O Actolind® w Solution

@Y Cleaning, irrigation, moistening and care solution for wounds

Package leaflet
Product Description
Actolind® w Solution is a cleansing, irrigation, moistening and care product for acute, chronic and
infected wounds as well as 1* and 2" degree burns.
General Information
Actolind® w Solution is a cleansing, irrigation, moistening and care solution used together with
materials such as bandages, dressings, pads and wound fillers for acute, chronic and infected
wounds as well as 1* and 2" degree burns. It is also suitable for antiseptic cleansing, softening and
removal of dressing materials that are dried and adhered to the wound without causing a
secondary trauma. Chronic cutaneous wounds are covered generally with scabs and dead
(necrotic) tissues and or biofilms. It is hard to remove these layers from wounds and they cause a
delay in wound recovery period. Acute wounds that caused by an accident are also contaminated
with agents such as dirt, skin debris and microorganisms, which lead to a delay in wound recovery.
Also, open wounds offer a suitable surface for the colonization of microorganisms. Hence, it is very
important to clean the wound bed and its surroundings properly before application of any dressing
or bandage. Actolind® w Solution cleans wounds mechanically. Surface active agents in its
composition provide a convenient and painless cleaning needed before wound care by decreasing
the surface tension. Actolind® w Solution contributes to the wound healing process by ensuring a
highly positive cleansing and moisturizing effect on applied areas. In general, acute and chronic
cutaneous wounds provide an ideal growth opportunity for pathogens and/or antibiotic-resistant
microorganisms (e.g. MRSA, VRE). These microorganisms settle onto dressing materials such as
bandages, dressings, pads applied onto the wound and find an ideal growth opportunity at this site.
These dressing materials get dry in time and adhere to the wound surface. Removal of such dried
and adhered materials from the wound may traumatize the wound bed and harmful
microorganism settled on those materials may infect the wound. This may cause delay in the
wound recovery process. Actolind® w Solution can also be used for antiseptic cleansing and
softening of dressing materials. Bandages and dressings dried and adhered to the wound can be
wetted by Actolind® w Solution before removal, so the microorganisms settled on them can be
eliminated and they can be easily removed without causing any secondary trauma to the wound.
The antimicrobial effect of Actolind® w Solution offers an ideal solution to prevent biofilm
formation on bandages and dressings.
Indications
i. Infected or uninfected acute wounds (e.g. traumatic wounds that occur as the result of cuts, tears,
excoriation, crushing, being bitten, being stung, etc., or surgical wounds),
ii. Infected or uninfected chronic wounds (e.g. diabetic ulcers, venous ulcers, decubitus (pressure
sore), etc.),
iii. Infected or uninfected thermal or chemical wounds (e.g. 1st and 2nd degree burns, chemical
burns, etc.),
iv. Wounds that caused by electrical current,
v. Radiation wounds,
vi. Entry regions of urological catheters,
vii. Maintenance of peristomal skin, fistulas and abscesses,
viii. Suitable for cleaning and maintenance of wound surface prior to dressing,
ix. Suitable for antiseptic cleansing, softening and removal of dressing materials, i.e. bandages,
dressings, pads and wound fillers that are dried, contaminated and adhered to the wound.
Instructions for Use
Actolind® w Solution should be used for wound surface cleaning and irrigation before any
treatment. Actolind® w Solution can be applied in combination with Actolind® w Gel. The wound
should be cleaned with Actolind® w Solution before the application of Actolind® w Gel to remove
any contaminants and deposits. Bandages, dressings, pads etc. soaked in Actolind® w Solution can
be used to clean wounds. Actolind® w Solution can also be used for antiseptic cleansing and
softening of encrusted dressing materials that are dried and adhered to the wound surface and
dlfﬁcult to remove. Actullnd” w Solution softens the encrusted bandage and dressing, while
the i that have settled on them and prevents the wound
from being infected. Actollnd° w Solution does not inhibit granulation or epithelialization. It has
neither irritating nor pain giving properties. It causes no sensitization and can be used safely for a
long time. Simultaneously, Actolind® w Solution protects against multidrug-resistant (e. g. MRSA,
VRE) and mycotic pathogens and is also well tolerated by allergy sufferers and diabetics. The
ingredient polyhexanide is millionfold clinically proven, dermatologically harmless and is
considered to be the first choice as wound treatment agent*. Actolind® w Solution can be applied
directly onto the wound as well as onto the bandage and gauzes. Materials such as bandage, gauze,
wiping clothes, etc. should not be used again. Actolind® w Solution can be heated to body
temperature prior to use. For a healthy wound recovery process, wound cleaning and care should
be performed in regular intervals.
*Consensus recommendation of the German Society for Wound Healing and Wound Management
e.V. (DgfW) 2004 & 2009.
Instructions for wound cleaning
The entire wound and its surroundings should be thoroughly cleaned with Actolind® w Solution to
minimize the risk of transmission of contaminants and microorganisms to the wound surface. For
optimal wound cleaning, it is recommended to wet the wound consisting of deep and intensi

Usage with dressings and bandages
Thoroughly wet dressings and bandages adhered to the wound surface with Actolind® w Solution,
wait ca. 5-10 min. for softening and remove them carefully from wound. Wetting the dressing
materials with Actolind® w Solution prevents adhering to the wound surface and facilitates
dressing change significantly. In order to maintain a moist wound climate, the dressing can be
changed daily, if necessary, several times a day. Actolind® w Solution is compatible with all modern
wound dressings.
Catheter care
Possible infections can be avoided by regular cleaning catheter inlet ports, flexible connectors and
its environment by Actolind® w Solution. Spray Actolind® w Solution on the area from a short
distance and wait ca. 1-5 min. The ingredients of Actolind® w Solution are particularly mucous
membrane-friendly, cleanse catheter and PEG material without damaging it. As with wound care,
encrusted sticking plasters can be removed easily after wetting with Actolind® w Solution.
Restrictions of use
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 absorption,
likelihood of its excretion to breast milk is almost zero. Due to the lack of clinical trials and
experiences with pregnant women and lactating women, Actolind® w Solution should only be used
carefully after a medical assessment.
For newborns and infants: Due to the insufficiency of clinical information, Actolind® w Solution
should be used only under a strict and close medical supervision on newborns and infants.
Side Effects
Actolind® w Solution contains polyhexanide. Even though there is no notification about Actolind®
w Solution, it was reported that polyhexanide may cause an anaphylactic shock in rare cases (less
than 1 out of 10,000). When needed allergic skin testing is recommended before use. Although
polyhexanide has a cytotoxic effect as an agent, the bioc index of
Actolind® w Solution is found to be >1 and has a high tissue compatibility. Actolind® w Solution
may cause allergic reactions such as itching (urticaria) and rash (eczema). 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 Solution, however this sensation disappears in a couple of
minutes.
Contraindications
Do not use Actolind® w Solution in the following cases:
1. Itis not suitable for use in hyaline cartilage and aseptic joint surgeries, in the middle and internal
ear and in the eye (If Actolind® w Solution contacts the 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 ingredients,
3. On central nervous system or meninx,
4. Along with anionic surfactants, cleansing soaps, creams, oils, enzymes, etc. These substances
should be removed fully from the wound surface before use,
S. For peritoneal lavage and washing,
6. It should not be used in the first four months of pregnancy. Depending on the risk-benefit
evaluation, its use later in pregnancy should be evaluated according to the doctor's recommendati-
on.
Warnings and Precautions
Read the instructions carefully before use. Only for external application onto skin. Do not use for
infusion or injection purposes. Contains polyhexamethylene biguanide. May produce an allergic
reaction. Patients h to any of the ing should not use the product. Do not
swallow! Keep out of reach of children. Do not use if the sealing under the cap is torn or broken.
Shelf life of the product is 3 (three) years at room temperature under 25°C. Consume the open
product within 8 (eight) weeks. Close the bottle immediately after use to avoid any contamination.
The rim of the bottle should be protected from direct contact to avoid contamination while using.
Bottles, which directly contact the wound or are contaminated in some other ways should be
disposed. Keep only in original package. Protect from sunlight. Dispose according to local
regulations.
Summary Technical Information
Actolind® w Solution passed all biocompatibility tests and is also tested dermatologically. The test
results showed that the product is not irritating, well tolerated and cause no hypersensitivity. No
inhibition on granulation and epithelization was observed. Actolind® w Solution is a ready-to-use
product. No expertise is required for the application. Apply according to the instructions of use. Ask
your doctor or pharmacist if you are not sure. Actolind® w Solution is a cleansing, irrigation,
moistening and care solution for acute, chronic and infected wounds as well as 1* and 2™ degree
burns. It contains preservatives and has a shelf life of 8 weeks after opening. This product is a Class
IIl Medical Device according to the rule 13 of Annex IX of the Medical Device Directive 93/42/EEC
and the 2007/47/EC amendments.

Water, Poloxamer and P (PHMB, 0.1%).

necrotic tissues, for at least 10-15 min. with the help of a fully wetted compress (application of wet
dressing). The application can be repeated according to the wound conditions without any time
limits. Do not dilute the solution! The cleaned wound can be covered with Actolind® w Gel and
bandaged properly.

and odour: Clear, colourless and almost odourless solution.
Shelf life: Please see the expiry date. Close the cap tightly and store in a cool and dry environment.
Shelf life is 3 (three) years at room temperature under 25°C.
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O Actolind® w Solution

Yara temizleme, irrigasyon, nemlendirme ve bakim sollisyonu

Prospektiis
Uriin Tanimi
Actolind® w Solution akut, kronik ve enfekte olmu§ yaralar, 1. ve 2. derece yaniklar icin temizleme,
yikama (irrigasyon), nemlendirme ve bakim trtiniidir.
Genel Bilgiler
Actolind® w Solution bandaj, sarg! bezi, tampon ve yara doldurucu gibi materyallerle birlikte, akut veya
kronik yarlarda, 1. ve 2. derece yaniklarda kombine olarak kullanilan, kullanima hazir bir temizleme,
irrigasyon, nemlendirme ve bakim soliisyonudur. Ayrica, yara tizerinde kurumus ve yapismis pansuman
malzemelerinin antiseptik temizligi, yumusatilmasi ve sekonder bir travmaya yol agmayacak sekilde yara
{izerinden sokiilmeleri icin de uygundur. Kronik cilt yaralar sikiikla yara kabuklar, lii (nekrotik) dokular
ve/veya biyofilm ile kaplidir. Bu tabakalarin yaralardan uzaklastinimasi zordur ve bunlar yara iyilesme
strecinde gecikmeye neden olurlar. Bir kaza sonucu olusan akut yaralar da yabanci maddeler,
dékiintiiler ve mikroorganizmalar gibi yara iyilesme siirecini geciktiren ajanlarla kontaminedirler. Ayrica
acik yaralar mikroorganizmalarin yerlesmesi icin uygun bir yiizey temin ederler. Bu nedenle yara
yataginin ve cevresinin, pansuman ve bandajlama oncesinde uygun bir sekilde temizlenmesi cok
onemlidir. Actolind® w Solution yaralari mekanik olarak temizler. Bilesimindeki yiizey aktif maddeler
ytizey gerilimini azaltarak, yara bakimi 6ncesi gerekli olan temizligi rahat ve acisiz bir sekilde saglarlar.
Actolind® w Solution, uygulandig bolgelerde oldukca poxitif bir temizleme ve nemlendirici etki temin
ederek yara iyilesme stirecine katklda bulunur. Akut ve kronik cilt yaralari genelde patojen ve/veya
direncli (6r. MRSA, VRE) icin mitkemmel gogalma olanag saglarlar. Bu
, yara Gzerine bandaj, gazll bez, tampon gibi pansuman materyallerinin
tzerine yerleserek, bu bélgede uygun bir gogalma imkéni bulurlar. Bu pansuman materyalleri zamanla
kuruyarak yara yiizeyine yapisirlar. Kurumus ve yaraya yapismis bu materyaller, yaradan alinirken yara
yatagini travmatize edebilirler ve bu materyallerin tzerine yerlesmis olan zararli mikroorganizmalar
yarayi enfekte edebilirler. Bu, yara iyilesme siirecinde gecikmeye yol agabilir. Actolind® w Solution,
pansuman malzemelerinin antiseptik temizligi ve yumusatilmasi icin de kullanilabilir. Yara tzerinde
kurumus ve yapismis olan bandaj ve pansumanlar, yara izerinden alinmadan nce Actolind® w Solution
ile 1slatlarak, bu materyaller iizerine yerlesmis mikroorganizmalar elimine edilebilir ve yumusamalari
saglanarak, yara uzerlnden herhangi bir ikincil travmaya yol agmadan kolayca uzaklastirilabilirler.
Actolind® w Soluti antimikrobiyal ézelligi, bandaj ve pansuman iizerinde biyofilm olusumunu
leyecek ideal bir ; im sunmaktadir.
Endikasyonlari
i. Enfekte olan veya olmayan akut yaralarin (6r.: kesilme, yirtima, siyrilma, ezilme, sirima, sokulma, vb.
sonucu olusan travmatik yaralar veya cerrahi yaralar),
ii. Enfekte olan veya olmayan kronik yaralarin (6r.:
yaralari, vb.),
iii. Enfekte olan veya olmayan termal veya kimyasal yaralarda (6r.: 1. ve 2. derece yaniklar, kimyasal
yaniklar, vb.),
iv. Elektrik akimi sonucu olusan yaralarda,
v. Radyasyon yaralarinda,
vi. Urolojik kateterlerin giris bslgelerinde,
Peristomal cildin, fistiillerin ve apselerin bakiminda,
viii. Pansuman ncesinde yara yiizeyinin temizligi ve bakimi igin uygundur,
ix. Kurumus, kontamine olmus ve yara yiizeyine yapismis bandaj, sargi bezi, tampon ve yara doldurucu
gibi materyallerin antiseptik temizligi, yumusatilmasi ve yara tizerinden sokiilmesi igin uygundur.
Kullamim Talimat
Actolind® w Solution, tedavi 5ncesinde yara yiizeyinin temizlenmesi ve irrigasyonu icin kullanimalidir.
Actolind® w Solution, Actolind® w Gel ile kombine olarak uygulanabilir. Actolind® w Gel uygulanmadan
once, Actolind® w Solution ile, kirletici unsurlari ve dokintileri uzaklastirmak (zere yara
temizlenmelidir. Gazh bez, tampon, ped, vb. gibi malzemeler, Actolind® w Solution ile islatilarak,
temizleme amaci ile kuHanlIablllrIer Actolind® w Solution, kuruyarak yara yiizeyine yapismis ve
sokiilmesinde zorluk yasanai inin  antiseptik
yumusatiimasinda da kullam\ablllr Actolind® w Solution kurumus bandaj ve pansumani yumusatir, aym
zamanda bunlanin iizerine yerlesmis patojen mikroorganizmalari elimine eder ve yaranin enfeksiyon
kapmasinin dniine gecer. Actolind® w Solution graniilasyonu ve epitelizasyonu inhibe etmez. Tahrig
edici ve aci verici &zelliklere sahip degildir. Duyarliiga yol agmaz ve uzun siire giivenle kullanilabilir. Ayni
anda, Actolind® w Solution, antibiyotik direngli (MRSA, VRE gibi) mikroorganizmalara ve mikotik
patojenlere karsi koruma saglar ve ayrica alerji hastalari ve diyabetikler tarafindan iyi tolere edilir.
Icerigindeki poliheksanid milyonlarca defa kiinik olarak kanitlanmis, dermatolojik olarak zararsiz ve yara
bakimi icin ilk tercih oldugu kabul edilmis bir bilesendir*. Actolind® w Solution direkt yara iizerine
uygulanabilecegi gibi, bandaj, gazli bez izerine de uygulanip kullanilabilir. Bandaj, gazl bez, silme bezi
gibi malzemeler tekrar kullaniimamalidir. Actolind® w Solution kullanimdan &nce viicut sicakligina
isitilabilir. Saglikli bir yara iyilesme siireci igin, yara temizligi ve bakimi diizenli araliklarla yapiimalidir.
*Alman Yara lyilestirme ve Yara Yénetimi Dernegi e.V. (DgfW) Konsensiis 6nerisi 2004 & 2009,

diyabetik ilserler, vensz ilserler, yatak (basing)

degistirilebilir. Actolind® w Solution tiim modern yara pansumanlari ile uyumludur.

Kateter bakim

Kateter girig portlari, esnek konektérler ve cevresi diizenli olarak Actolind® w Solution ile temizlenerek

olusabilecek bir enfeksiyonun éniine gegilebilir. Bu bolgelere yakin mesafeden Actolind® w Solution

piiskirtip 1-5 dk. bekleyin. Actolind® w Solution'un bilesenleri, 6zellikle mukozaya zarar vermez,

kateter ve PEG materyallerini zarar vermeden temizler. Yara bakiminda oldugu gibi, kurumus plasterler,

Actolind® w Solution ile islatilarak kolayca gikarilabilir.

Kullanlm Kisitlamalari

mazirme siirecinde kullanimi: Bu iriiniin icerigindeki maddelerin mutajenite veya embriyo

toksls\lesl ile ilgili herhangi bir kanit yoktur. Poliheksanid’in sistemik geri emilimi olmadigindan, anne

siitiine karisma ihtimali hemen hemen yoktur. Hamile ve emziren kadinlarla ilgili klinik deneme ve

deneyimler'\n eksik olmasindan dolays, bu gibi durumlarda Actolind® w Solution, sadece dikkatli bir tibbi

Yeni doganlar ve bebekler: Yetersiz Kiinik bilgiler nedeniyle, Actolind® w Solution yeni doganlarda ve

bebeklerde sadece siki ve yakin bir tibbi gézetim altinda kullanilmalidir.

Yan Etkiler

Actolind® w Solutmn Pullheksanld icermektedir. Her ne kadar Actolind® w Solution ile ilgili bir bildirim
'in seyrek (10.000°de 1'den az) anafilaktik soka yol agabildigi

bildirilmistir. Gerekﬂglnde kullanmadan once alerjik deri testi yapimasi tavsiye edilir. Poliheksanid

antimikrobiyal bir ajan olarak sitotoksik etki gostermekle birlikte, Actolind® w Solution’un

biyouyumluluk indeksinin >1 oldugu ve yiiksek doku uyumu gosterdigi tespit edilmistir. Actolind® w

Solution kasinma (iirtiker) ve dékinti (egzama) gibi alerjik reaksiyonlara neden olabilir. Bu maddeye

alerjisi olanlarda ok nadir Actolind® w Solution’un uygulanmasinin

ardindan hafif bir yanma hissi olusabilir, fakat bu his birkag dakika icerisinde kaybolur.

Kontrendikasyonlar

Asagidaki durumlarda Actolind® w Solution kullanilmamalidir:

1. Hyalin kikirdakta ve aseptik eklem ameliyatlarinda, orta ve ic kulakta ve gszde kullanimasi uygun

degildir (Eger Actolind® w Solution aseptik kikirdak ile temas edecek olursa, derhal Ringer cézeltisi veya

serum fizyolojik ile yikanmalidir),

2. Eger, hastanin icerikteki hammaddelerden birine alerjik oldugu biliniyorsa veya stipheleniliyorsa,

3. Merkezi sinir sistemi veya meninksler iizerinde,

4. Anyonik yiizey aktif maddelerle, temizleyici sabunlarla, kremlerle, yaglarla, enzimlerle, vb. birlikte.

Uygulanmadan énce, bu maddeler yara tizerinden tamamen uzaklagtrimalidir,

5. Peritonal lavaj ve yikama icin,

6. Hamileligin ilk dort ayinda kullanlmamalidir. Risk-fayda analizine gore hamileligin ilerleyen

dénemlerinde kullanimi doktor tavsiyesine gére degerlendirilir.

Uyarilar ve Onlemler

Kullanmadan 6nce kullamm tallmatml dikkatlice okuyunuz. Yalnizca cilde haricen uygulama igindir.

Enfiizyon ya da icerir. Alerjik

yol acabilir. Bilesimindeki herhangl bir maddeye alerjisi olan hastalar taraﬁndan kullaniimamalidir.

Yutmayiniz! Cocuklarn erisemeyecegi yerde saklayiniz. Kapagin altindaki muhafaza yirtik veya kirik ise

kullanmayiniz. Uriintin raf dmri, 25°C'nin altinda oda sicakliginda 3 (iic) yildir. Ambalaji agilmis tirtinii 8

(sekiz) hafta siirede kullaniniz. Kontaminasyonu onlemek igin, kullanimdan sonra sise derhal

kapatilmalidir. Sisenin agz, kullanim sirasinda kontaminasyon olusmasina yol agmamak amaciyla, direkt

temastan korunmalidir. Yara ile direk temas eden veya baska bir sekilde kontamine olan siseler imha

edilmelidir. Sadece orijinal ambalajinda saklayiniz. Giines 1sigindan koruyun. Yerel diizenlemelere gore

bertaraf edin.

Ozet Teknik Bilgiler

Actolind® w Solution tiim biyouyumluluk testlerinden gegmis ve ayrica dermatolojik olarak test

edilmistir. Testler sonucunda irrite edici olmadi, iyi tolere edildigi ve duyarhlik olusturmadii tespit

edildi. Graniilasyon ve epitelizasyon (izerine inhibe edici etki gostermedigi gozlendi. Actolind® w

Solution kullamma haar bir riindar. Kullanim icin herhangi bir uzmaniik gerektirmez. Kullanma

durumlarda veya eczaciniza danisiniz.

Actolind® w Solunon akut, kronik ve enfekte olmus yaralar, 1. ve 2. derece yaniklar igin temizleme,

yikama (irrigasyon), nemlendirme ve bakim soltisyonudur. Koruyucu igeren bir triindir ve agildiktan

sonra 8 haftalik bir raf 6mrii vardir. Bu Girtin, 2007/47/EC degisiklikleri ile birlikte 93/42/EEC Tibbi Cihaz

Direktifi Ek IX kural 13 kapsaminda, Sinif Ill Tibbi Cihazdir.

i u, Poloxamer ve Poliheksanid (PHMB, 0,1%).

iisii ve kokusu: Berrak, renksiz ve hemen hemen kokusuz sulu gozelti.

Packaging Units/Ambalaj Birimleri:

Yara temizleme talimatiari 06. 6703.05 Actolind” w Solution  5x5 ml

Kirletici unsurlarin ve mikroorganizmalarin yara yiizeyine tasinma riskini minimize etmek icin, yaranin . 5

tamami ve cevresi Actolind® w Solution ile iyice temizlenmelidir. Optimal bir yara temizligi icin, derin ve 06. 6703.10 Actolind” w Solution 5x10 ml

yogun nekrotik dokunun oldugu yaralarin, islatiimis bir kompres yardimi ile en azindan 10-15 dk. L e .

boyunca islatimasi énerilir (islak bandaj uygulamasi). Uygulama herhangi bir zaman siniri olmaksizin 06. 6703.50 Actolind” w Solution 50 ml

yara kosullarina gére tekrarlanabilir. Soliisyonu seyreltmeyiniz! Temizligi yapilan yaranin iizeri Actolind® Y .

w Gel ile kaplanip yara uygun bir sekilde bandajlanabilir. 06.6703.100  Actolind” w Solution 100 ml

Pansuman ve bandajlarda kullanimi P N

Yara yiizeyine yapismis pansuman ve bandajlan Actolind® w Solution ile iyice islatin, yaklasik 5-10 dk. 06.6703.250  Actolind” w Solution 250 ml

yumusamalarini bekleyin ve dikkatli bir sekilde yara iizerinden sokin. Pansuman malzemelerinin — .

Actolind® w Solution fle islatimasi, yara yiizeyine yapismayt nler ve pansuman degisikigini onemli 06.6703.350  Actolind” w Solution | 350 ml

derecede kolaylastinr. Nemli bir yara iklimi saglamak icin, sargi her gin,gerekirse giinde birkag kez 06. 6703.500 Actolind® w Solution . 500 ml

06.6703.1 Actolind” w Solution 1L

Manufacturer Information / Uretici Bilgileri: Article number d| Manufacturing date ‘ M;Tfacmm Non-sterile
ACTO GmbH Uriin numarasi Uretim tarihi Steril de
38118 Braunschweig/Germany
. actogmbh.com Storage temperature

info@actogmbh.com

A German Company

Batch number
Uretim seri numarast

Read the instructions for use
Kullanim talimatlarini okuyunuz

Depolama sicakligi

Protect from sunlight.
A Glines Isigindan koruyun

Expiry Date
Son kullanma tarihi

Do not use if packaging is damaged
Ambalaji hasar gormis tiriinii kullanmayiniz
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