SILBEN rectal

Epsilon Health

OpBika vtoBeTa

Mpv ¥pnotponolfoste o npoioy, Slapdote Tic odnyieg yprong kuBwe MeplEouy anpaviikeg Thnpopopise yia Tov acBsvn og OTL
apopd TNV yprion Tou npoidvtog. Kpatiote Tig obnyieg ypAoeig yia va pnopécete va g favadafdacetes sav ypeiaotei

MEPIFPA®H TOY IATPOTEXNOAOTIKOY BOHOHMATOXL

To Silben Rectal Epsilon Health sival éva wtpoteyvoloyikd fofnpa mou
npooplfeTal yia opfuki yphon. Eva vnoBeto To onoio elodystal péoa
oTOV NPWKTIKG cwhfva, PETA and enogn pe tn PAEvwn nou naopayetal
puoohoyikd and To kahvkoeldn k0TTapa Tou opBikou Phevvoyavou,
oYNuatifel endvw atnv enupavela Tou Bhevvoydvou £va MPOCTATEUTIKG
nepiBAnpa pe Phevvonpookehhntikéc 1BloTNTEG, AUTd MPOCTATEDEL KAl
Berruavel Ty evoddTwan Tou opBikod BAEVVOYIVOU,

Meplypogn: Mnel £we avonto koge unoBeto, opfga topridng,
yopakTnpIoTIKG oopn fouTupikob oEgoc.

IYNBEIH

‘Eva opBikd undBeto Silben Rectal Epsilon Health pdpoue 29 mepigysy
BouTupikd vatplo, akywikd varplo, kappofupsduhokutTaplyn, Tpiyhuke-
pifia kopeopévwy hinapuv ofEwy pe v mpaoBkn povo- kat Biyhukept-
iy,

FENIKEE NAHPO®OPIEL wat EMAEIZEIZ

To watpateyvohoyika Bon@nua Silben Rectal Epsilon Health npoopietal

yla opBLKN (oRan NPOKELNEVOD Va

*  OMOKOTOOTAGEL QUOIKA TN puolohoyikn katdotacn tou opko
BAEVYOYGYOU,

« umoatnplfer v avayéwwnon bofpwoewy, puypuy kar dhhwy
ghatTwpaTwy atav oplikd Phevvayova,

+ OVOKOUQIOEL Omd T EMWBUYA CUPTTWHATA TWV KEVWOEWY Ta omoia
oyetifovrat pe BAafeg oto em@nho f pE TNV mapousia puag
pheypoviadoue Sinbikagias aTov MpwKTo,

= UMoOTRRIESL THY avayEWWnen TWY ITWY TOU TPWKTIEOD Swhniva PeTd
and yelpoupyelo f aktvoBepanela.

TPOMOZ APAIHI

To watpoteyvohoyikd Pordnpa Silben Rectal Epsilon Health aynpatifet
EMAVLW oTNV EMLpdveln Tow opBikald BAEVveyavou gva mepifhnya pe moAd
koA PhevvonpookorAnTIKEC Bi0TnTEC (Npookahhnon) kai botnTeg
vnhot ppoypol. O¢ anotéAeapn, npooTatelel kal evebatwvel To opld
Kl anUatifel éva meptPakhoy ow EVVOEL TN PUGIKR aMOKAaTAoTAGN TAS
PUOLCADYIKNG KATAGTAONG Tou MpwkTikeld Bisvwoydvou. Apa atoug
iotolc Tou oplol pe PUOLKG TROMa, APEYOVTAG UNXAvIKR pasTadia.

To unaBeTo Exel TRV KavOTTA va SloykwveTol ypriyepa kal va Satnpei
v Bopr Tou katd ) Swafpoys Tow, Ydpn oy omola mapdyel £va uypd
neplfhnpa ote opBo pe onpoviko (fwbeg, nhooTkdTnTo KOl KAAES
1HOTNTES @paypol.

TPOMOZ XPHIHE

Avouypa tou blister:

Avotypa Tou blister - To undBeto mpénel va apapeital and to blister
oKp R mply anad tny xpnon. Na va To KAVETE auto, KOWTE Tov MEPLEKTN
KaTd prikeg ota onpeia Suatpnong ka avoifTe Ta pukha Tou MEPIEKTN.
I guvéyeta, feTuhiETe To UMOBETO Kal MPOCEKTIKA apaIpEGTE To anod
10 blister. To undfeto Sev npénel va apopeital and ) ovokevasio e
migon.

Xprion:

[1piv TV Epappoyn ToU NROIGVTOE, MAUVETE KOl GTEYVLWGTE T0 YEQLO 0O,
To unoBeTo Mpenel v TomefeTn8sl MPOTEKTIKG GTOV TIPWKTIKS JwARva.
Elval mio Bohlkd va elodyets 1o undBeto oto opfd oe mAdyia, famhwTd
Beon, pe ehappwe hoyiopeva mobia. IuoTAveTal va Epappolete 1o
undBeto katd tn Sdpkela T viytag, NAOVETE Ta yEpla gag PETA TN
Apfon Tou npoidviog.

Ta opBixa unofsTa pnopoty va ypnowonondodv yia 5 nuepes. H ypron
Tou mpeldvTog katdmy oupfoukig yiatpod pnopel va napatalel yia Ewg
10 quépes. LuoTAvetal va ¥pnoidonoteite éva undBeto kard 1 Sdpkela
e viyrag. To ypoviko SideTnua avageoa oty NPwTn KaL Ty ENapevn
gpappoyr Tou umdBeTon dev mpémel va eival pkpdTEpo and 24 wpeg.
AkohouBhGTE Tov cuvIGTWHEVE TpaTo ¥pRong.

MPOEIAOMNOIHIEIL KAl ANTENAEIZEIZ

Kipieg avtevieifaig:

1. Yngpeuawdnoia of onolodMoTE OUSTOTIKG TOU TIEPLEYETAL OTa
unoBeTa.

2. Meomhacpamikéc akhaysc opBod,

3. Iopapdc, oflc ndvog atny MERLOYT TOU MPWKTOD.

4, Awoppayia ang To op8o, aulcpuntn i KATd TNV KEVWoN, avdyviwpile-
TOL WG EVTOVD KOKKIVO aipa aTa Kampava,

H avtévbelfn 1 dlatunwdnke atn faon puag avakuane kivblivou Katd 1o

aradlo tou oygedioopod. O avievieifeig 2,34 Buatunwenkay pe fdon tny

YVWon OTL ol KAWIKEG KATQOTAGELS MOU avapEpovTal OF OUTEC TIG

EVOTNTES anarody Ty cupBouhn ylatpod. & aUTES TIC MEPIMTWAELS, T0

latpotexvohoyikd Bonénuo Silben Rectal Epsilon Health pnopel va

gpnapomondsi pove PeTd and pnTa TRk abataarn.

Mposbomojoeig:

- To npoldv Bev £yl kapia emibpacn oty wavetnTa obdfynong kot
KELPLOHOU PRyavipaTwy.

< Mnv ypnolponoieiTs To npoliv £av N GUOKELOOIO Eival KAOTEGTPAYpE-
V).

+ Mnv ypnowenolelte To mpoidy petd Ty nuepopnvia hREng mou
avaypLPETaL OTNY CUOKEUADIA,

= My ypnolponeieiTs To npoidv £Gv [ oudkevasia eival KaTesTpauys
i ) ahhotwpévn mpiv Ty avolEeTe yia Tpe T gopd.

+  To mpoiov npoapiferar yia evijhies.

- XpnolgomoifoTe To Tpoldv KAt Th SdpKeld TG EYKUPOOUVRG KoL
tow Bnhaopod pove ET and pnin Wrplkn olotaor).

« Mnv ypnowgoncieiTe Tautoypova pE alha opBwd mpoidvta Kol
pApUAKE JplC va ouNPOVAEUTETE TOV yIaTpd oag.

+ Mnv yprowponowelte 1o Silben Reclal Epsilon Health koAmud.

To Silben Rectal Epsilon Health mpoopietar pdve yua op@uwkn yprRan - va

uny AauBdavetal and To oTop.

ANOBHKEYIH

GUAGODETE OTNY apyik Tou ovokevacin, of Beppoxpocia Bupatiou:
15-25°C.

KpaTAoTe pakpud amd pepn mou unopody va npogeyyicouy pikpd naidid,
MpooTatedaTs ané To AUETD NALGKE Puwg, T BEpPOTHTA Kal Ty uypagic
Mnv ypnowpcnoleite To mpoldv petd Ty nuepopnvia Anfng mou
avoypapeTaL oM CUCKELAGO,

Mnv yonoiponoielte To npoidy edv n ouokevacia elval KateaTpappévn M
arhowapeyn npw TNy avolfETe yio mpuitn popd.

AlaBERPES CUOKEDATLES:

2 blisters pe 5 undbera exaora (10 unoBera) kol Eeywplotd evBera
guoKsuaoiag

1 blister pe 5 unoBera (5 unoBeta) kat EexWwplaTd EVBETO GUOKEULOLOG

To papog £vac unoBetou eival nepinow 2.0 g.

Napaywyég:

LABORATOIRE LIDEAL Parisien Ltd,
B Ogrodowa Str,

32-064 Niegoszowice, Poland

AVTITPOGIITOS:

NEEITOPAE BAAXOEL ILK.E. - "EPSILON HEALTH"
Ap. [LEM.H. 058311004000

K. Mahapd 4, 555 34 MuAaia, Beaoakovikn, EAhada
T+30 2310 941 150, +30 2310 941112

Fax, 430 2310922553

www.epsilon-health.qr

Hpzpopnvia avalBswpnone Twy KEpPEvwy Tow eyyelpibiou
Tedyog 04 arig 15.02.2022




SILBEN rectal

Epsilon Health

Rectal suppositories

Before using the product, read the instructions for use, as it contains important information for the patient on the use of the product.
Keep the instructions for use so that you can read them again if necessary.

DESCRIPTION OF THE MEDICAL DEVICE

Silben Rectal Epsilon Health is a medical device intended for rectal use, A
suppository inserted into the anal canal, after centact with the mucus
produced physiologically by the goblet cells of the rectal mucosa, creates
a protective coating on the mucosa surface with mucocadhesive properties,
This protects and improves the hydration of the rectal mucosa.

Description; Beige to light brown suppositories, torpedo shape, distinct
butyric acid edar.

COMPOSITION

One Silben Rectal Epsilon Health rectal suppository weighing 2 g contains:
sodium butyrate, sodium alginate, carboxymethylcellulose, triglycerides of
saturated fatty acids with the addition of mono- and diglycerides.

GENERAL INFORMATION and INDICATIONS

The medical device Silben Rectal Epsilan Health is intended for rectal use

in order to:

« restore the natural physiological state of the rectal mucosa,

+ support the regeneration of erosions, cracks or other defects in the
rectal mucosa,
alleviate painful symptoms of emptying asscciated with damage to the
epithelium or the presence of an inflammataory process in the rectum,

+ support the regeneration of anal canal tissues after surgery or
radiatherapy.

HOW THE PRODUCT IS ACTING

The medical device Silben Rectal Epsilon Health produces a coating an the
surface of the rectal mucosa with very good mucoadhesive properties
{adhesion) and high barrer properties. As a result, it protects and
maoisturizes the rectum and creates an environment conducive to restoring
the natural physiclogical state of the rectal mucosa. It acts on the rectal
tissues in a physical way, providing mechanical protection.

The suppasitory shows the ability to swell quickly and maintain its
structure when wetled, thanks to which it produces a moist coating in the
rectum of significant viscasity, plasticity and good barrier properties.

HOW TO USE

Opening the blister:

Opening the hblister - the suppository should be removed from the blister
immediately before its use. To do this, tear off the foil along the
perforation and open the foil leaves. Then uncover the suppository and
carefully remove it from the blister. The suppository should not be
extracted by squeezing.

Usage:

Befare applying the product, wash and dry your hands.

The suppository should be carefully placed in the anal canal. It is most
convenient to insert the suppository into the anus in a lateral, lying
position, with slightly tucked legs. It is recommended to apply the
suppository avernight. Wash your hands after using the product.

Rectal suppositories can be used for 5 days. The use of the product in
consultation with the doctor may be continued for up to 10 days. It is
recommended to use one avernight. The interval between the first and the
consecutive application of the suppository should not be shorter than 24
hours. Follow the recommended use.

WARNINGS AND CONTRAINDICATIONS

The main contraindications:

1. Hypersensitivity to any substance contained in suppositories.

2. Neoplastic changes of the rectum.

3. Severe, sharp pain in the anal area.

4. Bleeding from the rectum, spontanecus or during a bowel movement,
understacd as bright red blood on the stoals.

Contraindication 1 was formulated on the basis of a risk analysis at the

design stage.

Caontraindications 2, 3, 4 were formulated on the basis of the knowledge

that the clinical conditions listed in these sections require consultation

with a physician. In these cases, the medical device Silben Rectal Epsilon

Health may be used only on an express medical prescription.

Warning:

« The praduct has no influence on the ability to drive and operate
machines,

+ Do not use if package is damaged.

+ Do not use the product after the expiry date marked on the packaging.

+ Do not use the product if the packaging is damaged or tampered with
befare opening it for the first time.

«  The product is intended for adults.

= Use the product during pregnancy and breastfeeding only on explicit
medical preseription.

+ Do not use while using other rectal products and medications without
consulting your doctor.

+ Do not use Silben Rectal Epsilon Health vaginally.

Silben Rectal Epsilon Health medical device intended anly far rectal use -

do not consume.

STORAGE

Stare in original packaging, at room temperature; 15-25°C. Keep out of the
reach of small children.

Protect against direct sunlight, heat and moisture. Do not use the product
after the expiry date marked on the packaging.

Do not use the product if the packaging is damaged or tampered with
before opening it for the first time.

Available packaging sizes:

2 blisters of 5 suppositories (10 suppositories) with an individual package
insert

1 blister of 5 suppositories (5 suppositories) with an individual package
insert

The weight of one suppository is approx. 2.0 g.

Manufacturer:

LABORATOIRE LIDEAL Parisien Ltd.
8 Ogrodowa Str.

32-064 Niegoszowice, Poland

Distributor:

MESTORAS VLACHOS P.C.- "EPSILON HEALTH"
G.E.MI. number: 058311004000

K. Palama 4, 555 34 Pilea, Thessaloniki, Greece
T+30 2310947 150, +30 2310 941112

Fax. +30 2310 922553

www.epsilon-health.gr
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