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Prescription Only Medicine

Composition:
Each coated tablet contains:
Doxycycline hyclate equivalent to Doxycycline 100 mg

Therapeutic Activity:
Tetracycline antibiotic.

Indications:
e For the treatment of infections caused by bacteria and other microorganisms
susceptible to the medicine.
e For the prophylaxis of malaria when other medicines are unsuitable, or when the
malaria parasite is resistant to other medicines.

When should not this product be used:

e [fyou are hypersensitive to Doxycycline hyclate or other tetracycline antibiotics.
If you suffer from a medical condition accompanied by swallowing difficulties.
If you are pregnant, trying to become pregnant or breastfeeding.
In children under the age of 12 years.

Do Not Take This Medicine Without Consulting Your Physician Before Starting
Treatment If:

J You suffer from liver or kidney/urinary tract problems.

. You are suspected of having syphilis. The physician will continue to monitor your
condition after ceasing treatment.

J You suffer from diarrhea, you have suffered in the past from diarrhea after taking an

antibiotic or if you have suffered in the past from stomach or bowel problems.
You suffer from heartburns.
You suffer from myasthenia gravis.
You suffer from porphyria.
You suffer from systemic lupus erythematosus.
You are sensitive to any type of food or medicine.
You suffer from an oral or vaginal fungal infection.
You are about to undergo surgery, anesthesia for surgical use (including dental surgery).

How Will This Medicine Affect Your Daily Life:

o This medicine is not expected to affect the ability to drive or operate machinery.
. Alcohol may also interfere with the absorption of Doxal.
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Drug Interactions:

If you are taking another drug concomitantly or if you have just finished treatment with another
medicine, inform the attending physician, in order to prevent hazards or lack of efficacy arising from
drug interactions especially for medicines belonging to the following groups:

o Laxatives.
o Cholestyramine, colestipol.
. Cyclosporine.

Certain medicines that may reduce the efficacy of Doxal:

. Antacids, medicines or nutritional supplements containing minerals (such as preparations
that contain iron, zinc, magnesium or calcium), bismuth.
. Carbamazepine, phenytoin, barbiturates.

Doxal can affect the activity of other medicines:

. Increase activity of medicines that prevent blood clots such as warfarin or coumarin.

o Reduce contraceptives efficacy, and in addition there is a risk of hemorrhage. Use an
additional contraceptive.

. Reduce penicillin efficacy.

o Methoxyflurane.

Side Effects:

In addition to the desired effect of the medicine, adverse reactions may occur during the
course of taking this medicine:

Stop use of this medicine and refer to a physician immediately if:

o You suffer from increased sensitivity of the skin to strong sunlight or to ultraviolet light,
which may be manifested by a skin rash, itching, redness, sever sunburn.
. Fever, feeling sick, allergic effects such as: sudden wheezing, breathing difficulties, chest

tightness/pain, swelling of the eyelids, face or lips, swelling of the hands, rash, itching or
irritation (especially all over the body). Bloody stools, abdominal pains, tremor, cough, sore
throat, joint or back pain (rare).

Refer to a physician immediately with the appearance of:

. Indigestion, loss of appetite, sever persistent or bloody diarrhea (may appear up to
approximately two to three months after cessation of treatment with the medicine and be
accompanied by abdominal pain or fever). These effects may appear after using antibiotics and
can be a sign of sever bowel inflammation.

. Rash and irritation of the skin or face, dandruff, peeling of the skin.

o Fever, swollen lymph nodes or skin rash. These could be symptoms of a condition called
DRESS (Drug Rash with Eosinophilia and Systemic Symptoms) which could be serious and life
threatening.

. Headache that might be sever and accompanied by visual disturbances (such as blurred
vision, double vision or loss of vision).

o Inflammation and/or ulceration of the esophagus.

. Syndromes related to the blood system (due to changes in blood count), which includes

symptoms such as tiredness, bruising, susceptibility to infections.
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. Hypotension, increased heart rate.

. Muscle pain.

° Diarrhea.

o Redness (flushing).

o Ringing or buzzing noise in the ears.

o Bowel inflammation.

o Separation of the nails from the nail bed after exposure to sun.

J Inflammation or damage to the liver, jaundice, abnormal liver function test results,
pancreatitis.

J Discoloration and impaired development of the teeth or absence of teeth development in
children.

. Vaginal or tongue inflammation due to a fungal infection.

J Worsening of systemic lupus erythematosus, which symptoms include joint pain, rash,
and fever.

. Inflammation of the pericardium (pericarditis).

. Swallowing difficulties, pain in the tongue or mouth or discomfort in the throat or
stomach.

. Bulging fontanelles (soft area on infant's skull) of infants.

° Increase in blood urea levels.

Additional side effects

Common side effects:

. Nausea, vomiting.

Uncommon side effects:

o Heartburn.

Rare side effects:

o Discoloration of the thyroid tissue when the medicine is administered for a prolonged
period. This medicine does not damage the thyroid function.

. Pain and irritation of the anus and/or genitals.

Side effects with unknown frequency:

o Dizziness.

If a side effect appears, if one of the side effects worsens or when you suffer from a side effect not
mentioned in this leaflet, consult the physician or pharmacist.

Warnings & Precautions:

. This medicine contains lactose. If you have been told in the past by a physician that
you have intolerance to certain sugars, consult a physician before starting treatment with
this medicine.

o Avoid exposure to sunlight and take appropriate precautions (long clothes, hat, protective
creams, etc.) while using the medicine since your skin might be more sensitive to sunburns than
usual. Stop using the medicine immediately if skin redness appears.

J If you developed sever, chronic or bloody diarrhea (together with or without abdominal
spasms and fever) while or after using Doxal, even after two months or more. Refer to the
physician immediately as the treatment may need to be ceased. It may be a bowel inflammation,
which occurs due to antibiotic treatment.
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. Do not use this medicine often or for a prolonged period without consulting a physician.
. If swallowing difficulties or discomfort in the throat or stomach appears after
commencing treatment with the medicine, refer to a physician immediately.
. The use of Doxal may increase the chance of developing vaginal yeast infection. When in
long term use, the medicine may cause infections that cannot be treated with Doxal.
J There is no medicine today that guarantees full protection against malaria. Avoid

mosquito bites by using protective measures, especially in the dark hours (stay in an area
protected from mosquitos, use mosquito nets, wear long cloths and use a mosquito repellent).
. Inform your physician if an infection worsens or if you develop a new infection.
. Doxal may interfere with certain tests. Inform the physician that you are taking this
medicine before performing lab tests. In long term treatment periodic lab tests should be
performed, including blood tests, kidney and liver functions.

Dose & Direction for Use:

. Always use according to the physician's instructions.

. Swallow the medicine with a full glass of water to prevent irritation of the esophagus. Do
not keep the medicine in your mouth for longer than the time required to swallow it. In case of
stomach disturbances, take the medicine with food.

J Take the medicine while standing or sitting, do not take the medicine while lying down,
do not lie down for at least 30 minutes after taking it so that the tablet can advance as quickly as
possible to the stomach, to prevent irritation of the throat or esophagus.

o It is recommended to take the medicine in the morning or at least an hour before going to
sleep.

J During the treatment, it is important to drink a lot of fluids in order to reduce the risk of
esophageal irritation and ulcer.

o Wait at least two hours between taking Doxal and taking antacids (such as baking soda
(sodium bicarbonate)), calcium supplements, and preparations containing iron, zinc or
aluminum.

J Even if there is an improvement in your health, do not stop the treatment of this medicine
without consulting the physician. Skipping doses or not completing the treatment may reduce the
efficacy of the medicine and increase the risk developing bacteria resistant to Doxal and to other
antibiotics.

. Alcohol may also interfere with the absorption of Doxal.

To Avoid Poisoning:

1. Keep the medicine out of the reach of children.

2. If an excessive dose is taken or if your child swallowed the medication accidentally, seek
help at an emergency center and take the remaining medicine with you.

. Do not induce vomiting without consulting your physician.

4. Do not take your medication in the dark, always read the label and make sure you are
taking the right medication.

. Always notice the expiry date and never use medicine after the mentioned date.

. Avoid exposure of the product to heat and humidity during storage.

7. Use the drug only as prescribed and do not exceed the recommended dose.

[98)
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Missed Dose:




DOXAL Coated Tablet Leaflet |22¢-No-: PAW-25-6051-3

Issue date: 11/3/2018

Art Work Page 5 of 10
. Take the missed dose as soon as you remember, unless it is the time for your next dose,
skip the missed one and continue as your regular dose schedule.
o Do not double the dose to make up the missed dose.
Attention!
Do not halve, chew and crush the tablet.
Storage:
. Store at temperature between 15-30 °C, protect from light.
o Avoid exposure of the product to heat and humidity during storage.
Presentation:

A box of 10 coated tablets.

B
Eeit Jala Pharmaceutical Co.

81, Al-Madaress Str.

P.O.Box 58

Beit Jala -Palestine
http://www.beitjalapharma .com

1403019-3
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