INFLECTRA®

infliximab [rmc]

Consumer Medicine Information

What is in this leaflet

This leaflet answers some common
questionsabout INFLECTRA.

It does not contain allthe available
information. It does nottake the
place of talkingto yourdoctoror
pharmacist.

All medicines have risksand
benefits. Yourdoctor has weighed
the risks of you using INFLECTRA
against the benefits it isexpected to
have foryou.

If you have any concerns about
being given thismedicine, ask your
doctor or pharmacist.

Keepthisleaflet.
Youmayneedto read itagain.

What INFLECTRA s
used for

INFLECTRA contains the active
ingredient, infliximab.

INFLECTRA isan approved
biosimilar medicine. Comparability
in safety, efficacy and quality
between INFLECTRA and the
reference product has been
established.

Infliximabisa monoclonal antibody
thatis produced from human and
mouse proteins by recombinant
technology. Monoclonal antibodies
are proteins that recognise and bind
to certain special proteinsin the
body.

Infliximabacts by bindingto a
specialproteinin the body called
tumour necrosis factoralpha (TNFa).

In people with diseases suchas
Crohn'sdisease, ulcerative colitis,
rheumatoid arthritis, ankylosing
spondylitis, psoriatic arthritis and
psoriasis, the body produces too
much TNFa, which can causethe
body'simmunesystemto attack
normal healthy parts ofthe body.

INFLECTRA canblockthe damage
caused by too much TNFa.

Rheumatoid arthritis

Rheumatoid arthritisisan
inflammatory disease of thejoints.
INFLECTRA s used to reduce the
signs and symptoms of rheumatoid
arthritisandto prevent damage tothe
joints. You will also be given a
disease-modifying medicinecalled
methotrexate.

Ankylosing Spondylitis

Ankylosingspondylitisisan
inflammatory disease of thespine.
INFLECTRA canreduce thesigns
and symptoms ofankylosing
spondylitis, thereby improving
physical function.

Psoriatic arthritis

Psoriatic arthritis isan inflammatory
disease of the joints in which
psoriasis usually occursin
association with arthritis. Often the
fingersand toes are affected,
although it may occurin other parts
of the body. INFLECTRA isused to
reduce the signs and symptoms of
psoriatic arthritisand improve the
physical function in adults who have
not responded wellenoughto
previous treatments with other
disease-modifyinganti-rheumatic

drugs (DMARDS). INFLECTRA
may be givenalone orin
combination with methotrexate.

Psoriasis

Psoriasis is an inflammatory disease
of the skin. INFLECTRA isused to
treat patients with moderateto severe
psoriasiswho havenotresponded
well enough totreatments such as
phototherapy or conventional
systemic treatments, or when these
treatmentsare not appropriate.

Crohn's disease

Crohn'sdisease isa chronic
inflammatory disease of thebowel. It
may also affectany part of the gut.
INFLECTRA s used to treat
moderate tosevere Crohn's diseasein
adult patientsandin children and
adolescent patients (6 to 17 years
old) who have not responded well
enough to other treatments.

INFLECTRA canalso reduce the
number of abnormal openings from
the bowel through theskin (called
drainingenterocutaneous fistula), a
common complicationof Crohn's
disease.

Ulcerative Colitis

Ulcerative colitis isan inflammatory
disease of the bowel. INFLECTRA s
used to treatthe signs and symptoms
of ulcerative colitis in adult patients
and in children and adolescent
patients (6 to 17 years old) who have
not responded wellenoughto other
treatments.

Do not give INFLECTRATto
childrenwith Crohn'sdisease or
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ulcerative colitiswho are younger
than 6 years.

Do not give INFLECTRATt0
childrenand adolescents with any
other disease.

Yourdoctor, however, may prescribe
INFLECTRA foranother purpose.

Ask your doctor if you haveany
questions aboutwhy INFLECTRA
has been prescribed foryou.

Before you are given
INFLECTRA

When you must not be given
it

Do not use INFLECTRAifyou
have anallergyto mouse proteins
or any of the ingredients listed at
the end of this leaflet.

Some of the symptoms of an allergic
reactionto INFLECTRA may
include skin rash, hives, fatigue,
wheezing, difficulty in breathing,
and/orlowblood pressure.

Do not use INFLECTRAIifyou
have severe infections such as
tuberculosis and infected abscesses,
arepeating infection or have had
repeating infections.

Do not use INFLECTRAifyouare
already taking another medicine
for arthritis, which contains the
substance called anakinra.

If you have never been given
INFLECTRAandhave congestive
heart failure, you should notuse it.

Before you are given it

Tell your doctor if you:

e currently haveaninfection,or
if youare prone to infections, or
if you have a history of
infections

INFLECTRA may affect thenormal
immune response. You might get
infections more easily. Some cases of
serious infections, including
tuberculosis (TB) and sepsis have
been reported in patients treated with
INFLECTRA.

e haveeverhadorbeeninclose
contactwith TB,evenifyou
were treated for it

e haveeverhadorhadbeenin
close contactwith hepatitis B

Reactivation of hepatitis B havebeen
reported in people treated with TNFa
blockers. However, thesereportsare
very rare.

e havelivedinortravelledtoan
area where fungal infections
called histoplasmosis,
coccidioidomycosis, or
blastomycosis arecommon. Ask
your doctor if you don't know if
these infectionsarecommonin
the areainwhichyouhave
livedinor travelled to

These infections are caused by
fungusthat canaffect thelungsor
otherparts of yourbody.

e havehadcancer

Atype of blood cancer called
lymphoma has beenreported in
patients receiving TNF-blockers. The
reportsare rare but are more frequent
than expected for people in general.
Cancers, otherthanlymphoma, have
also beenreported.

e havealong historyof Crohn's
disease rheumatoid arthritis,
ankylosing spondilitisor
psoriatic arthritis, especially if
you have a highly active disease
and/or have been taking
medicine that reduces the
activity ofthe body's natural
defences

Youmaybe more likely to develop
infectionsand lymphomas than
people in general, evenwithout
receiving TNF-blockerssuchas
INFLECTRA.

e arepregnantor planto become
pregnant

Treatmentwith INFLECTRA is not
recommended while you are
pregnant. INFLECTRA crosses the
placentaandhasbeendetectedin the
bloodstream of infants forup to 12
months following birth.

You must use adequate
contraception to avoid falling
pregnant.

e arebreast-feeding

INFLECTRAhasbeendetectedat
low levels in breast milk. Your
doctorwill discuss with you if the
benefit of treatment with
INFLECTRA outweighs the potential
risk to yourinfant while breast
feeding.

e haveorhave hadadiseasethat
affects the nervous systemsuch
asmultiple sclerosis and
seizures, or if you experience
any numbness, weakness,
tingling, or sightdisturbances

e suffer from congestive heart
failure

Steps must be taken to monitorany
changesto your condition during
treatmentwith INFLECTRA.

¢ have ongoing blood disorders
or a history of blood disorders

e arescheduledto receive any
vaccines

Patientsreceiving INFLECTRA
should not receive sometypes of
vaccines. If possible, youshould
have allyourvaccines brought upto
date before starting treatment with
INFLECTRA.

Yourdoctorwilldiscuss with you the
benefits of using INFLECTRA
against the potential risks.

Taking or being given other
medicines

Tell your doctor if youare taking
any other medicines, includingany
that you buy withouta
prescriptionfrom your pharmacy,
supermarketor health food shop.

Some medicines may affect the way
othermedicines work.

Do not use INFLECTRAIfyouare
alreadytaking another medicine
forarthritis, which contains the
substance anakinra.

Tell your doctor if youare already
taking another medicine for
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arthritiswhich contains the
substance abatacept.

Tell your doctor if youare
receiving othertreatments

o forrheumatoidarthritis
o forankylosingspondylitis
o forpsoriatic arthritis

e forpsoriasis,suchas
phototherapyor other
treatments

e for Crohn’s disease or
ulcerative colitis

e to preventrejectioninorgan
transplantation.

Tell your doctor you are taking

INFLECTRA before receiving any

vaccinations.

Some vaccinations should not be

given while you are beingtreated

with INFLECTRA.

Yourdoctororpharmacist will be
ableto tellyou whatto do when
beinggiven INFLECTRAwith other
medicines.

How INFLECTRAis
given

INFLECTRA sonly available on
prescription. INFLECTRA is given
in a drip into a vein (called an
infusion) overat least 2 hours.

If you were able to tolerate the first 3
two-hour infusions, your doctor may
decide to give your next
INFLECTRA infusions overa period
of notlessthan1 hour.

Forchildren and adolescents (6-17
years) the infusionis given overat
least 2 hours.

A period of observation follows
treatment.

Rheumatoid arthritis

The recommendedstartingdose isan
infusion of 3 mg/kg. You will get
additionaldoses of 3 mg/kgat2 and
6 weeksafteryourfirst infusionand
then every 8 weeks afterthat.

If, after 12 weeks of treatment, your
arthritis does notrespond well
enough to the 3 mg/kgdose, your
doctor may decideto gradually
increase your dose to a maximum of
10 mg/kg.

You will also be taking methotrexate
aspartof yourtreatment.

Ankylosing Spondylitis

The recommendedstartingdose isan
infusion of 5 mg/kg. You will get
additionaldoses of 5 mg/kgat2 and
6 weeksafteryourfirst infusionand
then every 6 to 8 weeksafterthat.

Psoriatic arthritis

The recommendedstartingdose isan
infusion of 5 mg/kg. You will receive
additional dosesof 5 mg/kgat2 and
6 weeks afteryour first infusion, then
every 8 weeks afterthat.

INFLECTRAmMay begiven alone or
in combination with methotrexate.

Psoriasis

The recommendedstartingdose isan
infusion of 5 mg/kg. You will get
additionaldosesof 5 mg/kgat2 and
6 weeksafteryourfirst infusion,and
then every 8 weeks after that.

Crohn's disease

The recommended sstartingdose for
Crohn'sdisease in adultsand in
childrenandadolescents (6 to 17
years)isan initialinfusionof 5
mg/kgfollowed by additional doses
of 5mg/kgat 2 and 6 weeks after
your firstinfusion, and thenevery 8
weeks afterthat. In somecases, your
doctor may decideto increaseyour
dose up to 10 mg/kg.

Fistulising Crohn's Disease

The recommendedstartingdose isan
infusion of 5 mg/kg. You will get
additionaldoses of 5 mg/kgat2 and
6 weeksafteryour first infusion.

Ulcerative colitis

The recommended starting dose for
ulcerativecolitisin adultsandin

childrenandadolescents (6to 17
years)isan infusionof 5 mg/kg. You
will getadditional doses of 5 mg/kg
at2and 6 weeks afteryour first
infusion, andthenevery 8 weeks
afterthat.

Whatdo I do if | receive too
much? (overdose):

As INFLECTRA isbeinggiven to
you underthe supervision of your
doctoritis very unlikely youwill
receive too much.

If you thinkyouoranybody else has
been given too much INFLECTRA,
contactyourdoctor, pharmacist or
the Poisons Information Centre who
will advise you what to do,orgo to
Accidentand Emergencyat your
nearest hospital.

New Zealand Poisons Centre
telephone number:

0800 POISON or 0800764 766
Keep this telephone number handy.

While you are being
given INFLECTRA

Things you must do

Tell your doctor, nurse or
pharmacistif the medicine startsto
upset youor your symptoms
become worse.

Tell your doctor or dentistthatyou
are being treated with
INFLECTRA before youundergo
any surgical procedures.

Tell your doctor:

e if symptomsof TB (persistent
cough, weightloss, listlessness,
fever),or any other infection
appear. Do thisimmediately.

o if symptoms of hepatitisB
(upset stomach, loss of appetite,
vomiting, tiredness, dark yellow
or brownurine, and yellow eyes
or skin)appear. Youmustdo
this immediately.
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e thatyouaretaking
INFLECTRA before receiving
any vaccinations.

Some vaccinations should not be
given while you are beingtreated
with INFLECTRA.

e Ifyouare receivingother
medicines for the treatment of
cancer.

Patientsreceiving INFLECTRA
should not receive somemedicines
used forthe treatmentof cancer.

Youshould continue to take
adequate contraceptive measures
to avoid pregnancy.

Yourdoctorwillalso advise you not
to breastfeed. If you havea baby
while you are using INFLECTRA,
tell your baby's doctor about your
INFLECTRA use before the baby
receivesanyvaccinations. A12-
monthwaiting period is
recommended before administering
live vaccinesto your baby.

Things to be careful of

Tell your doctor if you think you
have aninfection.

INFLECTRA may affect thenormal
immune response. Thereisa
possibility that youmay be more
prone to infections. You willbe
watched closely forsigns of
infection.

Tell your doctor immediately if
youdevelopaskinrashor hives.

Yourdoctor may discontinue
INFLECTRA untilthe symptoms go
awayand thenbegin givingthe
medicine again. Symptoms will
resolve with appropriate treatment.

If you suffer from congestive heart
failure, tell your doctor
immediately if your condition
worsens.

INFLECTRA s unlikely to make
you drowsy. Ifyouare tired, donot
drive a carorwork with machinery.

Side effects

Tell your doctor, nurse, or
pharmacistassoonas possible if
youdo notfeel well while youare
being given INFLECTRA.

All medicines canhave side effects.
Sometimestheyare serious, most of
the time theyare not. You mayneed
medical treatment if you get some of
the side effects.

Generally, patients with rheumatoid
arthritis, Crohn's disease, ankylosing
spondylitis, psoriatic arthritis, or
psoriasis already take several
medicinesto treat their disease.
These medicines may themselves
cause side effects.

If you getadditionalside effectsor
any newsymptoms, pleasetell your
doctor.

Ask your doctor or pharmacist to
answer any questions you may
have.

Do not be alarmed by the following

list of possible side effects. You may
not experienceany of them.

During the infusionof INFLECTRA
the following reactions may occur:

o feverorchills

e itchinessorhives

e chestpain

e low blood pressure

¢ high blood pressure

e shortnessofbreath

These reactions are morelikely to
occurduringthe firstandsecond

infusion butmay also appear up to
six months after the last infusion.
Tell your doctor immediately if
you notice any of the following:

e painortendernessin chest,
muscles, jointsorjaw

o swelling of the hands, feet,
ankles, face, lips, mouth or throat,
which may causedifficulty in
swallowingorbreathing

e numbnessorparalysisin the face,
leg, orarm, mostlikely on just
one side of the body

e Dblurred ordarkened vision

o fever

e muscle pains

e jointpains

e tiredness

e abnormalchestsounds
e rash

e itching

e symptomsthatmay indicate heart
failure, e.g. shortness of breath,
especially with exercise or lying
down, orswelling of your feet.

Tell your doctor or nurse assoon
aspossible if you notice any ofthe
following:

e headache

e nauseaorvomiting

o dizzinessand light-headedness
o fatigue

o fever

e rash

e hives

e itching

e sorethroat

e coughing

e hoarseness

e shortnessofbreath

e chestpain

e backpain

e muscle pain

e abdominal pain

¢ indigestion

e diarrhoea

e weight loss, muscle wasting
e problemswith urination

e changesintheway yourheart
beats, forexample, if you notice
it beatingfaster

e flushing
e dry skinorincreased sweating
o fluid retention

e newonset of psoriasis, mainly on
the soles of the feetand on palms

e worseningof rheumatoid arthritis.

There have been veryrare cases

where people taking INFLECTRA
have developed liver problems. Signs

INFLECTRA®



that you could be havinga problem
include:

o jaundice(skinand eyesturning
yellow)

o dark-brown colouredurine
¢ right-sided abdominal pain
o fever

o severe fatigue (tiredness).

Youshould contactyour doctor
immediately if you develop any of
these symptoms.

Tell your doctor if you noticeany
other effects.

Most of the side effectsare mild to
moderate in severity. Otherside
effects not listed above mayalso
occur in some patients. Some side
effects mayappear up to six months
afterthelast infusion.

Cancers

In clinicalstudies, more cancers were
seen in patients who received TNF-
blockers, including INFLECTRA,
than patients whodid notreceive
these treatments.

In children and adults being treated
with TNF-blockers, the chances of
getting lymphomaor other cancers
may increase. It should be noted,
however, that patients with
longstanding andactive rheumatoid
arthritisor Crohn'sdisease may
alreadyhave a higherrisk for
developing cancers evenwithout
TNF-blockers, making it difficult to
estimate the risk of developing
cancersin these patients.
Nevertheless, therole of TNF-
blockersin the developmentof
cancers cannot be excluded.

Arare type of cancercalled
Hepatosplenic T-cell Lymphoma
(HSTCL) hasbeen reportedrarely in
adolescents and youngadults with
Crohn'sdisease or ulcerative colitis
who havereceived INFLECTRA. All
of these patients were also receiving
drugs known asazathioprineor 6-
mercaptopurine. No casesof HSTCL
have beenreportedin patients
receivingINFLECTRA Only.
HSTCL often results in death. The

role of TNF-blockersinthe
development of cancersin children
and adolescents remain unclear.

Talkto your doctor ifyouare
concerned about this.

Skin cancers (melanoma, Merkel cell
carcinoma, basal cell carcinomaand
squamous cell carcinoma) havebeen
reported rarely in patients treated
with TNF-blockers, including
INFLECTRA.

Tell your doctor if you noticeany
new skin lesions during or after
therapy or if existing lesions
change appearance.

Cervical cancer may occur more
frequently in women treated with
INFLECTRA. Periodic screening of
women treated with INFLECTRA
should continue.

Patients with a lung disease called
Chronic Obstructive Pulmonary
Disease andwho have a history of
heavysmoking may have an
increased risk for getting cancer
while beingtreated with
INFLECTRA.

Youshould continue to take
adequate contraceptive measures
to avoid pregnancy foratleast6
months after the last infusion of
INFLECTRA.

Tell your doctor if youwishto
breastfeed your infantafter your
lastINFLECTRA treatment.
Yourdoctorwill discuss the risks and
benefits with you.

Tell your doctor if you noticeany
other effects.

Storage

INFLECTRA should be storedat 2°C
to 8°C (Refrigerate.) Do not use
beyondtheexpiry date.

INFLECTRAVvialsare forsingle use
only. Any unused portionshould be
discarded.

Productdescription

After INFLECTRA has
been stopped

Tell your doctor immediately if:

e younotice any of the following
side effects, evenifthey occur
several weeks after stopping
treatmentwith INFLECTRA.

e skinrash orhives
o frequentinfections

e symptomsof TB (persistent
cough, weightloss, listlessness,
fever),or any other infection
appear.

e symptomsof hepatitis B (upset
stomach, loss of appetite,
vomiting, tiredness, dark yellow
or brownurine, andyelloweyes
or skin)appear.

These symptomsmay appear several
months afteryour lastINFLECTRA
treatment.

What it looks like

INFLECTRA comesasa white
powderin a glassvial.

Ingredients

Active ingredient:

Infliximab [rmc] 100 mgpervial

Inactive ingredients:

e monobasic sodium phosphate
monohydrate

¢ dibasic sodium phosphate
dihydrate

e Ssucrose

e polysorbate80

Supplier

INFLECTRA issupplied in New
Zealandby:

Pfizer New Zealand Limited

PO Box 3998

Auckland
Toll Free Number: 0800736 363

Date of Preparation:

October2022
® = Registered Trademark
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