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Ursodeoxycholic acid 500 mg :2'y9n 23700
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For the symptomatic treatment of primary biliary cirrhosis (PBC), in patients without
decompensated hepatic cirrhosis.
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3. Pharmaceutical form
Film-coated tablets.
Appearance: white, oval, biconvex film-coated tablets with a break line on both sides.

The tablet can be divided into equal doses.

2

Posology and method of administration

:N9N? |17V

There are no age restrictions on the use of Ursofalk 500mg tablets. For patients—weighing
lessthan47kgerpatients who are unable to swallow Ursofalk 500mg tablets, Ursofalk

250mg capsules are available.

Eogil . o bili irthosis (PBC
The daily dose depends on body weight and ranges from 1% to 3% tablets (14 + 2 mg of

wrsedeoxyeholie-aetdUDCA per kg of body weight).

For the first 3 months of treatment, Ursofalk 500mg tablets should be taken divided

over the day. When-theliverfunetion-parametersimprove With improvement of the

liver values, the daily dose may be taken once daily in the evening.

Body Daily dose Ursofalk 500mg film-coated tablets
weight (mg/kg BW) first 3 months subsequently
(kg) morning | midday evening evening
(1 x daily)
47 - 62 12-16 /2 /2 /2 1%
63 -78 13-16 Vs Vs 1 2
79 — 93 13-16 s 1 | 2,
94 - 109 14-16 1 1 3
Over 110 1 1 3%




The tablets should be swallowed with some liquid. The tablets should not be crushed or chewed.
FheymustCare should be taken to ensure that they are taken regularly.

The use of Ursofalk 500mg tablets in primary-biharyeirrhosisPBC may be continued indefinitely.

4.4 Special warnings and precautions for use

Ursofalk 500mg tablets should be taken under medical supervision.
During the first 3 months of treatment, liver function parameters AST (SGOT), ALT (SGPT) and
v-GT should be monitored by the physician every 4 weeks, thereafter every 3 months.

Apart from allowing for identification of responders e+ and non-responders in patients being treated
for primary-biliaryeirrhosis-PBC, this monitoring would also enable early detection of potential
hepatic deterioration, particularly in patients with advanced stage primarybiharyeirrhosis- PBC.

When used for treatment of the advanced stages of primary-biliaryecirrhosis PBC:

In very rare cases, decompensation of the hepatic cirrhosis has been observed, which partially

regressed after the treatment was discontinued.

In patients with PBC, in rare cases the clinical symptoms may worsen at the beginning of treatment,
e.g. the itching may increase. In this case, the dose ef Ursefallk500metablets should be reduced to

halfatablet Ursefallc 500metablets-erene Ursofallkc 250mg eapsule-daily and then gradually

increased to the recommended dose againas-described in section 4.2.

If diarrhoea occurs, the dose must be reduced and in cases of persistent diarrhoea, the

therapy should be discontinued.

4.8 Undesirable effects

The evaluation of undesirable effects is based on the following frequency data:

Very common (>1/10)

Common (>1/100 to <1/10)
Uncommon (=1/1,000 to <1/100)
Rare (=1/10,000 to <1/1,000)
Very rare (<1/10,000), not known (cannot be estimated from the available data)

MedDRA system Common Very rare Not known
organ class
Gastrointestinal Soft stools or | Severe right upper abdominal | Nausea, vomiting
disorders diarrhoea pain during treatment of PBC
Hepatobiliary Calcification of gallstones,
disorders decompensation of hepatic

cirrhosis!
Skin and Urticaria Pruritus
subcutaneous tissue
disorders

'Observed during therapy of the advanced stages of PBC and which partially regressed

after treatment was discontinued.

Totally . . . .




6.3 Shelf life
The expiry date of the product is indicated on the packaging materials.

6.4 Special precautions for storage
Denotstere-abeve-Store below 25°C.
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