PlaXelor

Ticagrelor

Coated tablets 90 mg

1- FORM AND PRESENTATION:
PLAXELOR® 90mg: Coaled fablels. Pack of 40 coaled tablels.

2- COMPOSITION:

Each coated tablet contains:
PLAXELOR® 90mg:
Ticagrelor ... o 93 mg,
Exclplents: Microcrysialline cellulose, laclose. hydroxypropyl cellulose,
sodium slarch glycolate, magnesium slearate.

Codting: Hydroxypropylmethyl cellulose, litanium dioxide, polydextose,
maltodextrin, toke, mediunchain gy ericles, yellow ron oxide, red iron oxide.
Exciplents with known effect:

Lactose.
Sodlum.

85.02 mg/ tab.
1.176 mg/ lab,

3- THERAPEUTIC CLASS:
PLAXELOR® conlains the aclive substance ficagrelor, which belongs 1o o
group of medicines known as wantiplalelet medecines

4- THERAPEUTIC INDICATIONS:

PLAXELOR® in ossociation with acetylsalicylic azid should be used in adults
only. Your doclor has prescribed 1his medicine because you have had:
-A heart attack, or

-Unstable angina {angina pectoris or pocry controlled chest pain)

It reduces the risk of having another heart attack, stroke or dying from a
disease reloted to your heart or blood vessels.

5- POSOLOGY AND ADMINISTRATION:

Dosage:

The initial dose is lwo fablets at the same lime (180 mg loading dose). This
dose is usually given in hospital.

-After this initial dose. the usual dose is one 90 mg tablet twice a day lor
up to 12 months, unless your doctor decides olherwise.

Method of administration:

Orgluse

-Take Ihis medicalion af roughly the same time each day (fer example,
one tablet in the moming and one in 1he evening).

-You can take the tablet wilh or without food,

-Itis important to take your treatment for as long as your doctor prescribes
it. Stopping frectment prematurely should be avoided, asit could be fatal,
-The lcblets can be crushed to c fine powder and mixed in half a glass of
water and drunk immediately. the glass rinsed with a liltle more 1han half
a glass of water and the conienis drunk

STRICTLY ADHERE TO THE DOSAGE INDICATED BY YOUR DOCTOR

&- CONTRAINDICATIONS

This drug should not be cdministered if:

-You are allergic to ticagrelor or to any of the olher ingredients of this
medicalion

-You're bleeding now.

-You have had a siroxe related to bleeding in the brain

-You have severe hepatic insufficiency.

-You are taking one of the following medications:
Ketoconczole (used to treat fungal infections),

Clarithromycin [used to freal bacterial infections),
Nelazodone (an anlidepressani],

Rilonavir and ctazanavir {used to treal HIV infection and AIDS).

IF IN DOUBT, ASK YOUR DOCTOR OR PHARMACIST FOR ADVICE

7- SPECIAL WARNINGS AND PRECAUTIONS FOR USE:

Talk to your doclor or charmacist before taking PLAXELOR® if:

-You are ot high risk of bleeding due to:

*Arecent serious inju

= Arecent surgery (including dental surgery - ask your dentist if this applies
to you)

=A disease that affects blood coagulation

=A recent gastiic or intestinal bleeding {due to gastric ulcers or colonic
upolyps).

=A use of medicalions fikely to increcse ihe risk of bleeding (e.g
NSAIDs, oral anlicoagulants and/or fibrinolytics) wilhin 24 hours of taking
PLAXELOR®.

-You are scheduled o undergo surgery (including dental surgery) while
taking PLAXELOR®. As there is an increased risk ol bleeding, your doclor
may ask you lo stop taking this medication 5 doys before surgery

-Your heart rate is abnormelly low [generclly less than 60 beals per
minute] and you are not vet fitted with a oocemaker, or if you are taking
neart-rate-lowering medication at the same time.

-You nave csthma or other lung oroblems or breathing difficulties.

-You have liver problems of any kind, or have suffered from an liness that
may have affected your liver.

-fou have had a blood test showing higher-than-usual levels of uric acid
or crealinine

If you have hcd an acule cororary synrcdrome and have a history of
ischemic vascular accident, it is not recommended that you take Ihis
lrealiment beyord one year.

If you are taking both PLAXELOR® and heparin: Your doctor may requesi
a sample of your blood for diagnoslic tesling if he/she suspects the
presence of arare plclelet disorder caused by heporin. It is important to
inform your doclor that yau are taking both PLAXELOR® and heparin, as
PLAXELOR® may aifect the diagnostic test

PLAXELOR® is not recommended for children and adolescents under 18
This drug contains less than 1 mmol {23 mg] of sodium per dose, which
mean; it is essenticlly sodium-free.

i your doctor has informed you of an intolerance to cerfcin sugars,
contact him before taking this madicine.

IN CASE OF DOUBT, DO NOT HESITATE TO ASK YOUR DOCTOR OR
PHARMACIST FOR ADVICE

8- INTERACTIONS WITH OTHER DRUGS:

TO AVOID INTERACTIONS BETWEEN MEDICATIONS, REPORT ANY OTHER
CURRENT TREATMENT TO YOUR DOCTOR OR PHARMACIST, F YOU ARE
TAKING ANY OF THE FOLLOWING MEDICATIONS IN PARTICULAR:
-Rosuvastatin, more than 4) mg per dcy of simvastatin or lovastatin
{drugs used fo treat high cholesterol level)

-Rifampicin (on ontibiotic),

-Phenytoin, carbcmazepine and chenobarbital (uses to control convulsions),
-Digoxin {used to treat heart failure)

-Cyclosporine jused to lower your body's defenses)

-Quinidine cnd diltiazem [used to treat abnormal hear thylhms),
-Beta-blockers and verapamil (used to treat high blosd pressure).
-Marphine and other opioids (used to Ireal severe pain)

In particular, if you ncve tcken any of Ire following medicines that
increase the risk of bleeding, tell your doctor or pharmacist:

-Oral anlicoogulants [blood-thinning drugs). notably warfarin
-Non-steroidal anti-inlcmmalory drugs (NSAIDs) often tcken painkillers,
such as ibuprofen or ncproxen

-Seleclive serotonin reuptake inhibitors (abbreviated as S3Ris) taken as
antidepresscnts, such as paroxetine. sertralire or citalopram,

-Other drugs such as ketoconazole (used to trect fungal infections).
clarithromycin {used to treat baclericl infections), nefazodone {on
antidepresscant]. ritonavir and atcranav) {used to freat HIV infections and
AIDS). ciscpride (used to lreat heartburn) ergor clcaloics {used to treat
migraires ard headaches)

You should also tell your dcclor that PLAXELOR® may increase your risk
of bleeding if he gives you fibrinolylics, ollen called c'ot-busters, such as
slreptokinase or clteolase

9- PREGNANCY, BREAST-FEEDING AND FERTILITY:
Pregnancy:
PLAXELOR® should nol be used if you are cregnanl or licely ta become

oregnant. Women should use appropriate conbtraceofion |5 avoid
oregnancy while taking this drug.

Breqst-feeding:

If you ara '.‘recslvl'ea:ling, tell yzur docior before taking this mazicine.
Your daztar will discuss with you Ihe anelits and risks of taking PLAXELOR®
during this period

IN GENERAL, DURING PREGNANCY AND WHEN BREAST-FEEDING, ALWAYS
SEEK THE ADVICE OF YOUR DOCTOR OR PHARMACIST BEFORE TAKING
ANY MEDICATION,

10- DRIVERS AND MACHINE USERS:

PLAXELOR® is unlikely to affect your abilily to drive or operate machinery.
If you feel dizzy or confused while taking this medicine. use caulicn when
driving or operating machinery

11- UNDESIRABLE EFFECTS:
Like cll medicines, PLAXELOR® is likely to induce undesirable effects, but
Ihey do not occur syslemalically in everyone

PLAXELOR® nffects blgod coagulalion, so most side effacis are related to
blemdirg. Dlesding 4an scalr in any part of the bozly. Zome bleedings
are frequent {such as bruising and nosebleeds|, Severe bleedings cre less
frequent, but can be life-threatening.

Consult a doctor immediately if you nofice any of the following
symptoms, as you may than naad urgant madicnl fraciment

Bleeding in the brain or in ihe skull s an uncommon dde afiect, and may
cause signs of stroke such as:

-Sudden onset of numbness or weakness in the arm. leg or face,
especially if symotoms are oresent only on one side of the body
-Sudden onset of confusion, difliculty soeaking or understanding ofhers
-Sudden onset of walking dilficulties or loss of balance or coordination
-Sudden onset of dizziness or severe headaches wilh no known cause
Signs of bleeding may appear as loflows:

-Severe bleeding or o bleeding that you can't control

-Unexpected or prolonged bleeding

-Pink, red or brown coloration of your urine

-Vomiling red blood or if your vomit [ooks like acoffee groundsy,

-Red or black stools like tar)

-Coughing or vomiling of blood clots

Fainting (syncope)

-Temporary loss of consciousness due to a sudden decrease in blood flow
to the brain {frequent)
Signs of a blood clolting p!
purpura (TTP), such as:
-Fever and purple patches (called purpura) on Ihe skin or in the moulh,
with or wilhoul yellowing of Ihe skin or eyes (joundice]. unexplcined
extreme faligue or confusion

If you notice any of Ihe following symptoms, discuss them with your
doctor.

Feeling of shorlness of breath - this Is very common.

-This symptom may be due o your heart disecse or another cause, or it
may be a sides effect of PLAXELOR®, Shortness of breath associated with
PLAXELOR?® freatment is usually mild in infensity and is charactenzed by
a sudden, unexpected need to brealhe in air, usually occuring at resi;
il may appear in lhe first few weeks of freatment and may disappear
most of the time

-If your shortness of oresth worsens or persists for a long lime. tell your
doctor. He will decide whether you need freatment or further lests
Other possible undesirable effects:

Very comman undesirable eifects

-igh uric acid levels in your biood

-Dysonea

-Bleeding caused by blood disorders

Common undesirable effects

-Headache, dizziness, loss of consciousness

-Diawhea or indigestion, nausea, conslipation,

-Skin rash

-ltching or bleeding under the skin

-Iniense pain and swelling in your joints - these signs are the sympioms
of gout.

-Feeling dizzy or lightheaded. blured vision - these signs are symptoms of
low blood pressure

-Vertigo

-Bleeding that is heavier thon narmal afier surgery or from o cut or wound
(e.g.. during shaving)

-Bleeding from the lining of your stomach {ulcer)

-Urinary tract bleeding

-Increased blood crectinine level.

-Respiratory tract bleeding

Uncommon undesirable effecls

-Allergic reaclion - rash, itching, facial sweling or swelling of the lips/
longue may be signs of an allergic reaction

-Conlusion

-Intracranial hemorhage

-Visual problems caused by blood in your eyes

-Increased vaginal bleeding, or bleeding thaf occurs at limes olher than
during your normal {menstrual) bleeding cycle

-Bleeding in your joints and muscles that can cause ocinful swelling
-Bleeding in your ears

-Internal bleeding, which may cause dizziness or light-headedness
~Tumor bleeding
. d f

called thrombotic thromb

ytop

q! y effecis
-Abnormally low heart rate. Alrioventricular olock
-Thrombotic purpura, thrombocytopenic

effects:

Ii you experience any undesirable elfects please tell your doctor or
pharmacist. This applies lo any side elfect not menfioned in this leahel
You can repoart sice effects directly via the Algerian nalicncl reperling
syslem: Nafioncl Center fcr Phermacovigilance and Materiovigilance
(CNPM),

Website: www.cnpm.org.dz, and Ihe Senegalese Pharmaceulical
Regulatory Agency [ARP), website: www.arp sn

REPORT TO YOUR DOCTOR OR PHARMACIST ANY UNDESIRABLE EFFECTS
NOT MENTIONED IN THIS L=ZAFLET.

12- OVERDOSE:

It you have tcken more PLAXELOR” than you snculd have. report it
immecdiately to your doctor or go to hospital, taking the medicine box
with you. You may be ct greater risk of bleeding.

13- OMISSION OF ONE OR MORE DOSES:

Missed doses should be avoided. Il ycu forgel to take a dose, simply take
Ihe next dose as usual,

Do not take a double dose {fwo doses at Ihe scme lime) 1o make up lor
Ihe dose you forgal to take

14- STORAGE:

Store in original outer packaging. at lemperalures ncl exceeding 25°C.
Keep out of reach of children. Do not use after Ihe expirction date shown
on the pack.
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PlaXelor

Ticagrélor
Comprimés pelliculés 90 mg

1- FORME ET PRESENTATION: _ . .
PLAXELOR® 90 mg: Comprimés pelliculés, Boite de 40 comprimés pelliculés.

2. COMPOSIVION:
Choquz c'\mnﬂnw- pelllcule zontient
Ticogrelst.,

Cslbilase misa=ritaline, lacise. hydmeynromyl cellulose, glyzolate
& armidon .n:hqun stearcie de mognesum,

Pelliculage: .
Hydroeyaramidmsil ‘_ellulm- diowyde  de {lone,  polydestioge,
multotiaxinng, tole_ friglyeos <haine moyenne. egde de ter jounc,

ey de el raunn

h‘rlnlrrm n p!h-! nntalne
Laclowe #5.02 mg/ Cp.
Sodlum, 1174 mg?tp.

3- CLASSE THERAPEUTIQUE:
PLAXELOR" corilient une sulsstanca active : Ticagrelor, qui appartient aun
group= de maaicamianls app=lat « antiagrégants plaquettares n.

4 INDICATIONS THERAPEUTIQUES:

LAXELOR® =n asocioton aves |'zcids u:!h‘laalbcyllquv dail &he
uhll'c chez les adulles Lnigdement, Vit matdedn vow o prascit ce
médicament poree quc wous dves ey
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confréa[-

rectull 63 dsques d'aval une nouvelle crise catdiague, Un ascident
\«ulc.ﬂnlm cérebral oy 'de aecadar d'une malodie en rapparn ovec valre
CoRUr OU VoS Valsseaux sanguins.

5-POSOLOGIE ET MODE D' ADMINISTRATION:
Posolegis ;

fe g31:ce deux comprimes en mérre temol ‘qma da chioige
dn 180 ma), Cets dosa vous sera géndmlament donnsa alhanitol
=Agees Talin doie iniligle, Ia dose Potiluele et d'Un compnme: -ﬂe 90
mg detis fois par jour jusqu'a 12 mois @ moins gue volre migdesin n'en
decida aulremnent,

Mode d’adminlsiration :

Voie orcle.

sPranas e madogmen! § pay prés oy méme moment chague jour [par
Exampdes un conmeme | motin at on le g, :
*\ous prouves prendhe la carmiima oyes o sant nourilures,

=l estimponiont de prendre voire traltemeant ouss longlemps gue volre
medecn vous I'a Dte,_rir L amrét rtaﬂ'rmum du fraltembpnt acil efre duite
cor il gouralt vous alre fatal

+Les comprimés peuvent éire #crasés en une poudre fine et milanges
dans ur demi-vere d'eau et busimmédiatement, le verre doil &lr rinza
avec un peu plus d'un demi-verre d'equ et le contenu doit étre bu.

RESPECTEZ TOUJOURS LA POSOLOGIE INDIQUEE PAR VOTRE MEDECIN.

6-CONTRE-INDICATIONS
Ca madfipament ne coit pas dtre cdministre si:
+Vaus 2tes cllergique ou Ticogiélor ou & l'un des aufres composants
contemy dans cé medicaman i
*Vous saignez maintenant.
=Vous avez eU un accident vasculaire cérébral lié @ un scignement dons
le cerveau
«Vous avez une indulidonce Fepatique -EvElB
=Voul prenez un des mr.xlq:.nmc:r'k sutviants
utiliz= piur frsiter e infezhon langiques),
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= [un ary if)
<oy nru:mr ur vancnr fuilﬁre. poyrtroiter un=infection = VIH et le SIDA),

EN CAS DE DOUTE, L EST INDISPENSABLE DE DEMANDER L'AVIS DE VOTRE
MEDECIN OU DE VOTRE PHARMACIEN.,

7- MISES EN GARDE SPECIALES £7 PRECAUTIONS D'EMPLOL
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EN CAS DE DOUTE, NE PAS HESITER A DEMANDER L'AVIS DE VOTRE MEDECIN
OU DE VOTRE PHARMACIEN.

a. Emn!:ncms AVEC D'AUTRES MEDICAMENTS:

D EVENTUELLES  INFERACTIONS ENTRE  PLUIIEURS
AUT SIGNALER n'ﬁT“\U\II—L‘nJE,"Erﬂ‘ TOUT  ALTRE
-A"UnP MEDECIN OU A VOTHE PHARMATIEN. =
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9- GROSSESSE ET ALLAITEMENT:

=il s prandra PLAXELOR® sivous
2z femmizs dawont uliliser un
339 pondonl gu'tlio: pronno

Eeien —nnre “uIlizeptible
niroc: SoTooie cour
aiv} mudlc:lrﬂsnl

menf:

Si wous alloitez, signalesle @ volre maddisin gunnt de prondie ce
médicamenl. Volre nigdecin discutera aves vous des béneéfices nt des
risques de la prise de PLAXELOR® pendani cette période

D'UNE FACON GENERALE, IL CONVIENT AU COURS DE LA GROSSESSE ET DE
L'ALLAITEMENT DE TOUJOURS DEMANDER L'AVIS DE VOTRE MEDECIN OU
DE VOTRE PHARMACIEN AVANT DE PRENDRE UN MEDICAMENT

'IO- CONDUCTEURS ET UTILISATEURS DE MACHINES:

LAXELDR" n'est pos susceptible d'miférer volre aplilude o cordulre
des vishicules ou a utiliser des machipies Si vous ressentez des sansations
vertlginauses ou si vous vous senlez confus sendan la crise de ce
me:lhcl;:ment soyez prudent lors de la condulte ou de l'utilisation de
machinas,

1= E‘FFETSINDESII&!LB

Comma fous las medcaments, PLAXELOR® peut provonuer ot effel
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L nes de. 2l
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saudaine ga déblf sanguin cons le.ceveau [fréguent|
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unre |atige exiréme inespioués oU yne canfusan
sl vaualrcmumu:z un des symiptdrmes wivanty discutez-en avec volre
magecih
+Sensalfon d'esoulllement - cecl et tres fraquent,
Co sympléme peut éire dl o voire maledis oy o
caize ou 8fra un effet indedrable de PLAXELOR®. Les uifernonts Fes
au fraliemenl por PLAXELOR® tont oénemlement d'infemits legérm of
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Aulrey effels Indesirables eventuels:

Effels indésirables fres frequenis

-Tﬂl..x eleve d'acian urique dans votre sang

Dyspnae
-.-:dgn-:rmzm.\ £atds par des troubles sanguins
Effets indesirobles frequents;
=Maoux de réfe. seralion verfighieuse, perte de conscierce
+Diarhées au indigaslicn. nauses:. constipalion,
«Eruption gutar
«Démangsgant ol signemants sous cutané
«Zoulsurs intenyes ot ganflemants de vos arliculations - ces signes sont les
fymptames :la Iz goufle

shemsalion v ReLsE R oo fale |e"*are vision trouble — ces signes sont
les .wmr:t{)nm. unsfalble tanslon arfédelle
Vartige

nement qui est plus abendant gus Iz normale aprés une chinrge oy

ruur:?.ranu o Une caupues su d'tne rL miple, panzont e rmags)

sSulgrermont-de lg parol g8 vatte sxlomoe [ub

=Soighement des voles udraros

=Augmanistion de la créatinine ,::ng.n:

=izignement de 'appared resciratore

Effels Indéslrables peu Irégquents:

=Reoclion ollergioue — una &uptich cutanée. une damangechan, un
onflement du viicge ou un gonllement des id'wesfde la langue peuvent
1= cles sigres d'une resstion allegiaus

= Confysion

=Hemonagle infracraniamns

«Troublés visuals Bt o-la présence di shang dom ves youl

«Snignement vaginal ohus cbandant, ou qui aoparait é d’autred momenls

due pendant 1 vafre cycle normal [mensk.mli e agnameant

«Faignemeants dans vel articulsticns et ves mustles pouvant causer un

geinflemant dououreur

*Saignement d-:m. vos nraiile;

=Sopreme: caul causer des etourdissemenls ou vous

danrer ko .un. n d dvoe i bista légére

. .\u%m\ DRI

Effets Iﬁlimhln& fréquence indéterminée:

sFiaquence corciogue anormalement besse, Bloc curiculo-ventriculaire

*Purpura tihrormbaticie. thrombocyropemque

B

o des effels

5l wols ¢ ssentar un guelcongue allal u'\d
24 votre pharoacien, Cecls' spplioy !mlml‘la‘ ingiitdrotle 4'J|

mentionng s cafle nglice, Vous Fu ar laz afiel:
T Irublm dirsctamant g | ama nationg ,;Lrlcq de declarstion:
iCenfre National de Phormacovigilonce ef de Matedcvigionos [THPM|.
Sile infernat www.cnpm.org.dz. et a [Agsnce 38nsgalclze de
REglement alion Phammaceuligus [ARF, sils infermal waw.dro s

chle, poler-an 4 .lc'rn:

SIGNALER A VOTRE MEDECIN OU A VOTRE PHARMACIEN TOUT EFFET NON
SOJHAITE GENANT QUI NE SERAIT PAS MENTIONNE DANS CETTE NOTICE

12- SURDOSAGE
5 wour ove: pils plys de PLAXELOR® que vous n'auriez Q0. sitjnilez-
o immgdinlament @ volre madesin ou rendez-vous a I'hapital. en
emmprian! |2 bote de méadicoment avec vous. En effet, waus vous
trouvez clors devant unrisque plus élevé de saignement.

13-OMISSION D'UNE OU PLUSIEURS DOSES :
~Les zubhis des daiei deivent éfre evnes /oUt oubliez de prendre une
dese. il suffit de mendre la dose suivante normialament.
*Ne prenez pcs de dose double (deux doses @ la mame hesure) pour
compenser lo dose que vous avez oublié de prendre
14- CONSERVATION :
comaret dans E'umballuge edeme d'erigime & une fempeérature ne
depationt pat 2590
Terur hori-de o vue ot ae lg ootes des enfapfs
Ne pas utiliser apres la dale de oéremption igurant sur Ic boite.
Liste |
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