Flamigel®

Indications

Flamigel® is a hydro-active colloid gel for the treatment of minor wounds which supports the
fast healing of skin by covering the wound and creating an optimal moist healing environment.
Flamigel® is used for post lasertherapy, on superficial burns (including those caused by radio-
therapy) and on minor wounds (e.g. grazes, cuts). Flamigel® may also be used for superficial
open wounds.

Properties

Flamigel® hydro-active colloid formulation can quickly help soothe the pain of minor wounds
due to its cooling effect. Flamigel® helps to create optimal healing conditions to accelerate cell
renewal, allowing the wound to heal fast and so reduce the likelihood of scarring. Flamigel® also
cushions the wound to provide a barrier against external contamination.

Flamigel® can be used for dry or wet wounds:

¢ In case of a dry wound Flamigel® turns the dry wound into a moist one (‘hydrogel” effect). The
dry wound absorbs the water contained in Flamigel® and promotes the dissolution of necrotic/
damaged tissue.

¢ In case of a wet wound, the hydrocolloid of Flamigel® is activated and consequently Flamigel®
absorbs excessive fluid from the wound and restores and maintains the water balance in the
wound (“hydrocolloid” effect).

How to use

Wash hands before and after treating the wound. Clean and dry the wound gently before applying
the gel.

For superficial burns and minor wounds (e.g grazes, cuts):

Carefully apply Flamigel® to the wound (without rubbing) once or twice per day (in case of
sunburn apply twice to six times daily).

If necessary, cover the wound with a plaster or dressing and change daily.

For superficial open wounds:

Apply a thick layer of Flamigel® (5 mm) to the wound minimising contact with the wound edges.
Cover Flamigel® with a sterile non-adhesive dressing and fix with gauze or a bandage. Leave
Flamigel® in place as long as the gel structure is intact.

When new skin cells start to form and the wound is closing, only apply a thin layer of Flamigel®
to prevent weakening. If necessary, protect the wound edges.

Open wounds: change daily.

clean dry apply cover

Removing the gel:
* Wash hands before and after removing Flamigel®.
¢ Flamigel® can be removed simply and painlessly with wet gauze.

Precautions

For external use.

Side-effects such as irritations or allergic reactions are rare.

Do not use Flamigel® when there is a known allergic reaction to parabens or any of the ingre-
dients.

Do not use Flamigel® on the eyelids or in the eyes. If Flamigel® comes into contact with the
eyes rinse the eyes with running water and consult a doctor.

On extensive weeping or infected wounds, consult a doctor before using Flamigel® because
other complementary treatments might be necessary.

If the wound becomes swollen, reddened or painful, or doesn’t start to heal within a few days
seek medical advice.

Stop immediately using Flamigel® if irritation or allergy occurs.

If any serious incident occurs in relation to the device, or your condition worsens, please
contact your doctor or pharmacist. This incident should be reported to Flen Health and the
competent authorities of your country (the distributor, see below, can give you details of who
this is). By reporting an incident, you can help provide more information on the safety and the
efficacy of this medical device.

Storage conditions

e Store at room temperature (< 25°C), in a dry place and in the original packaging.

¢ Close the tube after use.

¢ Once opened, and if recapped carefully, a tube of Flamigel® can be stored and used for
one year.

¢ Do not use Flamigel® after the expiry date shown on the pack. The expiry date (USE BY: Year/
Month) is the last day of the indicated month and year.

Ingredients
Hydrocolloid, Arginine, Purified water, Macrogol, Branch Chained Fatty Acid (BCFA), Methyl-p-
hydroxybenzoate (E218), Propyl-p-hydroxybenzoate (E216), Disodium EDTA.

How supplied
Sachet 4g. Tubes of 15g, 20g, 259, 40g, 50g, 100g and 250g.
Not all pack sizes may be marketed.
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Flamigel®

Pouziti

Flamigel® je hydroaktivni koloidni gel k Iécbé drobnych ran, ktery podporuje rychlé hojeni
pokozky tim, Ze ranu zakryje a vytvori optimaini vihké prostredi. Flamigel® se pouziva po laserové
terapii na povrchové popéleniny (véetné popalenin zplisobenych radioterapii) a na drobné rany
(napriklad Skrabance a fiznuti). Lze jej také pouzit na povrchové oteviené rany.



Vlastnosti

Flamigel® je hydroaktivni koloidni pripravek, ktery diky chladivému Ucinku pomahd rychle tisit
bolest drobnych ran. Flamigel® usnadriuje vytvoreni optimélnich podminek pro hojeni, a tak
urychluje obnovu bunék a usnadriuje rychlé hojeni s mensim rizikem zjizveni. Flamigel® také
Vvytvafi v rané bariéru proti kontaminaci zvenéi.

Flamigel® Ize pouzivat na suché i vihké rany:

* Suché rany rychle zvihéuje (hydrogelovy Ucinek). Rana absorbuje vodu obsazenou v pfipravku
Flamigel®, coz stimuluje rozpousténi nekrotické a poskozené tkang.

¢ Ve vlhkych randch je aktivovana hydrokoloidni slozka pifipravku Flamigel® a ten nasledné
absorbuje nadbytek tekutin z rany a obnovuje a udrzuje jeji vodni rovnovahu (hydrokoloidni
Ucinek).

Zplisob pouziti

Prred oSetfenim rany a po ném si umyjte ruce. Pfed aplikaci gelu rdnu jemné ocistéte a osuste.

Povrchové popéleniny a drobné rdny (napf. Skrabance a fiznuti):

Peclivé Flamigel® aplikujte na ranu (nevtirejte) jednou nebo dvakrat za den (v pfipadé spéleni

sluncem aplikujte dvakrat az Sestkrat denné).

Pokud to bude zapotfebi, zakryjte ranu néplasti nebo obvazem a denné jej méite.

Povrchové oteviené rany:

Na ranu aplikujte silnou vrstvu pfipravku Flamigel® (5 mm) a vyhybejte se kontaktu s jejimi okraji.

Aplikovany Flamigel® zakryjte sterilnim nepfilnavym obvazem a fixujte gazou nebo obinadlem.

Ponechte Flamigel® plisobit, dokud je struktura gelu neporusend.

Jakmile se zacne tvorit nova pokozka a rana se uzavird, aplikujte pouze tenkou vrstvu pfipravku

Flamigel®, abyste novou kiizi neoslabovali. Pokud to bude zapotfebi, chrarite okraje rany.

Oteviené rany: denné vyménuite.

odistéte osuste aplikujte zakryjte
Odstranéni gelu:
¢ Pred odstranénim gelu Flamigel® a po ném si umyjte ruce.

* Flamigel® |ze odstranit jednoduse a bezbolestné vihkou gézou.

Bezpecnostni opatieni

Pouze k vnéj§imu pouziti.

Nezadouci UCinky jako podrazdéni nebo alergické reakce jsou vzacné.

Pripravek Flamigel® nepouzivejte, pokud je pacient alergicky na parabeny nebo jinou slozku
pfipravku.

Flamigel® nepouzivejte na ocni vicka nebo do oci. Pokud se dostane do oci, oplachnéte je pod
tekouci vodou a poradte se s lékarem.

U rozsahle mokvajicich nebo infikovanych ran se pred pouzitim pripravku Flamigel® poradte s
|ékarem — moznd bude nutné aplikovat dalsf, dopliikovou lécbu.

Pokud réna otece, zrudne nebo bude bolestiva, nebo se do nékolika dni nezatne hajit, vyhle-
dejte Iékare.

Pokud se vyskytne podrazdéni nebo alergie, prestarite okamzité Flamigel® pouzivat.

Pokud se souvislosti s timto prostiedkem vyskytne jakéakoli zavazna nezédouci pfihoda nebo
pokud se Va$ stav zhorsi, kontaktujte prosim svého lékare nebo lékdmika. Tuto nezadouci
pihodu je nutné ohlésit spolecnosti Flen Health a piislusnym tradim ve Vasi zemi (informace
0 nich Vam poskytne distributor - viz nize). Ohlaenim nezédouci pihody miZzete poskytnout
dalsi informace o bezpecnosti a icinnosti tohoto zdravotnického prostredku.

Podminky uchovavani

* Uchovévejte pii pokojoveé teploté (< 25 °C), v suchu a v plivodnim obalu.

¢ Po pouziti tubu uzavrete.

* Po otevieni, pokud je tuba vzdy znovu peclivé uzaviena, Ize piipravek Flamigel® uchovavat a
pouzivat po dobu jednoho roku

* Flamigel® nepouzivejte po uplynuti doby pouZitelnosti uvedené na obalu. Doba pouzitelnosti
(USE BY: rok/mésic) je posledni den uvedeného mésice a roku.

Slozeni
Hydrokoloid, arginin, ¢isténa voda, makrogol, mastna kyselina s rozvétvenym fetézcem (BCFA),
methyl-p-hydroxybenzoat (E218), propyl-p-hydroxybenzoét (E216), disodium EDTA.

Jak se doddva
Sécek 4 g. Tuby po 159,209,259,409,50 g, 100ga250 g
Na trhu nemusf byt véechny velikosti baleni.

Flamigel®

Evéeigeig

To Flamigel® eivat pia uSpoevepyr koMoeidiic yéhn yia ) Bepaneia pikpwv mnywv. ZupBaiher o
Ypryopn emoulwon Tou dépuatog, kahumtovTag T mnyr Kat dnpioupywvtag éva katdAnha vypo,
Bepameutikd mepiBaMov emouhwong. To Flamigel® xpnoipomoteital petd m Bepaneia pe Mélep,
0g em@avelakd eykavpata ((€ato vepd i Addl, poupvog, oidepo, pdtt koulivag, xnpiké ouoieg,
aktvoBepareia) kat oe pikpd Tpavpata (my. ekdopéc, koyipata). To Flamigel® pmopei, emiong, va
Xpnotpomoindei oe eM@avelakd avolyTa Tpadpata.

1610t TEQ

To Flamigel®, yapn otn SpooioTikr Kat katampadviki Spdon e udpoyéng Tou, Bondd otn ypriyopn
avakou@ion amé Tov movo Twv piKpwv mnyav. To Flamigel® BonBd ot Slapdpewon davikiv
OUVBNKWY EMOUAWGNG POKEIUEVOU var EMTauVEE( N SladIKasia avavéwong TwV KUTTAPWY Kat EMTPEMEL
™ ypnyopotepn emovhwon ¢ mMnyi¢ petwvovtag Ty mbavétnTa eupavionc oulwv. Emmiéov, o
Flamigel®, Snpioupywvtag oty em@daveia e mANyrA¢ éva MPOOTATEUTIKO GIAY, TNV TIPOCTATEVEL AMO
€CWTEPIKEC EMUONIVOEIG,

To Flamigel® propei va xpnotpomoinei oe Enpéc (oTeyveq) 1 uypéc minyéc:

* YV mepintwon Enpov Tpavpato, To Flamigel® petatpénel 1o Enpd tpadpa ot evudatwpévo (Spdon
“uBpoyéNng’). To Enpd Tpadpa amoppoga To vepd Tou Tepiéxetat ato Flamigel® mpodyovtag Ty
amoouvBesn TOU VEKPWHEVOU I} KATESTPAUHEVOU 10TOD.

© TNV TIEPIMTWOT UyPOY TPAUHATO, EvepyoToleital To upokoMoeISé Tou Flamigel®. Etal, To Flami-
gel® anoppogd To umtepPoAIKS LyPd TN MANYAC, AMOKABIOTAVTAS Kal SIaTPWVTAC TNV 16oppoTTia
™G vypaciag otnv mnyr (Spdon “udpokoMogidouc”).

Tpémoc xprong

M\évete ta xépla gag TPV Kal PETA TV TEp
TIPOGEKTIKA TNV TANYR TIPIV EQAPHOCETE T YEAN.
[a emoavelakd eykavuara kai uikpd Tpavuara (. exopéc, kopiuata)

Am\wote mpooekTika To Flamigel® otnv mAnyr (xwpic va To Tpiete) pia i SUo popéc Ty nuépa (o€
TIEPIMTWOTN NMAKOU EYKAUKATO, EPAPHOTTE SUO e £€1 popéC TV NUEPQ).

Edv eivat amapaitno, kahoyte Tv mnyr pe yala i emiBepia, to oroio Ba aNalete kabnuepva.

[ia em@avelakd avoikTd Toaduara

Amwote éva may0 otpwpa Flamigel® (5 mm) otnv mAnyr, ehaxioTomolwvTag Ty Emagr pe Ta dkpa
e mnyAc.

KaNoyte o Flamigel® pe amooteipwpévn pn autokOMnTn yala Kat oTepewoTe e emideaio. Apriote
0 Flamigel® oto onpeio epappoyig Tou yia 600 Sidotnpa n Sopr) Tg yéAng mapapiéver avalloiwt.
‘Otav apyioouv va oxnparifovta Ta véa KUTtapa Tou Séppatog kat n minyr apyiler va Kheivel,
£QapHOOTE POVO éva Nemto oTpwpa Flamigel® yia va amogevyBei 1 e€aabévion Twv 10Tv. Edv eivat
anapaitnTo, TPOOTATEYTE Ta AKPa TG MANYAG.

Avoiktd tpaduara: kaBnpepiviy aNhayr.

0

inon ¢ mnyic. pi

Kal OTEYVWOTE

KkaBapiote OTEYVWOTE amwote KaNOYTE
Apaipeon e yéc:
o [\évete Ta xépia oag v Kal METa Ty agaipeon tou Flamigel®.

¢ To Flamigel® pmopei va agpaipeBei amhd kat avwduva pe vypr yala.

Npogulaéerg

* Tia E§WTEPIKN XProN.

o AvemBOpNTES evépyetec OmwG epeBiapioi 1) aNNEPYIKES VTIBPATELG, Eival OTIAVIEC

* Mn xpnoipormoteite To Flamigel® otav eivat yvwoto ot undpyet aNepyikr avtidpaon ota parabens i

o€ omolodrmoTe GO ard Ta GUOTATIKA TOU TTPOTOVTOC.

Mn xpnatponoteite To Flamigel® ota BAégapa rj ota pdtia. Ze mepimtwon mou to Flamigel® é\Bel o€

€MaQN e Ta paria, EEMUVETE pe TPEYOUpEVO VEPD Kat aupBouleubeite To yiatpo oag.

T eKTeETapéveq MANYEC pe umepPBONKY EKKpIon Uypwv 1} € poAuapéve MAnyéq, oupBouleubeite

Yiatpd mpiv xpnotpomotoete To Flamigel® kaBug pmopei va amartotvTat kot GAAEG GUUMANPWHATIKEG

aywyéq.

* Edv n minyn epgavioet oidnua, epuBnpa 1 Tovo 1 €dv Sev apxioel val ETOUNWVETAL PETT OE PEPIKES
neépeg, {ntroTe ™ oupBoul yiatpou.

e EQv gioTe £ykuog 1 Bnhalete, oupBouleubeite To yiatpo mpiv xpnotponotoete To Flamigel®.

Alak6yte apéowg T xprion Tou Flamigel® eav epgaviotei epebiopoc i alepyia.

e mepintwon omotoudrimote coPapou cupPAavtog G oxéon pe To TPOIOV, N} GV N KatdoTaor
oag embevwlel, MapaKaE(OTE val EMKOIVWVATETE ME ToV YIATPO 1) ToV papuakomold oac. To ev
Noyw oupBav Ba mpénel va avagepbei oty Flen Health kai oTic appddieg apyég e xwpag oag (o
Stavopéag, BN mapakdTw, UMopei va oag SWOEL AETTOEPEIES Yia TO TIOIEC €ival QUTES). Méow g
avapopds evog ouppavtog, pmopeite va Bonbrioete ot GUAOYN TEPIGOGTEPWY TTANPOPYOPIV
OXETIKG P TNV A0@ANEL KAl TV AMOTENEGPATIKATATA TOU TTAPOVTOG [ATPOTEXVONOYIKOU TIPOTOVTOG,

TuvBrkeg uAagng

o Na guhdooetal o Beppokpacia Swpatiov (< 25°C), oe &npd mepiBaMov, péoa otV apxiki
ouokevaoia.

* K\eiveTe T0 OWANVAPIO HETA T XprioN.

* MeTd 10 Gvotypa Kat pooov enavatomoBetnBei To Kamakt MPOCEKTIKG, To owAnvapto Tou Flamigel®
umopei va guhayBei kat va xpnotporoinbei yia éva étog

* Mn xpnotpomoteite To Flamigel® peta mv nuepopnvia Aéng mou avaypdgetat otn ouokevaoia. H
nuepopnvia Miéng (USE BY: Year/Month) eivat n TeNeutaia npépa Tou avaypa@opevou priva kat
¢touc.

ZuoTaTIKG

Y8pokoMoedég, apywivn, kekabappévo USwp, mohuaiBulevoylukdhn (macrogol), Nimapd oféa
Siaxkhadilopevng ahuaidag (BCFA), p-udpofuBevloikd peBohio (E218), p-uSpoduBevioikd mpomohio
(E216), Sivatpio EDTA.

Mg Satibetan /
(akehdki 4 g. Zwhnvapla twv 15g, 209, 259, 40g, 509, 100g kat 250g.
Mmopei va pnv KuKAopopoUv ONEG O GUOKEVATIEC.
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