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Capsule

Read all of this leaflet carefully before you start
taking this medicine :

« Keep this leaflet. You may need to read it again.

« If you have any further question, ask your doctor or pharmacist.
 This medicine has been prescribed for you. Do not pass it on to
others. It may harm them, even if their symptoms are the same as
yours.

« If any of the side effects gets serious, or if you notice any side
effects not listed in this leaflet, please tell your doctor or pharmacist.

What Nitisinone is and what it is used for :

Nitisinone is used for treatment of a disease called hereditary
tyrosinemia type 1. In this disease the body is unable to completely
break down the amino acid tyrosine. Harmful substances will be
formed and accumulate in the body. Nitisinone blocks the breakdown
of tyrosine and by doing so the harmful substances are not formed.

Before you take Nitisinone

« Do not take Nitisinone :

if you are allergic (hypersensitive) to Nitisinone or any of the other
ingredients of Nitisinone.

« Take special care with Nitisinone :

If You get red eyes or any other signs of effect on the eyes. Contact your
doctor immediately for an eye examination. Eye Problems could be a
sign of inadequate dietary control.

During the treatment, blood samples will be drown in order for your
doctor to check whether the treatment is adequate and to make sure
that there are no possible side effects causing blood disorders

Your liver will be checked at regular intervals as the disease affects the
liver.

» Taking other medicines :

Please tell your doctor or pharmacist if you are taking or have recently
taken any other medicines, including medicines obtained without a
prescription.

* Pregnancy :

The safety of Nitisinone has not been studied in pregnant women.
Please contact your doctor if you plan to become pregnant. If you
become pregnant you should contact your doctor immediately.

* Breast-feeding :

The safety of Nitisinone has not been studied in breast-feeding women
and therefore you should not breast-feed while taking Nitisinone.

« Driving and using machines :

No studies on the effect on the ability to drive and use machines have
been preformed.

How to take Nitisinone:

Always take Nitisinone exactly as your doctor has told you. You
should check with your doctor or pharmacist if you are not sure. The
usual total daily dose is 1 mg/kg body weight divided in morning and
evening administration. The capsules should be swallowed whole
with water. If you have problems with swalloing the capsules, they
may be opened and the powder suspended into a small amount of
water or formula diet just before intake.

If you have the impression that Nitisinone is not working properly,
talk to your doctor. Do not change the dose or stop the treatment
without talking to your doctor.

« If you take more Nitisinone than you should :

If you have taken more than you should, contact your doctor or
pharmacist.

« If you forget to taken Nitisinone :

Do not take a double dose to make up for a forgotten dose.

Possible side effects :

Like all medicines, Nitisinone can cause side effects, although not
every body gets them.

The most common (more than 1 out of 100 patients and less than 1
out of 10 patients) side effects are:

different eye symptoms (inflammation of the conjunctiva, opacity in

the cornea, inflammation in the cornea, sensitivity to light, eye pain),
reduced number of platelets and white blood cells, shortage of
certain white blood cells (granulocytopenia).

Uncommon (more than 1 out of 1,000 patients and less than 1 out of
100 patients) side effects are: inflammation of the eyelid, increased
number of white blood cells, itching, skin inflammation (exfoliative
dermatits), rash.

If you notice any side effects relating to the eyes, you should contact
immediately for an eye examination.

If any of the side effects gets serious, or if you notice any side effects
not listed in this leaflet. please tell your doctor or pharmacist.

How to store Nitisinone

Keep out of the reach and sight of children.

Do not use Nitisinone after the expiry date which is stated on the
bottle carton after “EXP". The expiry date refers to the last day of that
month.

Store in a refrigerator (2 - 8)°C

Nitisinone capsules can be removed from the refrigerator for one
single maximum 3 months and stored at a temperature not above
25°C, after which the product must be discarded.

Do not forget to mark the date on the bottle, when removed from the
refrigerator.

Medicines should not be disposed of via wastewater or household
waste. Ask your pharmacist how to dispose of medicines no longer
required. These measures will help to protect the environment.

Further information:
« The active substance is Nitisinone. Each capsule contains 2 mg,
5mg or 10mg Nitisinone.

Packaging:
The capsules are packaged in plastic bottles with child resistant
closures. Each bottle contains 60 capsules.

Refrence:

USPDI drug information for the health care professional, 2007.
« http://www.rxlist.com/orfadin-drug.com
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OSVE Pharmaceutical Co.
You are kindly requested to contact us in case of
any comments or advices.
PO Box: 13185-1554
Email: info@osvahpharma.com
www.osvahpharma.com
Tehran-Iran
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Nitisinone BRO | 170x120 mm
OSVE Pharmaceutical Co.
Date: 95/12/22
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Print description: Pantone No.: 3252 C [ ] | Black
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