Paliperidone
25 mg. 50 mg, 75 mg, 100 mg and 150 mg
Prolonged-release Suspension for Injection

Treatment initiation pack
100

150 mg and mg ged-rel
for Injection
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important information for you

+ Keep this leaflet. You may need to read it again.

* Wyou have any urthsr auestions, ask your doctor, pharmaclst, of nurse,

+ I you get any side effects, talk to your dactor, pharmaist or nurse. This includes any
poasibie side oftcte not liser it laaflot. Son section 4
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2.What you need to know before you use Pelipridone
How to use Paliperidone.

4. Possible side effects
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o What Paliperidone is and what it is used for

Suspansion for e et cubstance
palperidone which belongs to the class of ant mmlnmadmmmnl used

treatment for the m acult ptionts tabised
paliperidone or risperidone.

1f you ¢ past and have mild to
TOBRTMS $ymBtams your docior My S1a aeTeNt with P.npenam without prio
stabilisation with paliperidone or risperidona.

Schizaphrenia is & disease with “positive” and “negative” symptome. Positive mean
axcess of symptoms th narmally presant, Far sxample, a porson with schizaphronia
may hear voices or see things that are not there (called hallueinetions], befieve things that sre
not true (called delusions], or fael unusually suspicious of others. Negative means a lack of
behavicursor fesinga hat are r\crmallv present For example s parsen with schizopivenis
may appear withdrawn and ay hav

o a ciber and il oy, Poante with s i iy aias foel deprissad, amxious, Guity, 8¢
tanse.

Faliperidons can help alleviste the symptoms of your disease and stop your symplams from
coming back.

@) What you nesd to know befors you use Palipsridone

Do nat use Paliperidene:

+ if you are allargic ta paliperidons ar any of the athar ingradiants of this medicine (listed in
section 8]

+ if you are allergic to snother

risperidons.

Warnings and precautions
Talk to your doctor, pharmacist or nurse before using Paliperidans.

This medicine has not been studied in slderly patients with demantia. However, elderly
patients with dementia, who ara treated with other similar types of medicing, may have an
increased risk of stroke or death (see section 4, possible side effects),

Al medicines d some of this medicine can worsen the
symptoms of other medical conditions. Far that reason, it is important to discuss with your
dactor any of the following comilions hich tan potentially worsan during treatment with th
mediein

+ if you have Parkinson's disease
+ if you have ever been diagnosed with a condition whose symptams include high

d i 0 known lignant Syndrome)
+ if you have evar experienced abnormal mavements of the tengue ar face {Tardive
Dyskinesia)
if you know that you have had lew levels of whi
not have been caused by other medicines)
« if you are diabetic or prane to diabotes
+ if you have had breast cancer or & tumour in the pituitary gland in your brain
+ if you have a heart disease or heart disease treatment that makes you prone to law blood

pressure

+ if you have low bload pressure when yau stand up or sit up suddenly
+ if you have epilepsy
+ if you have kidney probloms

blaod cells in the past {which may or may

if you have liver prablem:
if you have prolonged andior painful erecticn

« if you have h contralling core

* ifyou have an abnormally high leval aftho hnfmnns oralactin n your blond o if you
have a possible prolactin-dependent tum

« ifyou of somaahe sisein your family has 8 hstory of blood clots, sa antipsychatics have
been assaciated with formation of blgad clots,

If you have any of these canditions, please talk to your doctor s he/she may wentto djust
your dose or monitor you for a while.

As dangerously low numbers of & certain typs of white blood eell needed to fight infection
in your bload has been seen very rarely with patients taking this medicine, your doctor may
cheek your whita blood eell counts.

Evenif you lerated or rarely allergic
reactions ocour aftar racswlng In]sclmﬂs nlps\lperlduna Seek medical sttention right away
if you experience a rash, swalling of your thraa, itching, or problems braathing as thase
may be signs of a serious allergie reaction.

This medicine may causs you to gain weight. Significant weight gain may advarssly affect
your heaith. Your doetor should regulsrly measure your body weight.

As diabetes mallitus or worsening of pre-sxisting disbetes mallitus have baen seen with
patients taking this medicine, your doctor should check for signs of high bload sugar. In
patiants with pra-axisting diabetes mellitus blood glucose should be monitared regularly.

Since this medicine may reduce your urge to vomit, there is a chance that it may mask the
body’s normal respanse ta ingestion of toxic substances or other madical co
Buring on meration an the oye for cloudinees of te lons loataract) the pupl {ihe black
circl in the middle of your eval may not incresss in sizs 85 needed. Also, the irls ithe
coloured part of the eye) may become flappy during surgery and that may lead 1o eye
damage. If you ara planning to have an oparation on your aye, maka sure you tell your ey
doctor that you are taking this medieine.

Children and adolesconts
This medicine is not for people who are under 18 years old._

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

Taking this mood stabiliserl may

require a change to your dose of this medicine.

Sinca this in the brain, from other msdlmnsl ‘that
‘weork in the brain can cause an i such as sl

effects on the brain such as othar i opioids, and sleep
madication.

Sinca this medicine can lowr blood prossur, care lhou\d ba taken when this medicine i
used with ather mediines that lower bload py

This medicine can reducs the effect of madicines against Parkinson's disease and restless
lags syndrame o

This medicine may cause an i (ECG) alang
tima for an slecirical impulse to travel thraligh a cartain part of the heart fknown a2 “QT
prolongatios ier medicines that have this affect include some madicines used ta treat
the rhythm of the heart or to treat infection, and ather antipsychotics.

1 vou are prone to develop comsions, this melcine may ncrzase your hance of
ther that have this sffect used 1o
traat depressian or to trest Infection, and othar antipeychatics.

ion with med

Paliperidone should be used with ca e that increase the activity of the

Paliperidona with aleohol
Alcohel should be svoided.

Pragnancy and braastdssding

iyou are pregnant o breaktteeding, think you may be pregnant of are planning 1o have a
baby, ask your dactor ar pharmasist for advice bofaro taking this medicine, You should not
use this medicine during pregnancy unless this has been diseussed with your doster. The
following symptoms may occur in newborn babies of mothars that hava used paliperidane
i the ast trimester (1ast three manths of their pregnancy): ehaking, muscle stiffness andjor
woakness, sloapiness, agitation, breathing problems, and difficulty in feeding. If your babry
develops any of these symptoms you may need to eontael your doetor.

This medicina can pass frem mothar to baby through braast milk and may harm the baby.
Therefore, you should not breastfesd when using this medicine,

Driving and using machines

Dizziness, extrem &5 and vision problems may accur during trestment with th
medicine 1898 soction 4).This should be conaicared In casss whare fllsleiness I required,
e.g., when driving  car of handling machines.

aliperidane contains sadium
This medieine contains less than 1 mmal sodium (23 mgl per dose, that is to say

essantially ‘sodium-fres’

e How to use Paliperidone

S

medicine is administered by your dector o other healthcare professional. Your doctor
wil tell you when you need your next injestion. It is important not to miss your scheduled
dose. If you eannot keep your eppointment with the doctor, maka sure you call him right
away 30 ancther appointment can be made 43 s0on as possible.

ou will raceiva the first injeetion (150 mg) and second injection {100 mg) of this medicine
the upper arm approximately one week apart, Thereafter, you will receive an injection
iranging from 25 mg to 150 mg) in sither the upper arm or buttacks once & month.

W your dactor is switching you from risperidons ong acting njecticn to this medicine, you
will recsive the first injection of this medicine (ranging from 25 mg to 150 mg) in either the
upper arm or buttacks on the date that your next injection was scheduled, Thereafter, you
will receive an injection {ranging from 25 mg to 150 mg) in sither the upper arm or
buttocks onee a month,

Depending on your symptoms, your doctor may increase or decrease the amount of
medicing you recsive by one dose level at the tims of vour scheduled monthly injection.

Patisnts with kidney problems
Your doctor may adjust your dose of this medicing based on your kidnay function, If you
have mild kidney problems your doctor may give you & lower dose. If you have moderate
or severs kidney problems this medicine should not be used.

Elderly
Your dostor may reduce your dose of this medicine if your

1 you are given more Paliperidone than needed
Thic mesicing will be givan 1o you under medical supervision; t is, tharafore, unlikely that
you will be given too much.

iney function is reduced.

Patiants wha have baan givon too much paliparidons may experionce the following
symptoms: drowsiness or sedation, fast heart rate, low bload pressure, an abnormal
slectrocardiogram (elsctrical tracing of the heart), o slow or abnormal movements of the
face, body, arms of legs.

1 you stop using Paliperid
I you stap recsiving your injections, you will lase the effects of the medicine. You hould
not stop using this madicing unless told ta do sa by your dector 8 your symptoms may
return

If you have any furthar quastions on the use of this medicin, ask your doctor or
pharmacist

o Possible side effects

Like all medicines, can . although not bod
the

Tell your doctor immediataly if you:
+ experience bicod clots in the veins, sspecially in the legs [symptoms include swelling,
pain, and redness in tha lagl, which may travel through blood vessels to the lungs
causing chest pain and difficulty breathing. |l you notice any of these symptoms seek
medical advice immediately
have dementia state or sudden
waskriass o numbinass of your foes, arma or loge, napaially on ono sids, or shurrar
. These may be signs of a st

rpariinta fover, musdls sifness, aweating or & lowered laval of conaciousness 8
disorder called ° Syndrame’l. reatment may
be needed
+ are a man and experience prolonged or painful erection. This is called priapism.

Immediate medical treatment may be nesd
« experience involuntary rhythrmic maverments of the tangue, mouth and face, Withdrawal
of paliperidone may be needed
experience a severe allergic rmaction characterised by fever, swollen mauth, face, lip or
tangue. shortnees o brath,fhing, sk rash mu semetimes crop n blocd presaure
{amounting to a
ioperidana umm paliperidone, rarely al\argm aatons oot aher receiving mjamluns
of paliperidon
+ ara planning 10 have an paration on your sys, make sure you tllyour aye doctor that
wou are taking this medicine. During an operation on tha eye for cloudinass of the lans
{cataract), the iris (the coloured port of the eye) may become ﬂuppynmmg surgery
{knawn a5 “floppy iris syndrome”] that may lead 1o eye dam
Sre awars of having dangerausl low numbers of & cenain type of whits blood cel
needod ta fight infoctian in your blaad.

only and should be Thereal in aither the
i DELTOND 61 GLUTEAL fuscis "sing th oppropriats nsadio for Infostion it

The g inform
read by the medical or healthcare

Far DELTOID injestion, if the patient waighs < 90 kg, use the 1 inch, 23 gauge nesdic
(26.4 mm x 0,64 mm) (naedle with blue coloured hub); if the patient weighs = 50 kg,
usa the 1% inch, 22 gauge needle (38,1 mm x 0,72 mm) incedie with grey coloured

spected visually for
not visually free of

The suspension for injectian is for singla use only. It should be
5 L o e .

foraign matter.

Each pack contains a pre-filled syringe and 2 safety nesdles la 1% inch 22 gauge needle
[38.1 mm x 0.72 mm\ &nda 1inch 23 gauge nesdle [26.4 mmx 0.6 m) for
intramuscular inject

Paliperidane Is o ovalable n aTreatmant inilation pack which contains two pre-filled
swringes (150 ma + 100 mal and 2 additional safety nocdlos.

Prefilled Syring

4.Peel the safety needle blister pouch half way open. Grasp the needie sheath using

for & minimum of 10 econds to the plastic peel pouch, Attach tha safaty nasdle ta tha luer connestion of the syringe
h an easy cleckwise twisting motisn.

For GLUTEAL injection, use the 1% inch, 22 gauge needle [38,1 mm x 0,72 mm}
(needie with grey coloured hubl.

3,While hot

g the syringe upright, remove the rubber

. yringe vigo
snsure a Bring the noze in upright wi
position. Tap the syringa gently to ensure that ol ir bubbles riss to the top of the

2.Select the appropriate needie,

‘The first initiation dose of Paliperidone 150 mg} Is to be sdministersd on Day 1 in the
DELTOID musele using the needle for DELTOID injestion, The second initiation dase of

iper [ 0 also be in the DELTOID muscle ane week
later (D 8) using the needle for DELTOID inject

If the patient is being switched from risperidone long acting ImecNuH to Paliperidone,
the first injection of Paliparidons (ranging from 25 mg to 150 mol can be administersd
in ither the DELTOID or GLUTEAL mascie using the approprias naecls for the
injaction sito at tha time of the next schosulad injestion.




&-Pullthe nsadi shaath away from the nesdlo with a straight pull. o not wist the
sheath as the needie may be loosened from the syring;

&.Bring the syrings with the stiached madlo n uptight paciion to de-sers
moving th lunger forward umi!&wnﬂ
suspension foam are expelled out of lh-nvrlnn-,

7 Inject the entire contents intramuscularly slowly, deep into the selacted dehoid or
gluteal musele of the patient. Do

fa tho injection s complate uso sthar thumb or finger of one han (8, 80/ or  fat
surlace (82) to activate the needle protection system. The system Is fully activated
when a ‘click’ is heard, Diszard the syringe with nesdle sppropriately.

8a

Any unused medicinal product or waste material shauld be dispesed of in aceordance
with local rsquirsments.

The following sids effects may happen:

men side effects: may affect mors than 1 in 10 people
« difficulty falling or staying asleep

Commeon side effects: may sifect up 10 1 in 10 peaple.
* commen cold symptoms, urinary tract infection, fss\ g Ills ‘you have the
. raisa your levels of a rolantin® found on & blood fest
{which may or may not cause symy hen nmmoms of high pralactin occur, they
ey inchuc in man) traase sweling, cifcult in GETING oF MAIaIning Sructiont, o
other sexual dysfunction; {in woman) breast discomfort, leakage of milk from the
breasts, missed menstrusl periods, or ther problems with your eyele
+ high blood sugar, weight gain, weight loss, decreased appetita
itability, depression, anxiety
+ parkinsonism: This condition may include slow or impaired movement, sensation of
stiffness or tightness of the muscles imaking your movements jerky, and sometimes
&ven a sansation of movement “freszing up® and then restarting. Other signs of
parkinsonism include a slow shuffling walk, a tremar while at creased saliva
andior drooling, and & loss of exprassion on the face
restlessness, leeling sleepy, or lezs alert
dystonia: This is & condition involving slow or sustained involuntary contraction of
muscles. While it can invalve any part of the body and may result in abnormal posture),
dystonia often involves museles of the face, including sbnormal movemants of the eyes,
mauth, tongue ot jav
izziness
yskinesia; This s a condition invalving invaluntary muscle movements, and can include
repetitive, spastic or writhing movemants, or twitching
r ishaking}

Y

8

apid heart rate
high bioed pressure
caugh, stufly nose

womlting, naussa.
oreasod livar transaminases in your blood
bone or muscle athe, back pain, joint pain
tass of menstrual periads
Ieakage of milk from the braasts
fover, weakness, fatigue (tiredness)
a reaction at the injection site, including itching, pain or swelling

diarrhoea, indigestion, toothache

Uncamman sida offects: may affoct up ta 1 in 100 p
pneumonis, infection of the chest (bronehitis), nkeraon ofthe bresthing pessages, sinus
infaction, bladdar infection, sar infection, fungal infection of the nails, tonsilltis,
infection of the skin
whito blood Gll Gount deareased, decraase in the type of whita blood salls that holp 1
protect you against Infection, decrease in platelets {blood celis that help you stop
blsading), anaem
allergic raaction
iabotes or worsaning of diabates, incraased insulin (a harmona that sont
suger levels) in  your bleod
craased apps
st of app e
high bluld(nglvundwslufa(l lncr‘assd holosare! i your blood
sleep disorder, elated mood {m reased sexual drive, nervousness, nightmares
; g vou cannet control In your face,
tongue, or ather parts of your bodyl. Tell your dostor immediately if you experience
involuntary rhythmic movements of the tangue, mouth and face, Withdrawal of this

+ fainting, & restless urge to mowe parts of your body, dizziness upon standing.
disturbance in attention, prablems with speech, loss or abnormal sense of laste, reduced
sensation of skin to pain and touch, tingling, pricking, or skin

weling of the facs, routh, 8753, o ips, swelling ofthe body, arms or ags
an incraase in body ter

a change in he. ey von

chest pain, chest discomtant, feeling unwell

hardening of the skin

fall.

Rare side affosts: may affect up to 1 in 1,000 pesple

eye infection

skin inflammation caused by mites, abscess under the skin

incraase in eosinophils (a type of white blaod cel)in your blood
of ahormane th

sugar in the urine
lifa threatening complications of uncontrolled
low blood sugsr
sxosssive drinking of wator

nding while swake (catatonial

bates

sleep walking
lack of emation

nability o reach orgasm

neuraleptic mallgnant syndrome (confusion, raduced or loss of consciousness, high fever,
and severe muscle stifiness, blood vessel problems in the of

Yollow Card Schome Wabsite:
the Google Pley or By reporting side
information on the mm of this medicine.

or search for MHRA Yellow Card in

{©) How to store Paliperidone
Keep this medicine out of the sight and reach of children.

Da not use this madicine akter the axpiry date which is stated on pra-filled syrings and the
carton afier EXP The expiry date refers to the last day of that menth

This madicine doas not raquira any special storage conditions.

Da not throw sway any medicines
haw to throw sway madicines you no longer use. Thata masavros wil he\p o protect the
nment.

G Contents of the pack and other information

What Paliperidane contai
T cive ubsiance i paliperidane

blood supply to brain [stroke or ‘mini* atroke), unrosponoie to Stimul, loss of
Tow level conwulsion (fitsh,

+ abnormal coordination

glaucoma (increased pressure within the eyeball)

problems with mavement of your eyes, eye rolling, oversensitivity of the eyes to light,

increased tears, redness of the oyes

+ atrial fibeillation {an sbnormel heart rhythm), lreguler haartbest
blood clots in the veins specially in the legs {symptoms include swelli

rodness in the lagl I yous matica any of these aymptame seck mesicel advits lmmsdmlalv
ushin

trauble brealmng during sleep (sleep apnoes)

lung Gor

cratkly hung smond

i ion of the lien tangue, wery hard stool
chapped

lips
rash on skin related o drug, mmmnq af skin, dandruff

oint swolli
inability to pass urine

breast ﬂ\womhﬂ enlargement of the glands in your breasts, breast enlargement
waginal dischar

vary Iow body smparaturs, hils, esling thirsty

symptams of drug withdrswal

acsumulation of pus caused by infection at injection site, deep skin infection, a cyst at
injeetion site, bruising at injection site.

i fraquaney cannot ba estimated fram the available data
dlngemusly Tow numbers of a certain type of white blood cell needed to light infeetion in
your blood

severe allerglc resction characterised by fever, swollen mouth, face, lip o tongue,
shortness of braath, itching, skin rash and sametimes drap in blaod prossure
dangerously excessive intake of water

sleep-ralsted eating disorder

coma due to uncantrolled diabstes

shaking of tha head

blond clot in the lungs causing chest pain and dificulty in breathing. il you natice any of
thess symptoms sesk madicsl sdvica Immadiataly
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alecirical conduction of the haart, prolongation of the QT intarval from your heart, rapid
heartbest upon standing, slaw heort rate, abnormal electrical tracing of the heart
{slectocardiogram or ECG). s flutaring o pounding fesling in your chest Ipl\p\uunnl\
law blood pre: ople.
taking this mudmma may fesl faint, dizzy, or may pass out whan they stand up or it up
suddenlyl
shonness of braath, congestion of braathing passsges, wheazing, sors throat. nossbleads
abdominal discomfort, stomach o intestinal Infection, difficulty swallowing, dry mouth
excessive of gas or wind

creased GGT ia liver enzyme called gamma
increased liver anzymas in your blood
+ hives lor "nettle rash"), itching, rash, hair loss, eczema, dry skin, skin redness, scne
an incraase of CPK {craatine in your blood, an
sametimes releasad with musele breakdown
muecle spasm, o stifvese, muscle weainess, neck pain
incantinence (lack of contral) of urine, frequent pa assing urine
eroctile dysfunciion, sjaculation disorder, ‘misasd mer l(lual psrmds or other problams
with your cyele (females], dewelopment of breasts in men, sexual dysfuncticn, bresst pain

lutamyltransferase) in your bload,

parts of your body (because of decreased bicod flow)

fast, shallow braathing, pneumonia ceused by inhaling food, voice disordar

a blockage in the bowels, lack of bowel muscle movement that causes blockage

yallowing of the skin and the ayas (jaundica)

severe or life-threatening rash with biisters and peeling skin that may start in and around

the mauth, nase, eyes and genitals and spraad to other areas of the body.

{Stevens-Johnzon syndrome or toxic epidermal necrol

+ sericus ilrgic reaction with swelling that may involve the throat and lesd to dificulty
braathing

« skin discolaration, flaky ftchy scalp or skin

+ abnormal pesture

* newborn bables bor 10 mathers who hava taken pallperidon during pregnancy may
axperience side affocts of the ymplom:
Slow, or sustainad rmusclo contractions, shaking, sloopinace, Wrasthing, or'aﬂdmg
problems

pism (a prolonged penile ersction that may require surgical treatment)

+ a docraase in body temperature

« deod skin cells at the injection site snd an ulcer at the injection site.

Reporting of side effosts
If you get any side effects, talk to your doctor, pharmacist of nurse. This includes any
pessiblo side effocts not listed in this leaflet, You can also report side sffects directly via the

mg Prolonged-relaase Suspension for Injection
Each pre-filled syringe contains ta 28 mg

iperidons 50 mg Prolonged-relsase Suspension for Injsction
Each pre-filled syringe contains ta 50 mg

Paliparidone 75 mg Prolonged-release Suspension for Injection
Each pre-filled syringe contains ta T8 mg

for Injection

ip 9 0
Each pre-filled syringe contains 10100 mg

for Injection

ip 9 g
Each pre-filled syringe contains ta 150 myg
Treatment initiation pack

Paliperidans: 100 mg Prolonged:reiease Suspension for Injsction

Esch pre-filled syringe contal 10 100 mg

idone 150 mg Insction
Esch pre-filled syringe contal i i 10150 mg

The ather ingredients are;

Polysorbate 20

Macrogal 4000

Citrie seid monohydrata

Disodium phosphate

Sodium dihydrogen phosphate monohydrats
Sodium hydrexide (for pH adjustment)
Water for injections

What Paliperidane loaks like and cortents of the pack

o for injection in a pre-filled

o iz 8wl
syringe (prolonged
Esch pack containg 1 pre-filled syringe and 2 safety needies.

Traatment initiation pack
Each pack cantains 1 pack of Paliperidons 150 mg and 1 pack of Paliperidane 100 mg.

Mot all pack sizss may be marksted.

Marketing Authorisation Holder

Tova UK Limitad, Ridings Point, Whistler Drive, Castleford, WF10 5HX, United Kingdom
Manufacturer

Actavis Group PTC ehi., Dalshraun 1, 220 Hafrarfjordur, Iceland
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