Patient Package Insert
Prescription Only Medicine
Carefully read the entire leaflet before startingu  se
CIPROCARE® XR
EXTENDED RELEASE TABLETS

COMPOSITION: Each tablet contains 1000 mg of ciprofloxacin: as 676.18 mg ciprofloxacin HCI monohydrate (570.63 mg,
calculated as ciprofloxacin on the dried basis) and ciprofloxacin (429.46 mg, calculated on the dried basis).
THERAPEUTIC ACTIVITY: Ciprocare ® XR is a fluoroquinolone antibiotic medicine, synth etic broad-spectrum antimicrobial
agent for oral administration.

APPROVED INDICATIONS: It is indicated in the treatment of urinary tract i nfections only caused by micro-organisms
susceptible to ciprofloxacin.

WHEN SHOULD THE PREPARATION NOT BE USED?

- Ciprofloxacin is contraindicated in persons with a history of hypersensitivity to the active ingredi ent (ciprofloxacin), or any
member of the quinolone class of antimicrobial agen ts.
- Concomitant administration with tizanidine is con traindicated.

DO NOT USE THIS MEDICINE WITHOUT CONSULTING A PHYSICIAN: If you are pregnant or planning to become pregnant or
breastfeeding. If you have tendon problems. If you are suffering or have suffered in the past from ki dney or liver disease,
joint problems, diabetes, a history of seizures, lo w levels of potassium in your blood (hypokalemia), personal or family
history of "Long QT syndrome."

WARNINGS & PREACAUTIONS: Do not use this medicine frequently or for long per iods of time without consulting your

doctor. If you are sensitive to any type of food or medicine, consult your doctor prior to commencing treatment.
Using of this medicine is associated with an increa sed tendinitis and tendon rupture in all ages. This risk is further
increased on older patients usually over 60 years 0 f age, in patients taking corticosteroid drugs, and in patients with kidney,

heart or lung transplants. The safety and effective  ness of Ciprocare ® XR in pediatric patients and adolescents under 18
years of age has not been established. The antibact erial drugs including Ciprocare ® XR should only be used to treat
bacterial infections. They do not treat viral infec  tions (e.g common cold).

Crystalluria related to ciprofloxacin has been repo rted, patients should be well hydrated to prevent t he formation of highly
concentrated urine and crystals in urine.

(Photosensitivity/phototoxicity reactions can be as sociated with the use of quinolones (including Cipr ocare) involving areas
exposed to sun or UV light, therefore protect skin from exposure to these sources & use suitable sun p rotection measures).
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 to prevent hazards or lack of efficacy arising from drug inte ractions, especially with:
tizanidine, theophylline, caffeine, products contai ning calcium, magnesium/aluminum antacids, sucralfa te, didanosine (to
treat HIV) chewable/buffered tablets, products cont aining iron, or zinc, omeprazole, oral antidiabetic drugs class

sulfonylurea (glyburide), insulin, cyclosporine, a nticoagulant (e.g warfarin or its derivatives), pro benecid, methotrexate,
metoclopramide, non-steroidal anti-inflamatory drug s NSAID (e.g ibuprofen, diclofenac, indomethacin, n  aproxen); or an oral
steroid medication (e.g prednisone), antiparkinson' s drugs (e.g Ropinirole), antipsychotic drugs use d in the treatment of

schizophrenia (e.g clozapine), antiepileptic (e.g p  henytoin), Tricyclic antidepressant (e.g Amitriptyl ine, imipramine),
medications used in the treatment of Alzheimer's di sease (e.g tacrine).

SIDE EFFECTS: In addition to the desired effect of the medicine, adverse reactions may occur during the course of ta king
this medicine, for example: body as whole (abdomina | pain, asthenia, malaise, photosensitivity reactio n), Cardiovascular
(bradycardia, migraine, syncope), Digestive (anorex ia, constipation, diarrhea, dry mouth, flatulence, liver function tests
abnormal, thirst), central nervous system (insomnia , vertigo), hyperglycemia, skin hypersensivity (dry skin, prurits, rash,
skin disorder, urticaria), urogenital (hematuria, v aginitis), Peripheral neuropathies reactions (numbn ess, tingling), tendinitis
and tendon rupture, photosensitivity/phototoxicity reactions, special senses (taste perversion). Cipro  care® XR may cause

dizziness and headache. In the event that you exper ience side effects not mentioned in this leaflet, o r if there is a change in
your general health, consult your doctor immediatel y.

RECOMMENDED DOSAGE: Ciprocare ® XR should be administered orally once daily, for (  7-14) days according to physician’s
instructions, depending on the case of patient. Do not exceed the recommended dosage.

Note: Avoid replace Ciprocare ® XR extended release tablets with Ciprocare ® 250, 500 and 750 tablets and/or visa versa.
DIRECTIONS FOR USE: Do not chew, crush or split the tablet! Swallow the medicine with some water; with or without meals
and to drink fluids liberally. Ciprocare ~ ® XR should be avoided with dairy products (like mil k or yogurt) or calcium fortified
juices alone since absorption of ciprofloxacin may be significantly reduced; however, may be taken wi  th a meal that
contains these products. Ciprocare ® XR should be administered at least 2 hours before or 6 hours after antacids containing
magnesium or aluminum, as well as sucralfate, didan  osine, metal cations such as iron, and multivitamin preparations with
zinc.

MISSED DOSE: If you forget to take this medicine at the specifi ed time, take the dose as soon as you remember, but never
take a double dose .

OVERDOSE: In case of accidental overdose or if a child uses this medicine by accident, seek professional assist ance or

rush to a hospital emergency room accompanied with the medicine’s package. Reversible renal toxicity h as been reported
in some cases. The stomach should be emptied by ind ucing vomiting or by gastric lavage. The patient sh ould be carefully
observed and given supportive treatment, including monitoring of renal function and administration of magnesium or
calcium containing antacids which can reduce the ab sorption of ciprofloxacin. Adequate hydration must be maintained.
HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATM ENT? Complete the full course of treatment as instructed

by the physician. Even if there is an improvement i n your health, do not discontinue the use of this m edicine without

consulting your physician.

AVOID POISONING: 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. This medicine has been prescribed for the treatmen  t of your illness; it may
harm other patients. Do not give this medicine toy  our relatives, neighbours, or any body else. Do not take medicine in the
dark! Check the label and the dose each time youta ke your medicine. Please note the expiry date of th e medicine! In case of
doubt consult the pharmacist who dispensed the medi cine to you.

STORAGE: Store at temperature not exceeding 25C. Even if k  ept in their original container and stored as recom mended,
medicine may be kept for a limited period only.

PRESENTATION: Box of 07 & 14 Extended Release Tablets.

REGISTRATION NUMBER: 007/688/07, 14

Pharmacare PLC
Beitunia- Industrial zone-P.O. Box 677 - Ramallah, Palestine
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