Patient Package Insert
Prescription Only Medicine
Carefully read the entire leaflet before starting use
KLARICARE® TABLETS & SUSPENSION
KLARICARE® XL 500 EXTENDED RELEASE TABLETS

COMPOSITION:
Klaricare® 125 Suspension: Each 5 ml contains 125 mg clarithromycin.
Klaricare® 250 Suspension: Each 5 ml contains 250 mg clarithromycin.
Klaricare® 250 tablets: Each tablet contains 250 mg clarithromycin.
Klaricare® 500 tablets: Each tablet contains 500 mg clarithromycin.
Klaricare® XL 500 Extended Release Tablets: Each Extended Release tablet contains 500 mg clarithromycin.
THERAPEUTIC ACTIVITY: Macrolide Antibiotic.
APPROVED INDICATIONS: All pharmaceutical forms are indicated in the treatment of adults with mild to moderate infection caused by susceptible
strains of the designated microorganisms in the conditions listed below:
- Lower respiratory tract infection for example, acute and chronic bronchitis, and pneumonia.
- Upper respiratory tract infections for example, sinusitis and pharyngitis.
- Itis indicated also in skin and soft tissue infections of mild to moderate severity, for example: folliculitis, cellulitis and erysipelas.
Klaricare® 125 & 250 Suspension: it is indicated in the treatment of acute otitis media.
Klaricare® 500 tablets: In the presence of acid suppression it is indicated for the eradication of H.Pylori in patients with duodenal ulcers.
Klaricare tablets are indicated in adults and children 12 years & older, for children less than 12 years, Klaricare Suspension is intended.
WHEN SHOULD THE PREPARATION NOT BE USED?

- In patients with known hypersensitivity to the active ingredient, erythromycin or any of the macrolides antibiotics.

- Concomitant administration of clarithromycin and/or erythromycin, and any of the following drugs is contraindicated: Cisapride, Pimozide,

Astemizole, Terfenadine, and Ergotamine or Dihydroergotamine.

- Concomitant administration of clarithromycin and Colchicin in patients with renal or hepatic impairment.

- Concomitant administration of clarithromycin and Lovastatin or Simvastatin.

- Concomitant administration of Clarithromycin and Calcium Channel Blocker such as Amlodipine, Nimodipine, Verapamil or Diltiazem.

- In Patient with history of QT prolongation or ventricular cardiac arrhythmia

- Klaricare® 500 XL: In patients with creatinine clearance less than 30 ml/ min.
DO NOT TAKE THIS MEDICINE WITHOUT CONSULTING A PHYSICIAN: If you are pregnant or breast-feeding. If you have sever liver insufficiency, or
in case of sever kidney insufficiency or heart rhythm disorder. If you are an elderly patients (>65 years) should consult their physician before using
this medicine.
WARNINGS: Do not use this medicine frequently, or for a long period without consulting a physician. If you are sensitive to any type of medicine,
inform your physician before starting treatment with this medicine.
Concomitant use with colchicine especially in elderly patient.
Patients with oral anticoagulants treatment: Prothrombin times should be carefully monitored while patients are receiving clarithromycin and oral
anticoagulants simultaneously.
Note: - Avoid replace Klaricare XL 500 Extended Release tablets with Klaricare® 250 and 500 tablets and/or visa virsa.

- Klaricare XL and Suspension: Patients with rare hereditary problems of fructose intolerance, glucose-galactose malabsorption or
sucrase-isomaltase insufficiency should not take this medicine.

HOW WILL THIS MEDICIN AFFECT YOUR DAILY LIFE: Clarithromycin tablets may make you feel dizzy or drowsy, if they affect you in this way don't
drive, operate machinery or do any thing that requires you to be alert.
DRUG INTERACTIONS: If you are taking any additional drugs or if you have just finished a course with another medicine inform the attending
physician, in order to prevent hazards or lack of efficacy arising from drug interactions, especially with: Drugs metabolised by the cytochrome P450
system (e.g Cilostazol, Methylprednisolone, Warfarin (Prothrombin time should be frequently monitored in these patients), Sildenafil, Ergot alkaloids
(Ergotamine or Dihydroergotamin), Alprazolam, Triazolam, Midazolam, Lovastatin, Simvastatin, Rifabutin, Phenytoin, Cyclosporine, Vinblastine,
Valproate and tacrolimus), Theophyllin, Digoxin, Carbamazepine, Zidovudine (for the treatment of HIV), Ritonavir, Atazanavir, Quinidine or
disopyramide, Maalox or Ranitidine, Colchicin, Cisapride, Pimozide, Calcium channel blocker (Verapamil), Terfenadine.
SIDE EFFECTS: In addition to the desired effect of the medicine, adverse reactions may occur during the course of taking this medicine. Symptoms
such as: diarrhea that is watery or bloody; nausea, stomach pain, low fever, loss of appetite, dark urine, clay-colored stools, jaundice (yellowing of
the skin or eyes); fever, and headache with a severe blistering, peeling, and red skin rash; or problems with your hearing, increase in BUN and
prothrombin time, dyspepsia, headache and skin rashes, transient increases of SGOT-SGPT are possible, but reversible after withdrawal of
treatment, Cholestatic hepatitis. Like with other antibiotics superinfections by resistant bacteria or fungi can rarely arise needing administration
withdrawal and adoption of suitable therapies.
Less serious side effects may include: mild stomach pain, nausea, vomiting, diarrhea, unusual or unpleasant taste in your mouth; tooth
discoloration; dizziness, headache, anxiety, confusion; skin rash; or vaginal itching or discharge.
If any side effects not mentioned in this leaflet are experienced or if there has been any change in the general health, consult your physician.
RECOMMENDED DOSAGE: Dosage and duration of treatment is according to physician’s instructions only, which depend upon the type of
infections. Do not exceed the recommended dosage.
Note: Avoid replace Klaricare® XL 500 Extended Release tablets with Klaricare® 250, 500 tablets and/or visa virsa.
MISSED DOSE: If you missed a dose, take it as soon as you remember, then continue to take it at the usual times, but never take a double dose to
compensate the missed one. If you have missed several doses, please inform your doctor.
OVERDOSE: In case of accidental overdose or if a child takes this medicine by accident, seek professional assistance or rush to a hospital
emergency room accompanied with the medicine’s package. Do not induce vomiting unless explicitly instructed to do so by a doctor! Overdosage of
clarithromycin can cause gastrointestinal symptoms such as abdominal pain, vomiting, nausea, and diarrhea.
DIRECTIONS FOR USE:
Klaricare® 250 & 500 Tablets: Do not chew, crush, split or bite the tablet! Swallow the medicine with adequate amount of water, with or without food,
if stomach upset occurs, take the medicine with or after food.
Klaricare® 125 & 250 Suspension: Invert bottle and shake the powder to become loose. Add boiled and cooled water up to the line in two portions
shaking after each addition to obtain 60 ml of homogeneous suspension. Shake well before each use. The medicine is stable for 7 days after
reconstitution. Do not store the reconstituted suspension in the refrigerator. Use the provided syringe for dosage accuracy with or without food, if
stomach upset occurs, take the medicine with or after food.
Klaricare® XL 500 Extended Release Tablets: Do not chew, crush, split or bite the tablet! Swallow the medicine with an adequate amount of water
with food.
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 contains substances, which can be poisonous or fatal in large doses to children and/or infants, therefore must be
kept out of their reach. This medicine has been prescribed for the treatment of your iliness; it may harm other patients. Do not give this medicine to
your relatives, neighbors', or anybody else. Do not take medicine in the dark! Check the label and the dose each time you take your medicine.
STORAGE: Store tablets (250 & 500) and the dry powder and the reconsituted suspension at temperature not exceeding 25°C. The product is stable
for 7 days after reconstitution at room temperature. Do not store the reconstitued suspension in the refrigerator.
For Klaricare® XL 500: Store at temperature not exceeding 25°C in a dry place away from light. 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 case of doubt consult the pharmacist
who dispensed the medicine to you. Keep out of reach of children.
PRESENTATION AND CONTENTS:
Klaricare® 125 suspension: A carton box of one bottle of 60 ml. Klaricare® 250 suspension: A carton box of one bottle of 60 ml.
Klaricare® 250 tablet: Box of 15 tablets. Klaricare® 500 tablet: Box of 15 tablets.
Klaricare XL® 500 extended release tablets: Box of 7 tablets.
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	Klaricare® XL 500 Extended Release Tablets: Each Extended Release tablet contains 500 mg clarithromycin.
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