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AZYTRA

Prescription Only Medicine

Composition:
Azytra capsules

Each capsule contains:
Azithromycin (as Dihydrate) 250 mg
Lactose (excipient) 186.6 mg

Azytra Oral Suspension

Each 5 ml reconstituted suspension contains:
Azithromycin (as Dihydrate) 200 mg
Sucrose (excipient) 417 ¢

Therapeutic Activity:
Azalide antibiotic, a subclass of macrolide antibiotics for the treatment of a wide variety of
bacterial infections._

When Should This Preparation Not Be Used:
Azytra is contraindicated in patients with known hypersensitivity to azithromycin, erythromycin,
any macrolide or ketolide antibiotics.

Precautions:
- Antibiotic-associated colitis may be developed
- If superinfection occurs, discontinue the use of this drug and inform your physician.

Warnings:
¢ The capsules contain lactose and may cause an allergic reaction in patients sensitive to lactose.

¢ The oral suspension contains sucrose, it should be used with caution in diabetic patients.
¢ Elderly patients may be more susceptible to the development of cardiac arrhythmia &
prolongation of QT interval.

Side Effects:

In addition to the desired effects of Azytra, some side effects may occur during the course of
treatment such as: Nausea, vomiting, diarrhea, abdominal pain, chest pain, flatulence, dyspepsia,
dizziness, headache, vertigo, fatigue, agitation, nervousness and photosensitivity.
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Effects That Require Special Attention:

- Allergic reaction: Stop treatment and refer to the physician.

- Rapid heart, changes in heart beat: Refer to the physician immediately.

In the event that you experience side effects not mentioned in this leaflet, or if there is a change in
your general health, consult your physician immediately.

Drug Interactions:

If you are taking another medicine concomitantly or if you have just finished treatment with another
medicine inform your physician in order to prevent hazards and lack of efficacy resulting from drug
interactions. This is especially important for the following drugs: Antacids, digoxin, ergot
derivatives, coumarin-type oral anticoagulants, cyclosporin.

Do Not Take This Medicine Without Consulting Your Physician Before Starting Treatment:
- If you are suffering, or have suffered in the past, from impaired functions of the heart and/or

vascular system, the liver, the kidney/urinary tract or from diabetes
- If you are pregnant, planning to become pregnant and during breast feeding.

To Avoid Poisoning:
1. Keep the medicine out of the reach of children

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

3. Do not induce vomiting without consulting the physician

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

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

6. Avoid exposure of the drug to excessive heat and humidity during storage

7. Use the drug only as prescribed.

Dosage :
- According to physician’s instructions only

- This medicine is not usually intended for administration in children and infants under 6 months
of age.

Directions For Use:

- Take Azytra as a single daily dose at the same time each day

- Take Azytra capsules at least 1 hour before or 2 hours after food
- Azytra capsules should be swallowed whole with a glass of water
- Azytra oral suspension can be taken with or without food

- The reconstituted suspension should be used within 5 days

- Shake the bottle well before each use

- Take care to measure the dose using a measuring plastic spoon

- Reconstitution of Azytra oral suspension:
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Tap the bottle to release the powder.
To the 15 ml size bottle, add 9 ml of water and shake well after addition.
To the 22.5 ml size bottle, add 12 ml of water and shake well after addition.

Missed Dose:

- Take the missed dose as soon as you remember ,unless it is almost the time for your next dose,
skip the missed one and continue as your regular dose schedule.

- Do not double the dose to make up the missed dose.

Attention:
Shake well the suspension before each use .

Storage:
Store at temperature between 15-30°C.

Store the reconstituted suspension at temperature between 15-30°C .

Presentation:

Azytra capsules: A box of 6 capsules .

Azytra suspension: A bottle of 15 ml suspension after reconstitution .
A bottle of 22.5 ml suspension after reconstitution .

B
Eeit Jala Pharmaceutical Co.

81, Al-Madaress St.

P.O.Box 58

Beit Jala - Palestine

http: //www.beitjalapharma.com

1403110-2
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