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PATIENT INFORMATION LEAFLET: INFORzlATION FOR THE USER
C

Artemether 180mg + Lurnefantrlne1 080 mg
Powder for Oral

Dosage and administration
After each dose, give your child either a meal rich inlipids or milk.
Your doctorwill tell you exactly how many COFANTRINE oral suspension doses to give your child. Ifyou are not

NOTICE: INFORMATION DE L'UTILISATEUR
INE”

Artéméther 180mg + Lumefantrlne 1DBOmg

Pl d thi:

+ Keephisleaflet, as youmay need toreaditagain,

+ Askyourdoctoror questions.

« This medicine was prescnbed for you only. Do not give it to others. It may harm them, even if their
symptoms are identical to yours.

+ If you have any side effects, including some that are not listed in this leaflet, inform your doctor or

itcontainsi

Whatis inthis leaflet:

1. Whatis COFANTRINE® and when to use it

2. Whatyou need to know before administering COFANTRINE® to your child
3. How to give COFANTRINE®

4. Possible side effects

5. How to store COFANTRINE®

6. Contents of the pack and other information

1. WHAT IS COFANTRINE®AND WHENTOUSEIT

COFANTRINE contains two active and which both belong to a family of
ofmalaria.
COFANTRINE®is used {o treatuncomplicated malaria infections with 7 The
aparasite

2.WHAT YOU NEED TO KNOW BEFORE ADMINISTERING COFANTRINE® TO YOUR CHILD
Do not give COFANTRINE®
* If your child is allergic or any of the other i i of

sure how much COFANTRINE® you orwhen you should give it, ask your doctor or Poudre pour
dosage Lire lintégralité de cette notice avant de prendre ce médicament car elle contient des informations
. < = — importantes:
Weight 1" day 2" day 3" day « Garde oir besoin delarelire.
Oh 8h Morning | Evening | Morning | Evening * Sivous avez d
* Ce médicament vous a até personnellement prescrit. Ne le donnez pas & d'autres personnes. Il pourrait leur étre
<7kg 5mi 5 ml 5 ml 5 ml 5 ml 5 ml s
8kgto14kg| 10ml 10ml 10 ml 10 ml 10ml 10 ml *Si d ires, y i fet: ibl non
notice, fe édeci a i

If your child vomits within one hour of taking the dose, give the prescribed dose again and inform your doctor or
pharmacistimmediately.

Ifthere is another occurrence of malaria

Asecond treatment with COFANTRINE" may be requlred if (here is another occurrence of malana orif there is
anotherinfection with d. Talk to your doctor

Ifyour child has taken more COFANTRINE’than req d

In case of our doctor or

Ifyour child forgets to take COFANTRINE®

If your child forgets a dose, give the chlld the dose as soon as you realize this. The next dose should be given at
th time. Do not tak 0 make up fora

Do not stop treatment unless your child's doctor advises it.

Itisimportantto always follow the doctor's orders and to respect the treatment duration.

4.POSSIBLE SIDEEFFECTS
As with all drugs, some people may be subject to side effects caused by COFANTRINE. Should you notice one
of the side effects listed below, or one notlsted inthis leaflet, itto your doctor or

may be

COFANTRINE oral suspension listed at me end of this leaflet (see section 6);

« If your child has been diagnosed with a severe form of malaria that has affected parts of the body, i.e.
brains, lungs orkidneys.

Precautions with COFANTRINE"

« If one of the child's family members (such as parents, grandparents, brothers and sisters) died suddenly
due toa problem with heart rate, or already had problems with heart rate at birth.,

+ If your child has a heart condition, i.e. heart an'hylhmla or an abnormal electric signal called the “QT
interval”, rate or

+ Ifyour child has a severe kidney orllverlnsuﬂlclency‘

« Ifyour child has low

Concomitant use of COFANTRINE® with other drugs

Inform your doctor or pharmacist if your child is taking or has taken any of the following drugs, or any others,

including those sold without prescription:

If your child takes other drugs to treat malaria, such as artemether potentiates the activity of other

antimalarial drugs;

Drugs usedto treatheart h

Drugs usedo treat i imi

idazol

Non-sedati
Cisapride, used to stimulate the digestive system, e.g. for the treatment of constipation and
gastroesophageal reflux.

d to HIV or AIDS infection).

p
Food and drinks with COFANTRINE®
Grapefruit juice can slow down the metabolism of some antimalarial drugs, therefore it is not

R than 1 patientin 1000)
Should there be skin rasn, swelling of the face, ips, tongue or throat, and diffculy swallowing o reathing, el
your doctor i The
Otherside effects:

Very Common (affects more than 1 patientin 10!
Rapid heartbeat, headache, dizziness, cough vommng. stomach pain, feeling sick (nausea), muscle or joint
pain, loss of appetite, g e

scle i i ied by rapid spasms), heart rhythm disorders (QT
intorval). persistont Unoxplaind Syrmptoms Such 96 natises, Stomach probloms, Io6s of appetite or faligue.
unusual weakness (signs of liver problems), diarthea, abnormal gatt, tingling or numbness in hands and feet,
itchingor s, insomia.
that 1 patientin 100)

Inablllly
Should one of these side effects become serious, or should Ihere be 5|gns o! any other not listed in this leaflet,
inform your doctor or pharmacist.

5.HOW TO STORE COFANTRINE"
Befor ituti l 0 isture.

After itution: Store the between 2°C-8°C. Use the reconstituted suspension
within 7 days.

Keep outof the reach and sight of children.

Do not use after the expiry date.

Do not dispose of in the sewer or with household wastes. Ask your pharmacist how to dispose of unused drugs.
H

during the treatment.

COFANTRINE® should be taken with fatty food or beverages (for example milk).

Pregnancy and breast-feeding

Consult your doctor before taking any other drugs and inform your doctor if you are pregnant, intend to have a
baby or are breast-feeding.

Pregnancy

COFANTRINE" powder for oral suspension is not recommended during the first trimester of pregnancy.
However, given the risks of malaria for the mother and the foetus, the doctor may deem necessary to start a
treatment with COFANTRINE® powder for oral suspension if no other treatment s possible.

Women of childbearing age must use an effcient contraception means during me Ureatment with COFANTRINE”
powder for oral If: to

method for atleast one month..

Breast-feeding

COFANTRINE® powder for oral suspension should not be used while breast-feeding. Women who breast-feed
should not do so at least a week after stopping the treatment

Driving and using machines

Non-applicable.

3.HOW TO GIVE COFANTRINE®

COFANTRINE® can only be given following medical advice. If you have any questions ask your doctor or
pharmacist.

Preparing the COFANTRINE” suspension

For 60 ml of add water and shake the bottle until all the Then slowly add more

water untilreaching the graduation mark on the bottle. Use only boiled and cooled down water.
Shake well before every use.

After reconstitution, the suspension is stable for at least 7 days. Store the reconstituted suspension in the
refrigerator (between 2°C and 8°C).

protecting

6.PACK CONTENTAND FURTHER INFORMATION
What isthe composltlon of CDFANTRINE

Artemether 180mg
Lumefantrine 1080 mg
Excipients q.s.

Excipients: sucrose, anhydrous colloidal silica, methylparaben, propylparaben, cifric acid, xanthane gum,
aspartame, orange flavour.

COFANTRINE® the pack
Yellow powder for: fter ituti Q¢
COFANTRINE" powder for ion i i i 60ml.
Each box of COFANTRINE” i itains a bottle of 60 mland p-

This leaflet was last updated in 11/2018.

If you have any questions about this product o would like to report an adverse reaction contact us by phone :
+22521255238,

MAHolder & operator: IMEX PHARMA
Rose Belle Building, Unit 3, Rose Belle Business Park, Mauritius.

Manufactured by: Bliss GVS Pharma Ltd.
Dewan Udyog Nagar, Aliyali, Palghar, Maharashtra - 401 404, INDIA.

13007611

Vous trouverez dans cette notice:
1. Qu FANTRINE® et d il

2. Ceq savoir COFANTRINE"&
3. Comment donner COFANTRINE®
a
5.

. Les effets secondaires possibles
. Comment conserver COFANTRINE"
. C i

1.QUEST-CE QUE COFANTRINE® ET DANS QUEL CAS L'UTILISER
COFANTRINE" contient deux principes s, etla ine, qui

4 un groupe de

paludlsme

vy dlque pour le traitement des i
falciparum, y compris les infeciions par des formes mixtes |mp||quanl [ elciparum et la iratement des nfections
un parasite, qui s'insére a

imirou des globules rouges.

2.CE QUE VOUS DEVEZ SAVOIRAVANT DE DONNER COFANTRINE® AVOTRE ENFANT
Ne donner pas COFANTRI
Si votre enfant e: ala
COFANTRINE”: |nd\que alafin de cette nutlce (vow vubnque 6)
du paludisme qui a touché les parties du corps comme le

ou 4 tout autre composant de

« Sivotre enfant
cerveau, les poumons ou les reins.

Précautions d’emploi avec COFANTRINE®

+ i un membre de la famille de 'enfant (comme les parents, grands-parents, fréres ou sceurs) est né avec des

* Si votre enfant a une maladie cardiaque : arythmie ou signal électrique anormal appelé « intervalle QR »,
i Jthme eardi oo card g
% que grave;

.o s " e
tre enfanta un taux bas d'é

Utfonton s COPANTRINES avao rasoanmmbeioamon

Prévenez votre médecin ou pharmacien si volre enfant prend ou a pris un des médicaments suivants ou d'autres, y

Sivotre enfant prend d'autres médicaments contre le paludisme, puisque I'artemether potentialise Factivité des
autres antipaludiques ;

Si vous avez une maladie cardiague telle que le changement de votre rythme cardiague ou un signal anormal
electriquo appelé «lintervalle QT »,

Sivous avez
Si vous prenez ou avez pris d'autres médicaments pour le traitement du paludisme. Si vous avez un taux bas

Si vous prenez les mécicaments suvans: fiécainide, métoprolol, imipramine, amitriptyline, clomipramine,
cert ) agents triazolés
i OFANTRINE" i ).

Rssiaton s COFANTAINE  aveodauros mdiamen
Prévenez votre médecin ou votre pharmacien si vous prenez ou avez

pris un des mé uivant

« Si vous prenez d'autres médicaments pour traiter le paludisme, puisque lartéméther potentialise Iactivits
dautres antipaludiques;
- Médi i

traiter é i i [
traiter la dé i T'imi i itri

~ Cisapide, ullse pour stmulor o sySteme dgost, par exemple dans lo raitement de fa constipatin et e reflux
gastro-cesophagien.

. 6 lise traier linfection par le VIH ou le SIDA)

i isson:

{arde le metabol: "

col
Comme le jus de il convient d'éviter cette boisson
au cours du traitement.

COFANTRINE® doit étr

Grossesse et allaitement

Parlez-en & votre médecin si vous étes enceinte ou allaitez, si vous étes enceinte ou prévoyez de le devenir.
Puisque la poudre pour suspension buvable COFANTRINE® est indiquée pour les enfants cette situation est peu
probable.

Grossesse
lest conseil de ne pas utiiser COFANTRINE® au cours du premier trimestre de la grossesse, cependant en tenant
Comple des risques du paludisme pourla vie de la mére et du fcetus, le médecin peut juger nécessaire de mettre en

OFANTRINE®, !

Allallemenl
COFANTRINE” ne doit pas étre utilisé pendant l'allaitement. I est recommandé aux femmes qui allaitent de
i i i traitement.

recomt 1a
Nonapplicable.

3.COMMENT DONNER COFANTRINE®
Ne prenez COFANTRINE® que sur avis médical. Si vous avez des questions demandez & votre médecin ou a votre
pharmacien.
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