Fludarabine’
Phosphate NEAPOLIS

Read this leaflet carefully before you start taking this medicine
because it contains important information for you

Keep this leaflet. You may need to read it again.
I you have any further questions, ask your doctor, pharmacist or nurse.

“This medicine has been prescribed for you ouy Do not pass it on to others., It may harm them,
even if thei signs of iiness are the same s yo

If you get any side effects, tak to your umar pnumanmrnmse This applies to any side
effect that is not mentioned in this leaflet. See section 4.

Whatis in this leaflet 2
1. What is FLUDARABINE PHOSPHATE NEAPOLIS 25mgimi, Concentrate for injection or for infusion and in
which case s tused ?

2

FLUDARABINE
PHOSPHATE

25mg/ml

Concentrate for injection or for infusion - Fludarabine phosphate

NEAPOLIS (orfyou have been),
«if you are going to have a blood transfusion and are on treatment with FLUDARABINE PHOSPHATE
NEAPOLIS (o if you have been),

Fludarabine’

Phosphate NEAPOLIS

should be washed thoroughly with soap and water. In case of contact with eyes, rinse them thoroughly with

Symptoms and instructions in case of overdose
IfFL

FLUDARABINE
PHOSPHATE

25mg/ml

Concentrate for injection or for infusion - Fludarabine phosphate

Storage conditions

vials
Storenthe refrigerator (between 2° Cand8° C).

irradiation

blind

(

with FLUDARABINE PHOSPHATE NEAPOLIS or after . It

after treatment with FLUDARABINE PHOSPHATE NEAPOLIS.
u

during or

Ifadoseof FL

OLIS 50mg / 2ml
is stable in 10mL and 125 mL of 0.9% sodium chioride lNaC\) soluton and 55 doroso sauton for 8 hours a1

Your doctor will set the medicine administration schedule. If you think a see your

6 monhs. It cannot be excluded that this medicine has harmful effects on an unborn child. Your doctor will

Riskof withdrawal syndrome

prescrbeFL
if you plan to broastfoed or if you are breastfoe
{aking FLUDARABINE PHOSPHATE Neapolis

ing, you should not start or continue breastfeeding while

oy st oy docde o o poeiment i FLUDARABING PHOSPHATE NEAPOLIS f the side
effects gettoo serious.

ot

IATE Neap:
o

Il
Description of side effects
Like all medicines, this medicine can have side effocts, although not everybody gets them. If you are not sure

Some sideeffectscaneifereatening

T o have ity bresaing coughing, o chest ain withor without fever These symptoms may

it you notice any unusual brfsing,abnormally heavy bseding from injury, o fyou think you are
% duo {0 a drop in your blood count. This can also increase th risk of
(serous) infctons e o orgaisms nal normally do ot cause cisease n heatihy peope (opporumsic

i vou foctpaim i the anke. i you ROt Blood i our urins o dacrease inthe volume of your rine.

L NEAPOLIS 25mgmi,
injection orfor infusion? Children and adolescents. Tell your doctor immediat
3.Howtotake FLUI LIS 25mg/ml, i 2 The safetyand effcacyof FLUDARABINE i hildrn under 10 yoas of age nave not boen stabshed. s
4_Possible side effocts 7

Li ) i 2 Is:
6. Addiional information. . ¥ getting a lot of infections. This may b
FLUDARABINE PHOSPHATE NEAPOLIS »).
1. WHAT IS FLUDARABINE PHOSPHATE NEAPOLIS 25mgimi, J Ifyouare over7:
ANDINWHICH CASEIS IT USED 2 Interactions with other modicines
Pharmacotherapeutic Class
L
cels. All cels in by dividing them erosion.

FLI
When cancer of the white blood cells (iike chronic lymphocytic leukemia) occurs, the body produces many
sbrormal whie blood ces (ymphocylss) and the ymph nodes begin 1 sl in varius parts of th bady

of the skin or mucous membranes with redness, inflammation, blistering and
synar

rnecissory warnings agamtsome vibiosignsof teroraion

6. ADDITIONAL INFORMATION
Complete ist of active substances and excipients

What does FLUDARABINE PHOSPHATE NEAPOLIS 25mg / ml, Concentrate for injection o for infusion
contain

The active substance s : fludarabine phosphate.

Each vial contains 50 mg of fludarabine phosphate. One milliter of solution contains 25 mg of fludarabine
phosphate.

i
Pharmaceutical form and content
What does FLUDARABINE PHOSPHATE NEAPOLIS 25mg/ml, Concentrate for
look ke andcontentofthe outer packaging ?

oL "
Do yelonsubples nypo Iglassvissinaboxol 1 v,
Supply conditions : Table AlList

jection or for infusion

orforinft e o

FLUDARABINE PHOSPHATE NEAPOLIS 25mg/mi, box of 1 vial: 939312 1H

Marketing and autorisation holder and manufacturer
Neapolis Pharma

Tunisie
72.236.016 +216.31.338.421

if
Whta Dl cals, hey ventually repace healiy blood cells, which can cause infeclions, a decrease In the
br

‘Therapeuticindications
FLUDARABINE PHOSPHATE NEAPOLIS s usad for the ratment of B-call chronic ymphocyic leukomia

D AERBIE PHOSPHATE NEAOLIS Srbul o veed 25 the st reament for chronic hymphocylc

Tel:+216.31.338,

+ Pentostatin also used (o 8 coll. of p:
heartproblems. Emall neapolspharmanepolspharma.com
simiar substances, these effects. This leaflet was last reviewed : 07/2018
UDARABI is, Very common side effects (may affect more than 1 in 10 people) :
+ Cytarabine (Ara-C) prescribed for the ireatment of chronic lymphoid leukemia. The combination of  «Infections (some of which are serious).
FLUDARABINE PHOSPHATE NEAPOLIS with cytarabine may increase the concentration of the active
substance in FLUDARABINE PHOSPHATE NEAPOLIS in leukemia cells. However, no change has been =L o

Interactions with food and drinks
Notappicable.

thedisease.
2 WHAT YOU NEED TO KNOW BEFORE YOU TAKE FLUDARABINE PHOSPHATE NEAPOLIS 25mgii,
Concentrate for injection or for infusion

Cotofnocdsdimiommanonbetore tking the mdicine

Notapplicable.

Contraindications.

Never use FLUDARABINE PHOSPHATE NEAPOLIS 25mg/mi :

Notapplicable.
Use during pregnancy and breastfeeding

fover.

+Decreasein the number of red cells (anemia).

Cough.
«Vomiling, iarhea, feeling sick (nausea).

Pregnancy, breastfeeding and fertlity «Fever
jnancy «Fatigue.

FLUBARABINE PHOSPHATE NEAPOLI «Asthenia.

animals. experience in humans the unborn child people)

youbreastfeed,
. llyon have severe kidney problems,

. telly y.

ot 3
have been previously treated or are being treated concomitantly or have been latetly treated with other

dif

youare pregnant, he willonly prescribe FLUDARABINE PHOSPHATE NEAPOL

ypo of
Yourdoctorwilhave od youryouhave his condton.
yaunkany fese sl oyou i yourdocor
Precautions for use  spacial
Warnings and precautions

v i 15 25mg/mi

15 25mg/mi

¥ bone marrow is not working property of i your immuna system s depressed or functioning

poorly orifyouhave ahistory ofserious nfections,

You should not start or continue breastieeding while taking FLUDARABINE PHOSPHATE Neapolis as this

Ask your doctor for advice before taking any medicine.
Fortility

+Severeloss of appetiteleading to weightloss (anorexia).

«Vision disorders.
«Inflammation ofthe inside of the mouth (stomaits).
Skinrash

atleastthe next6 months.

Sports
Notapplcable.
flocts on the ability to drive or use machines

i y bad, i i injuries, or if
youthink you are getting ot of infections,

Some peopl taking FLUDARABINE PHOSPHATE NEAPOLIS y fel i of wesl have visionprolems,

+Tellyour doctor immedately.
These symptoms may indicate a decrease in the number of red blood cells, which may be due to the disease

nothave i type of condition.
st of excipients with known offect

UDARAOINE L
UDARABINE PHOSPHATE Neapol 1
“autoimmune 3. HOW TO TAKE FLUDARABINE PHOSPHATE NEAPOLIS 25mgim, Concentrate for injection of for
disorder ) I necessar he vt prognosismay boat Stake infusion?
Inst r proper

ol pood s belowyandcortcestorids
You will be subjected to regular blood tests during treatment and you will be closely monitored for the

disturb: headache,

inyour X
confusion, seizures.

Regarding the prolonged administration of FLUDARABINE PHOSPHATE NEAPOLIS : tho long-torm

A neston e vecommended dose is 40 mg / m2 of body surface area per day, s a treatment for 5
consecuive days every 28 day
D¢

~Chills.
+ Generalfesiing of discomfort

«Autoimmune disorders (see section 2).

«Tumorlysis syndrome (see section 2)

+ Pulmonary toxity,scatng of ntrsitial ssues of the g (pumonary fbrosis), pumonary nfammation
ea).

ror pancreatic.
Rare side effects (may affect upto 1 in 1,000 people)

Amedicine is ot ke other consumer good:
Amadaton 5 procuctthat aocts your hath and s carsurptonwihutcomplincefote
prescription exposes you to danger.

You should stricty folow your doctors prescription and directions for use, as wellas the advice of your
pharmacist

Yourdoctor st o i th medcaton, 5 et andcotandcatkrs

Do not stop treatment on your own during the prescribed p

Do notresume, do not increase doses without consulting ynur ot

KEEP MEDICINES OUT OF THE REACH OF CHILDREN

The following information is only intended for healthcare professionals

Dilution:

For a bolus injection, this dose should be diuted in 10 mi of Sodium chloride 9 mg / ml (0.9%). When
administered by infusion, the required dose should be dited in 100 mi of sodium chioride 9 mg/ mi (0.9%)
andinfusedin approxmately 30 minutes.

In clinicalstudies, the product was diluted in 100 m or 125 ml of 5% dextrose solution or § mg / ml sodium
chloride (0.9%)

Mirage before use :

a.
«Convlsive seizures.
+restlessness.
+Blindness.

FLUDARABINE PHOSPHATE NEAPOLIS ofa

with experience in the fleld of cancer reatments.

under the supe

When FLUDARABINE PHOSPHATE NEAPOLIS is given at the recommended dose, after or with other
medicines, the fllowing side effects have been reported

Neurological disorders manifester fache, urge to vomit (nausea) and vomiting, seizures, visual
disturbances including loss of vision, changes in mental sate (abnormal thoughts, confusion, altered
consciousness) and occasionlly neuromuscular disorders manfsied by musce weskns in you imbs

defined by your doctor based on your height and weigh.

owis FL
FLUDARABINE PHOSPHATE NEAPOLIS is administered s a solution for injection or, more often, as an
sion.

(including partial or total paralysis) (symptoms acute toxic or

«Heartfailure.
Iregulrheartseat(amhythni)

-yelloy Only P i
solutions can be used. FLUDARABINE PHOSPHATE NEAPOLIS should not be used if the container has been
«damaged.

Handling and destruction :
FL

syndrome,
Stevens-Johnson syndrome).

+Cerebral hemorrhage.
“,Neurlogica dsorders maniesta by headaches, fesing sick (nauses) and voming, seizures, visual
disturbances including vision loss, changes in mental status (abnormal thinking, cor aired
consclousness) and obcasionaly REuromUsculer disorlers manicsied by MUSe wéakneSs in your Imbs

for
Precautions should be taken when handling and preparing the FLUDARABINE PHOSPHATE NEAPOLIS

in
the event of a broken bottle or other incident. In the event of accidental contact with the skin or mucous
membranes, wash the affected areas thoroughly with soap and water. In the event of accidental projection in

acute toxic or
).

e posteror sokotmeepmaain syt RO Your doctor will take care not to inject FLUDARABINE PHOSPHATE NEAPOLIS beside the vein (paravenous  (including partial or total paralysis) (symptoms of
Blindness, i imes higl tion).

about 60 day: Forhowlong F 7 +Pulmonary hemorrhage.
Cases of

(LE), acute_toxic (ATL) or reversible_posterior
3), bove, have

This cure of 5 d days until y best

LE,ATL, and RPLS can be irreversible, lfe-threatening, o fatal.
As 001 as an LE, ATL or RPLS s suspected, ireatment with FLUDARABINE PHOSPHATE NEAPOLIS willbe
LE, ATL or RPL d,

The duration of trealment depends on Ils success and how you support FLUDARABINE PHOSPHATE
NEAPOLIS, repetit

9.

op: mer UDARABINE PHOS K
Y yoururine,

.y
from the destruction of cells by FLUDARABINE PHOSPHATENEAPOLIS. This reaction is called tumor lysis

pr or are over 65, heck your Kidney function. If

healthcare professional (nurse, etc.) immediately. You can also report this side effect dircty to the Regional
Pharmacovigiance Center. By reporting sido effocts you can help improve knowledge of the saety of this
medicine.

5. HOW TO STORE FLUDARABINE PHOSPHATE NEAPOLIS 25mgiml, Concentrate for injection or for
infusion?

It
your

of treatment.
+if you are to have a stem cell sample and that you are on treatment with FLUDARABINE PHOSPHATE

15 25mg/mi

the sight and reach of children.
Expiry.
Bl e this modicine after th exoiry dte which i sated o the botle and caion label afer EXP. The

theeye nhalation of
This medication i for single use only. Any fraction of unused product, accidental spllage or waste must be
disposed of inaccordance with current regulations.

®

NEAPOLIS
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