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Prescription Only Medicine

Composition:
Nedomet 250 Tablets:

Each film-coated tablet contains:
Metronidazole 250 mg

Nedomet 500 Caplets:
Each film-coated caplet contains:
Metronidazole 500 mg

Therapeutic Activity:
Antibacterial of imidazole group.

Indications:
Nedomet are indicated for the treatment of infections due to amebae, lambliasis, trichomonas,
anaerobic bacteria, or bacteria sensitive to metronidazole.

When Should Not This Preparation Be Used:

Nedomet are contraindicated in patients who are sensitive to metronidazole, nitroimidazole (e.g.
tinidazole). Signs of an allergic reaction include: Rash, swallowing or breathing problems, swelling
of the lips, face, throat or tongue.

Do Not Take This Medicine Without Consulting Your Physician Before Starting

Treatment:

- If you are pregnant, can become pregnant or think you may be pregnant or if you are breastfeeding

- If you have or have ever had a liver problem

- If you are having kidney dialysis

- If you have a disease related to the nervous system

- If you are suffering from Cockayne syndrome as your doctor must monitor your liver function
frequently during the course of treatment with Nedomet and afterwards. Cases of severe liver
toxicity or acute liver failure, including cases of death, in patients with Cockayne syndrome have
been reported with metronidazole.

Warnings And Precautions:

- Do not drink wine or alcoholic beverages while under treatment with Nedomet, and during the 48
hours following completion of treatment. Alcoholic consumption while taking Nedomet can cause
unpleasant side effects, such as, nausea, vomiting, abdominal pain, hot flashes, rapid or irregular
heart rate and headache

- Tell your doctor immediately and stop treatment with Nedomet if you develop the following
effects: Stomach pain, lack of appetite, nausea, vomiting, fever, tiredness, weakness, jaundice,
dark urine, putty-or mastic-colored stools or itching.

How Will This Medicine Affect Your Daily Life:

While taking Nedomet, you may feel sleepy, dizzy, confused, suffer from hallucinations (seeing or
hearing things that do not exist, spasm or temporary vision problems (such as blurred or double
vision). If these effects occur, do not drive or operate machines or equipments.
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Side Effects:

In addition to the desired effects of Nedomet, the below side effects may occur during the course of
treatment. Do not be alarmed by reading the list of side effects, you may not suffer from any of
them

Stop treatment with Nedomet and refer immediately to a doctor or a hospital if you notice the
following side effects:

e Hypersensitivity reactions (symptoms include: Swelling of the hands, legs, ankles, face, lips
or throat, that can cause difficulty swallowing or breathing, itching or a rash)

e Brain injury (encephalopathy) is a serious but very rare effect. The symptoms of the effect
vary, but you may suffer from fever, stiff neck, headache, seeing or hearing things that do
not exist (hallucinations). You may also experience difficulty in moving the arms and legs,
speech problems or a feeling of confusion

e You may develop a severe, widespread skin rash that can include blistering, peeling of the
skin or bleeding of the skin around the lips, eyes, mouth, nose and genitals. You may suffer
from flu-like symptoms and high fever. These may be signs of diseases called Stevens-
Johnson syndrome or Toxic epidermal necrolysis

Refer to the doctor immediately if you notice the following side effects:
e Yellowing of the skin and the eyes (jaundice)
e Unexpected infection, mouth ulcers, bruises, bleeding of the gums or severe fatigue (can
arise from blood problems)
e Severe abdominal pain that can radiate to the back (may indicate pancreatitis)

Very rare: Fits, mental problems (such as sensation of confusion or hallucinations), problems with
your eyesight (such as blurred or double vision), rash or skin redness, headache, dark-colored urine,
feeling tired or dizzy, muscle or joint pain, liver problems; including life-threatening liver failure
(hepatocellular liver injury)

Not known:

e Tingling or numbness, itching, pain or feeling weak in the arms or legs

e Unpleasant taste in the mouth

e Tongue discoloration or furred tongue (for example, as a result of a fungal infection)
¢ Nausea, vomiting, abdominal pain or diarrhea

e Loss of appetite

o Fever

e Depressed mood

e Eyepain

[ ]

In case of prolonged treatment, peripheral sensory neuropathy or transient epileptic episodes

(convulsions)

e A group of symptoms which include: Fever, nausea, vomiting, headache, stiff neck and
extreme sensitivity to light. This can indicate an infection of the membranes that cover the
brain and spinal cord (meningitis)

e Impaired hearing/loss of hearing

¢ Ringing in the ears (tinnitus)

e Rash or skin discoloration, with or without raised areas, that occasionally recur in the same

area, each time the medicine is taken
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In the event that you experience any 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: Medicines used to thin the blood
(such as warfarin), Lithium, Phenobarbital, Phenytoin, 5-fluorouracil, Busulfan, Cyclosporine,
Disulfiram.

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

. Do not induce vomiting without consulting the physician

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

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

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

. Use the drug only as prescribed. In the case any adverse effect not mentioned in this leaflet
develops, discontinue use and consult your physician.
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Dosage And Directions For Use:

- The Dose is according to physician’s instructions only

- Do exceed the recommended dose

- Swallow the whole tablet/caplet with water. Do not crush or chew the tablet/caplet

- Take the tablet/caplet during a meal or immediately after the meal

- Adhere to the treatment regimen as recommended by the doctor

- It is important that you complete the full course of treatment. The dosage and treatment regimen
depend on your ailment

- Even if there is an improvement in your health, do not stop treatment with Nedomet without
consulting with the doctor or pharmacist

- If you are undergoing dialysis, take Nedomet after the dialysis treatment as dialysis clears Nedomet
from the blood

- If you have liver problems, the doctor may instruct you to use a lower dosage than usual or less
often than usual

- Your doctor may want to perform tests if you take the medicine for more than 10 days.

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.

Storage:
Store this medicine in its original package at temperature below 30°C, away from light.
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Presentation:
Nedomet 250 : A box of 20 film-coated tablets
Nedomet 500 : A box of 20 film-coated caplets.

B
Eeit Jala Pharmaceutical Co.

81, Al-Madaress Str.

P.O. Box 58

Beit Jala - Palestine

http: //www.beitjalapharma.com

1401355-0
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