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PACKAGE LEAFLET; INFORMATION FOR THE PATIENT

DECAPEPTYL® S.R. 11.25 mg
muimwfwhk:hn (LM. or 5.C.), 3-month prolonged release form

Read all of this leaflet carefully before using this medicine because it ins imp for
e st -
k m questions, ask your

m‘m been prescribed for you. Do nat pass it on to others. It may harm them, even if their symptoms are the same as yours.
-IfynuqﬂmuﬂeeﬁmmlmyurdnmvmN\ﬂnnausr_mslndlllksanypnmhleummmﬁnﬂinmhmm&eﬂm{

What is in this leaflet?
!.W&D&.}W‘S,m 11.25 mg, powder and solvent suspension for injection (LM, or 5.C.), 3-month prolonged release form and what
2. What you need n’:ul':rl:low before you use DECAPEPTYL® S.R. 11.25 mg, powder and solvent suspension for injection (LM. or 5.C.), 3-month

3. How to use DECAPEPTYL® S.R. 11.25 mg, pawder and solvent suspension for injection (M. or 5.C.), 3-month prolonged release form?
4. What are the possible side effects ?

5. How to store DECAPEPTYL® S.R. IIJqu,pwdermdsnlvmmnpemfnrmjmm[l M. or 5.C.), 3-month prolonged release form?
6. Contents of the pack and other information.

1. WHAT IS DECAPEPTYL® 5.R. 11.25 MG, powder and solvent suspension for injection (i.m. or 5.c.}, 3-month prolonged release form
n&"ﬂ WHAT |5 i USED FUN ?

ofa
Gonadatrophin-releasing hormane analogue - ATC code: L02AE04

Itis used: =

« In men: for certain prostate and bone diseases.

« In women: for the treatment of endometriosis.

« In children: for treatment of central precocious puberty (puberty that occurs at a very young age).

2. WHAT YOU NEED TO KNOW BEFORE YOU USE DECAPEPTYL® S.R. 11.25 MG, powder and solvent suspension for injection (i.m. or s.c.),
3-month prol release form?
Do not use DECAI '&Lllﬁmmﬁndmﬂmwm Iariluutinn(l.ul ou.t.l zmwmm

Wyouare

lf'ywmwwnrhmm i

Warnings and precautions . i Ty " N
Iﬂmwm@ummmm'mwm&mmmw P i m.ors.c), 3

- Patients receving this treatment should be kept under cose medical supervision withsometimes regular,bological, cinical and radiclogicl confrols.
« I you are using medicines for preventing your blood dlotting, since you may exp bruising at the site of i injection. For men only,
the product could be administered with i ular or sub route.

-Mmhmrmnldm&mmpmmhuwum which may be severe. If you are taking DECAPEPTYL® and develop depressed
mood, inform your DECAPEPTYL® PR 11.25 mg can induce mood

« Treatment with DECAPEPTYL®™ PR 11.25 mq or other GnRH analogues may increase the risk of developing thin or weak banes, especially if you are
a heavy drinker, a smoker, have a family history of astesporosis (a condition that affects the strenght of your bones), have a poor diet or take
anticanvulsants (medicines for epilepsy o fits) or corticosteroids (steroids). If you have anything wrong with you that affects your bones, such as
osteoporosis, tell your doctor. This may affect the way your doctor decides to treat you.
-nmmmhmuwmmmmmmprmcmmm} or are being treated with medicines for these conditions.

«If you have diabetes.or if you suffer from heart s, inform your doctor.
« If you have an enlargement (benign tumour) of the pituitary gland that you were unaware of, this may be discovered during treatment with
DECAPEPTYL® PR 11.25 mg. Symptoms include sudden headache, vomiting, problems with eye sight and paralysis of the eyes.

inmen

« At the beginning of treatment there will be d amount of in your body. This may cause the symptoms of the cancer to get worse.
Contact your doctor if this happens, The doctor may give you some medicine (an anti-androgen) to prevent your symptoms from getting worse.
« During the first weeks of treatment, DECAPEPTYL® PR 11.25 mg may, asnitho[hncnmmloguu In isolated cases, cause the spinal cord to
compress of the urethra (where you pass urine) to block. You will itored by your doctor and gi for these conditions if they occur.
« After surgical castration triptorelin does not induce any further decrease mwrummmmmml«ds,

- Diagnostic tests of pituitary gonadal function conducted during treatment or after discontinuation of therapy with DECAPEPTYL® S.R. 11.25 mg
may be misleading.

« The testosterone deprivation can induce anemia (decrease of the number of red blood cells).

Ir women

« Youmay have some vaginal bleeding in the first month of treatment. After that your periods normally stop.

Tell your doctor if you have bleeding after the first month of treatment.

« Your periods should start about 5 to 6 months after the last injection.

~You must use some form of contraception other than the ‘pill” during all the treatment and till the menses are back.

In children

« Girls who have an early puberty may have some vaginal bleeding in the first month of treatment.
« fyou have a progressive brain tumour, please inform your doctor.

« When treatment is stopped signs of puberty will occur.
-Ingiﬂ&peviﬁswﬂlmwwmmyemﬂmmwimmmm

« Eary puberty caused by otherd musslmldbemledmhrmrdoﬂw

+ The amount of i but his returns to normal after treatment s stopped.
« Tell your doctor if you rmftﬂruddmmselufhlppahmﬂmlnq treatment
Other medicines and DECAPEPTYL® S.R. 11.25

mg, p
Pk&tdlyuudnnumﬁmnxﬂﬁywntﬂmmhmmnﬂmhnanymhﬂm

Inmen;

DECAPEPTYL® might interfere with some medicines used to treat heart rhythm problems (e.g. quinidine, procainamide, amiodarone and sotalel) or might
increase the risk of heart thythm problems when used with some other drugs e.g. mnmlmmmmmmmmmmmmm
moxifloxacin (an antibiotic), Wwdmﬂu(mmmmusmmmhllnﬁses)

DECAPEPTYL®S.R. 11.25mg, injection (i.m. or 5.c.), 3-month prolonged release form with food and beverage
Not

m. ors.c.), 3-month prolonged re} form

Ihusmdmslmid not be used during pregnancy or breast-feeding. Do not used DECAPFPTY] ® PR 11 35 ma if unus sem suinn .ot pregnant.
Driving and using machines

You may feel dizy, tired or have problems with your sight such as blurred vision. Thes Maphar e underlying
disease. If you experience any of these side efficts, you should not drive or use machines. DEU Bd Alkimia N° 6, Ql, for
In}'cllm[i.m ors.c.), 3-month prolonged release form contains sodium. T Sidl Bernoussl, Casablanca

s to say without sodium. .
Doclptptyallg 11.. ﬁmhlyn b
3, HOW TO USE DECAPEPTYL® 5.R. 11.25 mg, powder and solvent suspension for

On o vyt ||I!IIII|I IlI||||IlII|||H!| [

If you have the impression that the effect of DECAPEPTYL® S.8. 11.25 mg is too strong or | 778
Method of administraion 118001 ' 180778
For men only : intramuscular or subcutaneous route

For women and children: intramuscular route only. The powder should be reconstituted with the solution provided immediately before injection.
The suspension obtained should not be mixed with other medicinal products.
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- When the suspension is homogeneous, pull down the needle and without ing the
. * vial, draw up all of the suspension.A small amount will remain in the vial and should be
= discarded. An overfill ks included to 2l for this loss.
— « Grasp the coloured hub to connect needie. Remave the needle 1 used for the reconstitution
from the syringe. Sawmmmsynngem!spnndmgmd!typmfmjmn

« Move the safety sheath away from the needie and towards the syringe barrel. Dlesd’tty
sheath remains in the position you set.

- Remove the needle protection from the needle.
mmmr«mwmmmmmmm
« Quand la suspension est homogéne, descendre [ aiguille et, le flacon, aspirer toute la dans la seringue. Une petite quantité
ammmarﬁmammmmm*ma‘ olvant est prévu lors de la fabricati autoriser cette perte lors

de la préparation de la seringue.
-Enk-«rmwﬂs&mhmwmmmhm;amw(mVmwhs«m;nr‘ ill spondant au type d'i
aPumHnthfiplﬂ(ﬂhgnmmmh

0 Pour une injection sous-cutanée, chez ﬂ”rﬂgﬂlﬂmgulhmmmunsynmdukumﬂ
-fmmmhnmmpm&rgﬁmkm&hmhmﬂm pratection reste dans la position que vous définissez.
« Enlever le capuchon de I'ai

Amorcer Faiguille en vidant akmmhmnwmﬁ&mL
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3 INJECTION /3 ~ INJECTION / Lm a - ¥ Mmiwmmldmdmnrarmnmhrll
(intramusculaire)

"“;.nﬂumz- e e J Juilal - ol - Moy

0 needle Njection into the gl plaall faall )
~MEN §

o with needle 2 (long needie) i into the gl o,

i R . R e e Y

Grasp the skin of abdomen or thigh, the needle with an

angle between 30 and 45 degrees
+ FEMMES, ENFANTS

dans le musde glutéal (musde fessier) avec Faiguille 2 (aiguille longue)
+ HOMMES Men anly (subautaneous) / (sous-cutanée)
y [ laire dans le musdle glutéal Mmriﬂd[aqllrhgnl (el cans ial) Juidh Jp 10

dominale ou La face Latérale d

mmLmhmerMumthdwEMWn
insérer ['aiquille avec un angle compris entre 30 et 45 degrés.
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4 - AFTER USE / 4 - APRES UTILISATION / plsdatll sy - £

« Activation of the safety system using 2 one-handed technique,
o Note : Keep your finger behind the tab at all times

«Method A : push the tab forward with your finger or

«Method B : push the seath to a flat surface Tab / butoir
o In both cases press down with 2 firm quick motion until a distinct audible dick is heard.
o Visually confirm that the needle is fully engaged under the lodk.

~ Dispose the needles in designated sharp container.
m&mnMuth;mm
garder votre d e Je butoir

mn mkmmerM
+ Méthode B - pousser la gaine de protection sur une surface plane.
0 Dans les deux cas, appuyer avec un mouvement ferme rapide jusqu'a Faudition d'un dic.
o Vérifier que laiguille { prise dans le manchon de protection.
« Jeter les aiquilles dans des containers adaptés.
Lock / Vemmou
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