS & SYRUP

COMPOSITION:

Tailol ® Syrup : Each 5 ml contains 125 mg paracetamol (ac  etaminophen).

Tailol ® Tablets: Each one tablet contains 500 mg paracetam ol (acetaminophen).

THERAPEUTIC ACTIVITY: Analgesic and antipyretic drug.

APPROVED INDICATIONS: It is indicated for the temporary relief of minor aches and pains associated with the common cold,
headaches, toothache, muscular aches, backache, min  or arthritis pain, menstrual cramps, and fever redu ction.

WHEN SHOULD THE PREPARATION NOT BE USED?

- Do not use this medicine if you are sensitive to the active ingredient.
- Do not use this medicine with any other products conatining acetaminophen.

DO NOT TAKE THIS MEDICINE WITHOUT CONSULTING A PHYSICIAN BEFORE STARTING TREATMENT: If you are pregnant or

breastfeeding. If you or your child are suffering o r have suffered in the past from impaired function of the liver and/or kidney/urinary
tract.
WARNINGS: If you are allergic to any type of food or medicin e, inform your physician before starting treatment with this medicine.

Avoid prolonged use (more than 5 days for pain, or 3 days for fever) of this medicine unless directed by a physician.

- Consuming alcohol drinks during treatment or taki ng other medicines which affect liver function may cause liver damage.

- Do not take additional fever reducing, pain relie  ve medicines or common cold preaparations without ¢ onsulting your doctor inorder to

prevent overdose/toxicity.

- Do not use for more 10 consecutive days without ¢ onsulting the doctor.

- In adults and children over 12 years of age: This product contains paracetamol, sever liver damage m ay occur if you take more than 8
tablets (4000 mg) in 24 hours, if you take with oth  er drugs containing paracetamol or if you consum al coholic drinks during treatment

period.

DRUG INTERACTIONS: If you are taking any additional drugs or if you h ave just finished a course with another medicine, i nform the
attending physician, in order to prevent hazards or lack of efficacy arising from drug interactions, e specially when the concomitant drug

is one of the following: barbiturates, or products containing alcohol, drugs affecting central nervous system (sedative/ hypnotics,
antiepleptic) drugs, anticoagulants, NSAIDS.

SIDE EFFECTS: In addition to the desired effects, adverse reacti  ons may occur during the course of taking this medi cine, such as rash

or irritation or dizziness.

Side effects that require special attention usually resulting from overdosage: _ diarrhea, nausea, stomach pain (rare).  Allergic reactions:
Swelling of the face, mouth and throat, difficulty breathing, itching or rash if you take more than re commended dosage and you have
diarrhea, vomiting, stomach pain or abdominal cramp stop treatment and refer to the doctor. If any si  de effects not mentioned in this
leaflet are experienced or if there has been any ch  ange in the general health, consult your physician.

RECOMMENDED DOSAGE:

1. Tablets:

* Dosage and administration in adults and children over 12 years of age: 1-2 tablets every 4 - 6 hours when necessary, butn ot more than
8 tablets (4000 mg of paracetamol) per 24 hours. Do not exceed the recommended dosage.This preparat  ion is not recommended for
children under 12 years of age.

* Dosage and administration in children 6 — 12 year s of age: % - 1 tablet every 4 — 6 hours when neces sary, but do not exceed 5 times

per 24 hours .

2. Syrup:
Age Dose (mg) Single Recommrnded Number of maximum daily doses
daily dose/ ml
0 - 3 months 40 1.6 Up to 5 times a day
4 — 11 months 80 3.2 Up to 5 times a day
12 - 23 months 120 4.8 Up to 5 times a day
2 - 3years 160 6.4 Up to 5 times a day
4 - 5 years 240 9.6 Up to 5 times a day
6 - 8 years 320 12.8 Up to 5 times a day
9 -10 years 400 16.0 Up to 5 times a day
11 years 480 19.2 Up to 5 times a day

Note: The doses must be taken/given at intervals of not less than 4 hours.

DIRECTIONS FOR USE:

Tablets: Do not chew the tablet! Swallow the medici  ne with little water with or without food. The tabl ets can be divided on the score line.
Syrup: Take care to measure accurately the dose usi  ng the measuring syringe provided. Take the dose as prescribed by your doctor
with or without food.

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 ha  ve missed several doses, please inform your doctor.

AVOID POISONING: This medicine has been prescribed for the treatmen t of your illness; it may harm other patients. Do not give this
medicine to your relatives, neighbours, etc. Do not take medicine in the dark! Check _ the label and the dose_each time you take your
medicine.

OVERDOSE: This medicine contains substances, which can be po isonous or fatal in large doses to children and/or infants, therefore
must be kept out of their reach. In case of accide  ntal overdose, or if a child take the medicine by a  ccident, seek professional assistance
or rush to a hospital emergency room accompanied wi th the medicine’s package.

STORAGE: Store at temperature not exceeding 25°C. Don't ref rigerate. Even if kept in their original container and stored as
recommended, medicine may be kept for a limited per  iod only. Please note the expiry date of the medici  ne! In case of doubt consult the
pharmacist who dispensed the medicine to you.

PRESENTATION:
Tailol ® Tablets: Box of 20 tablets.
Tailol ® Syrup : Box of one bottle of 100 ml

REGISTRATION NUMBER:
Tailol ® Tablets: 007/625/20

Tailol ® Syrup : 007/517/100 ” ”

Pharmacare PLC
Bitunia- Industrial Zone- P.O. Box 677 - Ramallah, Palestine

L-2012072741/4238/2
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