ENTEROSGEIN

Detoxikacni pripravek

Gastrointestinalni adsorbent pro uzivani p¥i akutnim

prujmu a syndromu drazdivého traéniku s prijmem
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4. Mozné nezédouci ucinky

5. Jak ENTEROSGEL® uchovavat

6. Obsah baleni a dalsi informace

1.CO JE ENTEROSGEL® A K CEMU SE POUZ{VA

ENTEROSGEL® je peroralni suspenze indikovana pro:
« symptomatickou lé¢bu akutnich prijmovych onemocnéni,
« syndrom drazdivého traéniku s prajmem (IBS-D).

ENTEROSGEL® je perordini stfevni adsorbent (enterosorbent) na bazi
organického mineralu s adsorpcni schopnosti vici nékterym toxickym
a skodlivym latkdm ve stfevé (napf. endotoxiny, enterotoxiny), které fyzicky
vaze na svUj povrch, a snizuje tak Cetnost vyprazdiovani stolice a trvani
prajmu.

ENTEROSGEL® odchazi z téla se stolici a tim odstraruje adsorbované toxiny
a Skodlivé latky, coz mize mit blahodarny Ucinek pfi [é¢bé indikovanych
stav(.

ENTEROSGEL® zmirnuje prijem, bolesti bficha, nadymani a nutkdni
k vyprazdnéni u pacientt s IBS-D.

ENTEROSGEL® neobsahuje konzervanty, lepek, cukr, sladidla, laktozu, tuky,
ochucovadla, ingredience rostlinného nebo Zivocisného plvodu.

2. CEMU MUSITE VENOVAT POZORNOST, NEZ ZACNETE
ENTEROSGEL® POUZIVAT

Nepouzivejte ENTEROSGEL® (kontraindikace):

« Jestlize soucasné uzivate peroralni lé¢iva s modifikovanym (fizenym)
uvolriovanim.

« Trpite-li stfevni atonii nebo stfevni neprdchodnosti (zdvaznou zacpou
z dGivodu stfevni obstrukce).

« V piipadé intolerance pfipravku béhem uzivani v minulosti.

Upozornéni a opatfeni

« Neuzivejte ENTEROSGEL® méné nez dvé hodiny pred uzitim nebo po uziti
perorélniho 1éku. ENTEROSGEL® mUze ovlivnit absorpci nékterych Iéciv,
které se podavaji peroralné. Jestlize uzivate néjaké léky, mizete se také

poradit ohledné pouziti pfipravku ENTEROSGEL® se svym lékafem nebo
lékarnikem.

« V piipadé dlouhotrvajiciho prijmu je nutné se pfed uzivanim pfipravku
ENTEROSGEL® poradit s Iékafem za Gcelem stanoveni diagndzy zakladniho
onemocnéni.

« U déti by 1é¢ba prajmu méla byt doplnéna podanim dostate¢ného mnozstvi
tekutin, pfipadné perordlniho rehydratacniho roztoku, aby nedoslo
k dehydrataci.

« U dospélych osob se doporucuje béhem lécby pfipravkem ENTEROSGEL®
pfijem tekutin nebo peroralni rehydratacni roztok pro zajisténi spravné
rehydratace.

« Nepiekracujte doporu¢enou dobu lé¢by a neuzivejte spole¢né s jidlem,
abyste se vyhnuli mozné adsorpci vitaminud nebo Zivin.

« Pokud prijem trva vice nez dva dny, je nutné se poradit s Iékafem.

« Pokud mate horecku, krev ve stolici, znamky dehydratace, $est nebo vice
stolic béhem poslednich 24 hodin, soucasné priijem a zvraceni, silné
nebo neustalé bolesti bficha, vyhledejte co nejdfive lékaiskou pomoc,
zejména jde-li o déti.

« Neprekracujte doporucenou davku a neprekracujte doporucenou dobu
1é¢by.

« Promluvte si, prosim, se svym lékarem, jestlize v souc¢asné dobé uzivate
jiné stfevni adsorbenty, napfiklad pfipravky, které obsahuji aktivni uhli,
jil nebo kaolin. Vas lékaf vdm mozna poradi, abyste je neuzivali sou¢asné
s pfipravkem ENTEROSGEL®.

« ENTEROSGEL® neni indikovan k uzivani v pfipadé akutni chemické otravy
nebo predavkovani Iéky.

« NepouZzivejte po uplynuti doby pouzitelnosti uvedené na obalu.

ENTEROSGEL® Ize uzivat béhem téhotenstvi a kojeni. Je doporuceno
poradit se s svym lékafem, pokud se béhem téhotenstvi nebo kojeni
necitite dobre. Poradte se, prosim, se svym lékafem pred uzitim pfipravku
ENTEROSGEL®.

3.JAK SE ENTEROSGEL® UZiVA

« Uzijte potiebnou davku pripravku ENTEROSGEL®
po prvni fidké stolici. E
« Uzivejte ENTEROSGEL® minimélné 2 hodiny
pred uzitim nebo po uziti perordlniho Iéku.

« Uzivejte ENTEROSGEL® minimalné 1-2 hodiny '
pted jidlem nebo po ném. ,L‘/‘

« Pfed podanim roziedte davku ve vodé pokojové i
teploty.

« Sacek pouzijte ihned po otevieni.

« Tubu dobfe protiepejte pied otevienim
a kazdym pouzitim.

« Tubu pouzijte do 30 dn(i od otevieni. Q

Vek Dévkovani Jak casto

Do 1 roku 2,5 g (=1/2 ¢ajové Izicky) ziedit v 7,5-15 3x denné
ml vody.

1-6let 59 (= 1 ¢ajova Izicka) zfedit v 50-100 ml 3xdenné
vody.

7-14let 10 g (= 2 ¢ajové Izicky) zfedit v 50-100 3xdenné
ml vody.

15+adospéli  15gaz22,5g (=1 polévkova lzice 3x denné

nebo 1-1,5 sa¢ku) zfedit v 200 ml vody.

Doba lécby pFipravkem ENTEROSGEL® je:

« 3-5 dn( p¥i akutnim prijmu,

«Az 30 dnG u syndromu drazdiveho tra¢niku s prijmem. Pauza mezi
opétovnym uzivanim min. 3 dny.

« Pfed pouzitim u déti do tfi let je doporuceno poradit se s Iékarem.

« Na zacatku lé¢by (Den 1) mUzete zdvojnasobit prvni davku, a pak pokraco-
vat s jednotlivou dévkou po kazdé stolici. Prvni den maximalné osm davek.

«Béhem léc¢by chronického prdjmu mizete upravovat davkovani tak,
aby odpovidalo konzistenci a ¢etnosti stolice. Je mozné uzit dvojnasob-
nou davku az 3x denné, pokud je stolice fidka, nebo snizit na jednu davku
1x denné, jestlize je stolice normalni. Maximalné Ize uzit Sest davek denné.

« Lé¢bu pfipravkem ENTEROSGEL® preruste, pokud 1-2 dny nemdte stolici,
zvyste pfijem vody a pokracujte v [é¢bé po dalsi stolici.

4. MOZNE NEZADOUCI UCINKY
Zécpa, nevolnost (nauzea)
5.JAK ENTEROSGEL® UCHOVAVAT

« ENTEROSGEL® nesmi byt pouzit po uplynuti doby pouzitelnosti uvedené
na obalu.

« Uchovavejte mimo dosah déti.

« Uchovévejte ENTEROSGEL® pfi teplotach od 4 °C do 30 °C.

« Chrante pred mrazem.

» Nevystavujte nadmérnému teplu ani pfimému slune¢nimu zareni.

« Doba pouzitelnosti uvedend na obalu se vztahuje na fadné skladovany
neotevieny produkt.

Sacky

« Po otevfeni Ize kazdy sacek pouzit jen jednou.

« Sacky jsou na jedno pouziti a musi se otevirat bezprostiedné pred pouzitim.

« NepouZzivejte opétovné ¢astecné pouzité sacky, abyste zabranili mikrobial-
nimu znecisténi.

Tuby

« Po otevieni a kazdém pouziti uzaviete pevné victko tuby, aby nedoslo
k vysychani a mikrobialnimu znecisténi.

Pii vymackavani pfipravku ENTEROSGEL® z tuby nebo sacku se miize
objevit malé mnozstvi tekutiny.

6.0BSAH BALENI A DALSI INFORMACE

Slozeni: Polymethylsiloxane polyhydrate (hydrogel kyseliny metylkiemicité)
— 70 %, ¢isténa voda - 30 %.

Velikosti baleni

ENTEROSGEL® peroralni suspenze

—-Tuba 2259

-Tuba90g

—Sacek 15 g (10 sackd v baleni)

LIKVIDACE

Na likvidaci nepouzitého pfipravku ENTEROSGEL® se nevztahuji zadné
zvlastni opatieni. Pfipravek mize byt bezpecné vhozen do domaciho
odpadu. Obal Ize recyklovat.

Trvanlivost: do data uvedeného na obalu

Mate-li dalsi dotazy tykajici se uzivani pfipravku ENTEROSGEL®, obratte
se prosim emailem na: info@enterosgel.eu.

Tento pfibalovy letak je k dispozici téz v jinych jazycich na www.enterosgel.eu.
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ENTEROSGEL

Detoxifying agent

Gastrointestinal adsorbent for use in Acute diarrhoea

and Irritable bowel syndrome with diarrhoea

WHAT IS IN THIS LEAFLET

1.What is ENTEROSGEL® and what it is used for

2.What you need to know before you take ENTEROSGEL®
3. How to take ENTEROSGEL®

4. Possible side effects

5. How to store ENTEROSGEL®

6. Content of the pack and other information

1. WHAT IS ENTEROSGEL® AND WHAT IT IS USED FOR

ENTEROSGEL?® is an oral suspension indicated for the:
« Symptomatic treatment of acute diarrhoea.
« Treatment of Irritable bowel syndrome with diarrhoea (IBS-D).

ENTEROSGEL® is an oral intestinal adsorbent (enterosorbent) based on
organic mineral with adsorption capacity towards some toxic and harmful
substances in the gut (e.g. endotoxins, enterotoxins), physically binding
them to its surface, reducing stool frequency and duration of diarrhoea.

ENTEROSGEL® is expelled from the body with the stool, this way eliminating
the adsorbed toxins and harmful substances, which can be beneficial for
treatment of indicated conditions.

ENTEROSGEL® relieves symptoms of diarrhoea, abdominal pain, bloating
and urgency in IBS-D patients.

ENTEROSGEL® is free from preservatives, gluten, sugar, sweeteners, lactose,
fat, flavours, colouring, plant or animal-derived ingredients.

2. WHAT YOU NEED TO KNOW BEFORE YOU TAKE ENTEROSGEL®

Do not use ENTEROSGEL® if (contraindications):

« you are currently taking modified-release orally administrated medications.

« you have intestinal atony or intestinal blockage (sever constipation due to
bowel obstruction).

« you have intolerance based on prior use of ENTEROSGEL®

Precautions

« Do not use ENTEROSGEL® within 2 hours before or after taking oral
medication. ENTEROSGEL® may affect the absorption of some medicines
that are administered orally. If you are taking any medication, you may wish
to consult with your doctor or pharmacist regarding taking ENTEROSGEL®.

«In case of long-term diarrhoea you should consult a doctor to obtain
a diagnosis of the underlining condition before taking ENTEROSGEL®.

« In children, treatment of diarrhoea should be accompanied by plenty of
fluids which may include an oral rehydration solution (ORS) to avoid de-
hydration.

« In adults, it is advisable to consume water or an ORS during the treatment
with ENTEROSGEL® to assure proper hydration.

« Do not exceed the recommended duration of treatment and do not take
together with meals to avoid possible adsorption of vitamins or nutrients.

« If diarrhoeal symptoms persist for more than 2 days you should consult
your doctor.

« I there is fever, blood in your stools, signs of dehydration, six or more epi-
sodes of diarrhoea in the last 24 hours, diarrhoea and vomiting at the same
time, or a severe or continuous stomach ache, seek medical advice espe-
cially in the case of children as soon as possible.

« Do not exceed the recommended dose and do not exceed the recom-
mended duration of treatment

« Please, consult your doctor if you are currently taking other intestinal ad-
sorbents, for example treatments which contain activated charcoal, clay, ka-
olin. Your doctor may advise not to use them together with ENTEROSGEL®
treatment.

« ENTEROSGEL® is not indicated for use in case of acute chemical or drug
poisoning or medicinal overdose.

» Do not use beyond the expiry date indicated on the package.

ENTEROSGEL® can be used during pregnancy and breastfeeding. It
is advisable to consult with your healthcare professional if you are unwell
during pregnancy or breastfeeding. Please, consult your doctor before tak-
ing ENTEROSGEL®.

3.HOW TO TAKE ENTEROSGEL® Ei
w

« Take the necessary dose of ENTEROSGEL® after the first
loose stool.

«» Take ENTEROSGEL® at least 2 hours before or after taking "
oral medications. <+
« Take ENTEROSGEL® at least 1-2 hours before or after meal. i

« Dilute the dose in the water of room temperature before
its administration.
« Use sachet immediately after opening.
« Shake the tube well before opening and each use. Q
« Use a tube within 30 days after opening.

Age Dosage How often

Under 1years 2.5g (= 1/2 teaspoon) diluted in 3times
7.5-15ml of water. aday

1-6yearsold 5g (=1 teaspoon) diluted in 3times
50-100ml of water. aday

7-14yearsold 10g (= 2 teaspoons) diluted in 3times
50-100ml of water. aday

15+ and adults  15g to 22.5g (= 1 tablespoon or 3times
1-1.5 sachet) diluted in 200ml of water. aday

Duration of the treatment with ENTEROSGEL® is:

« 3-5 days for acute diarrhoea

« Up to 30 days for IBS-D. Break between repeated use should be at least 3 days.

« Prior to use in children under 3 years old it is advisable to consult a doctor.

« In the beginning of the treatment (on day 1) you can double the first dose
and then continue with a single dose after each bowel movement. Maxi-
mum 8 doses on the first day.

« During treatment of chronic diarrhoea you may adjust your dosage to suit
your stool consistency and bowel movements. You can increase treatment
to a double dose up to 3 times a day if your stool is loose, or reduce to
a single dose once a day if your stool is normal. Maximum 6 doses per day.

« Stop the treatment with ENTEROSGEL® if you do not have a bowel move-
ment for 1-2 days, increase intake of water and continue the treatment af-
ter the next bowel movement.

4. POSSIBLE SIDE EFFECTS
Constipation, nausea
5.HOW TO STORE ENTEROSGEL®

« ENTEROSGEL® should not be used after the expiry date on the package.

« Keep out of reach of children.

« Store ENTEROSGEL® at temperature between 4 °C to 30 °C.

« Do not freeze.

«» Keep away from direct sunlight and heat.

« The expiration date on the package refers to when the product is un-
opened and when properly stored.

For sachets

« Each sachet should be used only once after it is opened.

« Each sachet is disposable and should be opened immediately before use.
« Do not reuse partially used sachets to prevent microbial contamination.

For tubes
« Close the lid of the tube tightly after opening and after each use to avoid
drying and to prevent microbial contamination.

When squeezing ENTEROSGEL® out of the tube or a sachet some
amount of liquid may appear.

6. CONTENT OF THE PACK AND OTHER INFORMATION

Composition: Polymethylsiloxane polyhydrate (methylsilicic acid hydro-
gel) - 70%, purified water — 30%.

Package size

ENTEROSGEL® oral suspension
—Tube 225¢g

—Tube 90 g

- Sachet 15 g (10 sachets per pack)

DISPOSAL

There are no special disposal requirements for unused ENTEROSGEL®.It can
be safely disposed into the domestic waste. Packaging can be recycled.

Shelf life: Until date indicated on package

If you have any further questions about use of ENTEROSGEL® please
email: info@enterosgel.eu.

This instructions for use leaflet (IFU) is also available in other languages at
www.enterosgel.eu.

EXPLANATION OF GRAPHIC SYMBOLS USED ON PACKAGE:

@ Do not re-use

()
g Minimum shelf life g‘h Disposable packaging

C € Certified medical device

/), Dispose of used packaging in
LOT Batchcode L’) appropriate waste receptacle.

pp Packaging can be recycled.
A fee for the national packaging
M Manufacturer @ management system has been

paid for this packaging.
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30°C
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