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= Domonzia’

Upadacitinib Extended-Release
Extended-Release Tablet

C$3€EL DAROU

Read all of thes leafiet carefully before you start taking this medicine because it contains| 1 crs w0 oot CUsrnBS yrror (suchas

important information for you. totreat (suchas

- Keep this leaflet. You may need to read it again. . medlqmesmueat selzures or fits (such as’ pl::nytom)

- If you have any further questions, ask your doctor or pharmacist. and tacrollrnll’Jl:)L affect your st

- This medicine has been prescribed for you only. Do not pass it on to others. it may harm| | medicines that may increase your risk of ga . onor s suchas

them, even if their signs of illness are the same as yours.
- If you get any side effects, talk to your doctor or pharmacist. This includes any possible side
effects not listed in this leaflet.

Dosage forms and presentation
Upadacitinib 15 and 30 mg extended-release tablets. Bottle of 30s.
Indications
Damonzia® uomzlns the active substance upadacmnlb It belongs to a group of medidines
called Janus ki By reduci lled Janus kinase’ in the
body, Damonzia® lowers inflammation in the follovwng dlseaes
* Rheumnatold arthritis
* Psoriatic arthritis
* Axial spondyloarthritis
“N i ic axial

— Ankvlosi dyiits (AS, radi i
* Atopic dermatitis

* Ulcerative colitis

 Crohn's disease

Rheumatoid arthritis

Damonzia® is used to treat a ith rh id arthritis. Rh id arthritis is a disease
that causes inflamed joints. If you have moderate to severe active rheumatoid arthritis, you
may first be given other medicines, one of which will usually be If these

non-stercidal  anti-inflammatory medicines (usually used to treat painful and/or
inflammatory conditions of muscle or joints), and/or oplolds (used to treat severe pain),
and/or corticosteroids (usually used to treat inflammatory conditions).

* medidines to treat diabetes or if you have diabetes. Your doctor may decide if you need less
anti-diabetic medicine while taking upadacitinib.

If any of the above apply to you or you are not sure, talk to your doctor or pharmacist before
taking Damonzia®.

Avoid food or drink ini it during wrlh [»;
increase the risk of side effects by increasing the amount of upadaci
Pregnancy, breast-feeding and contraception

Pregnancy

Damonzia® must not be used during pregnancy.

Breast-feeding

If you are breast-feeding or are planning to breast-feed, talk to your doctor before taking this
medicine. You should not use Damanzia® while breast-feeding as it is not known if this
medicine passes into breast milk. You and your doctor should decide if you will breast-feed or
use Damonzia®. You should not do both.

Contraception

If you are a woman of child-bearing potential, you must use effective contraception to avoid

medlclns do not work well enough, you will be given Damonzia® either alone or in
with to treat your id arthritis.

Damonzia® can help to reduce pain, stiffness and swelling in your joints, reduce tiredness and

it can slow down damage to the bone and cartilage in your joints. These effects can ease your

normal daily activities and so improve your quality of life.

Psoriatic arthritis

Damonzia® Is used to treat adults with psoriatic arthritis. Psoriatic arthritis is a disease that

causes inflamed joints and psoriasis. If you have active psoriatic arthritis, you may first be

given other medicines. If these medicines do not work well enough, you W|II be glven

Damonzia® either alone or in ion with meth to treat your p:

Damonzia® can help to reduce pain, stiffness, and swelling in and around your joints, pain and

stiffness in your spine, psoriatic skin rash, and tiredness, and it can slow down damage to the

bone and cartilage in your joints, These effects can ease your normal dally activities and so

improve your quality of life.

pregnant while taking Damonzia® and for at least 4 weeks after your last dose of

during this time, you must talk to your doctor straight away.
If your chlld has her first menstrual period while taking Damonzia®, you should inform the
doctor.

when taking Damonzia® until they resolve.

doctor or pharmadist if you are not sure.

How much to take
If you have rheumaﬁold anhnﬁs tic arthritis and axial s; rthritis (non-radi lic
axal dy dylitis)

The recommended dose is one 15 mg tablet once a day.
If you have atopic dermatitis

Avdal loarthritis (non-radi hic axial s loarthritis andankylosi itis)  Adults:

Damonzia® is used to treat adults with a xial itis. Axial isisa  The dose is 15 mg or 30 mg as prescribed by your doctor, as one tablet once a
disease that primarily causes inflammation in the spine. If you have active axial  day. Your doctor may increase or decrease your dose depending on how well the medicine Is
spondyloarthritis, you may first be given other icines. If these medicines do notworkwell  working.

enough, you will be given Damonzia® to treat your axial spondyloarthritis. Elderly:

Damonzia® can help to reduce back pain, stiffness, and inflammation in your spine. These
effects can ease your normal daily activities and so improve your quality of life.

Atopic dermatitis

Damonzia is used ho heat adults and adolesoents 12 years and older with moderate to
severe as atoj ® may be used with eczema
medicines lhat you applyto the skin or it may be used on Its own.

Taking Damonzia® can improve the condition of your skin, and reduce itching and flares.
Damonzia® can help improve symptoms of pain, anxiety and depression that people with
atopic dermatitis may have. Damonzia® can also help improve your sleep disturbance and
overall quality of life.

Ulcerative colitis

Uloaratis di
Y

f the large bowel. D ® [sused totreat adults
with ulcerative colitis who did not respond well enough or dld not tolerate previous therapy.
Damonzia® can help to reduce the signs and ling bloody stools,
abdominal pain and the need to rush to and the number of times you go to the toilet. These
effects can enable your normal daily activities and reduce fatigue.

Crohn's disease
Crohn's di

y disease that may partof the digestive tract, but
most commonly affects the bowel Damonzia® is used to treat adults with Crohn'’s disease
who did not respond well enough or did not tolerate previous therapy.

Damonzia® can help to reduce the signs and symptoms of the disease including the need to

If you are 65 years of age or older, the recommended dose is 15 mg once a day.

Adolescents (from 12 to 17 years of age) weighing at least 30 kg:

The recommended dose is one 15 mg tablet once a day.

If you have ulcerative colitis

The recommended dose is one 45 mg tablet once a day for 8 weeks. Your doctor may decide
to extend the initial 45 mg dose for anather 8 weeks (for 16 weeks total). This will be followed
by one 15 mg or one 30 mg tablet once a day for your long-term treatment. Your doctor may
increase or decrease your dose depending on how you respond to the medicine.

Elderty:

If you are 65 years of age or older, the recommended dose is 15 mg once a day for your
long-term treatment.

Your doctor may reduce your dose if you have kidney oryouare certain
other medicines.

If you have Crohn's disease

The recommended dose is one 45 mg tablet once a day for 12 weeks. This will be followed by
one 15 mg or one 30 mg tablet once a day for your long-term treatment. Your doctor may
increase or decrease your dose depending on how you respond to the medicine.

Elderly:

If you are 65 years of age or older, the recommended dose is 15 mg once a day for your
long-term treatment.

Your doctor may reduce your dose if you have kidney oryouare certain
other

rush to and the number of times you go to the toilet, abd | pain, and

your intestinal lining. These effects can enable your normal daily activities and reduce fatigue.
Manufacturer

Marketing Authorization Holder: Cobel Darou Co. Tehran-Iran

Contraindication

Do not take Damonzia®

if you are allergic to upadacitinib or any of the other ingredients of this medicine

if you have a severe infection (such as pneumonia or bacterial skin infection)

if you have active tuberculosis (TB)

if you have severe liver problems

if you are pregnant (see section Pregnancy, breast-feeding and contraception)

Wamings and precautions

Talk to your doctor or pharmaclst before and during treatment with Damonzia® if:

* you have an infectit oftel jons. Tell your doctor if you get symptoms such
as fever, wounds, feellng more tired than usual or dental problems as these can be signs of
infection. Damonzia® can reduce your body’s ability to fight infections and may make an
existing infection worse or increase the chance of you getting a new infection. If you have
diabetes or are 65 years of age or older you may have an increased chance of getting
infections.

* you have had tuberculosis or have been in close contact with someone with tuberculosis.
Your doctor will test you for tuberculosis before starting Damonzia® and may retest during
treatment

* you have had a herpes zoster infection (shingles), because Damonzia® may allow it to come
back Tell your doctor if you get a painful skin rash with blisters as these can be signs of shingles.
» you have ever had hepatitis B or C

» you have recently had or plan to have a vaccination {(immunisation) - this is because live
vaccines are not recommended while using Damonzia®

» you have or had in the past cancer, smoke or have smoked in the past, because your doctor
will discuss with you if Damonzia® is appropriate for you.

» Non-melanoma skin cancer has been observed in patients taking Damonzia®. Your doctor
may recommend that you have regular skin examinations while taking Damonzia®. If new skin
lesions appear during or after therapy or if existing lesions change appearance, tell your doctor.
* have, or have had heart problems, because your doctor will discuss with you if Damonzia® is
approptiate for you

= your liver does not work as well as it should

*you have pre'vmusly had blood clots in the velns afyour legs (deep veln thrombosis)
or lungs (| ) or have an risk for d i hls (for
example: if you had recent major surgery, if you use

89004

therapy, if a blood clotting disorder is identified in you or your close relatives)
Your doctor will discuss with you if Damonzia® is appropriate for you. Tell your doctor if you
get sudden shortness of breath or difficulty breathing chest pain, or pain in upper back,
swelling of the leg or arm, leg pain or tenderness, or redness or discolouration in the leg or
arm as these can be signs of blood dlots in the veins
* you have kidney problems
* you have unexplained stomach (abdominal) pain, have or have had diverticulitis (painful
mﬂammatm of small pockets in the lining of your mtestme) or ulcers in your stomach or

or are taking steroidal anti-i

If you notice any of the following serious side effects, bell adoctor straight away:
» symptoms such as a rash (hives), trouble breathing, or swelling of your lips, tongue, or
throat, you may be having an allergic reaction. Some people taking Damonzia® had serious
allergic reactions. If you have any of these symptoms during treatment with Damonzia®, stop
taking Damonzia® and get emergency medical help straight away
» severe stomach pain especially accompanied by fever, nausea, and vomiting.

tests

You will need blood tests before you start taking Damonzia®, or while you are taking it. This
is to check for a low red blood cell count (anaemia), low white blood cell count
(neutropaenia or lymphopaenia), high blood fat (cholesterol) or high levels of liver

swallowing as it may change how much medicine gets into your body.

 To help you remember to take Damonzia®, take it at the same time every day.

© The tablets can be taken with or without food.

If you take more Damonzla® than you should, contact your doctor. You may get some of the
side effects listed in “Possible side effects”.

If you forget to take Damonzia®

« [f you miss a dose, take it as soon as you remember.

« If you forget your dose for an entire day, just skip the missed dose and take only a single dose
as usual the following day.

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

If you stop taking Damonzia®

Da not stop taking Damonzia® unless your doctor tells you to stop taking it.

If you have any further questions on the use of this medicine, ask your doctor or pharmacist.

Serlous slde effects

Talk to your doctor or get medical help straight away if you get any signs of:

« infection such as shingles or painful skin rash with blisters (herpes zaster) — common (may
affect up to 1in 10 people)

« infection of the lung {pneumonia), which may cause shortness of breath, fever, and a cough
with mucus— common (may affect up to 1in 10 people)

 Infection in the blood (sepsis) — uncommon {may affect up to 1 in 100 people)

o allergic reaction (chest tightness, wheezing, swelling of the lips, tongue or throat, hives) —
uncommon (may affect up to 1 in 100 people)

Very common (may affect more than 1 in 10 people)

« throat and nose Infections

acne

‘Commen (may affect up to 1 in 10 people)

* cough

o faver

* cold sores {herpes simplex)

 feeling sick In the stomach (nausea)

* increase in an enzyme called creatine kinase, shown by blood tests

* low white blood cell counts shown in blood tests

« increased levels of cholesterol (a type of fat in the blood) as shown in tests
« increased levels of liver enzymes, shown by blood tests (sign of liver problems)
* weight gain

* inflammation (swelling) of the hair follicles

o flu (influenza)

 anaemia

« pain in your belly (abdomen)

« fatigue (feeling unusually tired and weak)

e rash

* a spinning sensation (vertigo)

o dizziness

Uncommon {may affect up to 1 in 100 people)

o thrush in the mouth (white patches in the mouth)

« increased levels of triglycerides (a type of fat) in the blood, as shown in tests

. dlvertlculltls (painful inflammation of small pockets in the lining of your intestine)

enzymes, The tests are to check that treatment with Damonzia® is not causing
Elderly
There is a higher rate of infection in patients aged 65 years of age and older. Tell your doctor
as soon as you notice any signs or symptoms of an infection.
Children and adolescents
Damonzia® is not recommended for use in children under 12 years of age or adolescents
weighing less than 30 kg with atopic dermatitis. This is because it has not been studied in
these patients.
Damonzia® is not recommended for use in children and adolescents under 18 years of age
with rheumatoid arthritis, psonanc anhnns, axlal spondyloarthritis (non-radiographic axial
itis and ive colitis, or Crohn's disease. This is

because it has not been studied in this age group.
Other medicines and Damonzia®
Tell your doctor or pharmacist if you are taking, have recently taken or might take any other
medlclnes Thls is bemuse some medicines may reduce how well Damonzia® works or may
increase the ri effects. It is very important to talk to your doctor or pharmacist
lfyou are taking any of the following:

to treat fungal (such as or
» medicines to treat bacterial infections (such as clarithromycin)

(a hole in the bowel)

effects not listed in this leaflet. You can also report side effects directly:
Email: pv@cobeldarou.com
24 hours Tel: 00982188664496

00982188208129

[ Kee this medicine out of the sight and reach of children. ]
Do not use this medicine after the expiry date which is stated on the original package and
carton after ‘EXP’.

Store below 30° C. Protect from moisture.

via by hold waste. Ask your pharmacist
how to throw away medicines you no longer use. These measures will help protect the
environment.
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