ALLEVYN GENTLE BORDER

Silicone gel adhesive hydrocellular foam dressing

Description

ALLEVYN GENTLE BORDER Dressings have a triple-layered construction which combines an absorbent hydrocellular
pad sandwiched between a perforated silicone gel adhesive wound contact layer and a highly permeable waterproof
top film.

Mode of action

ALLEVYN GENTLE BORDER Dressings facilitates high fluid management and promotes a moist wound healing
environment which is optimal for healing. It also helps to minimise the risk of maceration. The perforated silicone gel
adhesive wound contact layer allows exudate to pass through to the foam layer. The silicone adhesive layer is gentle,
suitable for use on fragile skin and makes it easy to apply, reposition and remove the dressing. The hydrocellular foam
layer absorbs exudate away from the wound. The breathable top film allows evaporation and aids the prevention of
fluid and bacterial contamination of the wound and is showerproof.

Indications

1. Wound management on shallow, granulating wounds, chronic and acute exudative wounds, full and partial thickness
wounds including:

* Pressure Ulcers

* Leg Ulcers

* Diabetic Foot Ulcers

* Surgical wounds

* First and second degree burns
* Donor Sites

* Skin tears

* Fungating Ulcers

2. Pressure ulcer prevention on intact skin, including pressure ulcers caused by medical devices, as part of a pressure
ulcer prevention protocol.

Precaution: Care should be taken when using the dressing under medical devices near the nose and mouth, where moisture can
build up and affect adherence, leading to dressing movement.
For more information please visit: www.allevyn.com

Precautions

« Care should be taken when using the dressing under medical devices near the nose and mouth, where moisture can
build up and affect adherence, leading to dressing movement.

» The use of ALLEVYN GENTLE BORDER Dressings, as part of a program of prophylaxis against the development of a
pressure ulcer, does not preclude the need to continue to develop and follow a comprehensive pressure ulcer
prevention protocol (e.g. regular repositioning, appropriate support surfaces, skin care and frequent skin
assessments).

* Due to the gentle adhesive used, do not use this dressing to secure other medical devices to the patient.
« If reddening or sensitisation occurs discontinue use and consult a healthcare professional.

« Cutting the dressing will compromise the bacterial barrier and showerproof properties of the dressing.

» Do not immerse the dressing in water.

» Do not use with oxidizing agents such as hypochlorite solutions (e.g. EUSOL) or hydrogen peroxide as these can
reduce the absorbency of the dressing.

« Single use only, and should not be re-used as cross contamination or infection may occur and the dressing may be
ineffective.
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» Once opened, do not retain unused dressings for application at a later date.
« If used on infected wounds, the infection should be managed as per local clinical protocol

ALLEVYN GENTLE BORDER Dressings are for healthcare professional use or for use by patients under the direction
of a healthcare professional.

When required, healthcare professionals should provide appropriate advice to patients on how to apply, monitor the
dressing, remove, and dispose of the dressing and when to contact a healthcare professional as detailed in this leaflet.

Instructions for use
1. Cleanse the application site. Ensure surrounding skin is clean, dry and free from excess hair.

2. Select appropriate dressing size. Ensure the absorbent pad covers the entire wound or area to be protected. The
scale on the pouch is for guidance only. Avoid contact of the pouch with the wound.

3. Remove first liner and anchor the adhesive side of the dressing to the skin. If applying the sacrum dressing, place the
narrow end a minimum of 2cm/ %zin. above the anal sphincter, then smooth the dressing over the sacrum.

4. Remove remaining liner/liners. Smooth over. If used on a wound, ensure absorbent pad covers the wound.

5. Smooth down the borders. Ensure there are no creases that could compromise the seal. The dressing can be
repositioned as required.

6. ALLEVYN GENTLE BORDER Dressings can be cut especially to dress wounds on the heel, elbow and other
awkward areas. Always use clean technique when cutting the dressing. Cutting the dressing will compromise the
bacterial barrier and showerproof properties of the dressing. Ensure any exposed foam areas are covered with an
appropriate film dressing taking care not to cover the entire dressing.

For further guidance on application of Heel and Sacrum see diagrams on dressing pouch or carton.

For necrotic or sloughy wounds, ALLEVYN GENTLE BORDER Dressings can be used in conjunction with INTRASITE
GEL Hydrogel wound dressings.

Observation when used for pressure ulcer prevention: frequently inspect the skin for pressure damage by lifting back
one corner, inspecting and then repositioning the dressing.

Removal: Lift one corner and slowly peel back until completely removed.

Dispose of ALLEVYN GENTLE BORDER Dressings according to local clinical protocols, or throw away hygienically
after use.

Frequency of change

During the early stages of treatment inspect the ALLEVYN GENTLE BORDER Dressings frequently. ALLEVYN
GENTLE BORDER Dressings can be lef in place for up to 7 days, except the sacral area where dressings can be lef in
place for up to 5 days. ALLEVYN GENTLE BORDER Dressings should be changed depending on the condition of the
wound and surrounding skin, or until exudate is visible as strike through and approaches to within 0.5cm/3/16in. of the
edge of the dressing pad, whichever is sooner. The decision of when to change should be dependent upon clinical
assessment and local protocols under the guidance of a healthcare professional. Complaints@ Smith-Nephew.com

If during the use of this device you believe that a serious incident has occurred, please report it to the manufacturer and your competent
authority. Complaints@Smith-Nephew.com
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Code

66800269
66800270
66800900
66800264
66800265
66800272
66802142
66800975
66800273
66800897
66800898
66801031
66800506

English (EN) - availability

Product availability

Size

7.5cm x 7.5cm / 3in. x 3in.
10cm x 10cm / 4in. x 4in.
10cm x 20cm / 4in. x 8in.
10cm x 25cm / 4in. x 9.8in.
10cm x 30cm / 4in. x 11.8in.
12.5cm x 12.5¢m / 5in. x 5in.
12.5cm x 12.5¢m / 5in. x 5in.
15cm x 15cm / Bin. x 6in.

17.5cm x 17.5cm / 7in. x 7in.

Sacrum Dressing 16.8cm x 17.1cm / 65/8in. x 63/4in.
Sacrum Dressing 16.8cm x 17.1cm / 65/8in. x 63/4in.

Sacrum Dressing 21.6cm x 23cm / 81/2in. x 9in.
Heel 23cm x 23.2cm / 9in. x 91/8in.

Trade Marks of Smith+Nephew. Date of issue 04/2024. Revision 02.

Availability
Carton of 10
Carton of 10
Carton of 10
Carton of 10
Carton of 10
Carton of 10
Carton of 3

Carton of 10
Carton of 10
Carton of 6

Carton of 10
Carton of 10
Carton of 5
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ALLEVYN GENTLE BORDER

Silikoongeelist adhesiivne hudrotsellulaarne vahtplaaster

Kirjeldus

ALLEVYN GENTLE BORDER plaastrid on kolmekihilised, tihendades imava hudrotsellulaar padjakese, mis on
paigutatud perforeeritud silikoongeelist haavavérgu ja vaga labilaskva veekindla pealmise kile vahele.

Toimemehhanism

ALLEVYN GENTLE BORDER plaastrite kasutamine hdlbustab tdhusat vedeliku jaotust ja soodustab haava
paranemiseks optimaalset niisket keskkonda. Samuti aitab see minimeerida matseratsiooni ohtu. Perforeeritud
silikoongeeli kleepuv haavavork véimaldab eksudaadil tungida labi vahukihi. Kleepuv silikoonkiht on drn, sobib
kasutamiseks 6rnal nahal ja v6imaldab plaastrit hdlpsasti peale panna, Umber paigutada ja eemaldada.
Hudrotsellulaarne vahukiht imab eksudaadi haavast eemale. Dusikindel hingav pealmine kile vdimaldab aurustumist ja
aitab valtida haava vedelikuga ja bakteriaalset saastumist.

Naidustused

1. Madalate, granuleerivate haavade, krooniliste ja dgedate eksudeerivate haavade, téis- ja osalise paksusega
haavade ravi, sealhulgas:

* survehaavandid

* jalahaavandid

« diabeetilised jalahaavandid

« kirurgilised haavad

* esimese ja teise astme pdletushaavad
* doonor kohad

* naharebendid

« seeninfektsiooniga haavandid

2. Survehaavandite ennetamine tervel nahal, sealhulgas meditsiiniseadmete pdhjustatud survehaavandid, osana
survehaavandi ennetamise

Ettevaatusabindu: ravijuhendist. ettevaatlik tuleb olla, kui plaastrit kasutatakse meditsiinisesadmete all nina ja suu lahedal, kuhu voib
koguneda niiskus ja m6jutada plaastri kinnitumist, mis vdib pdhjustada selle

likumist. Lisateabe saamiseks kulastage: www.allevyn.com

Ettevaatusabindud

* Ettevaatlik tuleb olla, kui plaastrit kasutatakse meditsiiniseadmete all nina ja suu l&hedal, kuhu vdib koguneda niiskus
ja mdjutada plaastri kinnitumist, mis vdib pdhjustada selle liikumist.

* ALLEVYN GENTLE BORDER plaastrite kasutamine profiuilaktika programmi raames, et véltida survehaava teket, ei
valista vajadust jatkata ulatusliku survehaava ennetamise ravijuhendi koostamist ja jargimist (nt regulaarne
Umberpaigutamine, asjakohased tugipinnad, nahahooldus ja sagedased naha hindamised).

« Orna liimi t8ttu &rge kasutage seda plaastrit patsiendi killge teiste meditsiiniseadmete kinnitamiseks.
* Kui tekib punetus véi tlitundlikkus, I6petage kasutamine ja konsulteerige tervishoiuttotajaga.

* Plaastri I6ikamine kahjustab selle bakteriaalset barjaari ja duSikindlaid omadusi.

« Arge kastke plaastrit vette.

« Arge kasutage oksiideerivate ainetega, naiteks hiipokloriidi lahustega (nt EUSOL) v&i vesinikperoksiidiga, kuna need
vlivad vahendada plaastri absorbeerivust.

« Ainult ihekordseks kasutamiseks ning neid ei tohi uuesti kasutada, kuna v@ib tekkida ristsaastumine vdi infektsioon ja
plaaster v8ib muutuda ebaefektiivseks.

 Parast avamist arge hoidke kasutamata jaanud plaastrit alles, et neid hiljem peale panna.
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* Infektsiooniga haavadel kasutamisel tuleb infektsiooni ravida vastavalt kohalikule ravijuhendile.

ALLEVYN GENTLE BORDER plaastrid on m&eldud kasutamiseks tervishoiutddtajatele voi patsientidele
tervishoiutddtaja juhendamisel

Vajaduse korral peaksid tervishoiutddtajad andma patsientidele asjakohast ndu, kuidas plaastrit peale panna, jalgida,
eemaldada ja kdrvaldada ning millal vétta ihendust tervishoiutdétajaga, nagu on kirjeldatud kéesolevas infolehes.

Kasutusjuhised
1. Puhastage paigalduskoht. Veenduge, et imbritsev nahk oleks puhas, kuiv ja iima liigsete karvadeta.

2. Valige sobiv haavaplaastri suurus. Veenduge, et imav padjake kataks kogu kaitstava haava vdi piirkonna. Pakendil
olev kaal on ainult suunav. Valtige vélise pakendi kokkupuudet haavaga.

3. Eemaldage esimene kiht ja kinnitage plaastri kleepuv pool naha kiilge. Ristluuplaastri paigaldamisel asetage kitsas
ots vahemalt 2 cm kdrgusele parakusulgurist, seejarel siluge plaaster ristluu kohale.

4. Eemaldage Ulejaanud kiht/kihid. Siluge. Kui kasutate haaval, veenduge, et imav padjake kataks haava.

5. Siluge servadelt Ule. Veenduge, et ei oleks kortse, mis voiksid tihendit kahjustada. Plaastrit saab vastavalt vajadusele
Umber paigutada.

6. ALLEVYN GENTLE BORDER plaastreid saab I8igata spetsiaalselt kanna, kiiinarnuki ja muude raskesti seotavate
piirkondade haavade katmiseks. Kasutage plaastri |dikamisel alati puhast tehnikat. Plaastri I6ikamine kahjustab selle
bakteriaalset barjaari ja dusikindlaid omadusi. Veenduge, et kdik avatud vahtkattega alad on kaetud sobiva
kilekattega, jélgides, et see ei kataks kogu plaastrit.

Lisajuhiseid kanna- ja ristluuplaastrite pealekandmise kohta vt skeemidelt toote pakendil v&i karbil
Nekrootiliste vdi lahtiste haavade puhul vdib plaastreid ALLEVYN GENTLE BORDER kasutada koos

INTRASITE GEL hudrogeeliga. Vaatlus, kui seda kasutatakse survehaavandi valtimiseks: kontrollige sageli naha surve
vigastusi, tdstes Uhe nurga Ules, kontrollides ja seejarel asetades

plaastri tagasi oma kohale. Eemaldamine: tdmmake Uks nurk lahti ja koorige

aeglaselt tagasi, kuni see taielikult on eemaldatud. Kdrvaldage ALLEVYN GENTLE BORDER plaaster vastavalt
kohalikele kliinilistele ravijuhenditele voi

Vahetamise tihedus

Ravi varajases staadiumis kontrollige ALLEVYN GENTLE BORDER plaastreid sageli. ALLEVYN GENTLE BORDER
plaastreid voib jatta peale kuni 7 paevaks, vélja arvatud ristluu piirkonnas, kus plaastri v8ib jatta paika kuni 5 paevaks.
ALLEVYN GENTLE BORDER plaastreid tuleb vahetada olenevalt haava ja imbritseva naha seisundist vdi kuni
eksudaat on plaastrist Iabi nahtav ja laheneb 0,5 cm kaugusele sideme padja servast, olenevalt sellest, kumb toimub
varem. Otsus, millal plaaster vahetada, tuleks teha tervishoiutddtaja juhendamisel ja see peaks pdhinema Kkiliinilisel
hinnangul ja kohalikel ravijuhenditel. Complaints@Smith-Nephew.com

Kui te usute, et selle seadme kasutamise ajal on esinenud ohujuhtum, teatage palun sellest tootjale ja oma padevale riigiasutusele.
Complaints@Smith-Nephew.com

Page 5



Kood

66800269
66800270
66800900
66800264
66800265
66800272
66802142
66800975
66800273
66800897
66800898
66800959
66801031
66800506

Toote saadavus

Suurus

75emx7.5cm

10cmx 10 cm

10ecm x 20 cm

10em x 25 cm

10em x 30 cm

12,5cm x 12,5 cm

12,5cm x 12,5 cm

15emx 15cm

17.5cm x 17,5 cm

Ristluuside 16,8 cm x 17,1 cm
Ristluuside 16,8 cm x 17,1 cm
Mitu asukohta 17,1 em x 17,9 cm
Ristluuside 21,6 cm x 23 cm

Kand 23 cm x 23,2 cm

Smith+Nephew kaubamargid. Valjaandmise kuupéev 04/2024. Labivaatamine 02.

Saadavus

10 tk karbis
10 tk karbis
10 tk karbis
10 tk karbis
10 tk karbis
10 tk karbis
3 tk karbis

10 tk karbis
10 tk karbis
6 tk karbis

10 tk karbis
10 tk karbis
10 tk karbis
5 tk karbis
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Manufacturer / symbols

nadajace sie do recyklingu / Ambalaj reciclabil / Recyklovatelny obal / Embalaza, primerna za recikliranje / Geri
Dondstirdlebibr Ambalaj / ygaill 63lcll ALLA GgLc '

|

Smith & Nephew Medical Limited, c € !

101 Hessle Road, Hull HU3 2BN England ]

|"Trade Marks of Smith+Nephew. @Smith+Nephew 2797 '

Date of issue 04/2024. Printed in/Imprimé en: .Revision 02
Smith & Nephew Operations B.V.

Bloemlaan 2, 2132 NP Hoofddorp, Netherlands

|STERILE[EO O @ ® ST A [=]
4 [ Z& mo] [UDl] @ B O EHEH

134253RevA 42560

- r——— - =

Source file: IFU_42560 B ALLEVYNGENTLEBORDER ML.pdf

Page 7



