Obetinext

(As per Innovator's Specifications)

Obeticholic Acid 5mg, 10mg

(Manufacturer's Specifications)

COMPOSITION
i Obeticholic Adid..... 5Smg

(As per Innovator's Specifications)

Obetinext 10mg Tablet: Eachfilm coated tablet contains: Obeticholic Acid..... 10mg

(As perinnovator's Specifications)

What Obetinextis and whatitis used for

Obetinext contains the active substance obeticholic acid (farnesoid X-receptor agonist) which helps to
improve how your liver works by reducing the production and build up of bile in the liver and also
reducinginflammation.

This medicine s used to treat adult patients with a type of liver disease known as primary biliary
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Warnings and precautions

Talk toyour doctor or pharmacist before taking Obetinext.

Your doctor may need to interrupt or discontinue Obetinext if your liver function gets worse. Your
doctor will do blood tests to monitor the health of your liver when you start treatment and regularly
fromthereon.

hen taking Obeti i i i itching
overmuch of your body). Your doctor i medicines for treatment of tching or adjust
yourdose of Obetinext. Ifyou experienceitching thatis difficult to tolerate, talk to your doctor.

Children and adolescents

Other medicines and Obetinext

"

¥ 3 medicin
In particular, tell your doctor if you are taking so-alled bile acid binding resins (cholestyramine,
colestipo, coleseveam) used to lower blood cholesero levels as they may lessen the effect o
Obetinext. I you take any of , take O 4t06hours
after
The levels of some medicines suzh s theophyline (a medicine o help bresthing) or tizardine (a
medicine t
by your doctor while taking Obennex( Your doctor may need to monitor how wel your blood clots
ith Obetinext.

pyour blood flow)

Pregnancy
There s no experience using Obetinextin pregnancy. As a precautionary measure, you should not take
Obetinext fyou are pregnant.

Breastdeeding
it if this medi h

ilk. Your doctor u should
discontinue breast-feeding or discontinue/abstain from Obetinext therapy taking into account the
benefit of g childand therapy foryou.
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Obetinext contains sodium
This medicine contains less than 1 mmol sodium (23 mg) per tablet, that is to say essentially ‘sodium-
free',

How totake Obetinext

Always take this medi doctor or has told you. Check with your doctor or
pharmacistifyouare notsure.
Prior Obetinext, your must be known. If you have primary

biliary cholangitis with liver cirrhosis with symptoms such as fluid in the belly or confusion
(decompensated liver cirrhosis) or if you have a complete blockage of the biliary tract (liver, gallbladder
and bile ducts) this should be determined (see section 2, Do not take Obetinext, Warnings and
precautions).

g fil
Your doctor may adjust your dose depending on your liver function or if you experienceitching that is
difficultto tolerate.

6 months, your doctor may i d
daily. Vourdo(lorwll\d\scussanychangeo!dosewnh you.
You can take Obetinext with or without food. If you take bile acid binding resins, take this medicine at

10 mg once

least 4 to 6 hours before or at least 4 to 6 hours after the bile acid binding resin (see section "Other
medicines and Obetinext').

Ifyou take more Obetinext than you should

if y you P effectssuchas

yellowing of the skin. Contacta doctor or gotoa hospital for advice |mmed\alely
fyouforget totake Obetinext

Skip the missed dose and take your next dose when you would normally take it. Do not take a double
dosetomake up fora forgottentablet

NEXT

MACEUTIC

Manufactured by:
NEXT Pharmaceutical Products (Pvt.) Ltd.
Plot no. 44-A&B, Sunder Industrial Estate Lahore-Pakistan

Ifyou stoptaking Obetinext
You should continue to take Obetinext for as long as your doctor tells you to. Do not stop taking the
medicine without talking to your doctorfirst.

doctor or pharmacist.

Possible side effects

cts 3
Tell your doctor or pharmacist if you experience itching of the skin (pruritus) or if the itch gets worse
while on this medicine. In general itching of the skin is a very common (may affect more than 1in 10
people) side effect that begins within the first month following the start of treatment with Obetinext
and usually becomes less severe overtime.

Other possible side effects may be:
Very common side effects.

. stomach pain
. feelingtired

Commonsside effects (may affectupto 1in 10 people)

. thyroid hormoneirregularity
. dizziness

. fastorirregular heart beat (palpitations)
. paininthe mouth and throat

. constipation

. itchy,dry and/or red skin (eczema)

. rash

. paininyourjoints

. swellingin the hands and feet

. fever

The following side effects have been reported since the marketing of Obetinext, but how often they
occurisnotknown:

. liver failure

. increasein bilirubin (liver blood test)
. yellowing of eyes or skin (jaundice)
. scarring of the liver (cirrhosis)
STORAGE

HOW SUPPLIED

20'5,30"
Obetinext 10mg Tablets: Pack of 20's,30'sfilm coated tablets.

TOBE SOLD ON THE PRESCRIPTION OF. ALP Y.
KEEP ALL MEDICINES OUT OF THE REACH OF CHILDREN.

PLEASE READ THE CONTENTS CAREFULLY BEFORE USE. THIS PACKAGE INSERT IS CONTINUALLY
UPDATED FROM TIMETO TIME

Lactose & Gluten Free
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