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PATIENT INFORMATION LEAFLET: INFORMATION FOR THE USEREell your doctor, pharmacist or healthcare provider if your child is taking or has recently taken any other medicines, incadirgiould keep giving your child the medicine for as long as your doctor has ordered.
any medicines obtained without a prescription, because these medicines may a ect the action of SPAQ-CO Dispersiblé,yaru have any further questions on the use of this product, ask your doctor, pharmacist or healthcare provider.

sp‘a nn% . SPAQ-CO Dispersible may a ect their action. Side e ects of either medicine may become worse and/or the medicines may
- ispersible

become less e ective.
Amodiaquine (as Hydrochloride) dispersible tablets Especially tell your doctor, pharmacist or healthcare provider if you are giving your child:
+ Sulfadoxine/Pyrimethamine dispersible tablets * Any other medicines to treat or prevent malaria
« Certain medicines used to treat heart rhythm disturvances

Read all of this lea et carefully before you start taking SPAQ-CO Dispersible. + Certain medicines used to treat depression or mental illnesses

- Keep this lea et. You may need to read it again. : Certa!n antg).iqtic/a?tiﬂgng;l medicinei id id } isil d Kaoli
- If you have any further questions, ask your doctor, healthcare provider or pharmacist. * Certain med!c!nes or bin ||r_1”gvs_tofma; acl A%nstam s), e.g. magnesium trisilicate and kaolin
- This medicine has been prescribed for you. Do not pass it on to others. It may harm them, even if their symptoms ar%ﬁ%ﬂa'“ medicines to treat HIV infection or

same as yours.

- If any of the side e ects gets serious, or if you notice any side e ects not listed In this lea et, please tell your doctor or ) .
Y 9 Y Y P y 3. HOW TO GIVE SPAQ-CO Dispersible

4. POSSIBLE SIDE EFFECTS

Like all medicines, SPAQ-CO Dispersible can cause side e ects, although not everybody gets them.

It is not always possible to di erentiate between unwanted e ects caused by SPAQ-CO Dispersible, and those caused by any
other medicines your child may be taking at the same time. For this reason, it is important that you inform the doctor or
healthcare provider of any change in your child’s health.

If any of the side e ects gets serious, please tell your doctor, pharmacist or healthcare provider.

5. HOW TO STORE SPAQ-CO Dispersible

0 not give your child any other medicine while you are taking SPAQ-CO Dispersible unless instructed by your doctorKeep out of the reach and sight of children.

Do not store above 30 ¥, store the tablets in blisters in the provided box/carton. Protected from light.
Do not use SPAQ-CO Dispersible tablets after the expiry date which is stated on blister and the outer packaging after

Do not use SPAQ-CO Dispersible tablets if you notice they have visibly changed.

h ist. h - . . e >
Fn ?hrirglaé:;set: SPAQ-CO Dispersible should always be taken exactly as described by the doctor. You should check with your doctor,abbreviation used for expiry date.
1. What SPAQ-CO Dispersible is and what it is used for pharmacist or healthcare provider if you are not sure.

2. Before you give your child SPAQ-CO Dispersible The dose of SPAQ-CO Dispersible is decided on the basis of your child’s age ranging from 5-10 years.

3. How to give SPAQ-CO Dispersible to your child
4. Possible side e ects

5. How to store SPAQ-CO Dispersible

6. Further information

1. WHAT SPAQ-CO Dispersible IS AND WHAT IT IS USED FOR
SPAQ-CO Dispersible is a seasonal malaria chemoprevention drug. It is used to prevent but not to treat malaria during the
malaria transmission season in infants and children whose age are between 5-10 years.

SPAQ-CO Dispersible contains two medicines, amodiaquine (as Hydrochloride) and sulfadoxine/pyrimethamine, which work
together to prevent malaria.

Your doctor nds that your child has to be prevented from malaria and so prescribes SPAQ-CO Dispersible.
SPAQ-CO Dispersible is not suitable for treating malaria.

For complete prevention, it is important to have your child to complete the prescribed dose as advised by your doctor,
pharmacist or health care worker. *SP: Sulfadoxine/Pyrimethamine dispersible tablets; AQ: Amodiaquine (as Hydrochloride) dispersible tablets.
2. BEFORE YOU GIVE YOUR CHILD SPAQ-CO Dispersible

It is important to tell your doctor if your child has other medical problems or if he/she is taking other medicines. The tablets should be given after a meal.

Medicines should not be disposed of via wastewater or household waste. Ask your pharmacist how to dispose of medicines
no longer required. These measures will help to protect the environment.

6. FURTHER INFORMATION

What SPAQ-CO Dispersible contains

- The active substances are: Amodiaquine (as Hydrochloride), Sulfadoxine and Pyrimethamine

- The other ingredients are:

In Amodiaquine (as Hydrochloride) dispersible tablets: Sucralose, Croscarmellose Sodium, Povidone K30, Sodium Bicarbonate,
Microcrystalline Cellulose and Magnesium Stearate.

In Sulfadoxine/Pyrimethamine dispersible tablets: Hydroxypropyl Methylcellulose E5, Low Substituted Hydroxypropyl Methyl
Cellulose, Sucralose and Magnesium Stearate.

What SPAQ-CO Dispersible looks like and contents of the pack

Amodiaquine (as Hydrochloride) (76.5mg base) dispersible tablets:

Yellow round tablets, debossed with"AQ" on one side and a scoreline on the other side.
Sulfadoxine/Pyrimethamine (250 mg/12.5 mg) dispersible tablets:

White round tablets, debossed with"SP" on one side and a score line on the other side.

Do not give SPAQ-CO Dispersible For administration of SPAQ-CO Dispersible on the rst day of treatment you need 2 clean cups or glasses, one clean sfio@pramdry packs are:

- If your child is allergic (hypersensitive) to amodiaquine (as Hydrochloride) or sulfadoxine/pyrimethamine, or any of thi¥/@ifgfhat is suitable for drinking (potable water) or boiled water that has cooled down
ingredients of SPAQ-CO Dispersible (see section 6, What SPAQ-CO Dispersible contains). g? A(éd approximately 30-50 mL of drinking water in each cup/glass;

Blister cards (comprised of colourless transparent PVC blisters sealed with an aluminium foil lid), packed in cardboard boxes.

- If your child has ever had liver problems during treatment with amodiaquine. (2) Place three SP dispersible tablets (only needed as the rst dose for a treatment) in one cup/glass, and three AQ dispegibésentations are as follows: o ) ) ) )

- If your child has ever su ered from sudden high fevers, shaking, severe sore throat or ulcers in the mouth (symptomstablets in the other cup/glass; ) ) o ) ] ) Children pack (for 5-10 years): 9 Amodiaquine (as Hydrochloride) (76.5 mg) + 3 Sulfadoxine/Pyrimethamine (250 mg/12.5mg)
suggestive of harm to white blood cells) during treatment with amodiaquine. (3) Let the tablets disperse, then shake thoroughly the mixtures obtained and give immediately to drink to the child thedispersible tablets per co-blister, 25 such co-blisters in a carton box.

- Ifyour child has an eye disease with damage to his/her retina. contents of the two cups/glasses; The scoreline is only to facilitate breaking for ease of swallowing and not to divide into equal doses.

- If your child has renal or hepatic failure or blood dyscrasias during repeated prophylactic use of suIfadoxine/pyrimeth%r%ﬁg‘se the two cups/glasses with additional approximately 10 mL of drinking water respectively and have the child dFimk dispersible tablets should be dissolved in water and taken orally.
the

- If your child has documented megaloblastic anemia due to folate de ciency. contents to assure that the whole dose is taken.

- If your child is infant less than 3 months of age. R ) ) ) Manufacturer i

I h doubt, it i tial t K the advi f doctor, ph ist or health Ker. For administration of SPAQ-CO Dispersible on the second and third day of treatment you need one clean cup or glassGoiim Phgrmaceutlcal Co., Ltd. ) )
youhave any doubt, it 1s essential to ask the advice of your doctor, pharmacist or nealth care worker clean spoon and water that is sultablg for drinking _(potable water) or boiled water that has cooled down No. 43 Qilidian Road, Guilin 541004, Guangxi, China

Take special care with SPAQ-CO Dispersible (1) Add approximately 30-50 mL of drinking water in the cup/glass; Tel.f 86-773-3841973

Amodiaquine (as Hydrochloride) may cause damage to the liver and/or blood that can sometimes be fatal. (2) Place three AQ dispersible tablets in the cup/glass; Fax: 86-773-3841973

urine, pale bowel motions), sore throat or mouth ulcers, stop the treatment and consult a doctor immediately; your docf@ftents of the cup/glass;

- If your child has marked asthenia (fatigue), gastrointestinal disturbances, (nausea, vomiting, abdominal pain), jaundi%&gmhe tablet disperse, then shake thoroughly the mixture obtained and give immediately to drink to the child the

may need to take a blood sample. h
Tell your doctor, pharmacist or healthcare worker if your child has used this or another amodiaquine (as Hydrochloridgjontents to assure that the whole dose is taken.
- containing medicine very recently, because your child might then be more likely to experience side e ects, special caHtion

is warranted. o - h >
If any of the conditions below apply to your child, tell your doctor before you give your child SPAQ-CO Dispersible. Be (ﬁgoctor for a prescription for more tablets. Contact your doctor if your child keeps vomiting.
caution should be exercised in some patients, it is important to inform your doctor if your child has, or has ever had, a -CO Dispersible should not be used in children less than 3 months of age.

the following problems:

Marketing Authorisation Holder

Rinse the cup/glass with additional approximately 10 mL of drinking water respectively and have the child drink theShanghai Fosun Pharmaceutical Industrial Development Co., Ltd.

Room 350, No.25 Kangshi Road, Kanggiao Town, Pudong New District (Kanggiao), Shanghai, China

your child vomits within half an hour of taking the tablets, give him/her another dose as soon as you can. Then, cont&atrr any information about this medicinal product, please contact the local representative of the supplier.

Date of latest revision: 03/2022

- a heart condition, such as changes in the rhythm or rate of the heart beat, or any other heart disorders, If you give your child more SPAQ-CO Dispersible than you should oo : 112011004

- a family history of heart rate problem or sudden death If you have accidentlly given too many tablets, talk to your doctor or healthcare professional immediately or go to your

- Low blood levels of electrolytes such as potassium or 'magnesium nearest hospital emergency department, or make sure that someone else contacts them for you. Remember to take the

- liver or kidney problems ' medicine container with you, even if it is empty, and show it to your doctor or the sta .

- epileptic seizures ' The usual symptoms of an overdose are headache, severe dizziness, anorexia, and vomiting. More severe symptoms are

-hereditary metabolic disorder called glucose-6-phosphate dehydrogenase {G6PD) de ciency (favism). !rreguéarthtlean rates, seizures and coma. If any of these symptoms occur, stop the treatment and consult a doctor ®ed0A-0 ya

immediately. -072-1"Z¢

Sulfadoxine/pyrimethamine should be given with caution to patients with impaired renal or hepatic function, to those wi%h : . . .

possible folate de ciency and to those with severe allergy or bronchial asthma. As with some sulfonamide drugs, in | you forget to give your child SPAQ-CO Dispersible ) ) ) )

glucose-6-phosphate dehydrogenase-de cient individuals, hemolysis may occur. Urinalysis with microscopic examinatigy {0 make sure that you do not miss giving any dose. However, if you do forget a dose of SPAQ-CO Dispersible, give the

and renal function tests should be performed during therapy of those patients who have impaired renal function. missed dose as soon as you realise that you have forgotten it. Then give the next dose after the prescribed interval. Do not

Avoid exposure to the sun. take a double dose to make up for a forgotten treatment.

If you have any doubt, it is essential to ask the advice of your doctor, pharmacist or healthcare worker. Make sure to complete the full treatment course.

Taking other medicines - . . .

g If you stop giving your child SPAQ-CO Dispersible
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NOTICE D'INFORMATIONS POUR L'UTILISATEUR
SPAQ-CODispersible
Amodiaquine (sous forme de chlorhydrate) comprimés dispersibles
+ Sulfadoxine/Pyriméthamine comprimés dispersibles

Veuillez lire attentivement toutes les informations ci-dessous avant d’administrer SPAQ-CO Dispersible.

- Conservez cette notice au cas ou vous auriez besoin de la lire & nouveau.

- Si vous avez d'autres questions, contactez votre médecin, votre prestataire de soins de santé ou votre pharmacien.

- Ce médicament a été prescrit pour votre enfant. Ne le donnez pas a quelqu’un d’autre, méme en cas de symptomes

identiques, cela pourrait lui étre nocif.

- En cas d’e et indésirable grave, ou si vous observez un e et non décrit dans cette notice, contactez votre médecin ou votre

pharmacien.

Contenu de cette notice:

1. Qu'est-ce que SPAQ-CO Dispersible et dans quel cas doit-il étre utilisé

2. Avant d’administrer SPAQ-CO Dispersible a votre enfant

3. Comment administrer SPAQ-CO Dispersible a votre enfant

4. E ets indésirables éventuels

5. Comment conserver SPAQ-CO Dispersible

6. Informations supplémentaires

1. QUEST-CE QUE SPAQ-CO ET DANS QUEL CAS DOIT-IL ETRE UTILISE

SPAQ-CO est destiné a la chimioprévention du paludisme saisonnier. Il est utilisé pour prévenir le paludisme et non pour le

traiter, pendant la saison de transmission du paludisme chez le petit enfant 4gé de 5 a 10 années.

SPAQ-CO Dispersible contient deux principes actifs, I'amodiaquine (sous forme de chlorhydrate) et la sulfadoxine/pyriméth-

amine, qui agissent ensemble pour prévenir le paludisme.

Le médecin a estimé que la prévention du paludisme était importante pour votre enfant et lui a donc prescrit SPAQ-CO

Dispersible.

Ce médicament est indiqué uniquement pour la prévention et non pour le traitement du paludisme.

Pour une prévention e cace, il est important que le traitement soit pris par votre enfant dans son intégralité aux doses

prescrites selon les instructions du médecin, de I'agent de santé ou du pharmacien.

2. AVANT D’ADMINISTRER SPAQ-CO Dispersible A VOTRE ENFANT

Il est important de signaler au médecin si votre enfant a des antécédents médicaux et si il ou elle a un traitement en cours.

Ne pas administrer SPAQ-CO Dispersible chez un enfant

- Allergique (hypersensible) a I'amodiaquine (sous forme de chlorhydrate) ou a la sulfadoxine/pyriméthamine, ou a tout autre

ingrédient de SPAQ-CO Dispersible (voir section 6, Que contient SPAQ-CO Dispersible).

- Avec des antécédents de problémes de foie survenus pendant un traitement avec 'amodiaquine.

- Avec des antécédents de évre élevée d'apparition brutale, de tremblements, de maux de gorge séveres ou d'ulcéres dans

la bouche (symptdmes suggérant une atteinte des globules blancs) survenus pendant un traitement avec I'amodiaquine.

- Avec une pathologie oculaire associée a des lésions de la rétine.

- Avec des antécédents d'insu sance rénale ou hépatique ou de dyscrasie sanguine lors de I'utilisation prophylactique

répétée de sulfadoxine/pyriméthamine.

- Avec une anémie mégaloblastique avérée due a une carence en folates.

- De moins de 3 mois, a cause d’'un développement insu sant du systéme enzymatique chargé des réactions de glucuroni-

dation.

En cas de doute, il est important de contacter le médecin, I'agent de santé ou le pharmacien.

SPAQ-CO Dispersible doit étre administré avec précaution

L’amodiaquine (sous forme de chlorhydrate) peut provoquer des lésions hépatiques et/ou sanguines pouvant parfois étre

fatales.

Si votre enfant présente une asthénie (fatigue) importante, troubles digestifs (nausées, vomissements, douleurs abdominales),

jaunisse (urines foncées, selles décolorées), maux de gorge ou ulceres dans la bouche, arrétez le traitement et consultez un

médecin immédiatement. Le médecin pourrait décider de prélever un échantillon de sang pour faire des analyses.

Il est important d’informer le médecin, I'agent de santé ou le pharmacien si I'enfant a déja recu ce médicament ou un autre

médicament contenant de I'amodiaquine (sous forme de chlorhydrate) il y a peu de temps. En e et, le risque pour votre
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