Feln yia Enpodeppia kat Seppatika e§avOrjpara

Gel pentru pielea uscata si iritatii cutanate
Gel for dry skin and cutaneous rashes

[GR] MAnpo@opis¢ yia Tov
acBevn

‘Eva eniBepa tpavpatog mMARPoug emagpng
yta ™ Staxegipion tou Enpol Séppatog Kat
TWV SeppaTIKWV eavOnpaTwy.

To StrataCTX eivat pia nuidlamepatr, autoota-
Oepomololpevr) Kal pn KOMWONG yéAn. To
StrataCTX pmopei va epappootel aueoa oto
&npo Kal epebiopévo Hépa, oe G€pHa TToU EXel
UTTOOTEL AUON 1 €ival O8 PAON AMOAEMONG, OL-
urmep\apBavopévwy  Kal Twv - SEPUATIKWY
eCavOnudtwv.

To StrataCTX eivat Baktnplootatikéd kat adpa-
VEC. Aev  TEpIExEl  OTEPOELON,  OAKOOAEC,
parabens 1| apwpata. To StrataCTX eivat Siav-
YEG, EMTPEMOVTAC OTOUG XPNOTEG VA TTAPAKO-
AouBolv Tnv mpdodo TG Bepareiag xwpic TV
agaipeon Tou emMOEpaToc.

Otav xpnoIUOTIOLETAl CUUPWVA PE TIC 08NYIES,
10 StrataCTX otaBeponoteital kat oxnuatiCel
éva TIPOOTATEUTIKO OTpWHa, dlamepatd and
aépla Kat adldBpoxo, To omoio evudaTWVEL Kal
TIPOOTATEVEL TO O€PUQ TIOU €XEL UTTOOTEL AUoN
KQl TOl ETIPAVEIQKA TPAVHATA AT XNHIKT 1] Hi-
KpoPlakr Sryenon.

Nwc dpa to StrataCTX

To StrataCTX otepeomnoleital kat oxnuatiCet éva
Aenté emiBepa TPAUPATOG TO Omoio evudaTw-
VEL KAl TTPOOTATEVEL TIC TPOORBERANUEVES TIEQI-
oxéc. To StrataCTX mpodyel Tn Snuiovpyia evég
UYPOU TIEPIBANOVTOG EMOUAWONG YIa TA TPAU-
pata r 1o S€PHa TIoU €xel UTTOOTEL Vo).

AUTO TO LYPO TTEPIBANOV EMOUAWONC TTPOAYEL
NV TaxutePn embnAionoinon Kal PEWWVEL on-
HavTika Tnv ofgla pAeypovwdn avtidpaon Tou
Sépparoc.

To StrataCTX GgopeveTal AIA OTIG TTIO EMIPA-
VEIAKEC OTIRGSEC TOU TpaupaTIopévou Oépua-
TOG.

To StrataCTX eivat 16avikod yia pHeYANeG empd-
VEIEC KAl EKTEDEIUEVO OEPUA OTIWG TO KEPAAL, TO
TIPOOWTIO, TA XEPLA KAl TTOAIA, KABWE eMmiong Kat
Y1a APOPWOELC KAl TRIXWTES TIEPIOXEC XWPIG TNV
avaykn Eupiopatoc.

Evdedetypévn xpriion

To StrataCTX xpnotomnoleftal yia va avakou®i-
O€l XaHNAOU BaBpOoU GAEYHOVISEIC HETABONEG
OTWG 10 NP0, HE KVNOUO, OE pACN QMOAETIONG
Kal epebiopévo Séppa.

la o coPapéc PAeyHoVWSEIC HETABOAEC TO
StrataCTX, HEIWVEL TOV TTOVO, TO £pUBNUA KAL TO
aioBnpa kavoou.

To StrataCTX avantuxBnke yia xprion og GAoUG
TOUG TUTTOUG TPAUHATWY, Ot HEpUa HE TOEIKO-
TNTA 1) TTOU €xel UMTOOTE( AUON TNG OUVEXELDG
TOU, CUHTTEPINABAVOHEVWY TWV:

AEPUATIKWV avTISPACEWV

AEPUATOC PE KVNOUO

Evtovou &npou, npou &éppatog
ATOQOMSWOEWV

Pwypdv 0To &¢ppa Kat 0To MapwVUXIo
DouokdAwv

Aeppatitidwy oxeTIlOPeVWY UE TN xprion
AUTOKOANTNG laTPIKAG yalag [Medical
Adhesive-Related Skin Injuries - (MARSI)]
Epubnuatwv

AgpUATIKWV avTISPECEWV HETA amd €yxuon
E€avOnuatwy, mou cupmepapBavouy:
KnAdoBAatidwdeg e€avonua, cuvdpopo
XEPLOV-TTOSIDV, VOGOG HOOXEVHATOG EVaVTL
Tou &eviotn (Graft versus host disease),
AVTIOPACEIG OPOIACOUTES HE aKT, OTO
TPIXWTO Kal Yupw amd autod (TpixoBUAAKE,
1bpwrtomoloi adéveq)

To StrataCTX pmopei va xpnolpomoinBei e
XWpIg OeUTEPEVOV TTPOOTATEVTIKO emiBepa. To
StrataCTX eivat KatdAAnAo yia maidid kat dtopa
e evaioBbnto &épua.

H k&Be ouokevaoia StrataCTX mpémnel va xpnol-
pomoleital amd povo éva acBevn.

0dnyiec xpriong

‘Otav XpnOIUOTIOLEITE Yia
TIPWTN POPA TO CWANVAPIO
Twv 109 Kat 20 g, apaipEoTe
TO Kamdkl mpootasiag, KOYTe
TO GTOMIO TOU GWANVAPIOU
Kal a0QANOTE PE TO KOTAKL
HETA TN Xprion.

ZTa owAnvapta twv 509,
QAPAIPECTE TO KATTAKL
TIPOCTACIAG, 0T CUVEXEL
QAPAIPECTE TO TIPOOTATEVTIKO
KGAUPHA Kol ao@aNioTe pe To
KAmAKl UETa T Xprion.

Befaiwbeite ¢t o mpooPePAnuévo Sépua
TO TpaUMA elval kaBapd. EQapudoTe pia Aemtr
otpwon StrataCTX mavw otnv mpooBePAnuévn
TIEPIOXN KAl APriOTE TO Va OTEPEOTTOINDEL
Otav epapudletal clUPWVA LE TIG 0dnyieg, To
StrataCTX TPETTEl VO OTEYVWVEL HEOA OE 5-6 \e-
mitd. Eqv mapapeivel vwnd mépav autou Tou
XPOVOU, TOAVA EXETE EQAPHOOEL TIEPIOCOTEPO
anod 600 xpelaletal. MPOoTEKTIKE amopakpUve-
Te TNV mepiooeia pe yala 1 kabapd xapTopd-
VINAO Kal A@rjOTe TO UTTOAOITTO VA OTEPEOTTONN-
Oel.

Apou epappoote, To StrataCTX pmopei va ka-
AUPOEl amd avinAIOKS, KOMUVTIKA 1 evdUpaTa.
To StrataCTX Ba mpénet va epappuoletal TOua-
X10TOV SUO POPEG NUEPNTIWG OTIG EKTEDEIEVEG
TIEPIOXEC, OO0 XPEelAleTal 1} OTIWG 0ag €XEL OU-
OTHOEL O 1aTPOG 0aG.

l'a koUTEPa amoTeéopata, To StrataCTX mpé-
TIEL v €ival OE OUVEXN emaQn pe To Sépua (24
WPEG TNV NHEPa/ 7 nuéPes TNV epSopada)

Mpotewopevn didpkera Bepansiag

H Beparmeia pe o StrataCTX cuotrjvetal va &e-
KIVAEL JE TA TTPWTA ONPASIA 1 CUPITTWHATA
Tou &¢puatog kal Ba mpémel va epapuoletal
pEXPL TNV uTToxwpenon Twv PAaBwv (24 Hpeg
MV Nuépa/7 nuépeg v eBOoNAda) 1 éwg
otou Hev apatnpeital mepetaipw Behtiwon.

Maco StrataCTX 6a yperaotw?

To StrataCTX eival pia povadikry ouvBeon mou

amaitel. onUAvVTIKE A\yotepn moooTnTa avdl

EPAPHOYH OUYKPITIKA PE AMNEC EVUSATIKEG KPE-

HEG Kal ONolpéG. Me eAdyiotn moodtnTa Tou

StrataCTX OlapKel APKETA.

« To StrataCTX 10g enapke( yia Oepaneia
TIEPIOXNG 36 X 15 ek. Kl Epappoyn SUO
POPEC TNV NEEPA YIa TAVW aTd 5 NUEPEC.

« To StrataCTX 20 g smopkei yla Oepareia
TEPIOXNC 36 X 15 ek. kal epappoyn SUO
POPEC TNV NEEPA YL TTAVW Ao 10 NUEPEG.

« To StrataCTX 50g smapke( yia Ogpaneia
TIEPLOXIC 36 X 15 K. Kal pappoyr) Suo
POPEC TNV NUEPA YIa TTAVW ATTO 25 NUEPEG.

Mpocoyn

Movo yia eEwTepIKn Xprion.

To StrataCTX bev Ba mpémel va épyetal o€
EMaQr HE Toug 0PBAALIOUC,

To StrataCTX dev Ba mpémel va epapudleTal
mévw amo GAe¢ Bepameieg Tou O€puatog
XWPIG TN SUMPBOULAN Tou laTPOL Oag.

To StrataCTX pmopei va pundvel ta pouxa
av Sev éxel otepeomoindel eviehdc. Eav autod
oupel, To oTeyvd kaBdplopa pmopei va
agatpéoel To StrataCTX xwpic va urootel
karota BAGBN To Leaoua.

l'a owoth eUAAEN, TAPAKAAW ACPONOTE TO
OWANVAPIO PE TO KATTAKL UETA TN XPHOoN.
Edv n und Bepareia meploxr| Ogixvel onpeia
Aofpwéng ri kaBuaotepel n emovlwon Tng,
apeoa oupBoUNeUBE(Te Tov 1aTPO 0aC,

Edv mapatnpnOei epeblopog, SlakoeTe T
XPron Kat SUUPBOLAELBEITE TOV laTPO Oag.
Aev gival KATAANAO yia LYPEG, évTova
€CI6PWUATIKEG TTANYEG, EYKAVHATA 30U
Babuou kat oupiyyla.

Na puA&ooeTal O A0PaNEG HEPOG HAKPLA
and ta nadid.

Mn xpnolponoleital HETd TNV nueEPOUnvia
AENG (EXP) mou avaypdeetatl oTo
owhnvdplo. H nuepounvia Aéng dev
aM\adel amé Tn otiyury mou Ba avolyBei To
owhnvdéplo.

MnV XpNOILOTTOLETal AV TO CWANVAPIO EXEL
unootel eBopd.

Aev amattovvtal e10IKES péBodot amdppihng
yia to StrataCTX. Mapakahw akohouBriote
TOUG EYXWPIOUG KAVOVIOHOUG OXETIKA HE TNV
andéppwn.

Evtdg tng Eupwraiknc évwong, ooBapd
oupRévta oxeTI(OUEVA HE TN XPrON TOU
StrataCTX Ba mpémel va avagépovtal atnv
Stratpharma kat otnv avtiotolyn apuddia
apxr otn xwpea mou Bploketal o Xprnotnc.
ITEIPO EQX TH XPHXZH

Zuotatikd: Polydimethylsiloxanes, siloxanes,
alkylmethyl silicones

[RO] Informatii pentru pacienti

Pansament flexibil cu contact complet pen-
tru managementul pielii uscate si a iritatii-
lor cutanate.

StrataCTX este un gel semiocluziv, transparent
cu auto-uscare. StrataCTX poate fi aplicat direct
pe pielea uscatd, pldgi deschise si pielea com-
promisd, descuamata sau iritata.

strataCtX

StrataCTX este un gel bacteriostatic si inert.
StrataCTX nu contine steroizi, alcool, parabeni
sau parfum. StrataCTX este transparent, permi-
tand observarea evolutiei tratamentului fard a
se Indepdrta pansamentul.

Cand este utilizat corect, StrataCTX se usucd si
formeaza o peliculd protectoare permeabild la
gaze si impermeabild la apd, care protejeaza
pielea compromisd si plagile superficiale de
contaminarea microbiana sau chimica.

Cum actioneaza StrataCTX

Dupd uscare StrataCTX formeazd un pansa-
ment subtire, flexibil, care hidrateaza si prote-
jeazd zonele afectate.

StrataCTX asigura mediul optim pentru vinde-
carea umeda a plagilor sau pielii lezate. Vinde-
carea in mediu umed asigurd o reepitelizare
rapida si reduce semnificativ inflamatia.
StrataCTX adera delicat la stratul superficial al
tesutului lezat.

StrataCTX este ideal pentru suprafete extinse,
pentru zone cu contur cum ar fi scalpul, fata,
mana si piciorul si pentru articulatii. Aplicarea
pe zonele cu pilozitate nu necesita indeparta-
rea pdrului.

Indicatii

StrataCTX este utilizat pentru ameliorarea infla-
matiei moderate asociate pielii uscate, cu pru-
rit, descuamate si iritate.

In cazul afectiunilor inflamatorii severe utiliza-
rea StrataCTX reduce durerea, eritemul si sen-
zatia de caldura.

StrataCTX a fost creat pentru a fi utilizat pe toate
tipurile de plagi si piele compromisa cum ar fi:

+ Reactii cutanate

Prurit

+ Piele xerotica, uscata

+ Piele descuamata

Fisuri ale pielii

« Flictene (basici)

Leziuni datorate adezivilor medicali (MARSI)
« Eritem

+ Reactii asociate perfuziilor

Eruptii:

Eruptii maculopapulare, Sindromul mana-pi-
cior, GvHD, Eruptii acneice, Eruptii localizate la
nivelul foliculului de par, glandelor sudoripare.
StrataCTX poate fi utilizat cu sau farad pansa-
ment secundar. StrataCTX este recomandat
copiilor si persoanelor cu pielea sensibila.
StrataCTX este destinat administrdrii la un sin-
gur pacient.

Instructiuni de utilizare

La prima utilizare a tubului de  La prima utilizare a tubului de
10g i 20 g deschideti 509 deschideti capacul,
capacul, taiati varful tubului  indepartati folia protectoare
si reinchideti dupa si reinchideti dupa
administrare. administrare.

Asigurati-va ca zona afectatd este curatd si us-
catd. Aplicati un strat foarte subtire de StrataC-
TX direct pe zona afectata si lasati gelul sa se
usuce.

Cand este aplicat corect, StrataCTX ar trebui sa
se usuce In 5-6 minute. Daca procesul de usca-
re dureazd mai mult inseamnd cd ati aplicat o
cantitate prea mare de gel. Indepartati usor
excesul cu un tampon curat pentru a permite
uscarea produsului.

O datd uscat StrataCTX poate fi acoperit cu
produse cu factor de protectie solara, cosmeti-
ce si imbrdcaminte.

StrataCTX trebuie aplicat de cel putin doua ori
pe zi pe zonele afectate, dupa cum este nevoie
sau in functie de indicatia medicului curant.
Pentru cele mai bune rezultate StrataCTX tre-
buie mentinut permanent in contact direct cu
pielea (24 de ore pe zi/7 Zile pe sdptdmana).

Durata recomandata a tratamentului
StrataCTX este recomandat de la aparitia pri-
melor simptome si trebuie aplicat pana la dis-
paritia simptomelor sau pana cand nu se mai
observa nici o imbundtatire.

(Cat StrataCTX este necesar pentru
tratament?

StrataCTX este o formula avansata care necesi-
td o cantitate semnificativ mai redusd decat

cremele hidratante sau unguentele cicatrizan-
te. O picdturd acopera o suprafatd mare.
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Gel pentru pielea uscata si iritatii cutanate
Gel for dry skin and cutaneous rashes

StrataCTX 109 asigurd tratamentul pe o
suprafata de 36 x 15cm, de doua ori pe 7,
pentru 5 zile.

StrataCTX 209 asigurd tratamentul pe o
suprafata de 36 x 15cm, de doua ori pe 7,
pentru 10 zile.

StrataCTX 509 asigura tratamentul pe o
suprafata de 36 x 15cm, de doud ori pe zi,
pentru 25 zile.

Avertizari

Numai pentru uz extern

A se evita contactul cu ochii

StrataCTX nu trebuie aplicat peste alte
tratamente fard autorizarea prealabila a
medicului.

Tn cazul in care nu s-a uscat complet,
StrataCTX poate pdta hainele. In acest caz,
petele pot fi indepartate prin curatare
chimicg, fard sa fie afectatd tesétura.

Pentru o pastrare corectd, dupa utilizare
inchideti bine tubul cu capacul.

Tn cazul aparitiei infectiei cutanate sau daca
plaga nu se vindeca consultati imediat
medicul curant.

In cazul aparitiei iritatiei cutanate, intrerupeti
tratamentul si consultati medicul curant.

Nu este recomandat in cazul rdnilor
exudative, tunelizate sau arsurilor de gradul 3.
A nu se ldsa la indemana copiilor.

A nu se utiliza dupa data de expirare (EXP)
inscriptionata pe tub. Data de expirare (EXP)
nu se modifica dupa deschiderea tubului.

A nu se utiliza in cazul in care tubul este
deteriorat.

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

In cadrul Uniunii Europene, incidentele
severe legate de utilizarea StrataCTX trebuie
raportate catre Stratpharma si cdtre
autoritatea competentd.

STERIL PANA LA DESCHIDERE

Ingrediente: Polidimetilsiloxani, siloxani,
alchilmetil silicon

[EN] Consumer information

A full contact flexible wound dressing for
the management of dry skin and cutaneous
rashes.

StrataCTX is a semi-occlusive, self-drying and
non-sticky gel. StrataCTX may be directly ap-
plied to dry skin, open wounds and compro-
mised or desquamating skin surfaces, includ-
ing cutaneous rashes.

StrataCTX gel is bacteriostatic and inert.
StrataCTX contains no steroids, alcohol, para-
bens or fragrances. StrataCTX is transparent al-
lowing users to monitor therapy progress
without removal of the dressing.

When used as directed StrataCTX dries to form
a protective layer that is gas permeable and
waterproof which hydrates and protects com-
promised skin areas and superficial wounds
from chemical and microbial invasion.

How StrataCTX works

StrataCTX dries to form a thin, flexible wound
dressing which hydrates and protects affected
areas.

StrataCTX promotes a moist healing environ-
ment for wounds or compromised skin. This
moist wound healing environment promotes
faster re-epithelialisation and significantly re-
duces the skin's acute inflammatory response.
StrataCTX lightly bonds to the most superficial
damaged skin layer.

StrataCTX is ideal for large surface areas and
contoured skin like head, face, hand and foot,
as well as joints and hairy areas without the
need for shaving.

Intended use

StrataCTX is used to relieve low grade inflam-
matory changes such as dry, itching, flaking,
peeling and irritated skin.

For more severe inflammatory changes,
StrataCTX reduces pain, redness and heat
sensation.

StrataCTX was developed for use on all types
of wounds, toxic and compromised skin
including:

« Cutaneous reactions

« Pruritic, itchy skin

« Xerotic, dry skin

« Desquamation

« Fissures of skin and nail folds

- Blisters

Medical Adhesive-Related Skin Injuries (MARSI)
Erythema

Infusion reactions

Rashes, including:

Maculopapular rash, hand-foot syndrome,
GVHD, acneiform reaction, peri — and
appendageal (hair follicles, sweat glands)
StrataCTX can be used with or without a sec-
ondary protective dressing. StrataCTX is suitable
for children and people with sensitive skin.
StrataCTX is intended for single patient use.

Directions for use

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

On 509 tubes remove the

strataCtX

latpoteyvohoyiko mpoaiov
Dispozitiv medical
Medical device

3

YupBouheuBeite To UM odnyicv xpriong
Consultati prospectul atasat
Consult instructions for use

Na quhdooeTal o aopaNéc pépoc pakpid and ta naidld
Anu se lasa la indemana copiilor
Keep out of the reach of children

Avawon éwg
Ase utiliza pand la data de
Use by date

ard

ApiBuog napridag
LOT Lotnr,

Batch code

NHepopnvia napaywyig
Data fabricatiei
Date of manufacture

Ensure that the affected superficial area is
clean and dry. Apply a very thin layer of
StrataCTX directly to the affected area and
allow the gel to dry.

When applied correctly to exposed areas,
StrataCTX should be dry in 5-6 minutes. If it
takes longer to dry you have probably applied
too much. Gently remove the excess with a
clean tissue or gauze and allow the drying pro-
cess to continue.

Once dry, StrataCTX may be covered by sun-
screen, cosmetics and clothing.

StrataCTX should be applied at least twice daily
to affected areas, as needed or as advised by
your physician.

For best results StrataCTX should be main-
tained in continuous contact with the skin (24
hours a day/7 days a week).

Recommended duration of treatment

StrataCTX is recommended as treatment fol-
lowing the first signs or symptoms on the skin
and should be applied until resolved (24 hours
a day/7 days a week) or until no further im-
provement is seen.

How much StrataCTX do | need?

StrataCTX gel is an advanced formulation that

requires substantially less product per applica-

tion than typical moisturising creams or gels.

Alittle bit goes a long way.

« StrataCTX 10g is enough to treat an area of
36x 15 cm twice per day for over 5 days.

« StrataCTX 209 is enough to treat an area of
36x15cm twice per day for over 10 days.

« StrataCTX 509 is enough to treat an area of
36 % 15cm twice per day for over 25 days.

Caution

- For external use only.

« StrataCTX should not be placed in contact
with the eyes.

StrataCTX should not be applied over
topical medications unless advised by your
physician.

StrataCTX 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.

Should your cutaneous reaction show signs
of infection or failure to heal, immediately
consult your physician.

If irritation occurs, discontinue use and
consult your physician.

Not suitable for highly exudative wounds,
tunneling wounds or 3 degree burns.
Keep out of the reach of children.

Do not use after the expiration (EXP) date
printed on the tube. The expiration (EXP)
date does not change once the tube has
been opened.

Do not use if the tube is damaged.
StrataCTX does not require special disposal
methods. Please follow your local disposal
regulations.

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

STERILE UNTIL OPENED

Ingredients: Polydimethylsiloxanes, siloxanes,
alkylmethyl silicones

AmooTelpwpévo ie xprion aktvoBoiag
Sterilizat prin iradiere
Sterilized using irradiation

20otnjia fovol aTeipou gpayHol
Sistem unic de protectie sterild
Single sterile barrier system

Mnv ypnotgomoteitat av To owhnvapio éyet umootel pBopd
Anuse utiliza in caz de ambalaj deteriorat
Do not use if the tube is damaged
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