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HIDRASEC® INFANTS 10 mg
PROPRIETARY NAME AND DOSAGE FORM:
HIDRASEG® INFANTS 10 mg granuies for orai suspension
COMPOSITION:
Each sachet contains 10 mg of racecadotril
Inactive ingredients include the following: sucrose, anhydrous
colloidal silica, 30% polyacrylate dispersion and apricot flavour.
PHARMACOLOGICAL CLASSIFICATION:
Antidiarrhoeal
PHARMACOLOGICAL ACTION:
Pharmacodynamics
Racecadotril is a pro-drug that needs to be hydrolysed
to its active metabolite thiorphan, which is an inhibitor of
enkephalinase, a cell membrane peptidase enzyme located in
various tissues, notably the epithelium of the small intestine.

Because of possible reduced bioavailability, HIDRASEC
INFANTS must not be administered in cases of prolonged or
uncontrolled vomiting.

Special Patient Population:

HIDRASEC INFANTS has not been studied n infants or chidren
with renal or hepatic impairment.

INTERACTIONS:

No interactions with other active substances have been
described in humans to date. In humans, joint treatment with
HIDRASEC and loperamide or nifuroxazide does not modify
the kinetics of racecadotril.

PREGNANCV AND LACTATION:

Pregnancy:
HIDRASEC is not intended to be used by women of childbearing
potential or pregnant women. Reproduction studies have shown
no toxic effects in the species investigated (rats and rabbits).
However, since no specific_clinical studies are available,

This enzyme contributes both to the digestion of
pepides and to the breakdown of endogenous peplides such
tlve\y pro(ecls
atthe
lovalafine digestive tract, prolonging their annsecrelory feffect
Racecadotril is a pure intestinal antisecretory active substance. It
decreases the intestinal hypersecretion of water "ang slectolyies
induced by the

should not be to pregnant women
Lactatior

HIDRASEG is not intended to be used by breastfeeding
women. Due to the lack of information regarding HIDRASEC
secretion in human milk, the product must not be administered
to breastfeeding women.

DOSAGE AND DIREC‘TIONS FOR USE:
INFANTS

ia the oral route, together

n basal secretory activity. rapid
acllon ‘without modifying the duration of \mesu al transit.
Intwo clinical studies in children, racecadotril reduced by 40%
and 46%, respectively, the stool weights in the first 48 hours.
A significant reduction in the duration of the diarrhoea and the
need for rehydration was also observed.
Racecadotril does not produce abdominal distension. During
fts clinical development, racscadotri produced secondary

to placebo. When

T o1l e, e Sty 1 exclvely porARGrA Wik o
effects on the central nervous system.
Pharmacokinetics
Absorption

Following oral administration, racecadotiis rapidly absorbed. The
initial time to plasma enkephalinase inhibition is thirty minutes.
Distribution

Only about 1% of the administered dose is distributed in the
tissues. 90% of the active metabolite

with oral

‘The recommended dose is determined according to body weight:
1,5 mg/kg per administration, three times daily. The duration of
treatment in the clinical trials with children was 5 days.

Treatment should be continued until two normal stools are
recorded. Treatment should not exceed 7 days. There are no
clinical trials in infants under 3 months of age.
SIDE-EFFECTS AND SPECIAL PRECAUTIONS:

The following adverse drug reactions listed below have occurred
with HIDRASEC INFANTS more often than placebo or have
been reported during post-marketing surveillance.

Adverss events are displayed inthe folowing table by System
Organ Ciass and frequency. accordmg the following
convention: Very common (= 1/101; comment (= 1/100 to.< 1/101
uncommon (= 1/1000to < 1/1 00; ‘rare (= 1/10000 to < 1/1000);
very rae (< 1/10000), not known (cannot be estimated o
the available data)

ite )-N
(1 -oxo-2-(mercaptometny)-3- phenylpropyl) glycin, is bound to
rties

Frequency |Adverse Reactions

Syster
Organ Class

S resnao o ot oo 1o 2 esuttof repeat doding or
administration to elderly persons. The duration and extent of the
effectof racecadotr are dose dependent. Tims o peak plasma

Infections and [Uncommon | Tonsilitis.

Skin and Uncommon | Rash, erythema

toan inhibition of 90% with the dose of 1 5 mg/kg The duration
of plasma enkephalinase inhibition is approximately 8 hours.

The ha-ffe, measured as the pl inhibition,
3h is rapidly to

RN glycin, the

active metabolite, which in turn is transformed into inactive

metabolites.

Excretion

Racecadotril is eliminated as inactive metabolites. The main
elimination route is renal, and to a much lesser extent, faecal.
The pulmonary route is not significant.

Special Populations

HIDRASEC INFANTS has not been studied in infants or children
with renal or hepatic impairment.

INDICATIONS:

HIDRASEC INFANTS is indicated as a complementary
symptomatic treatment of acute diarrhoea in infants (older than
3 months) and in children together with oral rehydration and
the usual support measures, when these measures alone are
insufficient to control the clinical condition.

Unknown Erythema multiforme, tongue
oedema, face oedema, lip
oedema, eyelid oederma,
angjoederma, urticaria, erythema
nodosum, papular rash, prurigo,

tissue
disorders

L | |purits |
KNOWN SYMPTOMS OF OVERDOSAGE AND PARTICULARS
OF ITS TREATMENT:

No cases of overdose have been reported.

IDENTIFICATION:

Granules for oral suspension.

HIDRASEC INFANTS is a white powder with a characteristic
apricot flavour.

PRESENTATION:

HIDRASEC INFANTS s supplied in thermowelded paper/
aluminium/polyethylene sachet

Bhcke contaummg 10. To. 53, 36, 50 and 100 sachets. Not all
pack sizes may be marketed.

STORAGE INSTRUCTIONS:

Store below 30°C. Protect from light

Keep out of reach of childrer

NAME AND BUSINESS ADDRESS OF THE HOLDER OF THE
CERTIFICATE OF REGISTRATION

CONTRAINDICATIONS:
INFANTS in patients

toth o any of
Due to the presence of saccharose, HIDRASEC INFANTS is
contraindicated in patients with fructose intolerance, glucose
syndrome and ltase deficiency.

WARNINGS AND PRECAUTIONS:
The administration of HIDRASEC INFANTS does not modify
the usual rehydration regimens. It is essential for the child to
drink abundant liquids.

Inthe event ofserous or prolonged dianthoeawith vomiting ora
lack of appet

The presence of bioody or purulent stools na fover may indicate
the presence of invasive bacteria as a reason for diarrhoea, or
the presence of other severe disease, HIDRASEC INFANTS has
not been tested in antibiotic-associated diarrhoea, therefore,
HIDRASEC INFANTS should not be under these

SA. (Py)Ltd
Abbott Pin

215 Golf Glub Terrace

Constantia Kloof

South Africa

NAME AND BUSINESS ADDRESS OF THE MANUFACTURER:
Laboratoires Sophartex

21, rue du Pressoir

28500

Vernoui\le(
DATE OF PUBLICATIDN OF THE PACKAGE INSERT:
201

27 November
REGISTRATION NUMBERS.

conditions.
Chronic_diarrhoea has not been sufficiently studied with
HIDRASEC INFANTS.

In patients with diabetes, it should be taken into accuumthal each
sachet of HIDRASEC INFANTS contains 0,966 g

If the quantity of saccharose (so
present in the daily dose of HIDRASEC INI

day, the latter shouid be taken i

HIDRASEC INFANTS must not be admlmstered to mlants Iess
than 3 months old, as there have been no clinical

in this population.
The product must not be administered to children with renal or
liver impairment, whatever the degree of severity, due to a lack
of information on these patient populations.

Country number | Category of Distribution
Botswana |BOT1402652 S2
Ghana___|FDA/SD.173-9674 | POM
Kenya __|H2014/CTD1397/071 | POM
urce of %\ucose and fructose) | Namibia | 14/11.9/0592 NS1
ANTS exceeds 5ga | Tanzania | TZ14H0271 POM
'gar ration. Uganda  |8962/17/14 POM
Zimbabwe | 2014/16.6/4953 P.P
Nigeria | NAFDAC Reg No :|POM
B4-7103

a Abbott

Read all of this leaflet carefully before you start taking
this medicine
Keep this leaflet. You may need to read it again.
This leaflet is a summary. If you have further questions,
please ask your doctor or pharmacist.

is medicine has been prescribed for your child. Do
not pass it on to others. It may harm them, even if their
symptoms are the same as your child’s.
If any of the side effects gets serious, or if you notice any
side effects not listed in this leaflet, please fell your doctor
or
PROPRIETARY NAME (AND DOSAGE FORM):
HIDRASEC® INFANTS 10 mg granules for oral suspension

WHAT HIDRASEC INFANTS CONTAINS
Each sachet contains 10 mg of th

In chidren from 3 morihs to 9 months of age (weighing up to
9 kg): one sachet per dose.

In children of more than 9 months to 30 months of age (weighing

9-13 kg): two sachets per dose.

Always give HIDRASEC INFANTS to your child exactly as your

doctor has told you. You should check with your doctor or

pharmacist if you are not sure.

Duration of treatme

S doatar wi sl you how long the treatment with HIDRASEC

INFANTS will last. It should be continued until your child has

two normal stools, not exceeding 7 days.

Dietary advice

To compensate for the loss of liquid due to your child's diarrhoea,

HIDRASEC INFANTS should be used tcgether ‘with an adequate

The other ingredients are sucrose, anhydrous colloidal silica,
30 % polyacrylate dispersion and apricot flavour.

WHAT HIDRASEC INFANTS IS AND WHAT IT IS USED FOR:
HIDRASEC INFANTS is a medicine for the treatment of diarrhoea,
HIDRASEC INFANTS i used for the treatment of symptoms of
acute diarrhoea in children over three months of age. It should
be used together with an abundant liquid intake and the usual
dietary measures, when these measures are not sufficiently
effective on their own to control the diarrhoea.
BEFORE YOU GIVE HIDRASEC INFANTS TO YOUR CHILD:

Do not give HIDRASEC INFANTS:
If your child is allergic (hypersensitive) to racecadotril or to
any of the other ingredients of HIDRASEC INFANTS.

HIDRASEC INFANTS contains about 1 g of sucrose
{saccharose) per sachet. If you have been told by your
doctor that your child has an intolerance to some sugar
sk your dobtor before you give HIDRASEG INFANTS o
your child.

Ifyour ild has diabetes and the doctor has prescribed to
your child more than 5 sachets of HIDRASEC INFANTS
per day (which corresponds to more than 5 g of sucrose)
this should be taken into account in the child's total daily
intake of sugar.

Take special care with HIDRASEC INFANTS:
Yuu should tell your doctor if:
your child is under 3 months of age,
+ there is blood or pus in your childs stools and he/she has
afever. The cause of his/her diarthoea may be a bacterial
infection that should be treated by your doctor,
your child is suffering from chronic diarrhoea or diarhoea
caused by antibiotics,
your child is suffering from prolonged or uncontrolled
vomiting,
your child is suffering from kidney disease or impaired liver
function,
your child is suffering from diabetes.
Pregnancy and Breastfeedi
The use of HIDRASEG INFANTS is not

luid and salts
e o e B aves i soald oo rehydration
solution (please ask your doctor or pharmacist if you are not
sure about oral rehydration)

What shiould [ do if I give too much HIDRASEC INFANTS
to my ch

If your Chidhas taken more HIDRASEC INFANTS than he/she
should have, contact your doctor or pharmacist immediately.
What should | do if I forget to give HIDRASEC INFANTS
to my child:

Do not give a double dose to your child to make up fo a forgatten
dose. Simply continue with the treatment.

POSSIBLE SIDE EFFECTS:
Like all medicines, HIDRASEC INFANTS can cause side effects,
although not everybody gets them.

= The most common side effects in children are vomiting,
fever and respiratory disorders.

= Thefollowing uncommon side effects have been reported:
inflammation of the tonsils, rash and redness of the skin.

= Otherside effects of unknown frequency are: pink sores in
the extremities and the inside of the mouth, inflammation
of the tongue, inflammation of the face, inflammation of
the lip, inflammation of the eyelid, inflammation below the
skin in different parts of the body, inflammation in the form
of a nodule under the skin, eruption in the skin with small
sores, itching skin and generalised itching.

If any of the side effects gets serious, or if you notice any side
effects not listed in this leaflet, tell your doctor or pharmacist.

STORING AND DISPOSING OF HIDRASEC INFANTS:

Keep HIDRASEC INFANTS and all other meclcines out of reach
and sight of childre

B not use HIDRASEC INFANTS after the expiry date which
is stated on the sachet and on the outer packaging. The expiry
date refers to the last day of that month.

HIDRASEC INFANTS should be stored below 30 °C.

Return all unused medicine to your pharmacist. Do not dispose
of unused medicine in drains or sewerage systems (e.g. toilets).

during
pregnancy and breastfeeding.

RSk your dotter or pharmasist for advice befors taking any
medicine.

Driving and using machinery:
HIDRASEC INFANTS has litle or no effect on the ability to
drive and use machinery.

Taking other medicines with HIDRASEC INFANTS:
Please tell your doctor or pharmacist if your child is using or
has recently used any other medicines, including medicines
obtained without a prescription.

HOW TO GIVE HIDRASEC INFANTS TO YOUR CHILD:
Dosage and instructions for use

HIDRASEC INFANTS is supplied n the form of granules to

be swallowe

it an be added to food or mixed with water In a glass or baby

bottle. Mix well and give immediately to your child.

The recommended daily dose depends on your child’s weight:

1.5 mg/kg per dose (corresponding to 1 to 2 sachets), three

times daily at regular intervals.

10N OF INFANTS:
HIDRASEC INFANTS is supplied in the form of granules for
oral suspension contained in sachets.

Each pack contains 10, 16, 20, 30, 50 or 100 sachets
IDENTIFICATION OF HIDRASEC INFANTS:

HIDRASEC INFANTS s a white powder with an apricot flavour.
NAME AND ADDRESS OF REGISTRATION HOLDER:
Abbott Laboratories S.A. (Pty) Lt

Abbott Piaca 376 Goil b Tarace

Constantia Kioof

1709
South Africa

NAME AND BUSINESS ADDRESS OF THE MANUFACTURER:
Laboratoires Sophartex
21, ue du Pressoir

8500
\/emoui\le(

DATE OF PUBLICATION OF PATIENT INFORMATION LEAFLET

27 November 201
a Abbott
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HIDRASEC® INFANTS 10 mg
NOME DO MEDICAMENTO E FORMA FARMACEUTICA:
HIDRASEC® INFANTS 10 mg granulado para suspensao oral
COMPOSICAO:
Cada saqueta contém 10 mg de racecadotril
Os excipientes incluem: sacarose, smca coloidalandra isperszo
de poliacrilato a 30% e aroma de
CLASSIFICAGAO FARMACOLOGICA
Antidiarreico
ACGAO FARMACOLOGICA:
Farmacodinami
0

o INFANTS nzo d 0 d

ubmitos prolongados ou descontfolados, devido a uma possivel

redugao da biodisponibilidade.

Populaces Especiais d Doer

O HIDRASE! NS 220 o cehudado om bebés ou criangas

Com meUenci rona o hepatica.

INTERACGOES:

No ser humano, néo foram descritas até 4 data interaccdes com
A it

e loperamida ou nifuroxazida, no ser humano, nao modifica a
cinética do racecadotril.

E ALEITAMENTO:

noseu metabchto acivo Ucr'ano, que éum bidor da encorainase

A encefalinase 6 uma enzima peptidase da membrana celular

localizada em varios tecidos, principaimente no epitélio do

intestino deigado. Esta enzima contbui tanto para a igestao

dos éptidos

endcgenas tais como as encelallnas Consequentemente, o
prot

e sdo fisi cti

20 vl
prolongando o seu efeito anti-secretor.
O racecadotril  uma substancia activa com actividade anti-
secretora exclusivamente intestinal. Diminui a hipersecregdo
de ‘4gua e dos electrdlitos no intestino induzidos pela toxina
da cblera ou pela inflamagdo, e ndo tem acgd@o ao nivel da
actividade secretora basal. O racecadotil exerce uma répida
sem modificar transito intestinal.

Iho digestivo,

Gravidez:
O BIBRASEC no se destina s utilizagao em mulheres gravidas
ou com o potencial de engravidar. Os estudos de reprodugao
realizados em animais (ratos e coelhos) néo revelaram efeitos
toxicos nas espécies investigadas. No entanto, uma vez que
néo se encontram disponiveis estudos clinicos especificos, o
HIDRASEC néo deve ser administrado em mulheres gravidas.
Aleitamento:

O HIDRASEC nzo se destina a utiizagio em mulheres a
amamentar. Devido 4 falta de informagéo relativa 2 excregao
de HIDRASEC no leite humano, o medicamento nao se deve
administrar a mulheres que amamentem.

POSOLOGIA E INDICAGOES DE UTILIZAGAO:
OHIDRASEC INFANTS é administrado por via oral, acompanhado
de re-hidratagao oral.

Em dois ensaios clinicos realizados em criangas,
reduziu o peso dasofezss por 40% e 46%, respectlvamente‘ nas

e acordo com o peso
5 mg/kg pcr admlnlslragao tres vezes por dia. Em

A dose
corporat:

na duragéo da diarreia e na necessidade de re-hidratagao.
O rasecadot nZo produz distenséo abdominal. Durante o sey

. adurag@o do tratamento
s dlas

O tratamento deverd continuar até se registarem 2 evacuagdes

o, produziu
oA W comparavel & do placebo. Quardo
administrado por via oral, a sua actividade

normais, dias. Nao existem ensaios clinicos
em bebes com idade inferior a 3 meses.
EFEITOS SECL S E PRECAUGOES EsPEcIAIs

periiérica, serh acgao sobre o Sistema nenvoso cantral.
Propriedades farmacocindticas
Ji

frequéncia com IORASES INFANTS oo que com o placebo cu
rt: davigilancia pt

descritos na tabela

o tempo inicial para a |mb\<;ao da encefalinase do plasma é de
trinta minutos.

D\stnbulgao
Apenas cerca de 1% da doso adminitrada ¢ distrbuida pelos
de (RS)-N-(1-

os

abaixo por C\asse de Sistemas de 6vgaos e lrequencla, por
mui 11 1/100a < 1/10);

pouco ﬁEQUEME (E 1/1 000a< 1/100) ravo =11 UDUO a < 1/1 ,000);

muito raro (< 1/10000), desconhecido (ndo pode ser calculado a

partir dos dados disponiveis).

tecidos. 90% do metabolito activo
3 f

Ipropi) glicina, ftra'seligadoa  [Classe de  |Frequéncia Reacgdes Adversas
A Sists de
t o séo mod fungaoda  |Orgaos
d: d: pessoasidosas.  [Infeccbes e | Pouco frequente |Amigdalite
A dumcao ¢ extensao doefoto do sdo 5
ter o pico da inibig&o d: =

p\asmatlca & it abroximadamenta 3 horas 6 Coesponde a uma Alecooss o |oocofreduente e’}‘ema
inibigao de 90% com uma dose de 1,5 my/kg. A duragdo da |5 EUES Desconhecida  |Eritema multiforme, edema

a lingua, edema da face,

Metabolismo
A meia-vida, medida como inibicéo da sncs'a\lnass plasmética,
& de oras.

1 ‘fenilpropil

edema labial, edema
palpebral, angioedema,
urticéria, eritema nodoso,
exantema papular, prurido,
prurigo

( propil)
glicing, 0 metabolito activo, que por SUA vez &
em metabolitos inactivos.
Brorecio
sob aforma d inactivos. A

pnnc\pal via de eliminagao é a renal, e em muito menor extenséo
afecal. A via pulmonar néo é significativa.

Populagdes Especiais

HIDRASEC INFANTS no foi estudado em bebés ou criangas

com insuficiéncia renal ou hepatica.

o HIDRESEC INFANTS esta mdlcado no (ralamento sm(omatlco
bé:

SINTOMAS DE SOBREDOSAGEM_ CONHECIDOS E
CARACTERISTICAS DO SEU TRATAMENTO:
Nao foram descritos casos de sobredosagem.
IDENTIFICAGAO:
Granulado para suspenséo oral
O HIDRASEC INFANTS apresenta-se num pé branco com um
sabor caracteristico a alperce.
APRESENTACAO:
O HIDRASEC INFANTS é fornecido em saquetas termo-seladas
de papel/aluminio/polietileno.
Embalagens contendo 10, 16, 20, 30,50 ¢ 100 saguetas.

: ntenc Oe N

complementar da diarreia aguda em b I
a3 meses) e em criancas acompanhado o hidratacao oral
& das medidas usuais de tratamento, quando estas medidas se
revelam, por i s6, insuficientes em controlar a situagao clinica.
CONTRA-I INDICAQOES
"ANTS esta it dicado em doentes com
hlpevsens\blhdade & substncia activa ou a qualquer um dos
excipien
Devido. Iy presen.;a de sacarose, o HIDRASEC INFANTS esta
frutose, sindrome

Goma absorgéo dogi
ADVERTENCIAS E PRECAUCOES:
A administragdo de HIDRASEC INFANTS ndo modifica os
regimes habituais de re-hidratagdo. E essencial que a crianga
beba liquidos em abundancia.
No caso de diarreia grave ou prolongada com vémitos ou falta
de apetite, deve ponderar-se a hipotese de re-hidratagao por
via intravenosa.

nca de fezes com sangue ou purulentas, e febre, pode
indicar invaséo bacteriana como causa da diarreia, ou a existéncia
de outradoengagrave. O HIDRASEC INFANTS ndo ol studadona
diarreia associada a terapéutica antibiotica. Portanto, o HIDRASEC

INSTRUGOES DE CONSERVAGAO:

Conservar a temperatura inferior a 30°C. Proteger da luz.
Manter fora do alcance das criangas.

NOME E ENDERECO COMERCIAL DO TITULAR DA
AAUTORIZAGAO DE | TRODU(;AO NO MERCADO:
Apott Laboratories SA. (Pty) Lid

Abbott Plac

219 Golf Giob Terrace

Constantia Kioof

1709

Africa do Sul
NOME E ENDERECO DO FABRICANTE:

Laboratoires Sophartex
21, rue du Pressor
8500

Vemoul\let
anca
DATA DE PUBLICAQAO DO FOLHETO INFORMATIVO:

27 November 2014
NUMERO (S) DE REGISTO:

INFANTS néo deve ser administrado nestas condigoes. Country number | Category of Distribution
A diarreia crénica no foi suficientemente estudada com o BOT1402652
’E‘"":ASE!C '"F‘":Sb s, dove 1 ” Ghana __|FDA/SD.173-9674__|POM

m doentes com diabetes, deve tomar-se em consideracdo
que cada saqueta de HIDRASEG INFANTS contém 0066 g  |Kenya _ |H2014/CTD1397/071 |POM
de sacarose. Se a quantidade de sacarose (fonte de glucose e Namibia _|14/11.9/0592 NS1
frutose) presente na dose didria do HIDRASEC INFANTS exceder  [Tanzania |TZ14H0271 POM
055 g por dia, esta quantidade deve ser considerada na toma  [Uganda _[3982/17/14 POM
diéria de agicar.

baby
O HIDRASEC INFANTS néo pode ser m bebeé: imbabwe 2014/16.6/4955 ___P.P
com menos de 3 meses de idade, pois nao exlslem ensaios | Nigeria NAFDAC Reg No :|POM
clinicos neste grupo etario. B4-710:
 medcamento nzo deve ser adminisirado em orancas com
devido a falta de mvormagao Pestos grupos de doentes. Abbott
Administre

Leia tomar o

INFANTS segulndo exac'amente as
médico. Fal mé

= Conserve este foheto. Pode ter

* Esto folheto 6 um resumo, Gaso gindatenha Sivane e
com o seu médico ou farmacéut

= Este medicamento foi recenado para a sua crianga. Nao
deve dé-loa out : pode ser-lhes|

se tiver dvidas.

Duragéo do tratamento

0 s6u medico deve dizcrhe durante quanto tempo dove
"ANTS. O tratamento deve ser

prejudicial,
£ lgurn dos efefos secundiios se agraver ou 5o detactay]
quaisquer efeitos secundarios nao mencionados neste
folheto, informe o seu médico ou

manido eté & producdo bt evacuagdes seguidas, normais,
néo excedendo os 7

Consalhos sobro a ety

perda de liquidos com a diarreia da crianga,

NOME DO MEDICAMENTO (E FORMA FARMACEUTICA):
HIDRASEC® INFANTS 10 mg granulado para suspensao oral
O QUE CONTEM HIDRASEC INFANTS:

ara a
HIDRASEC INFANTS deve ser administrado em conjunto com
uma adequada reposicao de liquidos e sais (electrdiitos). A
melhor maneira de repor os fluidos e sais & conseguida com a
chamadas soluges para re-hidratagao oral

Cada saqueta contém 10 mg da
Os outros componentes sao: sacarose, Sien oolovias amara,
dispersao de poliacriato a 30% e aroma de alperce.

0 QUE E O HIDRASEC INFANTS E PARA QUE E UTILIZADO:
HIDRASEC INFANTS ¢ um medicamento utiizado para o
tratamento da diarreia

HIDRASEC INFANTS 6 utizado para o tratamento sintomético

dadi atrés

(por favor, fale com o seumédico ou farmacautico se tiver duvidas
quanto a re-hidratagao oral).
0 que fazer se administrar mais HIDRASEC INFANTS do que

Se o cnanca tiver tomado mais HIDRASEC INFANTS do que
deveria,

meses.
Deve ser d
e das medidas usuais de dieta, quando oo, por si
6, nao so suficientemente eficazes para controlar a diarreia.
ANTES DE ADMINISTRAR HIDRASEC INFANTS A SUA
CRIAN(
Nan administre HIDRASEC INFANTS:

Se a sua crianga tem alergia (hipersensibilidade) ao racecadotil
ou a qualquer outro componente de HIDRASEC INFANTS.
HIDRASEC INFANTS contém aproximadamente 1 g de
sacarose (um tipo de agucar) por saqueta. Se o médico
informou que a crianca tem intolerancia a alguns agticares,
fale com o seu médico antes de administrar HIDRASEC
INFANTS 2 crianga.

Em criangas com diabetes, se o médico prescreveu  crianga
mais do 6 saquetas de HIDRASEC INFANTS por dia (0 aue

0 que fazer
INFANTs:

de administrar. Simplesmente continue o tratamento.

POSSIVEIS EFEITOS SECUNDARIOS:

Como todos os med\camenlus o HIDRASEC INFANTS pode

causar efeitos

em todas as pessoas.

- Os efeitos secundérios mais frequentes nas criangas sdo
womitos ebrs e problemas respiratorios.

- sequintes efeitos secundérios pouco frequentes foram
et inflamacao das amigdlas (amigdalte), erupGao

cuténea e ertema (pele avermelh

manchas o coroumnas ex(rem\dades eno interior da boca
a lingua, da face, i

corresponde a mais de 5 g de sacarose), e
deve ser tomada em considerago na quan(ldads ‘total diria
de aglicar ingerida pela crianga.

Tome especial cuidado com HIDRASEC INFANTS:

Deve informar o seu médico se:
acrianga tem idade inferior a 3 meses,

+ existe sangue ou pus nas fezes da crianca e se ela tem febre.
Acausa da diarreia da crianga pode ser infecg@o bacteriana,
que deve ser tratada pelo médico,

+ acrianca esté a sofrer de diarreia crénica ou diarreia provocada
por antibidticos,

14bios, i péipebras, Sob & pele em
diferentes partes do corpo, inflamagao em forma de nédulo
soba pele, erupgao na pele com pequenas lesdes, comichdo
na pele e comichdo generalizada.

Se algum dos efeitos secundérios se agravar ou se detectar

quaisquer efeitos secundérios no mencionados neste folheto,

informe o seu médico ou farmacéutico.

CONSERVAGAO E ELIMINAGAO DE HIDRASEC INFANTS:

Manter o HIDRASEC INFANTS e outros medicamentos fora do

alcance e da vista das criangas.

Nao utiize HIDRASEC INFANTS apds o prazo de validade

+ acrianga sofre de vémitos
* & crianga soffe de doenca ronl tu cisfungdo hepética,
= acrianga sofre de diabetes.

Gravidez e aleitamento:

saquef erior. O pr
Corresponds aa o aia do e elcade.

HIDRASEC INFANTS conservar a tempem!um inferior a 30°C.
Devolva todos s medicamentos de que fa nao necessita ao seu

HIDRASEC INFANTS néo € de gravid
e aleitamento.

medioamemo
dugdo de veloulos © utlllzat;ao de méquinas:

médico ou tes de tomar qualquer

do devem ser eliminados na
canalizagdo das redes de esgotos (por ex., sanitrios).
APRESENTAQEO DO HIDRASEC INFANTS:

HIDRASEC INFANTS estd disponivel em saquetas na forma de
granulado para suspensao oral.

FIBRASES INFANTS Cada contém 10, 16, 20, 30, 50 ou 100 saquetas.
dio conduzir veioios o nia utilizagao de maquinas. |DEN1-|F|¢A¢A° DO HIDRASEC INFANTS:

Utiizar HIDRASEG INFANTS com outros medicamentos: RASEC INFANTS apresenta-se num pé branco com aroma
Por favor, inf édico ou by alperce

a lcma' ‘ou tiver tomado outros NOME E DO TITULAR DA AUTORIZAGAO DE

Inchiindo medlcamentas Gbidos serm rooeita medie.

COMO UTILIZAR HIDRASEC INFANTS:

Dosagem e instrucoes de administragéo

HIDRASEC INFANTS apresenta-se sob a forma de granulado
para ser engol

Pode oo aciclonaco aos aimentos ou misturado num copo de

INTRODUGAO NO MERCADO:
Abbott Laboratories S.A. (Pty) Ltd
Abbott Place, 219 Golf Club Terrace
Constantia Kloof
1709

Africa do Sul
NOME E DO FABRICANTE:

4gua ou num biberdo, mexendo b
toda a mistura.

A dose didria recomendada ¢ determinada de acordo com o
peso da crianga: 1,5 mg/kg por administragao (correspondendo
a1 ou2 saquétas), trés vezes por dia em intervalos regulares.
Em criangas dos 3 meses aos 9 meses de idade (com até 9 kg):
uma saqueta por administragao.
Em is de 9 meses de idade e até aos 30 meses
(com um peso entre 9-13 kg): duas saquetas por administragao.

Laboratoires Sophartex
21, rue du Pressoir
28500

Vernouillet
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