PACKAGE LEAFLET: INFORMATION FOR THE PATIENT
Diartem® IG Adultes
Dihydroartemisinin 120 mg /

Piperaquine Phosphate 960 mg

Read all ofth y dici
+ Ifyouhave any further questions, ask your doctor or pharmacist.
+ This medicine has been prescribed for you. Do not pass iton to others. It may
harmthem, even i their symptoms are the same as yours.
+ Ifany ofthe side effects gets serious, orifyou notice any side effects not sted
tell your doctor or 3

Inthis leaflet:

1. What Diartem” |G Adultes is and whatitis used for
2.Before you oryour child takes Diartem’ IG Adultes
3.How totake Diartem” IG Adultes

4. Possible side effects

5. How tostore Diartem® IG Adultes

6. Furtherinformation

1.WHAT Diartem”IG Adultes IS AND WHAT IT IS USED FOR
Dlar!em 16 Adulles contains the ingredients

until 3hours after taking Dlar(em 1G Adultes.
Youcandrikwaleratany

Ifih froult 1 swallow, ix ther - drink
lhemix(ureimmedialely.

A course of Diartem” IG Adultes lasts 3 consecutive days. Take one dose on
each day. You should try to take the dose at about the same time on each of the
three days.

The daily dose depends on the patient's body weight. Your doctor should have
prescribed a dose that is appropriate for your weignt or your child's weight as
follows:

Weight Diartem® IG Adultes Total number of tablets
960/120mg for treatment of 3 days
| 3610 < 75 Kg ‘ 1 tablet \ 3 |

Diartem” IG Adultes tablet is not suitable for weight group other than that
mentionedin table.

If you weigh more than 100 kg then follow the dose that your doctor has
prescribed.

and
It is used to treat malaria when use of a
medicine given by mouthis appropriate.
Malaria s caused by infection with a parasite called Plasmodiun, spread by the
bite of an infected mosquito. There are different types of Plasmodium parasite.
Diartem® IG Adultes kills th
The medicine can be taken by adults and children who weigh 36 kilograms or
more.

2,BEFORE YOU OR YOUR CHILD TAKE Diartem” IG Adultes
Do nottake Diartem’ IG Adultes i you or your chi
+ ls allergic the active i ine or
ortoany ofthe Diartem’IG Adultes;
 has a severe type of malaria infection which has affected parts of your body
suchas the rain ungs orkdneys:
. i h

rate of your heart beat,
orheartdisease;
* knows that any member o your family (arents, grandparents, rothers or

Ifthis happens within:
+ 30 minutes of taking Diartem” IG Adultes, the whole dose must be taken
agaln

half
It you or your child vomit also the second dose, do not take or give your child
another dose. Contact your doctor urgently to obtain an altemative treatment for
malaria,

Taking

« I you or your child ge(s another attack of malaria you may take a second
course of Diartem” IG Adultes within one year if your doctor thinks this is a
suitable treatment, You or your child must not take more than two courses
within one year. Ifthis happens, talk to your doctor. You or your child should not
take a second course of Diartem” IG Adultes within 2 months of the first
course.

+ 1 you or your child is infected more than twice i a year, your doctor will

+ suffers from changes o the levels of Salts in your body

|mbalances)

Ifyouoryour child °1G
If you or your child takes more than the recommended dose, tell your doctor.

 Guinidino, disopyramide, procainamide, amiodarons, dofetide, e,
. tycroquindineorsatall

ledicines used to treat depression;

Medaines wsod 1o oo memal st problems such as

Your d special monitoring for you or your child because doses
higher than those recommended may have an unwanted, severe effect on your

heart (see also section 4).

semndole sultopride;
- haloperidol, ine, pimozide, or

L acianen wsad 1o et oo Trgse e some of e types of
medicines used to treat bacterial infections (macrolides [such as
i and i [suchas

u or yous "1G Adulte:

Ifyou or yourchld lovgels "o take tho so0ond dose of Diartom” G Adues atho

ight time, take it as soon as you remember. Then take the third (last) dose
i e

Ifyou or your child forgets to take the third (last) dose at the right time, take it as

and i infecti d imidazole)
as well as pentamidine (used to treat a specific type of pneumonia) and
saquinavir (for treatment ofHIV);

Never take more than one dose on the same day to make up for a missed dose.
Check with your doctor or pharmacist if you are not sure.

- Antihistamines used to treat allergies or i suchas
astemizole or mizolastine;

- Certain medicines used to treat stomach problems such as cisapride,
domperidone or droperidol;

- Other medicines such as vinca alkaloids and arsenic trioxide (used to treat
certain cancers), bopridil (used o freat angm; diphemanil (used to treat
stomach (used to treat drug

tion),

addi
* Has recemly (for example within about one month) been treated for malaria
with certain medicines or has taken certain medicines to prevent malaria.

h dicines include: mefloquine,
orquinine
Ifany of the ab yourchild or f . tell your doctor

Ifyou oryour 1G Adultes
For the medicine to work e«ecuvely you or your child should take the tablets as
instructed and should complete the 3 days course of treatment. If you or your
childis not. talk to your doctor or

If you have any further questions on the use of this medicine, ask your doctor or
pharmacist.

4.POSSIBLE SIDE EFFECTS
Like all medicines, Diartem” IG Adultes can cause side effects, although not
everybody gets them. Most of the side effects are not severe and normally
disappearwithin a few days or weeks after treatment.

If you or your child gets a rash, swelling of the face, lips, tongue or throat with
iy inswalkowing o reating these may bo i o en allerg roscton.

or pharmacist before taking or giving Diartem” IG Adultes.

Take special care with Diartem” IG Adultes

Check with your doctor or pharmacist before taking this medicine if you or your

child:

+" Hasliver or kidney problems;

+ Has a malaria infection caused by a parasite other than Plasmodium

falciparum;

Is taking or has taken any other medicines for the treatment of malaria (other

than those mentioned above);

+ Is pregnant or breastieeding (see below):

Is female, elderly (over 65 years) or vomiting;

 Is taking certain other medicines which could cause possible metabolic
i i E le i medicines”.

Ifyou are not sure about any of the above, please ask your doctor or pharmacist.

Usein children
D e

Taking other medicines

Please tellyour doclor or pharmacist if you or your child s taking or has recently
taken any other medicines, i
Some medicines can affect the way Diartem” IG Adultes works and your doctor
may decide that Diartem” IG Adultes is not suitable or that extra checks are
needed while you or your child is taking the medicinal products which could
cause possible interactions. Examples are listed below (but there are several
others):

e mecicines used to treat high cholesterol in the blood (such as
atorvastatin, lovastatin, simvastatin);

Medicines used to treat hypertension and heart problems (such as ditiazem,
nifedipine, nitrendipine, verapamil, felodipine,

Some medicines used to treat HIV (antiretroviral medicinal products):
protease inhibitors (such as amprenavir, atazanavir, indinavir, neffinavir,
fitonavir), non nucleoside reverse transcriptase infibitors (such as efavirenz,
nevirapine)

Tell your doctor of
yournearest hospital, taking lhls leafletwith you.

Aheart problem, called QT prolongation, can occur while taking Diartem” IG
Adultes and for some days after taking the last dose. This can cause a life-
threatening abnormality of the heart rhythm.

Your doctor may take electrical recordings of your heart
(electrocardiogram, ECG) while you are being treated and after the
last dose is given. Your doctor will advise you when these readings
wlllbe(akon

4sucn as palpitations or irregular heart beat) you should contact your
doseis due.

smuﬁecrsmauns

othan 1in 100)

Anaemla‘ headache, heart vhylhm disturbances (ECG changes or noticing
unusually fast heart beats or palpitations), fever, general weakness.

1in 1in 1000)
Influenza, respiratory infections, poor appetite or loss of appetite, dizziness,
convulsions (fits), irregular or slow heart rate, cough, vomiting, abdominal pain,
diarrhoea, nausea, inflammation or enlargement of the liver, abnormal liver
function tests, itching, pain in the muscles orjoints.

Side effects in children
Very common (affecting more than 1in 10 patients)
Influenza, cough, fever.

in 10, e than 1in 100)
Respiratory infections, ear infecton, anaea, abnormaliies in vanaustypes of
poor appetite o

infection, heart rhythm disturbances (change as in adults, ECG changes)
abdominal pain, vomiting, diarthoea, skin inflammation, rash, general
weakness.

- Some medicines used 1o treat microbial infections (such as
fifamy ne);
- Viediines usea to blp youfallsleap: ines (such as midazol

L 1in i in1000)
blood cells,  plats

triazolam, diazepam, alprazolam), zaleplon, zolpide;
- Medicines used to preventreat epileptic seizures: barbiturates (such as
phenobarbital), carbamazepine or phenytoin;
- Medicines used after organ transplantation and in autoimmune diseases
(suchas cyclosporin, tacrolimus);
- Sex hormones, including those contained in hormonal contraceptives (such
estradiol),

- O le (used totreat

- Paracetamol (used totreat pain and fever);

- Theophylline (used to improve bronchial air flow);

- Nefazodone (used to treat depression);

- Aprepitant (used totreatnausea);

- Some gases (such as enflurane, halothane and isoflurane) used to give a
general anaesthetic.

ultes
Youshouldtake Diartem* IG Adullestabletswith water oy

You should take Pty . You should take each d
nooss than 3 hours aftr i et ood ke, and no oo ahovid b taken witin
3hours after each dose of Diartem’ IG Adultes.

You can drink water at any time. You should not take Diartem® IG Adultes with
grapefruit juice due to possible interactions.

gans (such as liver or spleen), swollen lymph glands osmitoone (fits),
headache, abnormal heart sounds (heard by your doctor with a stethoscope),
nose bleeds, runny nose, nausea, inflammation of the mouth, inflammation or
enlargement of the liver, jaundice, abnormal liver function blood tests, skin
itching and inflammation, pain in the joints.

Ifany of the side effects get orif de effect;
this leaflet, please tell your doctor or pharmacist.

tlisted in

5.HOW TO STORE Diartem® IG Adultes .

Keep outofreach and sight of children.

Do not take Dlarlem 1G Aduhes after the expiry date which is stated on the
y of that mor

Do not use Diartem” I

Medicines should not be disposed of via wastewater or household waste. Ask
your pharmacist how to dispose of medicines no longer required. These

6.FURTHER INFORMATION
What Diartem* IG Adultes tablet contains.

Composition:

Pregnancy and breast-feeding Each film coated tablet contains

Tell your doctor if you are pregnant, think you may be pregnant or become  Dinydroartemisinin 120mg

pregnant, orifyou are breast-feeding. Piperaquine Phosphate 960 mg
Excipients qs.

Diartem” c i i i

altrnative medicine. I you receive Diartem” 1G Adultos whie pregnant, please

egistryisin pi

Diartem”IG Adultes.

Ask your doctor or pharmacist for advice before taking any medicine during
pregnancy or breastfeeding.

Driving and using machines
You can drive or use machines after taking Diartem” IG Adultes.

3.How to take Diartem”IG Adultes
Always take Diartem” IG Adultes exactly as your doctor has told you to. You
should check with your doctor or pharmacistifyou are not sure.

Take th mach. You or your

Starch, c Sodium,
Magnesium Stearate and Tabcoat Blue TC - 505027.

16

the pack
Blue colour, capsule shape film coated tablets having score line on one side and
plain on other side of each tablet.

Pack Contents: C i blister of 3 tablet

Date of Review/Publication: 04/2018.
If you have any questions about this product or would like to report an adverse
reaction contact us by phone: + 225212552 38.

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