
Film-coated tablet  
(bottle of 30 tablets)

in SICKLE CELL DISEASE
Patient Guide

Film-coated tablet  
(bottle of 60 tablets)

Keep this booklet in a safe place as you may 
wish to refer to it again.

Important information about

your treatment or your child’s

treatment
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Your doctor has prescribed Siklos® for you to treat the condition you have 
which is called sickle cell disease. This is an inherited disease which affects 
the red blood cells. In the course of this disease, some cells become abnormal, 
rigid and take a crescent or sickle shape, which
leads to anaemia (loss of red blood cells). These sickle cells also get stuck in 
blood vessels, blocking blood flow. This can cause acute pain
crises and organ damage which require hospitalizations.
Siklos® reduces the number of painful crises and the number of
disease-related hospital admissions.

Siklos® can be used in adults, adolescents and children older than two
years.

Siklos® has been prescribed for you. Never give it to someone else, even if he 
or she has the same disorder for which you are being treated.

Take this medication exactly as it has been prescribed for you by your
doctor. Take your treatment regularly and do not change the dose of Siklos® 
by yourself.

Siklos® may interact with other medicines. Please tell your doctor if 
you are taking or have recently taken any other medicines, even those 
obtained without a prescription.

Before starting the treatment, read the package leaflet available at
https://www.ema.europa.eu/en/documents/product-information/-
siklos-epar-product-information_en.pdf
(The package leaflet is also present in each box of Siklos® )

Patient Guide

Your doctor has prescribed Siklos®1
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Off-white oblong-shaped, film-coated tablets   htiw  
1 score line on both sides. 
Each half tablet is embossed “H” for Hundred on one 
side.
Each tablet contains 100 mg hydroxycarbamide  
and can be divided into two equal 50 mg parts. 
Siklos® 100 mg is presented in a plastic bottle  
containing 60 tablets.

Golden outer packaging

As part of your treatment, your doctor may prescribe both Siklos® 100 mg 
tablets and Siklos® 1 000 mg tablets to be taken each day.
Ensure that you understand the prescribed dose and know the difference 
between the two tablet strengths Siklos® 100 mg and Siklos® 1 000 mg. 
Your doctor will tell you how much of Siklos® to take each day and will 
describe the dose in whole, half or quarter tablets.
Ask your doctor or pharmacist if you have any questions.

Siklos® (hydroxycarbamide) is available in 2 different strengths: 100 mg 
and 1 000 mg. 
Your doctor may prescribe either or both strengths during the course of your  
treatment in order to achieve the best possible adjustment of the daily 
dose.

PLEASE NOTE

Off-white, capsule shaped film-coated tablets with  
3 score lines on both sides. 
Each quarter of tablet is embossed “T” for Thousand 
on one side.
Each tablet contains 1 000 mg hydroxycarbamide 
and can be divided into four equal 250 mg parts. 
Siklos® 1 000 mg is presented in a plastic bottle containing  
30 tablets.

Red outer packaging
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DOSING SHEET

Date: ........./........./......... 
Name: ......................................................................... Weight:  .................. kg
Prescriber name: ..............................................................................................
Your doctor has prescribed ................ mg of Siklos® per day.
This means that each day you should take: 

Please show this sheet to your pharmacist with 
the medical prescription.

Before starting your treatment, please read the patient information guide; 
it contains important information on Siklos®, especially on precautions  

for handling the tablets.

Your doctor will give you a “Dosing Sheet” if you are prescribed both 
strengths of Siklos® simultaneously. The “Dosing Sheet” will better ex-
plain the types of tablets you must take every day. You should show this 
sheet to your pharmacist to ensure that you take the correct daily dose 
prescribed by your doctor. An extract from the dosing sheet is provided 
below for your information.

❑ .... entire tablet(s) of 1 000 mg  = ....... mg

❑  ¼  tablet: 250 mg

❑  ½  tablet: 500 mg

❑  ¾  tablet: 750 mg

Each quarter-tablet is embossed “T” for Thousand on one side

RED box

❑ .... entire tablet(s) of 100 mg  = ....... mg

❑  ½  tablet: 50 mg

Each half-tablet is embossed “H” for Hundred on one side

GOLD box
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comprimé/tablet

hydroxycarbamide

Voie orale/Oral use 

30 comprimés/ 
tablets

Chaque comprimé contient 1 000 mg 
d’hydroxycarbamide. Lire la notice avant 
utilisation. Tenir hors de la vue et de la 
portée des enfants. Cytotoxique :  
manipuler les comprimés avec précaution.  
Conserver à une température ne  
dépassant pas 30 °C.
Each tablet contains 1 000 mg of 
hydroxycarbamide. Read the package 

and reach of children. Cytotoxic: Handle 
tablets with caution. Store below 30°C.
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01comprimé/tablet/ 
Tablette
hydroxycarbamide/ 
Hydroxycarbamid
Voie orale/Oraal  
gebruik/Zur oralen 
Einnahme
30 comprimés/ 
tabletten/Tabletten

Chaque comprimé contient 1 000 mg 
d’hydroxycarbamide. Lire la notice avant 
utilisation. Tenir hors de la vue et de la portée 
des enfants. Cytotoxique : manipuler les 
comprimés avec précaution. Conserver à une 
température ne dépassant pas 30 °C.
Elke tablet bevat 1 000 mg hydroxycarbamide. 
Voor gebruik de bijsluiter lezen. Buiten 
het zicht en bereik van kinderen houden. 
Cytotoxisch: hanteer de tabletten voorzichtig. 
Bewaren beneden 30 °C.
1 Tablette enthält 1 000 mg Hydroxycarbamid. 
Vor der Anwendung Packungsbeilage 
beachten. Arzneimittel für Kinder unerreichbar 
und nicht sichtbar aufbewahren. Zytotoxisch: 
Tabletten mit Vorsicht handhaben. Lagern 
unter 30°C. EU/1/07/397/001

comprimé/tablet/ 
Tablette
hydroxycarbamide/
Hydroxycarbamid Lo

t:/
 C

h.
-B

.:

EX
P:

 / V
er

w
. b

is:Voie orale/Oraal gebruik/
Zum Einnehmen
Cytotoxique/Cytotoxisch/ 
Zytotoxisch
5053305 - TH01SP01NA01

60 comprimés/
tabletten/Tabletten
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tablet/δισκίo
hydroxycarbamid/ 
hydroxycarbamide/
υδροξυκαρβαμίδη Lo

t:

EX
P:

 

Oral anvendelse/Oral use/
Χρήση από το στόμα
Cytotoksisk/Cytotoxic/
Κυτοτοξική 
5053308 - TH01SP02NA01

60 tabletter/ 
tablets/δισκία

mg

PACK 1 PACK 2

tablet/δισκίo 

hydroxycarbamid/ 
hydroxycarbamide/
υδροξυκαρβαμίδη

Oral anvendelse/Oral 
use/Χρήση από το στόμα

30 tabletter/tablets/
δισκία 

Hver tablet indeholder 1 000 mg hydroxycarbamid. 
Læs indlægssedlen inden brug. Opbevares util-
gængeligt for børn. Cytotoksisk: Tabletterne 
skal håndteres med forsigtighed. Opbevares 
ved temperaturer under 30 °C.
Each tablet contains 1 000 mg of hydroxycarbamide. 

of the sight and reach of children. Cytotoxic: 
Handle tablets with caution. Store below 30°C.

Διαβάστε το φύλλο οδηγιών χρήσης πριν από τη 
χρήση. Να φυλάσσεται σε θέση την οποία 
δεν βλέπουν και δεν προσεγγίζουν τα παιδιά. 
Κυτοτοξική: xειρίζεστε τα δισκία με προσοχή. 
Φυλάσσετε σε θερμοκρασία μικρότερη των 
30°C.
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Vía oral/Uso orale/ 
Via oral
Citotóxico/Citotossico/
Citotóxica
5053293 - TH01SP03NA01

60 comprimidos/
compresse

comprimido/ 
compressa
hidroxicarbamida/ 
idrossicarbamide
Vía oral/Uso orale/ 
Via oral
30 comprimidos/ 
compresse

Cada comprimido contiene 1 000 mg de 
hidroxicarbamida. Leer el prospecto antes de 
utilizar este medicamento. Mantener fuera de 
la vista y del alcance de los niños. Citotóxico: 
Manejar los comprimidos con precaución. 
Conservar por debajo de 30 °C. 
Ciascuna compressa contiene 1 000 mg di 
idrossicarbamide. Leggere il foglio illustrativo 
prima dell’uso. Tenere fuori dalla vista e dalla 
portata dei bambini. Citotossico: maneggiare 
le compresse con cautela. Conservare a 
temperatura inferiore a 30 °C.
Cada comprimido contém 1 000 mg de 
hidroxicarbamida. Consultar o folheto 
informativo antes de utilizar. Manter fora da 
vista e do alcance das crianças. Citotóxica: 
Manusear os comprimidos com cuidado. 
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Conservar a temperatura inferior a 30 °C.

PACK 4

comprimé/ 
tablet
hydroxycarbamide Lo

t:

EX
P:

Voie orale/Oral use
Cytotoxique/
Cytotoxic
5053314 - TH01SP04FR01

60 comprimés/
tablets

tablett/tabletti 
hydroxikarbamid/
hydroksikarbamidi/
hydroksykarbamid
Oral användning/ 
Suun kautta/Oral 
bruk 
30 tabletter/tablettia

Varje tablett innehåller 1 000 mg hydroxikarbamid. 
Läs bipacksedeln före användning. Förvaras 
utom syn- och räckhåll för barn. 
Hantera tabletterna med försiktighet. Förvaras 
vid högst 30°C.
Yksi tabletti sisältää 1 000 mg 
hydroksikarbamidia. Lue pakkausseloste 
ennen käyttöä. Ei lasten ulottuville eikä 
näkyville. 
varoen. Säilytä alle 30 °C.
Hver tablett inneholder 1 000 mg 
hydroksykarbamid. Les pakningsvedlegget 
før bruk. Oppbevares utilgjengelig for barn. 
Cytostatikum: 
forsiktighet. Oppbevares ved høyst 30 ºC. 
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PACK 6

tablett/tabletti
hydroxikarbamid/
hydroksikarbamidi/
hydroksykarbamid 

Oral användning/
Suun kautta/Oral bruk 
Cytostatikum/
Sytotostaatti
5053315 - TH01SP06NA01

mg

comprimé/tablet

hydroxycarbamide

Voie orale/Oral use 

30 comprimés/ 
tablets

Chaque comprimé contient 1 000 mg 
d’hydroxycarbamide. Lire la notice avant 
utilisation. Tenir hors de la vue et de la 
portée des enfants. Cytotoxique :  
manipuler les comprimés avec précaution.  
Conserver à une température ne  
dépassant pas 30 °C.
Each tablet contains 1 000 mg of 
hydroxycarbamide. Read the package 

and reach of children. Cytotoxic: Handle 
tablets with caution. Store below 30°C.
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01comprimé/tablet/ 
Tablette
hydroxycarbamide/ 
Hydroxycarbamid
Voie orale/Oraal  
gebruik/Zur oralen 
Einnahme
30 comprimés/ 
tabletten/Tabletten

Chaque comprimé contient 1 000 mg 
d’hydroxycarbamide. Lire la notice avant 
utilisation. Tenir hors de la vue et de la portée 
des enfants. Cytotoxique : manipuler les 
comprimés avec précaution. Conserver à une 
température ne dépassant pas 30 °C.
Elke tablet bevat 1 000 mg hydroxycarbamide. 
Voor gebruik de bijsluiter lezen. Buiten 
het zicht en bereik van kinderen houden. 
Cytotoxisch: hanteer de tabletten voorzichtig. 
Bewaren beneden 30 °C.
1 Tablette enthält 1 000 mg Hydroxycarbamid. 
Vor der Anwendung Packungsbeilage 
beachten. Arzneimittel für Kinder unerreichbar 
und nicht sichtbar aufbewahren. Zytotoxisch: 
Tabletten mit Vorsicht handhaben. Lagern 
unter 30°C. EU/1/07/397/001
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Zum Einnehmen
Cytotoxique/Cytotoxisch/ 
Zytotoxisch
5053305 - TH01SP01NA01

60 comprimés/
tabletten/Tabletten

50
53

30
6 

- T
H

01
SI

01
N

A0
1

tablet/δισκίo
hydroxycarbamid/ 
hydroxycarbamide/
υδροξυκαρβαμίδη Lo

t:

EX
P:

 

Oral anvendelse/Oral use/
Χρήση από το στόμα
Cytotoksisk/Cytotoxic/
Κυτοτοξική 
5053308 - TH01SP02NA01

60 tabletter/ 
tablets/δισκία

mg

PACK 1 PACK 2

tablet/δισκίo 

hydroxycarbamid/ 
hydroxycarbamide/
υδροξυκαρβαμίδη

Oral anvendelse/Oral 
use/Χρήση από το στόμα

30 tabletter/tablets/
δισκία 

Hver tablet indeholder 1 000 mg hydroxycarbamid. 
Læs indlægssedlen inden brug. Opbevares util-
gængeligt for børn. Cytotoksisk: Tabletterne 
skal håndteres med forsigtighed. Opbevares 
ved temperaturer under 30 °C.
Each tablet contains 1 000 mg of hydroxycarbamide. 

of the sight and reach of children. Cytotoxic: 
Handle tablets with caution. Store below 30°C.

Διαβάστε το φύλλο οδηγιών χρήσης πριν από τη 
χρήση. Να φυλάσσεται σε θέση την οποία 
δεν βλέπουν και δεν προσεγγίζουν τα παιδιά. 
Κυτοτοξική: xειρίζεστε τα δισκία με προσοχή. 
Φυλάσσετε σε θερμοκρασία μικρότερη των 
30°C.
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Vía oral/Uso orale/ 
Via oral
Citotóxico/Citotossico/
Citotóxica
5053293 - TH01SP03NA01

60 comprimidos/
compresse

comprimido/ 
compressa
hidroxicarbamida/ 
idrossicarbamide
Vía oral/Uso orale/ 
Via oral
30 comprimidos/ 
compresse

Cada comprimido contiene 1 000 mg de 
hidroxicarbamida. Leer el prospecto antes de 
utilizar este medicamento. Mantener fuera de 
la vista y del alcance de los niños. Citotóxico: 
Manejar los comprimidos con precaución. 
Conservar por debajo de 30 °C. 
Ciascuna compressa contiene 1 000 mg di 
idrossicarbamide. Leggere il foglio illustrativo 
prima dell’uso. Tenere fuori dalla vista e dalla 
portata dei bambini. Citotossico: maneggiare 
le compresse con cautela. Conservare a 
temperatura inferiore a 30 °C.
Cada comprimido contém 1 000 mg de 
hidroxicarbamida. Consultar o folheto 
informativo antes de utilizar. Manter fora da 
vista e do alcance das crianças. Citotóxica: 
Manusear os comprimidos com cuidado. 

EU/1/07/397/001

50
53

30
9 

- T
H

01
SI

03
N

A0
1

Conservar a temperatura inferior a 30 °C.

PACK 4

comprimé/ 
tablet
hydroxycarbamide Lo
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Voie orale/Oral use
Cytotoxique/
Cytotoxic
5053314 - TH01SP04FR01

60 comprimés/
tablets

tablett/tabletti 
hydroxikarbamid/
hydroksikarbamidi/
hydroksykarbamid
Oral användning/ 
Suun kautta/Oral 
bruk 
30 tabletter/tablettia

Varje tablett innehåller 1 000 mg hydroxikarbamid. 
Läs bipacksedeln före användning. Förvaras 
utom syn- och räckhåll för barn. 
Hantera tabletterna med försiktighet. Förvaras 
vid högst 30°C.
Yksi tabletti sisältää 1 000 mg 
hydroksikarbamidia. Lue pakkausseloste 
ennen käyttöä. Ei lasten ulottuville eikä 
näkyville. 
varoen. Säilytä alle 30 °C.
Hver tablett inneholder 1 000 mg 
hydroksykarbamid. Les pakningsvedlegget 
før bruk. Oppbevares utilgjengelig for barn. 
Cytostatikum: 
forsiktighet. Oppbevares ved høyst 30 ºC. 
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Siklos® is a cytotoxic medicine (it has specific toxic effects on certain 
cells) and must be handled with care. 
Siklos® boxes must be kept out of the reach and sight of children.
Pregnant women should avoid handling Siklos® tablets.
Siklos® must be taken every day at the same time, preferably in the 
morning before breakfast. Swallow the tablet, with a glass of water, 
without sucking or chewing.
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Wash your hands before and after 
handling the tablets.  

How to divide Siklos® 1 000 mg or Siklos® 100 mg 
tablets?
The Siklos® 1 000 mg and Siklos® 100 mg tablet break easily along the 
score lines, with each end being held between the fingers.
In case the prescribed dose requires breaking the tablet, this should be 
done away from food. 

Powder spilled from the broken tablet should be wiped up with a 
damp disposable tissue which must be thrown out to avoid ingestion 
of powder by other people.  

Patient Guide

Siklos® tablets must be handled with care2
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In case you cannot swallow the Siklos® 1 000 mg or Siklos® 
100 mg tablets
You can disintegrate them in water immediately before taking them as 
follows:

Discard the disposable tissue 
with the tablet crumbs (if any) to 
the bin and wash your hands after 
handling tablets.

Put the prescribed amount of  
tablets or tablet parts in a 
teaspoon with some water (Siklos®  
1 000 mg tablets should be broken, 
preferably). 
You may add a drop of syrup or mix the 
contents with food to mask any bitter taste.
Swallow the content of the spoon as soon 
as the tablet is disintegrated.
Then drink a large glass of water or any 
other drink.

When the tablet is broken, you must 
avoid touching the broken surface. 
Put back unused tablet parts in 
the bottle corresponding to the 
right strength form (i.e., 100 mg  
embossed H (Hundred) or 1 000 mg 
embossed T (Thousand) and put the 
bottle back in the box.
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If you are a woman of childbearing potential
The risk of fœtal abnormalities cannot be ruled out if you are pregnant while 
under treatment with Siklos®, so an appropriate contraception is strongly 
recommended during treatment.

If you wish to have children, please discuss this with your doctor to 
decide whether or not you should continue treatment with Siklos®. If you 
become pregnant or think you may be pregnant while you are still taking 
Siklos®, please tell your doctor.

The active substance of Siklos® passes into human breastmilk. You must not 
breastfeed while taking Siklos®.

If you are a man
It is important for you to know that Siklos® can have an effect on sperm 
production while you are being treated and therefore on your ability to have 
children. This point should be discussed with your doctor before you start 
treatment with Siklos®.
Finally, if your partner becomes pregnant or plans to become pregnant, please 
discuss this with your doctor.

Patient Guide

Fertility - pregnancy & breastfeeding3
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Like any medicine, Siklos® can cause side effects in some people.
Please read carefully the leaflet before you start taking the medicine.

This leaflet is available at the following address: https://siklos.eu/ir/
and on the EMA website:

https://www.ema.europa.eu/documents/product-information/siklos- 
epar-product-information_en.pdf.

If you get any side effects, talk to your doctor or, pharmacist or nurse.
This includes any possible side effects not listed in the leaflet.

You can also report side effects directly via the national reporting system:
HPRA Pharmacovigilance

Website: www.hpra.ie

By reporting side effects, you can help provide more information 
on the safety of this medicine.

For further information, please contact: Theravia
Tel.: +353(0)1 69 50 063

E-mail: pv-ie@theravia.com

Patient Guide

Reporting Side effects with Siklos® 4
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