Patient Package Insert
Prescription Only Medicine

Carefully read the entire leaflet before starting u se
AZICARE® SUSPENSION & CAPSULES

COMPOSITION:

Azicare ® Suspension: Each 5 ml contains 200 mg azithromycin (as dihydrate).

Azicare ® 250 Capsules: Each capsule contains 250 mg azithro  mycin (as dihydrate).
Azicare ® Tripak Capsules: Each capsule contains 500 mg azithromycin (as dihyd rate).
THERAPEUTIC ACTIVITY: Azalide, derived from the macrolide class of antib iotic.
APPROVED INDICATIONS:

- Azicare ® Suspension & 250 Capsules: It is indicated for inf  ections caused by susceptible organisms to azithrom ycin.
- Azicare ® Tripak Capsules: It is indicated for:

- The treatment of AECB: Acute Exacerbations of chr  onic bronchitis.

- The treatment of acute bacterial sinusitis.

WHEN SHOULD THE PREPARATION NOT BE USED?

Do not take this medicine if you are sensitive tot  he active ingredient or to any other macrolides.

DO NOT TAKE THIS MEDICINE WITHOUT CONSULTING A PHYS ICIAN: If you are suffering, or have suffered in the past
from impaired function of the liver, the kidney/ ur inary tract, the heart, or from diabetes. If you ar e pregnant in the
first/third trimester or breast feeding.

WARNINGS: QT prolongation: Elderly patients may be more susc eptible to drug-associated effects on the QT interv  al
and to the development of torsades de points arrhyt hmia than younger patients.

Do not use this medicine frequently, or for a long period without consulting a physician. If you are s ensitive to any
type of medicine, inform your physician before star ting treatment with this medicine.

Note: this product contains lactose therefore should be used with caution in patient with lactose intoleran ce.

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 t o prevent hazards or lack of efficacy arising from drug interactions,

especially when the concomitant drug belongs to the following groups: Antacids, cimetidine, cyclospori n, digoxin,
ergot derivatives, and warfarin.

SIDE EFFECTS: In addition to the desired effect of the medicine, adverse reactions may occur during the course of
taking this medicine. Symptoms that may occur are G | disturbances (diarrhea and loose stools, flatule  nce, nausea,

vomiting, abdominal pain/discomfort). If allergic r eaction occur stop treatment and refer to your doct or. If any side
effects not mentioned in this leaflet are experienc  ed or if there has been any change in the general h  ealth, consult your
physician.

RECOMMENDED DOSAGE: Dosage is according to physician’s instructions on ly. This medicine is to be taken at
specific time intervals as determined by the attend ing doctor.

DIRECTIONS FOR USE:

- Azicare Suspension: Add 12 ml of boiled and coole  d water to obtain 22.5 ml of the suspension and sha ke well. The
reconstituted suspension is to be used within 7 day s after reconstitution. Shake well before each use. Take the
medicine at least 1 hour before or 2 hours after me  al.

- Azicare 250 Capsules & Tripak Capsules: Do not ch  ew! Swallow the medicine with a small amount of wat  er. Take the
medicine at least 1 hour before or 2 hours after me  al.

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 your health do not discontinue using this
medicine, before consulting your physician.

AVOID POISONING: This medicine has been prescribed for the treatment of your illness; it may harm other
patients. Do not give this medicine to your relativ es, neighbors, etc. Do not take medicine in the dar k! Check the
label and the dose each time you take your medicine

MISSED DOSE: If you missed a dose, take it as soon as you rememb er, then continue to take it at the usual
times, and never take a double dose to compensate t  he missed one. If you have missed several doses, pl ease
inform your doctor. _Do not exceed the recommended dosage

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 accidental overdose, or if a ch  ild take the
medicine by accident, seek professional assistance or rush to a hospital emergency room accompanied wi th the
medicine’s package.

STORAGE: Store capsules, dry powder and the reconsituted su spension below 30°C. Don't store at the refrigerato .
Even if kept in their original container and stored as recommended, medicine may be kept for a limited period only.
Please note the expiry date of the medicine! In cas e of doubt consult the pharmacist who dispensed the medicine to
you. Keep out of reach of children.

PRESENTATION:

- Azicare Suspension: Plastic bottle with powder for preparing 22.5mls  uspension with plastic measuring graduated syringe
up to 5ml.

A carton box of one bottle of 22.5 ml.

- Azicare ® 250 Capsules: A carton box of 6 capsules.

- Azicare ® Tripak Capsules: A carton box of 3 capsules.
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