PATIENT INFORMATION LEAFLET

Apixaban Tablets
(2.5/5 mg)

PIXA 2.5/5

The following medicines may increase the effects of PIXA and increase the chance for unwanted
bleeding:

icines for fungal infections (e.g. etc);

< someantiviral medicines for HIV/ AIDS (e.g., ritonavir);

% other { q.,enoxaparin, etc);

< anti-inflammatory or pain medicines (e.g., acetylsalicylic acid or naproxen). Especially, if you are
olderthan licacid, i bleeding;

% medic i problems e.g, diltiazem);

< anti medicines called selective serotonin re-uptake inhibitors or serotonin

Read all of this leaflet carefully before you start taking this medicine because it contains

importantinformation foryou.

- Keepthisleaflet. Youmay need toread itagain.

- Ifyou have any further questions, ask your doctor or pharmacist.
This medicine has been prescribed for you only. Do not pass it on to others. It may harm them even if
theirsigns ofillness are the same as yours.

- Ifyou getany side effects, talk to your doctor or pharmacist. This includes any possible side effects not
listedin this leaflet. See section 4.

Whatisinthisleaflet
1.WhatPIXAisand whatitis used for
2.Whatyou need to know before you take PIXA
3.Howtotake PIXA

4.Possibleside effects

5.Howtostore PIXA

6.Contents of the packand other information

norepinephrine re-uptake inhibitors.

PIXA
< medicinesto prevent epilepsy or seizures (e.g., phenytoin, etc.);
 Stioh'sWort pression);
B3 i otherinfections (e.g., rifampicin).

Pregnancyand breast-feeding
If feedi y )y be pregnant or i askyour
doctor, istornurse for { ic

The effects of PIXA on pregnancy and the unborn child are not known. You should not take this medicine

if Contactyour doctori

Itis not known if PIXA passes into human breast milk. Ask your doctor, pharmacist or nurse for advice
ing this medici feeding. They will advisey breast-feeding

tostop/notstarttaking this medicine.

1.WhatPIXAisandwhatitis usedfor
PIXA contains th b

group
This medicine helps to prevent blood clots from forming by blocking Factor Xa, which is an important
componentofblood clotting.

PIXAisusedinadults:
<+ to prevent a blood clot from forming in the heart in patients with an irregular heart beat (atrial
fibrillation) and at least one additional risk factor. Blood clots may break off and travel to the brain
dleadtoastroke orto other normal blood flow to that organ (also k

PIXA iryourability to drive or

PIXA containslactoseand sodium

If you have been told by your doctor that you have an intolerance to some sugars, contact your doctor
before taking this medicine. This medicine contains less than 1 mmol sodium (23 mg) per tablet, that is
tosay essentially "sodium-free".

3. IXA

temicembolism).

« totreat blood dlots in the veins of your legs (deep vein thrombosis) and in the blood vessels of your

lungs (pulmonary embolism), and to prevent blood dlots from re-occurring in the blood vessels of
yourlegsand/orlungs.

2.
Donottake PIXAif:

- ictoapi anyof the otheri

< Youarebleeding excessively;

«+ You have a disease in an organ of the body that increases the risk of serious bleeding (such as an
activeor of yourstomach or bowel, yourbrain);

y

% you are taking medicines to prevent blood clotting (e.g., warfarin, rivaroxaban, dabigatran or

heparin), except when changi treatment,
you get heparin through this line to keep it open, or if a tube s inserted into your blood vessel
(catheterablati heartbeat i

Warnings and Precautions
your doctor, pharmacist or

2 ani isk of bleeding, such as: bleedi
platelet activity; very high blood pressure, not controlled by medical treatment; you are older than
75years; youweigh60kgor less.

< aseverekidney disease orifyou are on dialysis;

% aliver istory of liver problems; Th
signs ofaltered liver function.

ifyouhavea prostheticheartvalve;

% if your doctor determines that your blood pressure is unstable or another treatment or surgical

fromyour

disorders, includi inreduced

Take special care with PIXA

< If you know that you have a disease called antiphospholipid syndrome (a disorder of the immune
system that causes an increased risk of blood clots), tell your doctor who will decide ifthe treatment
mayneedtobe changed.

2 Ifyouneed to h g

temporarilystop

aprocedure whid bleeding, your doctor might ask you to

icine for ashort while. If you are not p y

causebleeding, ask yourdoctor.

Childrenandadolescents

C

Tell your doctor, pharmacist or nurse if you are taking, have recently taken or might take any other
medicines.

Some medicines may increase the effects of PIXA, and some may decrease its effects. Your doctor will
decide if you should be treated with PIXA when taking these medicines and how closely you should be
monitored.

Always take this medicine exactly as your doctor or pharmacist has told you. Check with your doctor,
pharmacistornurseifyouarenotsure.

Dose

water. Pl i ithout food.

Try t
Ifyou have difficulty swallowing the tablet whole, talk to your doctor about other ways to take PIXA. The
tablet may be crushed and mixed with water, or 5% glucose in water, or apple juice or apple puree,
immediately before you takeit.

Instructions for crushing:

<+ (rush the tablets using a pestle and mortar or suitable instruments as told by your physician or
pharmacist.

2+ Transfer all the powder carefully into a suitable container, then mix the powder with alittle e.g., 30

mL (2tablespoons), water or one of the other liquids mentioned above to make a mixture.

Swallow the mixture.

Rinse the pestle and mortar you used for crushing the tablet and the container, with a little water or

oneofthe otherliquids (e.g., 30mL), and swallow therinse.

Ifnecessary, your doctor gi hed PIXAtablet

inwater, through a nasogastric tube.

of wateror 5% glucose

Take PIXAasrecommended for the following:
Topreventablood ot from hearti
additionalrisk factor.

heart beatand at least one

of PIXAS) 2
Therecommended doseis onetabletof PIXA 2.5 mg twice aday if:
<% youhave severelyreducedkidney function;
< twoormoreofthe following apply toyou:
— your blood test results suggest poor kidney function (value of serum creatinine is 1.5 mg/dL (133
micromole/L) or greater);
— youare80yearsoldorolder;
— yourweightis60kg or lower.

The recommended dose is one tablet twice a day, for example, one in the morning and one in the

evening. Your doctor g for.
your i yourlungs:
PIXA5mg twic thefirst7 days, forexample, twointhe

morningand twoin the evening.

After 7 days the recommended dose is one tablet of PIXA 5 mg twice a day, for example, one in the
morningand oneinthe evening.

For_preventing blood dlots from_re-occurring following completion of 6 months of
treatment:

of PIXA2.




Yourdoctor wi long i for.

You i ¥ i 3

<+ Changing from PIXA to anticoagulant medicines

Stop taking PIXA. Start treatment with the anticoagulant medicines (for example heparin) at the time
youwould have takenthe nexttablet.

%+ Changing from anticoagulant medicines to PIXA

Stop taking medicines. Start treatment with PIXA at the time y. the

o ist (e.g., warfarin) to PIXA

Stop taking the medicine containing a vitamin K antagonist. Your doctor needs to do blood-
i taking PIXA.

B¢ (e.g., warfarin).

If your doctor tells you that you have to start taking the medicine containing a vitamin K antagonist,
continue to take PIXA for at least 2 days after your first dose of the medicine containing a vitamin K

antagonist. Your doctor blood- t IXA.

Patients undergoing cardioversion

— abnormalliverfunction;

— anincreaseinsomeiver enzymes;

o e
andeyes.

« Skinrash;

< ltching;

% Hairloss;

< Allergic reactions (hypersensitivity) which may cause: swelling of the face, lips, mouth, tongue
and/or throat and difficulty breathing. Contact your doctor immediately if you experience any of
these symptoms.

the skin

of red blood cells, which ing

Tin1

Bleeding:

— inyourlungsoryourthroat;

— intothe space behind your abdominal cavity;
— intoamusle.

i 1in10,
Y
<+ Skin rash which may form blisters and looks like small targets (central dark spots surrounded by a
palerarea, witha darkri "

Ifyour abnormal heartbeat by a proced lled take this Not data)
medicine at the times your doctortells you, to prevent| < Blood i ion (vasculitis) which may resultin skin rash or pointed, flat, red, round spots
blood vesselsinyourbody. underthe skin's surface or bruising.
< Bleeding inthe kidney { presence of blood in ling to inability of the kidneys
Ifyoutakemore PIXAthan youshould to i
Tell your doctor immediately if you h k h ibed d PIXA.
packwithyou, evenifthereare notablets left. Reporting of side effects
Ifyou getany side effects, talk to your doctor, pharmacist, or nurse. Thisincludes any possible side effects
If PIXAth: youmay bleeding. If notlistedin thi ingsi i i
surgery, orother y i-factor Xa activity may be requi i
Ifyouforgettotake PIXA 5.Howtostore PIXA
< Takethedoseassoon asyourememberand: p i f child
< takethenextdose of PIXA at the usual time; Donotu: the strij fter EXP.The expiry d:

+ then continueasnormal.

If whattodo or dose, ask your doctor, pharmacist or nurse.
Ifyoustop taking PIXA

Do not stop taking this medicine without talking to your doctor first, because the risk of developing a
blood igherif P tooearly.

4.Possible side effects

Like all medicines, this medicine can cause side effects, although not everybody gets them. The most
common general side effect of thi icine is bleeding which may be potentially life threatening and
requireimmediate medical attention.

The following side effects are known if you take PIXA to treat or prevent a blood clot disorders as
mentionedinsection 1.

Commonside effects (mayaffectupto1in 10 people)
< Bleedingincluding:

— inyoureyes;

— inyourstomach or bowel;

— fromyourrectum;

— bloodintheurine;

— fromyournose;

— fromyourgums;

— bruisingand swelling;

<+ Anaemia which may cause tiredness or paleness;

RN

« Nausea (feelingsick);

feelfaint or

tuptolin
< Bleeding:
— inyourbrainorin your spinal column;
— inyourmouthor inyourspit!
— intoyourabdomen, orfrom the vagina;
~ bright/red blood in the stools;
_ . your o
the surgical wound/inci:
— fromahaemorrhoid;
~ testsshowingbloodinthestoolsorthe urine;

B fplateletsinyour

from

tclotting);

< Blood tests may show:

Qe

Manufactured by :

Quest Pharmaceuticals Pvt. Ltd.
Chhata Pipara, Bara, Nepal

pi

referstothe last day of themonth.
inori il t ht i tore below 30°C.

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to

use.

6.C
What PIXA contains
Theactive substance of PIXAis Apixaban.

PIXA2.5

Eachfilm coated tablet contains:
Apixaban2.5mg

Colour: Iron OxideYellow &Titanium Dioxide

PIXAS

Eachfilm coated tablet contains:
Apixaban 5 mg

Colour: Iron Oxide Red & Titanium Dioxide

What PIXAlooks like and the contents of the pack

PIXA2.5

PIXA 2.5 tablets are yellow, round, biconvex, film-coated tablets. Tablets are packed into a Blister. The
packsizeis 10X 10 tabletsir g wil ingi

PIXAS

PIXA'5 tablets are red, round, biconvex, film-coated tablets with breakline on one side. Tablets are
packed into a Blister. The pack size is 10 X 10 tablets in a printed paper carton along with the packing
insert.

For further information
Quest Pharmaceuticals Pvt. Ltd.
Tripureshwor, Kathmandu
Tel. 01-4240304, Email : quest kim@quest.com.np,
Website : www.quest.com.np
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