Fé€An GIAIKOVNG KATA TWV OUAWV
Gel pentru tratarea cicatricilor
Scar therapy gel

[GR] MAnpopopieg yia Tov
acBeviy

To Strataderm givat pia Taxéwg avto-
otaBepomnoloVpevn YéEAN amd GIAIKO-
vn, pn KoOAAWSNG Kat Stavyng, yia tn
Oepameia ovAWVY, TAAAIWY KAl VEWV.

To Strataderm e@apudletal eUKOAa o€
KABe Teploxr] TOL OEPUATOC, AKOWN Kal OE
EKTEDEIEVEG TTEPIOXEG OTIWG TO TTPOCWTIO
KAl O auyévag, ol aPBPWOEIC Kal TIEPIOXEC
KOAUVPHEVEC amtd TPIXWTO XwpIg va amat-
TelTal amopAKPUVON TWV TPIXWV.

Otav  xpnoldomoleital - KatdMnAg, TO
Strataderm otepeomoleital Taxéwg Snpi-
OUPYWVTAC £Va AETTTO PUANO OINIKOVNG, pia
TIPOCTATEVUTIKY HEPBpdvn n omola eival
nulamepatr (semi-occlusive). Autr) evu-
OATWVEL KAl TIPOOTATEVEL TIC OUAEC ATTO XN
HIKR Kal pikpoPlakry dirdnon, emrpémno-
vtag v opaloroinon ¢ Sadikaciag
TIAPAYWYNG KOMaYOVOU 0TV OUAI Kal Te-
AIKA TN QUGIOAOYIK) ETOUAWON.

To Strataderm mPOKAAEL UTTOOTPOPN Kal
opalomoinon Twv oUAWY, avakou®ilel
ané Tov kvnouod kal tn duopopia, Kal
LEIWVEL TNV €pUBPOTNTA KAl TOV aTo-
XPWHATIONO NG emdeppidag mou mpo-
KaAoUV Ol OUAEG.

To Strataderm avantuxBnke yla xpron
o€ KaBe €i6o¢ OLAAC TepINauPavoue-
VWV KAl QUTOV TTOU TTPOKaAoLVTaAl amo:
VEVIKEG KAl KOOUNTIKEG  XEIPOUPYIKEG
eMePPACELC, TpaAUUATA, XPOVIA EAKN,
eykavpata, SryHata, akpry kal AANEG
OEPUATIKEG TTABNOELC.

O1 mpoopata Avabewpnuéveg Alebveic
KAVIKEG YUOTACEIG Yl TN O€PAMEUTIKN
Avtipetwrion twv Oulwv emBepaiwvouy
OTL N YEAN OIAkOVNG Ba mpémel va Xpnol-
HOTIOLE(Tal WG TPWTNG YPauUnG Bepareia
Yia TNV APXIKH QVTILETWITION TWV OUADV
Kal yla Tnv mpoAnyn dnuioupyiag ouAwv
Kal XnAoeldwv*

Evdedetypévn xpron

To Strataderm xpnolpomoleitat yia tnv
mPOANYN kat T Bepareia xNAoeldwv Kal
UTIEQTPOPIKWY OUAWV.

To Strataderm pmopei emiong va xpnot-
pomoinBei oe cuvSUAOUO PE EMEPRATIKEG
1EBOSOUC PEWONE TwV OLAWY, WOTE va
BeAtwoel TO QIOBNTIKO  ATTOTENEOUQ,
OTIWE XEIPOUPYIKK) EKTOWN Kal CUYKALON,
evOoBAafikr éyxuon OTEPOEdWY  Kal
XPNON TIECTIKWY EMEECUWY (UETA TNV
emOnAomoinon Tou TPaUPATOC).

To Strataderm givat katdMnAo yia maidid
1| dtopa Ye svaiobnTo Oépua.

To Strataderm eival ao@aAAéC yia xprion
Katd TN OldpKEld TNG €YKLHOOUVNG, OF
OAn TN Slapkela Tou BnAacpol kal o€
Bpeon.

06nyiec xprione

‘Otav xpnotpoToleite yia mpw
9opd Ta cwANVApIa TWV 5, 10 &
20 g, apaip£CTE To KaméK!
TIPOCTAIAG, KGWTE TO OTGHIO TOU

A iou kat {oTe petd
™ xpron.

Sta owhnvépla Twy 50 g,
agaipéote To Kandki mpootaciag,
OTN CUVEXEID APAIPEDTE TO
TIPOOTATEVUTIKG KAAUMHA Kat

HETA TN Xprion.

BeBaiwbeite 611 n oUAR gival kabBapr kat
oTeYVr. AMAWOTE Wia TTOAU AETTTr) OTPWon
Strataderm otnv OUAR Kal A@roTeE va
otepeonolnOet.

To Strataderm Ba mpérmel va epapudletal
pia eopd v nuépa rj dUo PopéC ot
EKTEDEIEVEG TTEPIOXEG 1) OTIWG OOG EXElL
OUOTACEL O YIOTPOG 0aG. Ma KaAutepa
anoTteAéopata To Strataderm Ba mpérmel
va Tapapével os emaen pe 1o §épua yia
O\o TO 24wpo.
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OTav epapUOOTEl CWOTA O EKTEDEIUEVEC
TIEPIOXEC, TO Strataderm otepeomoleital
og 3-4 Aentd. Edv mapapével vwmd mé-
pav autou Tou Xpoévou mBavd. Exete
EPAPUOOEL TIEPIOOOTEPO ATTO OO0 XPELA-
(etal. ATIOHAKPUVETE TNV TiEPICOEIQ e
yala 1y kaBapd XapPTOpAvTINAO Kal agn-
OTE TO UTTONOITIO VA OTEPEOTIOINDEL

ApoU atepeomolindel, To Strataderm prmopet
va KaAupBel amd avtnakr Kpéua, pHakiyiad,
TIESTIKOUG EMOECUOUC ) EKLIAYEIQL

Zuviotwpevn didpkera Oepaneiag

H xprion Tou Strataderm cuviotdtal ya
60-90 nuépec kat eldxioto (24 wpn/
7huepn €pappoyn). MeyohUTepes Kal
TTOAQUIOTEPEG OLAEG TBavA va xpela-
OTOUV TIEPIOOOTEPO XPOVO. ZUVIOTATAL N
XPHon éwg OTou Gev PalvVETAL TIEPAITEPW
Bertiwon TG OUAAG.

Moco Strataderm Ba xpsracT®

» To Strataderm 5 g emapke( yla
Bepareia eUBVYPAPUNG OUANG UNKOUG
2-3 ek yla mévw anod 90nuEpe.

« To Strataderm 10 g emapkei yia
Bepareia eUBVYPAUNG OUANGC UKOUG
5-7 ek yla mavw anod 90nuUEPEC.

« To Strataderm 20 g emapkei yia
Bepareia eUBVYPAUNG OUANC U KOUG
10-14 ex yla mavw and 90nuEpeEC.

« To Strataderm 50 g emapkei yia
Bepameia PAGBNC euPadol 6x12 ek
yla mavw anéd 90nuEPEC.

Mpoooxn

« Movo yla eEWTEPIKA Xpron.

« To Strataderm &ev Ba mpénei va

€QapUOCETAl 08 eyKAUPATA TPITOU

Babuou r og avolxtd Tpavpata

(1N emBnAoToINUéVa TpaALUATA).

To Strataderm Sev Ba mpénet va

€PXETAL OE EMAPH| HE TOUG PAeVVOYO-

VOUG 1] TOUG 0pBaALOUC.

To Strataderm &ev Ba mpémet va

epappoleTal Tavw amd AAeC

Bepareiec Tou HEPATOC XWPIG TN

OUMBOUAR ToL ylaTpoU oag.

To Strataderm pmopei va pumdvel ta

pouxa av dev éxel otepeomolnOel

eVTEAWC. EQv auto oupPel, To oteyvo

KaBApIopa Umopei va apalpécel To

Strataderm ywpic va umootei kamola

BAARN To LEacua.

l'a owotr) eUAGEN, TTAPAKOAW

A0PANOTE TO CWANVAPIO JE TO KATTAKI

HETA TN XPNON.

Edv mapatnpenBei epebioud,

OIOKOWPETE TN XPron Kal CUPBOUAEL-

Belte 10 ylaTPO CAC

Duhagete pakptd amd maidia.

+ Mn XPNOIMOTIOLE(TE PETA TNV
nuepopunvia Ajéng (EXP) mou
avaypAEeTal 0TO CWANVAPIO.

- Aev amartouvral e10kEG pébodol

anmdppPnc yia To Strataderm.

MNapakaAw akoAOUBAGTE TOUC

EYXWPLOUC KAVOVIOUOUG OXETIKA UE TNV

anoppun.

Evtog tng Eupwmaikng évwong,

ooBapd cupRdvta oxeTi{opEVa HE TN

xpron Tou Strataderm Ba mpémet va
avagépovtal otnv Stratpharma kat
otnv avtiotoyn apuddia apxry otn

Xwpa mou Bpioketal o xprotnc

Yuotatika: Polydimethylsiloxanes,
siloxanes, alkylmethyl silicones

[RO] Informatii pentru pacienti

Strataderm este un gel transparent,
nelipicios, cu uscare rapida, pentru
tratamentul cicatricelor recente sau
vechi.

Strataderm poate fi aplicat cu usurinta pe
toate suprafetele cutanate, inclusiv pe zone
expuse precum fata sau gat, cat si pe joncti-
uni sau zone acoperite de par, fara sa fie ne-
cesara indepartarea in prealabil a acestuia.

Aplicat corect, Strataderm se usuca si for-
meaza una membrana din silicon, pelicu-
la protectoare permeabila la gaze si rezis-
tenta la apa, care hidrateaza si protejeaza
cicatricea de patrunderea agentilor chi-
mici sau bacterieni, favorizand sinteza
normala de colagen si prevenind dezvol-
tarea anormala a tesutului cicatriceal.

Strataderm este destinat pentru aplatiza-
rea si hidratarea cicatricelor, inlaturarea
pruritului sau disconfortului asociat, cat
si pentru reducerea eritemului sau
depigmentarii tesutului cicatriceal.

Strataderm este recomandat pentru tra-
tamentul cicatricilor de orice tip, inclusiv
a celor rezultate in urma chirurgiei gene-
rale si estetice, traumatismelor, plagilor
cronice, arsurilor, muscaturilor, acneei
sau alte afectiuni cutanate.

Ultimul Ghid International de Protocol
Clinic in Managementul Cicatricelor a re-
confirmat gelul siliconic ca terapie de pri-
ma intentie in managementul initial al ci-
catricelor si profilaxia hipertroficelor si
cheloidelor*

Indicatii

Strataderm gel este recomandat pentru
profilaxia si tratamentul initial al cicatri-
celor de orice tip, inclusiv a celor hiper-
trofice si cheloide.

Strataderm poate fi utilizat in asociere cu
alte proceduri invazive de revizuire a cica-
tricelor, pentru imbunatatirea rezultatului
final, inclusiv excizie chirurgicala si sutura
directa, injectare intralezionala cu produsi
cortizonici sau bandaje compresive.

Strataderm gel este sigur in administrare
sila copii sau persoane cu pielea sensibila.

Administrarea Strataderm este sigura in
timpul sarcinii, alaptarii sau la nou-nascuti.

Mod de administrare

In cazul utilizarii tubului

de 509 deschideti capacul,
inlaturati folia protectoare si
reinchideti dupa
administrare.

La prima utilizare a tubului
de5g,10gsau20g,
deschideti capacul, taiati
varful tubului si reinchideti
dupa administrare.

Se aplica un strat foarte subtire pe tesu-
tul cicatriceal curatat si uscat in prealabil
apoi se lasa sa se usuce..

Se recomanda aplicarea doar pe zonele
care necesita tratamentul, 1 aplicare sau
2 pe zi, conform indicatiilor medicului.
Pentru rezultate optime Strataderm tre-
buie mentinut in contact direct si perma-
nent cu pielea (24 ore pe zi/7 zile pe sap-
tamana).

Aplicat corect in strat subtire, Strataderm
se usuca complet in 3-4 minute. Daca
procesul de uscare dureaza mai mult, in-
seamna ca s-a aplicat o cantitate prea
mare de gel. In acest caz se va inlatura
excesul pentru a favoriza uscarea.

Dupa uscare, Strataderm poate fi acope-
rit cu cosmetice cu factor de protectie
solara, bandaje compresive sau mulaje.

Durata recomandata de utilizare

Se recomanda tratamentul cu Strata-
derm cel putin 60-90 de zile (24 ore pe
zi/7 Zzile pe saptamana). Cicatricile mai
vechi pot necesita o perioada mai lunga
de tratament. Se recomanda administra-
rea pana in momentul in care nu se mai
observa imbunatatiri.
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De cat Strataderm gel am nevoie?

« Strataderm 5 g este suficient pentru
tratamentul unei cicatrici liniare de
2-3cm, minim 90 de zile.

« Strataderm 10g este suficient pentru
tratamentul unei cicatrici liniare de
5-7cm, minim 90 zile.

« Strataderm 20 g este suficient pentru
tratamentul unei cicatrici liniare de
10-14cm, minim 90 zile.

« Strataderm 50 g este suficient pentru
tratamentul unei cicatrici extinse de
6% 12cm, minim 90 de zile.

Averizari

+ Doar pentru uz extern.

- Aplicarea Strataderm gel pe plagi sau
leziuni deschise este contraindicata.

- Aplicarea Strataderm pe ochi sau
mucoase este contraindicata.

- Strataderm se va aplica doar pe zonele
care necesita tratament, conform
indicatiilor medicului.

+ In caz ca nu este complet uscat,
Strataderm poate pata hainele. In
acest caz, petele pot fiinlaturate prin
Curatare uscata, fara afectare a tesaturilor.

- Pentru o pastare corecta a produsului,
va rugam ca dupa utilizare sa inchideti
tubul cu capacul prevazut.

+ In caz de iritatii cutanate se recomanda
intreruperea administrarii si consultarea
medicului sau farmacistului.

« Anu selasalaindemana sau la
vederea copiilor mici.

+ Nu este recomandata utilizarea
produsului dupa data de expirare
inscriptionata pe ambalaj.

« Strataderm nu necesitd metode
speciale de distrugere. Va rugam sa
respectati reglementarile locale
privind distrugerea.

- In cadrul Uniunii Europene, incidentele
severe legate de utilizarea Strataderm
trebuie raportate cdtre Stratpharma si
catre autoritatea competenta
respectiva din tara in care este stabilit
utilizatorul.

Compozitie: Polidimetilsiloxani,
Siloxani, Alchilmetil Siliconi

[EN] Consumer Information

Strataderm is a rapidly drying, non-sticky,
transparent silicone gel formulation for
the treatment of scars, both old and new.

Strataderm can be easily applied to all
areas of the skin, including exposed ar-
eas like the face and neck as well as joints
and hairy areas without the need for
shaving.

When used as directed Strataderm dries
to form a silicone gel sheet, a protective
layer that is gas permeable and water-
proof which hydrates and protects scars
from chemical and microbial invasion,
allowing scars to normalize the collagen
synthesis cycles, producing a normal ma-
ture scar.

Strataderm is used to soften and flatten
scars, relieve the itching and discomfort
as well as to reduce redness and discol-
oration associated with scars.

Strataderm was developed for the use
on all types of scars including those re-
sulting from:

« general and cosmetic surgery

- trauma

+ chronic wounds

« burns

- bites

- acne

- and other diseases of the skin.

The Updated International Clinical Rec-
ommendations on Scar Management
confirmed that silicone gel should be
used as first line therapy in the initial
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management of scars and in the preven-
tion of hypertrophic scars and keloids.*

Intended use

Strataderm is used for the prevention
and treatment of keloids and hypertro-
phic scars.

Strataderm can also be used in con-
junction with other invasive scar treat-
ment options to improve overall re-
sults, including surgical excision and
resuturing, intralesional injections and
pressure garments.

Strataderm is suitable for children and
people with sensitive skin.

Strataderm is safe to use during pregnan-
cy, whilst breastfeeding and on infants.

Directions for use

On first use of 59, 10g and
20g tubes remove the cap, cap, then the protective seal
cut the nozzle tip of the tube  and close with the cap after
and close with the cap after  use.

use.

On 509 tubes remove the

Ensure that the scar is clean and dry.

Apply a very thin layer of Strataderm to
the scar and allow to dry.

Strataderm should be applied once daily,
or twice daily to exposed areas or as ad-
vised by your physician.

For best results Strataderm should main-
tain continuous contact with the skin (24
hours a day/7 days a week).

When applied correctly, Strataderm
should be dry in 3-4 minutes. If it takes
longer to dry you have probably applied
too much. Gently remove the excess
with a tissue and allow the drying pro-
cess to continue.

Once dry, Strataderm can be covered
with sunscreen, cosmetics, pressure gar-
ments or casts.

Recommended duration of treatment
Strataderm is recommended as a mini-
mum treatment of 60-90 days (24 hours
a day/7 days a week). Larger and older
scars may take longer.

Continued use is recommended until no
further improvement is seen.

How much Strataderm do | need?

« Strataderm 5 g is enough to treat a
2-3cm linear scar for over 90 days.

« Strataderm 10g is enough to treat a
5-7cm linear scar for over 90 days.

« Strataderm 209 is enough to treat a
10-14cm linear scar for over 90 days.

« Strataderm 509 is enough to treat an
area of 6x 12.cm for over 90 days.

Caution

- For external use only.

- Strataderm should not be applied on
third degree burns or to open wounds.
Strataderm should not be placed in
contact with mucous membranes or
the eyes.

Strataderm should not be applied over
other skin treatments without the
advice of your physician.

Strataderm may stain clothing if not
completely dry. If staining occurs, dry
cleaning should be able to remove it
without damaging the fabric.

For correct storage please reclose the
tube tightly with the cap.

If irritation occurs, discontinue use and
consult your physician.

- Keep out of the reach of children.

- Do not use after the expiration (EXP)
date printed on the tube.

- Strataderm does not require special
disposal methods. Please follow your
local disposal regulations.

+ Within the European Union, serious
incidents related to the use of
Strataderm should be reported to
Stratpharma and the respective
competent authority in the country
the user is established.

Ingredients: Polydimethylsiloxanes,
siloxanes, alkylmethyl silicones

latpoteyvohoyikd mpotov
Dispozitiv medical
Medical device

YupBouleuBeite To gUMO 0dnyicv ypriong
Consultati prospectul atasat
Consult instructions for use

Avahwon éwg
Ase utiliza pana la data
Use by date
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YnevOuvog Siavopng yia EANGda:
MEDITRINA EME

HpakAeitou 117,

15238 Xahavopl, ATTIKA

TnA: 210 6726260
info@meditrina.gr

Distributor exclusiv Romania:
MEDITRINA PHARMACEUTICALS SRL
Intrarea Maguricea Noua nr. 7-7A
Sector 1, Bucuresti

Telefon: 021.211.71.83
info.romania@meditrina.eu

Huepounvia tehevtaiag avabepnong
TOU GUANOU OONYIWV XPNONG

Data modificarii informatiilor

Date of preparation of this information
02/2022

*Gold MH et al. Dermatol Surg 2014;
40:825-831

<) meditrina

GROUP
\ Stratpharma
> Switzerland c E
www.strataderm.com SDOOOGRROPI07-0222

15.03.22 10:46 ‘





