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HIDRASEC® 100 mg

PROPRIETARY NAME AND DOSAGE FORM:
HIDRASEC® 100 mg Hard Capsules

COMPOSITION:
Each capsule contains 100 mg of racecadotril.

Inactive ingredients include the following:
wder:

Lactose, pregelatinised starch (maize), magnesium stearate and
colloidal anhydrous silica.

fo:
Yellow iron oxide (E172), Titanium dioxide (E171) and gelatine.

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.
This enzyme contributes both to the digestion of exogenous
peptides and to the breakdown of endogenous peptides such
as enkephalins. Consequently, racecadolri selectvely protecis
it the
piv N Sigestive mct, prolonging thar sntisecretory efiect

Racecadotril is a pure intestinal antisecretory active substance. It
decreases the intestinal hypersecretion of water and electrolytes
induced by the cholera toxin or inflammation, and does not have
effects on basal secretory activity. Racecadotril exerts rapid
antidiarrhoeal action, without modifying the duration of intestinal
transit.

Racecadotril does not produce abdominal distension. During

fts_clinical development, racecadotri produced secondary
cebo. Whef

Vi tho oral route, Its aciity Is exglusively periphoral, with no

effects on the central nervous system.

Pharmacokinetics
Absorption

Following oral administration, racecadotril is rapidly absorbed.
The initial time to sma enkephalinase inhibition is thirty
minutes. The bioavailability of racecadotril is not modified by
food, but peak activity is delayed by about one and a half hours.

Distribution
Only about 1% of the administered dose is distributed in the

Warnings

HIDRASEC 100 mg contains lactose. Patients with rare hereditary
problems of galactose intolerance, the Lapp lactase deficiency or
glucose-galactose malabsorption should not take this medicine.

INTERACTIONS:

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

PREGNANCY AND LACTATION:

Pregnancy:

HIDRASEC 100 mg is not intended to be used by women of
childbearing potential or pregnant women. Animal studies do
not indicate direct or indirect harmful effects with respect to
pregnancy, embronyal/foetal development, parturition or postnatal
development. However, since no specific clinical studies are
available, HIDRASEC 100 mg should not be administered to
pregnant women.

Lactation:

HIDRASEC 100 mg is not intended to be used by breastfseding
women. Due to the lack of information regarcing HIDRASEC
100 mg secretion in human milk, the product must not be

administered to breastfeeding women.

DOSAGE AND DIRECTIONS FOR USE:
HIDRASEC 100 mg is administered via the oral route.

Adults:

One capsule initially regardiess of the time of day. Then, one
capsule three times daily preferably before the main meals.
Treatment should not exceed 7 days.

Special Populations:
Chl\dren There are specific formulations intended for infants and

Elder\y. Dosage adjustment is not necessary in the elderly.

SIDE-EFFECTS AND SPECIAL PRECAUTIONS:

The following adverse drug reactions listed below have occurred
vith HIDRASEC 100 mg more often than placebo or have been
reported during post-marketing surveillant

Aoverse eventa are displayedt n the following table by System
Organ Class and frequency, according to the following convention:
Very common (z 1/10); common (= /100 to < 1/10); uncommon
(= 1/1000 to < 1/100), rare (= 1/10000 to < 1/1000); very rare
& 1/)\ 0000), not known (cannot be estimated from the available

lata).

tissues. Ninety percent of the active metabolite of
RS)-N-(1

(
bound to plasma proteins (mainly albumin). The

properties of racecadotril are not modified as a result of repeat
dosing or administration to elderly persons. The duration and
extent of the effect of racecadotl are dose dependent. Time to
peak plas inhibition is

and carresponds o an inhibition of 75% with the dose of 100 mg.
With a dose of 100 mg, the duration of plasma enkephalinase
inhibition is about 8 hours.

Metabolism
The biological half—l\fe af racecadotril measured as _the plasma
3 hou

is rapidly (RS)-

3+ phenylprcpy\) glycin, the active metabolte, which in tum Is
active

of racecadotrl doas not cause any Seumiatoninihe body.

Racecadotril does not act as a cytochrome P-450 enzyme
inducer or inhibitor.

Racecadotril_does not modify protein binding of the active
substances strongly bound to proteins, such as tolbutamide,
warfarin, niflumic acid, digoxin or phenytoin.

In patients with liver failure, the kinetic_profile of the active
metabolite of racecadotril showed similar Tra and Ty and lesser
Crnax (-65%) and AUC (-29%) as compared to healthy subjects.

In patients with severe renal failure (creatinine clearance
11-39 miimin). the kinetio proffe of the active metabolte of
racecadotril showed smaller C... (-49%) and greater AUC (+16%)
and T,, as compared to healthy Solaniban (creatinine clearance
> 71 mimin).

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.

INDICATIONS:
HIDRASEC 100 mg is indicated for the symptomatic treatment of
acute diarrhoea in adults.

CONTRAINDICATIONS:

HIDRASEC is contraindicated in patients who
experience hypersensitivity to the active substance or to any of
the excipients.

WARNINGS AND PRECAUTIONS:

The administration of HIDRASEC 100 mg does not modify the
usual rehydration regimens.

The presence of bloody or purulent stools and fever may indicate
the presence of mvasive bacteria as a reason for dlahoea, o the
presence of other severe disease. Therefor 100 m,

System Organ | Frequency | Adverse Reactions
Class
Nervous system | Common | Headache
o ot |disorders
Skin and Uncommon | Rash, erythema
subcutaneous  [Unknown | Erythema multiforme, tongue.

tissue disorders oedema, face oedema, lip
oedema, eyelid oedema,
angioedema, urticaria, erythema
nodosum, papular rash, prurigo,
prurits, toxic skin eruption.
KNOWN SYMPTOMS OF OVERDOSAGE AND PARTICULARS
OF ITS TREATMENT:

No cases of overdose have been reported.

In adults, single doses above 2 g, which is equivalent to 20 times
the therapeutic dose, have been administered, and no harmful
effects have been described.

IDENTIFICATION:
HIDRASEC 100 mg is a hard, ivory coloured capsule
PRESENTATION:

10N:
HIDRASEC 100 mg is supplied in PVG-PVDC / aluminium blisters
in packs containing 6, 20, 100 (5 packs x 20 capsules) and 500

capsules
Not all pack sizes may be marketed.

STORAGE INSTRUCTIONS:
Store below 30°C. Protect fromlight
Keep out of reach of childre

NAME AND BUSINESS ADDRESS OF THE HOLDER OF THE

CERTIFICATE OF REGISTRATION:
Abbott Laboratories SA. (Pty) Lid
Abbott Placs

219 Golf Club Terrace
Cons!amla Kloof

Souin Afica

NAME AND BUSINESS ADDRESS OF THE MANUFACTURER:
Laboratoires Sophartex

21, rue du Pressoir

28500

Vernouillet

France

DATE OF PUBLICATION OF THE PACKAGE INSERT:

27 November 2014

should not be administered under these condlhuns
Chronic diarrhoea has not
HIDRASEC 100 mg. HIDRASEC 100 mg has not been tested in
antibiotic associated diarrhoea.

There are limited data in patients with renal or hepatic i

These patients should be treated with caution.

Because of possible reduced bioavailability, HIDRASEC 100 mg
must not be administered in cases of prolonged or uncontrolled
vomiting.

REGISTRATION NUMBERS:
Country number Category of Distribution
Botswana | BOT1402653 52
Ghana FDA/SD.173-9672 POM
Kenya _|H2014/CTD1399/073 POM
Namibia | 14/11.9/0594 NS1
been sufficiently studied with Tanzania [TZ14H0230 POM
Uganda | 8960/17/14 POM
Zimbabwe | 2014/16.6/4955 PP
Nigeria__| NAFDAC Reg No: B4-7104 | POM

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.

+ This medicine has been prescribed for you. Do not pass it
on to others. It may harm them, even if their symptoms are

the same as yours.

If any of the side effects gets serious, or if you notice any

side effects not listed in this leaflet, please tell your doctor

Always take HIDRASEC 100 mg exactly as your doctor has told
you. You should check with your doctor or pharmacist if you are
not sure.

Duration of treatment

Your doctor will tell you how long the treatment with HIDRASEC
100 mg will last. It should be continued until you have two normal
stools, not exceeding 7 days.

Dietary advice
Jo compensate for the loss of liguid due to your diarthoca,
HIDRASEC 100 mg shouid be used together with an adequte

PROPRIETARY NAME (AND DOSAGE FORM):
HIDRASEC® 100 mg Hard Capsules

WHAT HIDRASEC 100 mg CONTAINS:
Each capsule contains 100 mg of the active substance,
racecadotril.

The other ingredients are lactose, pregelatinised maize starch,
magnesium stearate and colloidal anhydrous silica.

The capsule contains gelatine, yellow iron oxide (E172) and
titanium dioxide (E171).

WHAT HIDRASEC 100 mg IS AND WHAT IT IS USED FOR:
HIDRASEC 100 mg is a medicine used for the treatment of
symptoms of acute diarrhoea in adults.

BEFORE YOU TAKE HIDRASEC:

Do not take HIDRASEC if:
If you are allergic (hypersensitive) to racecadoml orto any of
the other ingredients of HIDRASEC 100 m,

HIDRASEC 100 mg contains lactose (a Iype of sugan). If you
have been told by your doctor that you have an intolerance
to some sugars, ask your doctor before taking HIDRASEC
100 mg.

= HIDRASEC 100 mg does not contain gluten.

Take special care with HIDRASEC:

You should tell your doctor if:

+ there is blood or pus in your stools and if you have a fever.
The cause of diarrhoea may be a bacterial infection that
should be treated by your doctor,

= you are suffering from chronic diarrhoea or diarrhoea caused
by antibiotics,

+ you are suffering from prolonged or uncontrolled vomiting,

+ you are suffering from kidney disease or impaired liver
function,

+ you have an intolerance to lactose.

Pregnancy and Breastfeeding:

g
The use of HIDRASEC is not recommended if you are pregnant,
you think you might be pregnant or if you are breastfeeding.

Ask_your doctor or pharmacist for advice before taking any
medicine.

Driving and using machinery:
HIDRASEG has Iite or no efect on the abilty to drive and use
machinery.

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

HOW TO TAKE HIDRASEC 100 mg:

HIDRASEC 100 mg is presented in the form of capsules.
Dosage and instructions for use

The usual dose is one capsule three times daily to be swallowed
with a glass of water. HIDRASEC 100 mg should be taken
preferably before the main meals. At the start of your treatment,
you may take one capsule at any time during the day.

No dosage adjustment is required in the elderly.
Other forms of HIDRASEC are available for use in l:h\\dr&n and infants.

of fluid and salts (electrolytes). The best replacement
of fluids and sals Is achieved with 3 so-called oral reyaration
solution (please ask your doctor or pharmacist if you are not sure
about oral rehydration).

What should | do if | take too much HIDRASEC:
If you have taken more HIDRASEC than you should, contact your
doctor or pharmacist immediately.

What should | do if | forget a dose:
Do not take a double dose to make up for a forgotten dose. Simply
continue with the treatment.

POSSIBLE SIDE EFFECTS:

Like all medicines, HIDRASEC 100 mg can cause side effects,

a\!hough not everybody gets them.

The most common side effects are headache, nausea and

constipation.

The following uncommon side effects have been reported:

rash and redness of the skin.

= Other side 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, generalised tching and a toxic skin eruption.

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 100 m
Keep HIDRASEC 100 mg and all other medicines Ut of reach and
sight of children.
Do not use HIDRASEC 100 mg after the expiry date which is
stated on the outer packaging. The expiry date refers to the last
day of that month.
HIDRASEC 100 mg 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).
PRESENTATION OF HIDRASEC 100 m

s c 100 mg is presented in bllster strips with an outer
pac ag|
Bach pack contains 6, 20,100 or 500 hard capsules.
IDENTIFICATION OF HIDRASEC 100 m,
HIDRASEG 100 mg is n the form of vory coloured hard capsules.
NAME AND ADDRESS OF REGISTRATION HOLDER:
Abbott Laboratories S.A. (Pty)
Abbott Place, 219 Golf Club Terrace
Constantia Kioof
1709

South Africa

NAME AND BUSINESS ADDRESS OF THE MANUFACTURER:
Laboratoires Sophartex

21, ruo du Pressor

8500
Vernouil\et

DATE OF PUBLICATION OF PATIENT INFORMATION LEAFLET

27 November 2014
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HIDRASEC® 100 mg
NOME DO MEDICAMENTO E FORMA FARMACEUTICA:
HIDRASEC® 100 mg Cépsulas Duras
COMPOSIGAO:
Cada capsula contém 100 mg de racecadotri
Lista de excipientes:

Lactose, amido de milho pré-gelificado, estearato de magnésio
e silica coloidal anidra.

Oxido de ferro amarelo (E172), Diéxido de titanio (E171) e gelatina.

CLASSIFICAGAO FARMACOLOGICA:
Antidiarreico

ACGAO FARMACOLOGICA
i

6-fa a fta de ser
tiorfano, i

A encefalinase 6 uma enzima peptidase da membrana celular
localizada em vérios tecidos, principalmente no_epitélio do
intestino delgado. Esta enzima contribui tanto para a digestdo
dos péptidos exégenos como para a fragmentagdo dos péptidos
endogenos, tais como as encefalinas. Consequentements, o

e sdo fisiclogioaments activas ao nivel to apareino digestivo,
prolongando o seu efeito anti-secretor.

O racecadotril ¢ uma substéncia activa com actividade anti-
secretora_exclusivamente intestinal. Diminui a hipersecregao
de égua e dos electrélitos no intestino induzidos pela toxina
da cdlera ou pela inflamagdo, e ndo tem accdo ao nivel da
actividade secretora basal. O racecadotril exerce uma rapida
acgo antidiarreica, sem modificar a duragao do transito intestinal.
Q racecadotrl nao produz distenso abdominal. Durante o seu

clinico,

Adverténcias
O HIDRASEC 100 mg contém lactose, Doentes com problermas
hereditarios raros de intolerancia a galactose, deficiéncia de lactose
de Lapp, ou malabsorgao de glucose-galactose nao devem tomar
este medicamento.
INTERACGOES:
No ser humano, no foram descritas até & data interacedes com

utra
e Snah o e roviatia o bar omasor i rodieh a Cnetia
do racecadotril.
GRAVIDEZ E ALEITAMENTO:
vide

G HIDRASEC 100 mg ndo se destina a ser utizado em mulheres
grévidas ou com o potencial de engravidar. Estudos em animais
nao referem efeitos nocivos directos ou indirectos na grawdez

, partc P

Contudo, visto que na if i i °
HIDRASEC £l i Ihe avidas.
Aleitamento:

O HIDRASEC 100 mg néo se destina a ser utilizado em mulheres a

amamentar. Por falta e nformagao sobre a elminagéo de HIDRASEC
mg através do leite materno, este medicamento nao deve ser

AR St que amamentem.

POSOLOGIA E INDICAGOES DE UTILIZAGAO:

O HIDRASEC 100 mg ¢ administrado por via oral.

Adultos:

Tnicialmer

uma capsula trés vezes por dia, de pvelevencla antes das principais

refeiges. O tratamento nao deve exceder 0s 7 dias

Populacbes Especiais

Criangas: Ha formulagoes especificas pars bebés e criangas.

1do305: Nao & nacessario 6 auste 0a doss om 1d0sos.

EFEITOS SECUNDARIOS E PRECAUCOES ESPECIAIS:

A reacgdes advarsas stadas ocoffrarh com mals fequéncia com
o HIDRASEC 100 mg do que com o placebo, o foram relatadas no

secundéria numa taxa comparavel a do placebo Quando
administrado por via oral, a sua actividade é exclusivamente
periférica, sem acgao sobre o sistema nervoso central.
Propriedades farmacocinéticas

Absorcao

PO oral, o

, é
O tempo inicial para a inibigéo da
de trinta minutos. A biodisponibilidade do racecadotril ndo
é modificada pela ingestao de alimentos, mas o seu  pico de
actividade é atrasado cerca de uma hora  meia.
Distribuicdo
Apenas cerca de 1% da dose administrada & distribuida pelos
tecidos. Noventa por cento do metabolito activo de racecadotril,
(RS)-N-(1-0x0-2-(mercaptometil-3-fenilpropi) glicina, encontra”
se ligado a proteinas plasmaticas 1prmclpalmente & albumina).

modicadas em funglo da administracao  repetida nem da
administragdo em pessoas idosas. A duracio e extensdo do
efeito do racecadotril sdo dependentes da dose
para se obter 0 pico da inibiga0 da enefalinase plasmtia ¢

au
75% com a dose de 100 mg. Gom adoss de 100 mg, a duragzo
da inibigdo da

8 horas.

Metabolismo
A meia-vida biolégica do rcscadotrl, medkia como nblcéo
da

O racecadotril ¢ rap\damente mdrousado a (RS)-N- (1 s

decorref da v\g\l‘ancla pos comerclallza(;ao
o
P 05 fiequéncia,porconvencaos mta
equente 12 3 o queme (> 1/100 a < 110); equente
(2 1710002 < 1/100), aro (= 1/10000a < mooo) U0 < 171 0000),
Classede | Frequéncia | Reacgdes Adversas
absonido, Orgaos
Doencas Frequente | Dores de cabega
do sistema
fecgdes | Pouco Erupcao cutanea, eritema
e a0s frequente
cutaneos Desconhe- | Eritema multiforme (manchas cor
@ locide cida de rosa nas extremidades e no
oumina subcutaneos interior da boca), edema da lingua
e (inflamacdo da lingua), edema
da face (inflamag3o da face),
edema labial (inflamagéo o 1abio),
e. O tempo edema palpebral (inflamaczo da
palpebra, angioedema (inflamagdo
ma inibicao de sub a pele em diversas partes do
corpo), urticaria, eritema nodoso
(inflamagao em forma de nodulo
sob a pele), exantema papular
(erupcéo na pele com pequenas
lesdes, duras e noduladas), prurigo
(lesBes da pele que ddo comichao),
prurido (comichéo generalizada),
activo, que por erupgio toxica da pele.
SINTOMAS —_ DE

suavez Ir\ac( ivos. A

repeﬂda de racecadotril ndo provoca qualquer acumulagéo no
organismo.

O racecadotril néo actua como indutor ou inibidor da enzima
citocromo P-450.

O racecadotril ndo modifica a ligagéio &s proteinas das substancias
activas com forte ligagao as proteinas, tais como a tolbutamida, a
varfarina, o 4cido niflimico, a digoxina ou a fenitoina.

Em doentes com insufciéncia hepdtica, o perf cnético do

0stro de Tra
T ve diminuigao de Gy (.66%) & AUC (-29%), quando comparado
com individuos saudaveis.

m doentes com insuficiéncia renal grave (depuragdo da
creatinina 11-39 mi/min), o perfil cinético do metabolito activo
do racecadotril mostrou menor G, (-49%) e maior AUC (+16%)
e T, quando cor
da creatinina > 71 mi/min).

Excrecao
O racecadotril 6 eliminado sob a forma de metabolitos inactivos.
A eliminag@o é principalmente por via renal e, em muito menor
extensdo pela via fecal. A via pulmonar nao é significativa.
INDICACOES:

HIDRASEC 100 mg estd indicado para o ratamento sintomtico
da diarreia aguda, em adultos

CONTRA-! INDICAQOES

HIDRASEC 100 mg estd contra-indicado em doentes com
hipersensibilidade & substancia activa ou a qualquer dos
excipientes.

AADVERTENCIAS E PRECAU!
A administragao de HIDRASE
habituais de re-hidratag@o.

A presenca de fezes com sangue ou purdlentas,  febre, pode
indicar invasao bacteriana como causa da diarreia, ou a existéncia
de outra doenga grave. Portanto, o HIDRASEC 100 mg nao deve
ser administrado nestas condigdes.

A diarreia_crénica nao fo suficientemente estudada com o
HIDRASEC 100 mg. O HIDRASEC 100 mg também nao foi
estudado em diarreias associadas a antibiéticos.

Doentes com disfungéo hepatica ou renal devem ser tratados
com precaugo, uma vez que os dados existentes sio limitados.
O HIDRASEC 100 mg néo deve ser administrado em doentes com
vémitos prolongados ou ndo controlados devido a uma possivel
redugdo da biodisponibilidade.

OES:
100 mg né@o modifica os regimes

SOBREDOSAGEM ~ CONHECIDOS E
CARACTERISTICAS DO SEU TRATAMENTO:
Nao foram descrios casos de sobredosagem.

e g.que
B Shialanioe 550 vesee & doss (erapeutlca S i
efeitos nocivos ap6s a sua administragao.

IDENTIFICACAO:

HIDRASEC 100 mg ¢ uma capsula dura, cor de marfim.
APRESENTACAO:

OHIDRASEC 100 mg & forecido em blisters de aluminio/PVC-PVDC
em embalagens com 6, 20, 100 (6 x 20 capsulas) e 500 capsulas.

E possivel que nao sejam comercializadas todas as apresentagoes.
INSTRUGOES DE CONSERVAGAO:

Conservar a temperatura inferor'a 30°C. Proteger da uz.

Manter fora do alcance das criangas. -
NOWE E ENDERECO COMERCIAL DO TITULAR DA AUTORIZAGAO
E INTRODUGAO KO MERCADO:

Abbott Laboratories S.A. (Pty) Ltd

Abbott Place

219 Golf Club Terrace

Constantia Kioof

Africa do Sul
NOME E ENDEREGO DO FABRICANTE:
Laboratoires Sophart

, e U Pressoir

8500
Fermouilet
Franga

G
DATA DE PUBLICAGAO DO FOLHETO INFORMATIVO:

27 November 201
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Leia ntes de tomar

+ Conserve este folheto. Pode ter necessidade de o reler.

+ Este folheto é um resumo. Caso ainda tenha ddvidas, fale
com o seu médico ou farmacéutico.

+ Este medicamento foi receitado para si. NGo deve dé-lo a
outros; o medicamento pode ser-hes prejudicial, mesmo
que apresentem os mesmos sintomas.

= Sealgum dos efsios sscundirios se agravar ou se detectar

Duragéo do tratamento

0 Sela médico deve indicar-he a duragéo do tratamento com
100 mg. O rodugao

de duas evacuagoes seguldas normais, no excedendo 7 dias,

Aconselhamento sobre

Para compensar a perda e llquidos com a diarreia, HIDRASEC

100 leve ser utilizado em conjunto com uma_adequada

reposu;ao de fuidos e sais (electrditos). Ameihor maneira de repor

quaisquer_efeito! neste
folheto, informe 0 'seu médico ou

NOME DO MEDICAMENTO (E FORMA FARMACEUTICA):

HIDRASEC® 100 mg Capsulas Duras

O QUE CONTEM HIDRASEC 100 m:

Cada capsula contém 100 mg da Substancia activa, racecadotr,
s outros componentes sao: lactose, amido de milho pré-

gelificado, estearato de magnésio e silica coloidal anidra.

Acapsula contém gelatina, oxido de ferro amarelo (E172) e diéxido

de titanio (E171).

OQUEEOQ HIDRASEC 100 mg E PARA QUE E UTILIZADO:

solucoes para e-hicratagao ora (por avar, fale com o seu medico
se tiver duvidas quanto & re-hidratagao oral).

o que fazer se tomar mais HIDRASEC do que deveria:

Se tomar mais HIDRASEC do que deveria, por favor contacte

imediatamente o seu médico ou farmacautico.

0 que fazer caso se tenha esquecido de uma dose:

Nao tome uma dose a dobrar para compensar a dose que se

esqueceu de tomar. Simplesmente continue com o tratamento.

EFEITOS SECUNDARIOS POSSIVEIS:

Como todos os medicamentos, HIDRASEC 100 mg pode causar

efeitos no entanto estes nao se manifestam em todas

um
Goa atamas &n ciein aguda, nos adultos.
ANTES DE TOMAR HIDRASEC:

Nao tome HIDHASEC

as pessoas
= Os efeitos secundérios mais frequentes so dores de cabega,
nauseas e obstipagao
- Os sequintes efeifos secundérios pouco frequentes foram
rupgEo cutanea e eritema (pele avermelhada).

Se tem alergia de) a ou a
Qualquer oLt components e HIDRASEG 100 mg.

= HIDRASEC 100 mg contém lactose (um tipo de agucar). Se
foi informado pelo seu médico que & intolerante a alguns
agucares, consuteo antes do fomar HIDRASEG 100 m.

- HIDRASEC 100 mg nio contém gldten.

‘Tome especial cuidado com HIDRASEC:

Deve informar o seu médico se:

= existir sangue ou pus nas fezes e se tem febre. A causa da
diarreia pode ser infecao bacteriana, que deve ser tratada
pelo seu médico,

= esta a sofrer de diarreia crénica ou diarreia causada por
antibiéticos,

= esta asofrer de vémitos

+ s efaitos Secundirios de frequincia destonhooida s
manchas nas extremidades e no nteriorda boca, nflamaga
dalingua, i dafacs do ldbio,
da plpebra, inflamagdo sob a pele am iferentss partes o
corpo, inflamagao em forma de nédulo sob a pele, erupgao

na pele com pequenas lesdes, comichao na pele, comichao
generalizada e erupgao téxica cutanea.

Se algum dos efeitos secunddrios se agravar ou se detectar

quaisquer efeitos secundérios nao mencionados neste folheto,

informe o seu médico ou farmacéutico.

CONSEHVACAO E ELIMINA(;AO DE HIDRASEC 100 m

Manter o HIBRASEG 100 mg @ ouitros medicamentos. fora do

alcance e da vista das criangas.

: sofre e doenca enal ou disfuncao hepdtica
= setem intolerancia a lactost

Gravidez e aleitamento:
0 uso de HIDRASEC no é recomendado se estiver gravida ou
pensar que esta grévida ou se estiver a amamentar.

Consulte 0 seu médico ou farmacéutico antes de tomar qualquer
medicamento.

Condugio de veiculos e utilizagio de maquinas:
HIDRASEC tem pouco ou nenhum efeito na capacidade de
conduzir veiculos e na utilizagao de maquinas.

Ao tomar HIDRASEC com outros medicamentos:

Por favor informe o seu médico ou farmacéutico se estiver a tomar
ou tiver tomado recentemente outros medicamentos, incluindo
medicamentos obtidos sem receita médica.

COMO TOMAR HIDRASEC 100 mg:
HIDRASEC 100 mg apresenta-se na forma de cépsulas.

Posologia e instrugdes de utilizagéo

A dose habitual é uma capstla trés vezes ao dia, para ser
engolida com um copo de agua. HIDRASEC 100 mg deve ser
preferenciaimente tomado antes das principais refeigdes, mas
para nciar o atamento, pode tomar Lma c4psula a qualquer hora
o dia.

Nao é necessirio gjuste posolégico nos idosos
Existem outra:
bebés & crancas,
Tome sempre HIDRASEC 100 mg exactamente como o seu
médico o aconselhou. Consulte o seu médico ou farmacéutico se
tiver davidas.

para

Nao utilize 100 mg ap6s o prazo de validade impresso
na O prazo de validad Gltimo

dia do més indicado.

HIDRASEC 100 mg conservar 4 temperatura inferior a 30°C.

Devolva todos o5 medicamentos de qus 4 ndo necessita 20 sou
na

canalizagao s rodoe 6o esaoios (por ax, sanitiros)
APRESENTACAO DE HIDRASEC 100 mg:
HIDRASEC 100 mg est4 disponivel em tiras de blisters com uma
embalagem exterior.
Cada embalagem contém 6, 20,100 ou 500 capsulas duras.
IDENTIFICA(;AO DE HIDRASEC 100 m,

ASEC 100 mg apresenta-se em fomma de cdpsulas duras
Go oo matim.
NOME & ENDEREGO DO TITULAR DA AUTORIZAGAO DE
INTRODUGAO NO MERCAD
Abbott Laboratories S.A. (Pty) i
Abbot Place, 219 Golf Club Terrace
Constantia Kioof

Africa do Sul

NOME E ENDEREGO DO FABRICANTE:

Laboratoires Sophartex

21, rue du Pressoir

28500

Vernouillet

Franga
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