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Darzalex™ (Janssen-Cilag Ltd)
concentrate for solution for infusion
Each 5 mL vial contains 100 mg of daratumumab (20 mg daratumumab per mL)
Each 20 mL vial contains 400 mg of daratumumab (20 mg daratumumab per mL)
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FoN13A1 Darzalex™(@wLand)

DARZALEX'20 mg/mL concentrate for solution
for infusion

Each 5 mL vial contains 100 mg of daratumumab
(20 mg daratumumab per mL)

Each 20 mL vial contains 400 mg of daratumumab

(20 mg daratumumab per mL).

What DARZALEX contains *

The active substance is daratumumab. One mL of
concentrate contains 20 mg daratumumab. Each
vial of 5 mL concentrate contains 100 mg of
daratumumab. Each vial of 20 mL concentrate

contains 400 mg of daratumumab.

The other ingredients are glacial acetic acid,
mannitol (E421), polysorbate 20, sodium acetate

trihydrate, sodium chloride and water for injections.

What DARZALEX looks like and contents of the
pack.

DARZALEX is a concentrate for solution for infusion
and is a colourless to yellow liquid. DARZALEX is

supplied as a carton pack containing 1 glass vial.
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Daratumumab’ Daratumumab is an 1gG1K human
monoclonal antibody (mAb) that binds to the CD38

protein expressed at a high level on the surface of
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WugfiunmsvianewaaugiSadadon | multiple myeloma tumour cells, as well as other
P vtinduslaun cell types and tissues at various levels. CD38 protein
has multiple functions such as receptor mediated

adhesion, signalling and enzymatic activity.

What DARZALEX 2 is DARZALEX is a cancer
medicine that contains the active substance
daratumumab. It belongs to a group of medicines
called “monoclonal antibodies”. Monoclonal
antibodies are proteins that have been designed to
recognise and attach to specific targets in the body.
Daratumumab has been designed to attach to
specific cancer cells in your body, so that your

immune system can destroy the cancer cells.

1.2 prifldiiiensls DARZALEX is indicated !
EJ’]ﬁI%Lﬁ@%hMﬁﬂ?ﬂiiﬂmﬁ%ﬁmﬁaﬂ « as monotherapy for the treatment of adult
ymviatedlann induandusmiol patients with relapsed and refractory multiple
evALBIiENIT DY myeloma, whose prior therapy included a
proteasome inhibitor and an immunomodulatory
agent and who have demonstrated disease
progression on the last therapy.

« in combination with lenalidomide and dexametha
sone, or bortezomib and dexamethasone, for the
treatment of adult patients with multiple myeloma

who have received at least one prior therapy

What DARZALEX is used for?

DARZALEX is used in adults 18 years or older, who
have a type of cancer called “multiple myeloma”.
This is a cancer of your bone marrow. DARZALEX is

used if your cancer has not responded to, or has

come back after treatment.
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Contraindications ' Hypersensitivity to the active

substance(s) or to any of the excipients listed
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Paediatric population ! The safety and efficacy of
DARZALEX in children aged below 18 years of age

have not been established

Yaoany Children and adolescents ' Do not give
DARZALEX to children or young people below 18
years of age. This is because it is not known how
the medicine will affect them.

Note: fadopuauiiideanlsid Interaction ! with other medicinal products and

other forms of interaction No interaction studies

have been performed.

[ sefasefansldeont lundsd

AssAvIeliuNYnT Weswnnlifiveys

Y

guduamnulasnny

Pregnancy ! There are no human or animal data to
assess the risk of daratumumab use during
pregnancy. 1gG1 monoclonal antibodies are known
to cross the placenta after the first trimester of
pregnancy.

Pregnancy *Talk to your doctor or nurse before
you are given DARZALEX if you are pregnant, think
you might be pregnant or are planning to have a
baby. If you become pregnant while being treated
with this medicine, tell your doctor or nurse
straight away. You and your doctor will decide if
the benefit of having the medicine is greater than

the risk to your baby.

Breast-feeding! It is not known whether
daratumumab is excreted into human or animal
milk. Maternal IgG is excreted in human milk, but

does not enter the neonatal and infant circulations
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in substantial amounts as they are degraded in the
gastrointestinal tract and not absorbed. The effect
of daratumumab on newborns/infants is unknown.
A decision should be made whether to discontinue
breastfeeding or to discontinue DARZALEX therapy
taking into account the benefit of breast feeding for
the child and the benefit of therapy for the

woman.

Breast-feeding ? You and your doctor will decide if
the benefit of breastfeeding is greater than the risk
to your baby. This is because the medicine may
pass into the mother’s milk and it is not known

how it will affect the baby.
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DARZALEX! This medicine contains 9.3 mg sodium
(main component of cooking/table salt) in each 5
mL vial. This is equivalent to 0.46% of the
recommended maximum daily dietary intake of
sodium for an adult.

This medicine contains 37.3 mg sodium (main
component of cooking/table salt) in each 20 mL
vial. This is equivalent to 1.86% of the
recommended maximum daily dietary intake of

sodium for an adult.
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How the medicine is given? DARZALEX will be
given to you by a doctor or nurse. It is given as a
drip into a vein (“intravenous infusion”) over

several hours.

&1 DARZALEX $151897U Infusion-related reactions'™
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Before each infusion? of DARZALEX you will be
given medicines which help to lower the chance of
infusion-related reactions. These may include:

» medicines for an allergic reaction (anti-histamines)
« medicines for inflammation (corticosteroids)

« medicines for fever (such as paracetamol)

3.2 BINANNIRALINIUUAAITI
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Missed dose (s)! If a planned dose of DARZALEX is
missed, the dose should be administered as soon
as possible and the dosing schedule should be
adjusted accordingly, maintaining the treatment

interval.

If you forget your appointment? to have
DARZALEX It is very important to go to all your
appointments to make sure your treatment works.
If you miss an appointment, make another one as
soon as possible. If you have any further questions

on the use of this medicine, ask your doctor or

nurse.
£
4 Yo a a = o .
= Overdose ' Symptoms and signs There has been
Hrograls no experience of overdosage in clinical studies.

Note: A1 3.3 Uoanannenals
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Doses up to 24 mg/kg have been administered

intravenously in a clinical study
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Infusion-related reactions? DARZALEX is given as
an infusion (drip) into a vein. Before and after each
infusion of DARZALEX, you will be given medicines
which help to lower the chance of infusion-related
reactions (see “Medicines given during treatment
with DARZALEX” in section 3). These reactions can
happen during the infusion or in the 3 days after

the infusion.

1In some cases you may have a severe allergic
reaction which may include a swollen face, lips,
mouth, tongue or throat, difficulty swallowing or

breathing or an itchy rash (hives).

Tell your doctor or nurse straight away? if you
get any of the following signs of an infusion-related
reaction during or in the 3 days after the infusion.
You may need other medicines, or the infusion
may need to be slowed down or stopped. These
reactions are very common (may affect more than

1in 10 people)

Chills sore throat, cough feeling sick (nausea)
vomiting itchy, runny or blocked nose feeling short

of breath or other breathing problems

Other common symptoms (affecting up to 1 in 10
people) are: chest discomfort dizziness or

lishtheadedness (hypotension) itching wheezing

10
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Rare (may affect up to 1in 1,000 people): Severe
allergic reaction which may include a swollen face,
lips, mouth, tongue or throat, difficulty swallowing

or breathing or an itchy rash (hives).

If you get any of the infusion-related reactions

above, tell your doctor or nurse straight away.

4.2 fanrsufjuRnasdngnile’a
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Prophylaxis for herpes zoster virus reactivation '
Anti-viral prophylaxis should be considered for the

prevention of herpes zoster virus reactivation.

[] NadneLasa uenvazleen
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Post-infusion medication®

Post-infusion medications should be administered
to reduce the risk of delayed infusion-related
reactions. Additionally, for patients with a history of
chronic obstructive pulmonary disease, the use of
post-infusion medications including short and long
acting bronchodilators, and inhaled corticosteroids
should be considered. Following the first four
infusions, if the patient experiences no major IRRs,
these inhaled post-infusion medications may be

discontinued at the discretion of the physician.

[] dmsudnananssala wug
Iauniasgninldenil uasndmeald
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Women of child-bearing potential/Contraception *
Women of child-bearing potential should use
effective contraception during, and for 3 months

after cessation of daratumumab treatment.

Note: fiansantildtoninudiiiosain

Yamnuntalaen

Blood transfusions 2 If you need a blood
transfusion, you will have a blood test first to
match your blood type. DARZALEX can affect the
results of this blood test. Tell the person doing the
test that you are using DARZALEX.

11
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Driving and using machines ? You may feel tired
after taking DARZALEX which may affect your ability

to drive or use machines.
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Serious adverse reactions * were pneumonia,
upper respiratory tract infection, influenza, pyrexia,

diarrhoea, atrial fibrillation.

Decreased blood cell counts! DARZALEX can
decrease white blood cell counts which help fight
infections, and blood cells called platelets which
help to clot blood. Tell your healthcare provider if
you develop fever or if you have signs of bruising

or bleeding.

5.2 a1n1siladndudaslunusnndus
Y A & o/ =
a5 USSR lUnULWNETiui
Usurdeudy

5.2 aan1sne1anndulafe

1 a

DOUNAY

Aauld Nowde

UranFannanuile

YIm9i7

Touly WU

The most frequent adverse reactions® (> 20%) in
individual randomised controlled studies were
infusion reactions, fatigue, nausea, diarrhoea,
muscle spasms, pyrexia, cough, dyspnoea,
neutropenia, thrombocytopenia and upper

respiratory tract infection

Other side effects Very common? (may affect

more than 1 in 10 people)

12



dayanlddnyi PIL

U23a1NLANET1984

Ve <@ & = v
FANLIUNTY AuUaede Yaneind

Lisndudaslunuwnndusdniiannis

suusalUnuuwn i

Note: acute infusion related reaction
inluldandrutomsuifvaueinadag
unu tietUeosiun1sduaunu delayed

reaction ﬁagﬂuﬁﬁaﬁ 5

Fever feeling, very tired, flu, diarrhea, headache,
nerve damage that may cause tingling, numbness,
or pain (Peripheral sensory neuropathy), muscle
spasms, swollen hands, ankles or feet lung
infection (pneumonia) infections of the airways —
such as nose, sinuses or throat. low number of red
blood cells which carry oxygen in the blood
(@anaemia) low number of white blood cells which
help fight infections (neutropenia, lymphopenia).
low number of a type of blood cell called
platelets which help to clot blood
(thrombocytopenia).
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Special precautions for storage !
Store in a refrigerator (2 °C-8 °C). Do not freeze.
Store in the original package in order to protect

from light.

DARZALEX! should be administered by a
healthcare professional, in an environment where

resuscitation facilities are available.

DARZALEX? will be stored at the hospital or clinic.
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1 11 | 100.0 | 11 | 100.0| 11 | 100.0 | 11 | 100.0| 22 | 100.0 | 22 100.0

2 11 | 100.0 | 11 |100.0 | 11 | 100.0 | 11 | 100.0 | 22 | 100.0 | 22 100.0

3 11 | 100.0 | 11 | 100.0| 11 | 100.0 | 11 |100.0| 22 | 100.0 | 22 100.0
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1.2. %@%mamuﬁmaugﬂ = ﬁi’ﬂmuﬂuﬁwwazmugﬂ X100 /3MUAUALTING LNy > 90%

2. WNAUIIUANIINADALADILTDAIDIUTEIUNIALA > 80% DINTIUIUYDANDIUVIIVLA
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