1/4

ENGELSKA VTE

For patients taking (Xarelto®, rivaroxaban)
for blood clots in the leg and/or lung

This brochure provides information about venous thromboembolism, a term that includes both deep
vein thrombosis (blood clot in a large vein) and pulmonary embolism (blood clot in lung). In the case
of deep vein thrombosis, blood clots form in the deep veins of the legs or the pelvis. In pulmonary
embolism, a portion of or an entire venous thrombosis breaks loose and is carried in the bloodstream
to the lungs. The brochure also presents information about treatment with Xarelto — a medication
that reduces the risk of recurrent deep vein thrombosis and pulmonary embolism.

What is a blood clot?

Blood clots consist of coagulated (clotted) blood. A distinction is made between blood clots that form
in the veins and blood clots that occur in arteries. They consist of the same substance (clotted blood),
but cause completely different diseases and they are treated differently. For example, blood clots that
form in arteries can cause a stroke or heart attack.

This brochure provides information on venous blood clots — deep vein thrombosis and pulmonary
emboli.

What are venous blood clots, deep vein thrombosis and pulmonary emboli?

Venous blood clots, also known as venous thromboemboli, occur in veins. Veins are the blood ves-
sels that transport oxygen-poor blood back to the heart. Venous blood clots most commonly form in
the legs or pelvis. Venous blood clots that are located in the large deep veins of the legs or pelvis are
called deep vein thromboses.

Deep vein thromboses can cause pulmonary emboli (blood clots in the lungs), a very serious condi-
tion. In pulmonary embolism, a portion of or an entire venous thrombosis breaks loose and is carried
in the bloodstream to the lungs. Pulmonary emboli prevent or stop blood from flowing to the lungs,
making it difficult to breathe. Pulmonary emboli may become life-threatening. You should imme-
diately seek medical care if you for no apparent reason become short of breath, find it difficult to
breathe or experience chest pain.

What causes venous thromboembolism?
Venous thromboembolism may have many causes.

Here are some examples of causes that increase the risk: prior blood clot, a blood clot that blocks a
blood vessel in the lung, varicose veins, other serious disease, being bedridden, positive family his-
tory, pregnancy and advanced age. Long flights, surgical procedures, vascular injury or oral contra-
ceptives (estrogen) are other factors that may increase the risk of deep vein thrombosis.

Why is venous thromboembolism treated with blood thinning medication?

If you have venous thromboembolism you will take blood thinning medications that help to dissolve
the blood clot and reduce the risk of forming new blood clots. The treatment also reduces the risk of
pulmonary embolism, which is a very serious condition.

In addition to treatment with blood thinners, patients with a blood clot in the leg may also need sup-
port hosiery, also known as compression socks or stockings.
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Xarelto

Xarelto belongs to a class of medications known as anticoagulants, i.e., blood-thinning medications.
Xarelto reduces the ability of the blood to clot, thereby protecting against formation of blood clots.
Xarelto works by blocking a specific factor in the blood — coagulation factor Xa.

Xarelto is a prescription drug.

Treatment with Xarelto

Duration of treatment

Treatment with Xarelto should continue as long as your doctor feels there is a risk of forming new
blood clots. It is important that you do not stop your treatment without first speaking with your
doctor.

How to take Xarelto

Try to take the tablet at the same time each day so it will be easier to remember. It is important to
take Xarelto with food to provide maximum protection.

Food and drink
You may eat what you want; alcohol in moderation does not affect treatment.

Dosage

During the first three weeks of treatment you will take Xarelto 15 mg twice daily. Thereafter you will
take Xarelto 20 mg once daily for the duration of the treatment period.

If you forget to take a tablet

4 During the first three weeks of treatment you will take Xarelto 15 mg twice daily together with
breakfast and dinner. If you forget one dose, take the tablet as soon as you remember to ensure a
total daily intake of 30 mg of Xarelto

¢ Subsequently, after the first three weeks of treatment, you will take Xarelto 20 mg once daily
together with a meal. If you forget one dose, take the tablet as soon as you remember

If you miss a full day, continue with your regular dose on the following day as before.

Never double your dose to make up for a missed tablet.

If you take too much Xarelto

Contact your doctor immediately if you have taken too many tablets. The risk of bleeding increases if
you take too much Xarelto.

Possible side effects

All medications may cause side effects, though not all users are affected. Contact your clinic for
advice if you notice bleeding from sites such as your nose, mouth, urinary tract or intestinal tract.
Seek emergency care if you experience heavy bleeding or bleeding that does not stop by itself. If

you experience a sharp blow to the stomach, chest or head, you should also seek emergency care to
make sure you have no internal bleeding. Also seek emergency care if you experience unusual weak-
ness, fatigue, pallor, dizziness, headaches, unexplained swelling, increased shortness of breath, chest
pain or angina — symptoms that may be signs of bleeding.
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Interaction with other medications

Do not take anti-inflammatory medications such as Voltaren, Naproxen or aspirin without first asking
your doctor. You may take pain relievers containing paracetamol (acetaminophen) such as Alvedon
or Panodil along with Xarelto. It is important that you inform your doctor about what other medica-
tions you may be taking, including over the counter medications and herbal medicinal products. Your
doctor will decide what treatment is indicated.

Restrictions
Contact your doctor before taking Xarelto if:

¢ you are allergic (hypersensitive) to rivaroxaban or any other ingredient in Xarelto
¢ you have a lot of bleeding, or ongoing bleeding

¢ you have liver disease that puts you at increased risk of bleeding

4 you are pregnant or nursing

Also contact your doctor if you are planning to become pregnant.

Elective surgery, biopsy or dental procedures

If you are going to have elective surgery, biopsy or a dental procedure such as tooth extraction, you
should contact and inform your doctor or dentist that you are taking Xarelto.

Regular blood testing is not necessary

The effect of Xarelto does not differ significantly among individuals. Xarelto should be taken with
food to ensure uptake of the drug, but no special dietary adjustments are necessary. Therefore you
do not need regular blood testing to monitor the effect. By taking Xarelto as prescribed every day you
should experience the benefit of the medication.

Information card for your safety

You will receive a card from your doctor or nurse containing information about your treatment with
Xarelto. You should always bring your card with you when visiting or receiving treatment from a doc-
tor, dentist or other healthcare provider.

Do you have any questions about Xarelto?
Talk to your doctor or nurse at the clinic that is managing your treatment.

For complete information, please see the package leaflet.

Would you like a daily reminder via text message? Register at www.xarelto-patient.se
Please note that this service is in Swedish.
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Xarelto (rivaroxaban), antitrombotiskt medel, & (BO1 AF01). Tabletter 15 mg, 20 mg,
10 mg (F). Indikation: Behandling av djup ventrombos (DVT) och behandling av lung-
emboli (LE), och forebyggande av aterkommande DVT och LE hos vuxna. Dosering:
rekommenderad dos for initial behandling av akut DVT eller LE &r 15 mg tva ganger
dagligen under de férsta tre veckorna, foljt av 20 mg en gang dagligen fér fortsatt
behandling och forebyggande av aterkommande DVT och LE. Patienter med mattligt
(kreatininclearance 30—49 ml/min) eller svart (kreatininclearance 15-29 ml/min) ned-
satt njurfunktion ska behandlas med 15 mg tva ganger dagligen under de férsta tre
veckorna. Darefter ar den rekommenderade dosen 20 mg en gang dagligen. En sank-
ning av dosen fran 20 mg en gang dagligen till 15 mg en gang dagligen bér Gvervagas
om patientens risk for blédning beddms dverstiga risken for dterkommande DVT och
LE. Nar forlangd profylax av aterkommande DVT och LE &r indicerat (efter att minst
6 manaders behandling av DVT eller LE har avslutats) ar rekommenderad dos 10 mg
en gang dagligen. Hos patienter som anses ha hog risk for DVT eller LE, sasom dem
med komplicerade komorbiditeter, eller som har utvecklat dterkommande DVT eller
LE pa forlangd profylax med Xarelto 10 mg en gang dagligen, ska Xarelto 20 mg en
gang dagligen dvervagas. Kontraindikationer: Aktiv, kliniskt signifikant blodning.
Organskada eller tillstand, som anses utgora en okad risk for storre blédning. Samti-

dig behandling med andra antikoagulantia, forutom vid byte av behandling till eller
fran rivaroxaban eller nar UFH ges i doser som kravs fér att hélla en central ven- eller
artarkateter Oppen. Leversjukdom forknippade med koagulopati och kliniskt relevant
blddningsrisk inklusive cirrotiska patienter med Child Pugh B och C. Graviditet och
amning. Varningar och forsiktighet: Xarelto ska anvandas med forsiktighet hos
patienter med kreatininclearance 15-29 ml/min. Anvandning av Xarelto hos patienter
med kreatininclearance < 15 ml/min rekommenderas inte. Om blddning inte kan kont-
rolleras kan antingen tillforsel av ett specifikt medel for reversering av faktor Xa-ham-
mare (andexanet alfa), som motverkar den farmakologiska effekten av rivaroxaban,
eller ett specifikt prokoagulativt medel, sésom protrombinkomplexkoncentrat (PCC),
aktiverat protrombinkomplexkoncentrat (APCC) eller rekombinant faktor Vila (r-FVIla),
overvagas. For patienter med tidigare trombos och antifosfolipidsyndrom rekomenderas
inte Xarelto. Datum for senaste dversynen av produktresumén oktober 2019. Bayer AB.
Box 606. 169 26 Solna. Tel. 08-580 223 00. For ytterligare information samt priser se
www.fass.se. Fore forskrivning vénligen Ids produktresumén pa fass.se.

W Detta lakemedel &r foremal for utokad dvervakning. Halso- och sjukvardspersonal
uppmanas att rapportera varje misstankt biverkning till Lékemedelsverket.

Oversittningen &r utférd av AAR Translator AB, ett professionellt ISO 900 1-certifierat dversittningsféretag med kompetens att dversétta frén svenska till engelska. Vi intygar
harmed att denna Gversattning, enligt var professionella kunskap, motsvarar dokumentet Patientbroschyr (VTE) pa svenska.
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