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Cleansing, moisturizing and care gel for acute and chronic wounds

1. DESCRIPTION OF PRODUCTS AND AREAS OF USAGE

Actolind® w Gel is a product used for mechanical cleaning, decontamination,
irrigation and moisturizing of the chronic and infected wounds and 1st and 2nd
degree burns. If there is not any systemic disease, all wounds are healed by
themselves when they are kept clean and moist. However, the air contact,
contamination and drying of the wounds may result in growth of various
microorganisms. Consequently, acute wounds may become chronic wounds.
Actolind® w Gel cleanses and moisturizes the wound surface, and it cuts off the
connection of wound and outer environment by forming a protective film layer.
It fills the space between dressing and wound surface and helps the healing
process to get shorter by keeping the wound stabile.

2. GENERAL INFORMATION

Actolind® w Gel is a cleaning, irrigation, humidification and care gel used in
acute and chronic wounds and 1% and 2™ degree burns in combination with
medical devices such as bandage, dressing, pad and wound fillers.

Chronic skin wounds are covered generally with scabs and dead (necrotic)
tissues. It is hard to remove these layers from the wounds and they cause a
delay in healing process of wounds. Therefore, regular wound cleaning is
important. Actolind® w Gel forms a protective film layer at the application site
and prevents the adhesions of the microorganisms to the wound area
mechanically. Since Actolind® w Gel does not cause a delay in the healing
process of the wound, it can be applied onto the wound bed for days.
Meanwhile, it provides decontamination by means of a regular cleaning,
moisturizing and the protective layer on the wound.

Acute wounds that occur as the result of an accident are also contaminated
generally by the agents that delay the healing process of the wounds, including
foreign substances, eruptions and dead (necrotic) tissues. Also for acute
wounds, therefore, it is very important to keep the wound bed and around
clean and humid. Again open wounds offer a suitable surface for microorgan-
isms to settle.

Actolind® w Gel forms a thin film layer at the site where the unique
combination of the components in its ingredients (Polyhexanide and
Poloxamer) is applied; prevents the adhesion of microorganism on this site;
keeps the site clean and humid; and contributes to the healing process of the
wound. In addition, this thin protective film formed by Actolind® w Gel creates
a barrier between the wound surface and dressing and minimizes the adhesion
of the dressing on the wound surface and the growth of microorganisms that
settle in the dressing surface. Thus, efficiency of the bandages increases.

3. AREAS OF USAGE

It is used for:

1.For hing ds before dressing,

2. For keeping the wound clean and moist under the dressing, for keeping the
wound stable by letting the wound fill itself (It is suitable for moistening and
decontamination of the substances such as dried, adhesive or contaminated
bandage, dressing, compress and wound filling? before they are removed from
the wound),

3. For moistening of materials such as bandage, dressing, compress and
wound filling before application, for easy replacement of bandage, for
preventing the prolongation of healing process by reopening the wound,

4. Wound care according to wound types:

Acute wounds (e.g. traumatic wounds that occur as the result of cuts, tears,
excoriation, crushing, being bitten, being stung, etc., or surgical wounds),
Chronic wounds (e.g. diabetic ulcers, venous ulcers, bedsore (pressure sore),
etc.),

Thermal or chemical wounds (e.g. 1St and 2nd degree burns, chemical burns,
etc.),

Wounds that occur as the result of electrical current,

Radiation wounds,

Entry regions of urological catheters,

Cleaning and moisturizing of peristomal skin, fistulas and abscesses, and care of
stoma.

4. GENERAL USE

Actolind® w Gel can be applied in combination with Actolind® w Solution. The
wound should be cleaned with Actolind® w Solution before the application of
Actolind® w Gel to remove the contaminants and deposits. Wound bed should
be covered with a plenty of gel prior to dressing and bandage application.
Actolind® w Gel can stay on the wound surface until the next dressing
replacement. This way, Actolind® w Gel keeps the wound surface moist
constantly, and thus it minimizes the adhesion of the dressing on the wound
surface. Protective film layer covering the wound surface, which is formed by
Actolind® w Gel, can be removed easily from the wound surface at the next
dressing replacement. For this purpose, Actolind® w Solution is recommended
for the dressing replacement. This application should be repeated on a regular
basis in order to remove the dead tissues and scabs during the healing process.
4.1. Instructions for cleaning the wound

The entire wound and its around should be cleaned thoroughly with Actolind®
w Solution in order to reduce the risk of transferring the contaminants and
microorganisms to the wound surface. The cleaned wound should be covered

with Actolind® w Gel and the wound should be dressed properly. Thanks to its
unique combination, Actolind® w Gel forms a protective film layer between
wound surface and dressing and prevents the adhesion of pathogenic
microorganisms on the wound surface mechanically.

4.2, Use during pregnancy and lactation

There is no evidence of mutagenicity or embryo toxicity associated with the
ingredients of this product. Since polyhexanide has no systemic reabsorption,
likelihood of its excretion to breast milk is almost zero. Due to the lack of clinical
trials and experiences with the pregnant and lactating women, Actolind® w Gel
should only be used carefully after a medical assessment in such cases.

For newborns and infants: Due to the insufficiency of clinical information,
Actolind® w Gel is not recommended in newborns and infants. It should be used
only under a strict and close medical supervision.

5. GENERAL TIPS FOR USE

1. Actolind® w Gel is a ready-to-use product

2. Actolind® w Gel can be applied directly onto the wound as well as onto the
bandage and gauzes.

3. Products such as bandage, gauze, wiping clothes, etc. should not be used
again.

4. Actolind®w Gel is product that contains preservatives and has a shelf life of 8
weeks after opening.

5. Close the tube immediately after using in order to prevent contamination.

6. Opening of the tube should be protected in order to avoid contamination
while using. Tubes that contact directly with the wound or are contaminated in
some other ways should be disposed.

7. The opened product should be used in one single patient in order to avoid the
risk of any contamination.

6. SIDE EFFECTS

Actolind® w Gel contains polyhexanide. Even though there is no notification
about Actolind® w Gel, it was reported that the polyhexanide substance in its
ingredients may cause an allergic effect. It is contraindicated for those who are
hypersensitive to this substance. In very rare cases, a mild burning sensation
may occur after application of Actolind® w Gel, however this sensation
disappears in a couple of minutes. Actolind® w Gel may cause allergic reactions
such as itching (urticaria) and rash (eczema).

7. CONTRAINDICATIONS

Do not use Actolind® w Gel in the following cases:

1. It is not suitable for use in hyaline cartilage and aseptic joint surgeries, in the
middle and internal ear and in the eye. If Actolind® w Gel contacts with aseptic
cartilage, wash immediately with Ringer solution or physiological saline
solution.

2. If the patient is known or suspected to be hypersensitive to any of the raw
materials in the ingredients (polyhexanide)

3. On central nervous system or meninx

4. Along with anionic surface active agents, cleansing soaps, creams, oils,
enzymes, etc. These substances should be removed fully from the wound
surface before use.

8. WARNINGS-CAUTIONS

Read the instructions for use prior to use. Only for external application to skin.
Do not use in patients for infusion or injection purposes. Patients with
hypersensitive to any substance in the ingredients should not use. Do not
swallow! Keep out of the reach of children. Do not use the tubes whose seal
under the cap is torn and which are damaged. Shelf life of the product at the
room temperature under 25°C is three (3) years. Use the product with an open
package within 8 (eight) weeks. Close the tube immediately after using in order
to prevent contamination. Opening of the tube should be protected in order to
avoid contamination while using. Tubes that contact directly with the wound or
are contaminated in some other ways should be disposed. Only keep it in its
original package. Keep the tubes away from direct sunlight. Keep out of the
reach of children.

9. SUMMARY OF TECHNICAL INFORMATION

Actolind®w Gel passed all biocompatibility tests and also tested dermatological-
ly. As the result of the biocompatibility tests, it was concluded that the product
was not irritating, was tolerated well, was not cytotoxic and did not cause
hypersensitivity. It was observed that it had no inhibiting effect on granulation
and epithelization. Actolind® w Gel is an irrigation, moisturizing and care gel
used for skin and wounds. It is a Class IIl Medical Device according to Directive
on Medical Devices 93/42/EEC and 2007/47/EC amendments.

Ingredients: %0.1 Polyhexanide, Poloxamer and auxiliary substances.
Appearance and odor: Clear, colorless and almost odorless hydrogel.

Shelf life: Please see the expiry date; keep at room temperature. Shelf life at the
room temperature conditions is 3 years.

0202°T0°20/70N3Y TSN ¥V'dOS



= Actolind® w Gel

Akut ve kronik yaralar i¢in temizleme, nemlendirme ve bakim jeli

1. URUN TANIMI VE UYGULAMA ALANI

Actolind® w Gel; akut, kronik ve enfekte olmus yaralarin, 1. ve 2. derece yaniklarin
mekanik temizligi, dekontaminasyonu ve nemlendirilmesi igin kullanilan bir triindtr.
Eger sistemik bir hastalik yoksa tim yaralar, temiz ve nemli tutulmasi halinde
kendiliginden iyilesir. Ancak, yaranin hava ile temasi, kirlenmesi ve kurumasi gesitli
mikroorganizmalarin remesine yol agar. Bu da akut yaralarin kronik yaralara
dontismesine neden olur. Actolind® w Gel yara yiizeyini temizler, nemlendirir ve
koruyucu bir film tabakasi olusturarak dig ortamla baglantisini koparir. Sargilarla yara
ylzeyi arasindaki boslugu doldurup, yarayr stabil tutarak iyilesme stirecinin
kisalmasina yardimci olur.

2. GENEL BILGILER

Actolind® w Gel; bandaj, sarg bezi, tampon ve yara doldurucu gibi tibbi cihazlarla
birlikte akut veya kronik yaralarda, 1. ve 2. derece yaniklarda kombine olarak
kullanilan temizleme, nemlendirme ve bakim jelidir. Kronik cilt yaralari siklikla yara
kabuklari, 6lu (nekrotik) dokular ile kaplidir. Bu tabakalarin yaradan uzaklastirilmasi
zordur ve yara iyilesme siirecinde gecikmeye neden olurlar. Bu nedenle diizenli yara
temizligi elzemdir. Actolind® w Gel, uygulandigi bélgede koruyucu bir film tabakasi
olusturarak mikroorganizmalarin yara bdlgesine adezyonlarini mekanik olarak
engeller. Actolind® w Gel, yara iyilesme siirecinde bir gecikmeye neden olmadigindan,
yara yatagi Uzerinde gtinlerce uygulanabilir. Bu siire igerisinde yara tizerinde strekli bir
temizlik, nemlendirme ve olusturdugu koruyucu tabaka ile dekontaminasyonu temin
eder. Bir kaza sonucu olusan akut yaralar da genellikle yabanci maddeler, dokiinttiler
ve 6lu dokular (nekrotik) gibi yara iyilesme stirecini geciktiren ajanlarla kontaminedirl-
er. Bu nedenle yara yataginin ve gevresinin temiz ve nemli tutulmasi akut yaralar igin
de 6nem arz eder. Yine agik yaralar mikroorganizmalarin yerlesmesi igin uygun bir
ylzey temin ederler.

Actolind® w Gel, igerigindeki bilesenlerin (Poliheksanid ve Poloxamer) egsiz
kombinasyonu ile birlikte uygulandigi bolgede ince bir film tabakasi olusturarak,
buraya mikroorganizmalarin adezyonunu engeller, b6lgeyi temiz ve nemli tutarak yara
iyilesme stirecine katkida bulunur. Ayrica Actolind® w Gel'in olusturdugu bu ince
koruyucu film, yara yiizeyi ile pansuman arasinda bir bariyer olusturarak, pansuman-
larin yara yiizeyine yapismasini, pansuman yizeyine mikroorganizmalarin yerleserek
gogalmasini da minimize eder. Boylece sargilarin etkinligini de arttirir.

3. KULLANIM ALANLARI

1. Sargilardan 6nce yaranin yikanmasinda,

2. Sargilarla birlikte yaranin temiz ve nemli tutulmas, yaranin doldurulmasi yolu ile
stabil kalmasinin saglanmasinda, (Kurumus, yara yiizeyine yapismig ve kontamine
olmus bandaj, sargi bezi, kompres ve yara doldurucu gibi materyallerin yara tizerinden
sokilmeden 6nce nemlendiriimesi ve dekontaminasyonu igin uygundur.)

3. Bandaj, sarg! bezi, kompres ve yara doldurucu gibi materyallerin uygulama
o ind. lendirilmesind I kolayca degistirilmesinin saglanmasi,

yaranin tekrar agilarak iyilesme sii
4. Yara tiplerine gore yara bakiminda:

-Akut vyaralarda (kesilme, yirtilma, siyrilma, ezilme, isirlma, sokulma vb. sonucu
olusan travmatik yaralar veya cerrahi yaralar)

-Kronik yaralarda (diyabetik iilserler, venéz tilserler, yatak (basing) yaralari vb.)
-Termal veya kimyasal yanik ve yaralarda (1. ve 2. derece yaniklar, kimyasal yaniklar
vb.)

-Elektrik akimi sonucu olugan yaralarda

-Radyasyon yaralarinda

-Urolojik kataterlerin giris bélgelerinde

-Stoma bakiminda, peristomal cildin, fistillerin ve apselerin temizlenmesinde ve
nemlendirilmesinde kullanilir.

4. GENEL KULLANIMI

Actolind® w Gel, Actolind® w Solution ile kombine olarak uygulanabilir. Actolind® w
Gel uygulanmadan 6nce Actolind® w Solution ile kirletici unsurlari ve dokuntdleri
uzaklagtirmak Uzere yara temizligi yapiimalidir. Pansuman ve bandajlama 6ncesinde
yara yatagi dikkatli bir sekilde bolca jel ile kaplanmalidir. Actolind® w Gel bir sonraki
pansuman degisimine kadar yara ytizeyinde kalabilir. Actolind® w Gel bu sekilde yara
yuzeyini surekli nemli tutarak kurumayi ve bdylece pansumanin yara yizeyine
yapismasini minimize eder. Actolind® w Gel'in olusturdugu yara ytizeyini kaplayan
koruyucu film tabakasi bir sonraki pansuman degisiminde yara yizeyinden kolayca
uzaklagtirilabilir. Bu amagla pansuman degisiminde Actolind® w Solution kullanimi
oOnerilir. Bu uygulama yara iyilesme siiresince, 6lii dokulari ve kabuklari uzaklagtirmak
amaciyla, diizenli bir sekilde tekrar edilmelidir.

4.1. Yara temizleme talimatlari

Kirletici unsurlarin ve mikroorganizmalarin yara yiizeyine tasinma riskini azaltmak
amaci ile yaranin tamami ve gevresi Actolind® w Solution ile iyice temizlenmelidir.
Temizligi yapilan yaranin tizeri Actolind® w Gel ile kaplanip yara uygun bir sekilde
sariimalidir. Actolind® w Gel, essiz kombinasyonuyla yara yiizeyi ile pansuman
arasinda koruyucu bir film tabakasi olusturarak patojenik mikroorganizmalarin yara
yiizeyine adezyonunu mekanik olarak engeller.

4.2. Hamilelik ve emzirme siirecinde kullanimi

Bu Urlinln igerigindeki maddelerle ilgili mutajenite veya embriyo toksisitesi ile ilgili
herhangi bir kanit yoktur. Poliheksanid’in sistemik geri emilimi olmadigindan, anne
stitiine karisma ihtimali hemen hemen yoktur. Hamile ve emziren kadinlarla ilgili klinik
deneme ve deneyimlerin eksik olmasindan dolayi, bu gibi durumlarda Actolind® w Jel
sadece dikkatli bir tibbi degerlendirme sonrasinda kullanilmalidir.

Yeni doganlar ve bebekler: Yetersiz klinik bilgiler nedeniyle, Actolind® w Gel yeni
doganlarda ve bebeklerde kullanimi énerilmez. Sadece siki ve yakin bir tibbi gozetim
altinda kullanilmalidir.

5. KULLANIMA DAIR GENEL iPUGLARI

1. Actolind® w Gel kullanima hazir bir Grtindir.

2.Actolind® w Gel, direkt yara tizerine uygulanabilecegi gibi, bandaj, gazli bez iizerine
de uygulanip kullanilabilir.

3. Bandaj, gazli bez, silme bezi gibi tirinler tekrar kullanilmamalidir.

4. Actolind® w Gel koruyucu igeren bir riindiir ve agildiktan sonra 8 haftalik bir raf
omrii vardr.

5. Kontaminasyonu 6nlemek igin, kullanimdan sonra tiip derhal kapatilmalidir.

6. Tuptn agzi kullanim sirasinda kontaminasyon olusmasina yol agmamak amaciyla
korunmalidir. Yara ile direkt temas eden veya baska bir sekilde kontamine olan tiipler
imha edilmelidir.

7. Herhangi bir kontaminasyon riski olmamasi agisindan agilan driin tek bir hasta
tzerinde kullanilmalidir.

6. YAN ETKILER

Actolind® w Gel, Poliheksanid igermektedir. Her ne kadar Actolind® w Gel ile ilgili bir
bildirim olmamigsa da, igerisindeki Poliheksanid maddesinin alerjik etki gosterebildigi
bildirilmistir. Bu maddeye alerjisi olanlarda kullanilmamalidir. Cok nadir durumlarda
Actolind® w Gel'in uygulanmasinin ardindan hafif bir yanma hissi olusabilir, fakat bu
his bir kag dakika igerisinde kaybolur. Actolind® w Gel kasinma (Urtiker) ve dékuntii
(egzama) gibi alerjik reaksiyonlara neden olabilir.

7. KONTRENDIKASYONLAR

Asagidaki durumlarda Actolind® w Gel kullanilimamalidir:

1. Hyalin kikirdakta ve aseptik eklem ameliyatlarinda, orta ve i¢ kulakta ve gozde, (Eger
Actolind® w Gel aseptik kikirdak ile temas edecek olursa, derhal Ringer ¢6zeltisi veya
serum fizyolojik ile yikanmalidir.)

2. Eger hastanin igerikteki hammaddelerden birine (Poliheksanid) alerjik oldugu
biliniyorsa veya stipheleniliyorsa,

3. Merkezi sinir sistemi veya meninksler tizerinde,

4. Anyonik yizey aktif maddelerle, temizleyici sabunlarla, kremlerle, yaglarla,
enzimlerle, vb. birlikte kullaniimamalidir. (Bu maddeler kullanilmadan énce yara
tizerinden iyice uzaklagtiriimalidir.)

8. UYARILAR-ONLEMLER

Kullanmadan 6nce kullanim talimatini okuyunuz. Yalnizca cilde haricen uygulama
icindir. Hastalarda enfiizyon ya da enjeksiyon amaciyla kullanilmamalidir. Bilegimind-
eki herhangi bir maddeye alerjisi olan hastalar tarafindan kullanilmamalidir.
Yutmayiniz!  Cocuklarin ulasamayacaklari yerlerde saklayiniz. Kapak altindaki
muhafazasi yirtilmis ve hasar gormus tipleri kullanmayiniz. 25°C'nin altinda oda
sicakliginda ariiniin raf émri g (3) yildir. Ambalaji agilmis Griint 8 (sekiz) hafta
stirede kullaniniz. Kontaminasyonu 6nlemek igin, kullanimdan sonra tiip derhal
kapatilmalidir. Tuipiin agzi kullanim sirasinda kontaminasyon olusmasina yol agmamak
amaciyla korunmalidir. Yara ile direkt temas eden veya baska bir sekilde kontamine
olan tipler imha edilmelidir. Sadece orijinal ambalajinda saklayiniz. Tupleri direkt
gunes iginlarindan uzak tutunuz. Cocuklarin erisemeyecegi yerlerde saklayiniz.

9. OZET TEKNIK BILGILER

Actolind® w Gel tiim biyouyumluluk testlerinden gegmis ve ayrica dermatolojik olarak
test edilmitir. Biyouyumluluk testleri sonucunda irrite edici olmadigi ve iyi tolere
edildigi, sitotoksik olmadigi ve duyarlilik olusturmadigi seklinde degerlendirildi.
Granllasyon ve epitelizasyon Uzerine inhibe edici etki gostermedigi gézlendi.
Actolind® w Gel cilt ve yara igin kullanilan temizleme, nemlendirme ve bakim jelidir.
93/42/EEC Tibbi Cihaz Direktifi ve 2007/47/EC degisiklikleri kapsaminda Sinif Il Tibbi
Cihazdir.

1 %0,1 Poliheksanid, poloksamer ve yardimci maddeler.

i ve kokusu: Berrak, renksiz ve hemen hemen kokusuz hidrojeldir.

Raf dmrii: Son kullanim tarihine bakiniz; oda sicakliginda muhafaza ediniz. Oda
sicakhigr kosullarinda raf émrii 3 yildir.

Packaging Units/Teslimat Sekilleri PZN
06. 6803.5 Actolind® w Gel 5 ml 15577521
06. 6803.10 Actolind’ w Gel = 10 ml 15577538
06. 6803.30 Actolind” w Gel 30 ml 15577544
06. 6803.50 Actolind” w Gel | 50 ml 10985445
06. 6803.100 Actolind’ w Gel 100 ml 15577550
Manufacturer/Uretici Firma:
ACTO PHARMA HIJYEN SAN. TiC. AS.
Akgaburgaz Mah. 3038 Sok. No:11
34522 Esenyurt - ISTANBUL/TURKIYE
www.actopharma.com
info@actopharma.com
Tel: +90 212 771 56 21
Fax: +90 212 771 56 22
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Read the instructions for use ¥ protect from sunlight
Kuilanim Tafimatin Okuyun AN Sisleri Dogrudan Gunes
sigindan Koruyun

Non-steril

0202°T0°20/y0N3Y TSN ¥V'dOS



