
FLUISEDAL, syrup 
Meglumine benzoate plus Promethazine 

Read ail of this leanet carefully before you start taking this medicine because it 
cantains important information for you. If yau have any further Questions, ask yOUf 
doctOf or pharmacist. 
• Keep thfs leallet. Vou may need to read Il agaln. 
• If vou have any lurther questions, ask your pharmacist. 
• If the symploms get worse or perSis!, consul! your doctor. 
• If any of the side effects gels serious or if Vou notice any side effects not listed in this 

leaflet, please tell your doclor or pharmacist. 

1. WHAT FlUISEOAl, syrup, tS AND WHAT fT 15 USED FOR ? 
Systemic antihislamine (R: respiratory system) 
Tllis medicine cantains an anlihislamine, promethazine, and meglumine benzoate. 
This medicine is recommended for the allevialion of unproductive cough and irritative cough 
in adults and children aged mOl'e than 2 years, in particular when cOtJghing occurs in the 
evening or at night. 

2. BEFORE VOU TAKE FlUISEDAl., syrup 
Il your doctor has informed you that you are intolerant to certain sugars, conlact himlher 
belore taking this medicine. 
Do not take FlUISEOAl syrup, in the following cases (contra-indications) 
• Infants (agOO less than 2 yearsl due la the risk 01 exacerbation 01 branchial congestion. 
• Known allergy to one of the consliluenls and, in particular, la anlihistamines. 
• Dtd 0( recent agranulocytosis (marked laH in the wf1ite bloOO cells in the blood). 
• Difficulty urinating with a prostalic or other eliology. 
• Certain forms 01 glaucoma ~ncrease in the pressure in the eyes). 
This medicine MUST GENERAllY NOT BE USEO during pregnancy or in combination w1th 
su!lO~de unless your doctor teUs you to do 50. 
Ask your doctO( of pharmaCiSl if yOtJ need mOfe information or advice. 
Take special care with ELUISEOAl syrup (Special warningsl 
Emergence of a cough in an infant necessitates consulting a doctor. 
Do not use this medicine ta treal a proouctive cough. In thal case, Ihe cough is a natural 
defense medlanisrn necessary la evacuale branchial secretions. 
Il the cough becornes productive with congestion, expectoration and fever, ask yoor doctor 
fOf adviCe. 
ln the event of chronic ('()Og-term) disease of the bronchi or lungs logelher wilh a cough with 
expectoration, a medical opinion is indispensable. 
Do no! combine wilh a medicine 10 make bl'oochlal secrelions fluid (expectorant, mUCOlytic). 
Trealment is not la be continued if the symploms gel worse. In that case, consult your doclor 
lor a review of your trealmenl. 
Use of this medicine is not advised lor patients presenting with fruclose inlolerance, glucose 
and galactose malabsorption syndrome or sucraseJi50maltase deficiency (rare hereditary 
diseases). 
This medicine cantains sulfiles that may induce or exacerbale allergie reactions. 
Precautions for use 
Use of this medicine by children aged less than 2 years Is not advisable. 
ln the avent of long-term digase of the liVer or kidnevs CONSUlT YOUR OOCTOR in order 
for himlher to adjustltJe dosage. 
Use 01 this medicine requires a MEDICAL OPINION: 
• In Ihe event of serlous heart dlsease or epilepsy 
• in children in the even! of asltJma or gastroesophageal rellux, 
• in elderly patjents: 
o predisposed to constipation, 
o predisposed 10 diuiness or drowsiness, 
o presenling with proslatic disorders, 
INEORM YOUR OOCTOR belore laklng ltJis anlihistamine. 
Refrain tram alcohOlic beverages and medicines containing alcohol throughout the duration 
of Ireatmenl. 
It is preferable nol ta expose yeursell to the sun during Irealmenl. 
This medlcine Is la be used with cautiOll due ta the risk of sedalion. Combination wi!h other 
sedalive medicines is not advisable (see section 'Taking or using other medicines'). 
ln Ihe event of diabeles or a low-sugar die!, take the sugar conlent of this medicine into 
account ln Ihe daily ration: 3.6 9 per 5-ml measurîng spoon and 10.8 9 per soup spoon 
If you are in doubl, aSk your doclor or ptlarmacist. 
Taking or using other mediclnes 
ln order to prevenl potential inleractioos between several medicines and, particularly, 
interactions wilh sultopride, always repon ail other ongoing treatments·to your doctor or 
pharmacist. 

This medicine contains an antihistamine, promelhazine, and meglumine benzoate. 
other medicines also contain those drugs. Do not combine medicines in arder not la 
exceed the recommended maximum dose (see Dosage). 

Combinalion wlth other sedative medicines Is nol advisable due la Ihe rlsk of polenliation of 
the sedalive effect of this medicine. 

~ 
This medicine SHOUlD GENERAllY NOT BE USEO during pregnancy unless your doctor tells 
you 10 do so. If you discover that VOU are pregnant duriog treatmenl, coosult your doctor 
rapidly. Only your doctor can adaplltJe treatment 10 your condition. 
Ask your doctor or pharmacist for advJce before taking any mediclne. 
Breastfeediog 
SillCe this medicine is excreted in breast milk, yoo snould ilï2id. takiog it in the event of 
breastfeeding. 
Ask your doctor or pharmacisl for advice before taking any medicine. 
Effec!s on the abiJ"tv to drive and use machines 
Attentioo, particularty that of drivers and machine users, is drawn ta Ihe oolentjal drpws'ness 
relaled to use of Ihis medicine, particularly at the start 01 treatment. 

The drowsiness phenomenon is accentuated by Ihe inlake of alcoholic beverages or 
medicines containing alcohol. 
List of eXCipients with a known effect: sodium melabisulfite (E223), sucrose (3.6 9 per 
5-ml measuring spoon and 10.8 9 per soup spoon), propylene glycol. 

3. HOW TO TAKE FLUISEDAl, syrup ? 
~: FOR AOUlTS AND CHILQREN AGEO MORE THAN 2 YEARS ONlY. 
Ml.!fJ§;. 310 4 soup spoons daily. 
For children, use the 5-ml measuring spoon suppUed with the syrup and comply wlth 
your doctor's prescription. 
As an indjcation: 
• Children aged 12 la 15 years: 610 9 measuring spoons (5 ml) daily, 
• Children aged 6 to 12 years: 4 ta 6 measuring spoons (5 ml) daily, 
• Children agecl24 monthS la 6 years: 3 to 4 measuring spoons (5 ml) daity. 
The emergence of a cough in infants necessitates a medical consultation. 
Wash tfle measurîng spoon after each use. 
This meclicine has been dispensed to you personally in a specifie situation: 
• it may net be suitable for other cases, 
• do nol advise anyone else la use il. 
Administration coLIte: oral roule . 
Treabnent duraüon: the treatment is 10 be of short duraIJon (a few dayS) and restricted la 
the limes when coughing occurs. 
If you take more FlurSEOAl, syrup, than you shouid: in the event of overdose or 
erroneous inlake 01 an excessively high dose, CONSUlT A OOCTOR IMMEDIATElY. 

4. POSSIBLE SIDE EFFECTS 
Like ail mediclnes, FlUISEDAl, syrup, can cause side effects, altnough not everybody gels 
!hem. 
• Risk of worsening of the bronchial congestion, particularly ln infants and in patients unable 

ta expectorate (splt) eflectively. 
Certain effects reQuire IMMEDIATE DlSCOHTINUATION OFTREATMENTAHO INFORMING 
A DOCTOR. 
• Allergie reactions: 
a of the skin rash type (erythema, eczema, purpura, urticaria), 
o asthma attack, 
o angioedema (urticaria wilh abrupt swelling of the face and neck liable 10 induce respiratory 

dlscomfort). 
o anaphylaclic shock. 
o phenomena of skln sensllizalion on exposure la the sun. 
• Marked laI! in the white bloOO cells in the bloOO, which may give rise to emeroence Qr 

resuraence QI feyer with or withoul signs of infection, 
• Abrlormal decrease in the platelels in the biDOd. which may give rise ta bleedloo trom 

the nose or gums, 

Other effects are more frequent: 
• Drowsiness jmpairment of alertness which are more markecl al !he start of Ireatmenl, 
• Memory or concentration disorders. dizziness (more freguent jn the eldedyl, 
• Motor lncoordinatioo, tremor. 
• Confusion, hallucinaI ions, 
• Dry mouth, visual diSOfders, urine relention, constipaI ion, palpitations, fall in blood 

pressure. 
More rarely, signs of excitation: agitalion, nervousness and insomnia may occur. 
If any of the side effects gets serious or if you notice aoy side effects not listed in!his leaflet. 
please lell yeur doctor or pharmacist. 

5. HOW TO STORE FlUISEDAl., syrup ? 
Keep oui of Ihe reach and sight of chlldren. 
Do not use FLUlSéOAL, syrup, alter Ihe expiry date which is slaled on the bottle. 
Siore al a temperalure of less than 30G C. 
Medicines Should not be disposed of via wasle water or household wastes. Ask your 
pharmacist how ta dispose of medicines no longer requirecl. These measures will help 
protect the enviroomenl. 

6. FURTHER INFORMATIONS 
The active substances are: per 100 ml of syrup 
Meglumine benzoale (expressed as the anhydrous saM).. .. ......... 2.600 g 
Polysorbale 20 ............... ,.. . .... 0.300 9 
Promethazine hydrOChloride... . .. ............... 0.050 g 
1 measuring spoon (5 ml) conlains 130 mg of meglumine benzoate, 15 mg of polysorbale 
20,2.5 mg of promethazine hydrochloride and 3.6 9 of sucrase. 
1 saup spoon (15 ml) contains 390 mg of meglumine benzoate, 45 mg of polysorbate 20, 
7.5 mg of pramelhazine hydrochloride and 10.8 g 01 sucrose. 
The other Ingredients are: ascorblc acid, sodium metabisulfile (E 223), caramel color (E 

150) (caramel oblained by heating sucrase or other dietary sugars). caramel 'Iavor (SOlution 
of vani llin, piperonal, gamma-nonaJactone, maltol and acetylmeihylcarbinol in propylene 
glYCOl), sucrose, purified water. 
This medicine is a syrup. 12S·ml or 250-ml bottIe. 
Holder 1 Operator 1 Manufacturer: LABORATOIRES ElEATE 
181 - 183 me André Karman 93300 Aubervilliers, France - Tel: +33 (0) 1 48 34 75 03 
This leaflet was lasl approved on 18 October 2010. 
Oelailed Information on this medicine is available on the ANSM website (France). 
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