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Following devices/device categories are included in this certificate:

Class Is

For the devices listed below, the review of the quality management system refers exclusi
relating to establishing, securing and maintaining sterile conditions.

Barrier dressing

. Cutimed PROTECT, Basic-UDI-DI: 404280940039625A4

Surgical Site Dressings

. Leukomed, Leukoplast leukomed, Basic-UDI-DI: 4042809400415718R
. Leukomed skin sensitive, Basic-UDI-DI: 40428094004730092

. Leukomed T, Basic-UDI-DI: 4042809400415558T

. Leukomed T plus, Leukoplast leukomed T plus, Basic-UDI-DI: 40428
. Leukomed L.V. film, Basic-UDI-DI: 4042809400416508N

. Leukomed I.V. non-woven, Basic-UDI-DI: 4042809400416208D

. Leukomed T skin sensitive, Basic-UDI-DI: 404280940 -ﬂs/:

. Leukomed T plus skin sensitive, Basic-UDI-Dl: ﬁ%/”/”/‘

Medical Tapes
. Leukoplast strong, Basic-UDI

. Leukoplast barrier, Basic- D;:P Basic-UbI-Df:
W
Basic-UDI-DI: -/ / /'//.“)//'// /
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. Leukoplast/ c rip; Basic-U A0498094004598

AOAD

7
‘ // ;//I
. Leukoplast ¢ sorbent protect, Basic-UDI-DI: 404280940049853AW
. Leukoplast com ¢ }{ /M 1 /Z/ﬁ _

NN

-DI:404280
e

. Leukoplast swab ball gauze, Baéic-UleD,

. Leukoplast cotton wool, Basic-UDI-DI: 404280940(})4985684

Class lla

Compresses

. Leukoplast swab abdominal, Basic-UDI-DI: 404280940048586AP
. Leukoplast swab abdominal, Basis UDI-DI: 404280940048587AR
. Leukoplast swab ball gauze, Basis UDI-DI: 404280940048589AV
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Annex to the EU Certificate no. 50708-6

Leukoplast compress cotton gauze, Basis UDI-DI: 404280940048594AN,
Basis UDI-DI: 404280940048597AU

. Leukoplast swab preparation, Basis UDI-DI: 404280940049859BA

. Leukoplast compress viskers, Basis UDI-DI: 404280940049861AV

Thermotherapy
. Tensocold, Basic-UDI-DI: 40428094004534294

Class lIb

Hydroactive wound dressings
. Cutimed Siltec B, Leukoplast Cutimed Siltec B, Cutimed Siltec Sacru
4042809400407908Y

Intended use: /
extiding wounds with lon (o hig El"iﬁ?ja?'e'i‘i?.é"zﬂdﬁ‘é‘r'r?e"
. Cutimed Sorbion Sachet, Basic-UDI-DI: 40428094 //‘((:/'J

Intended use:

S ————— =

——— e

I —— e — ——
—— —

i
‘\' \K\‘.\I \

il
- - i
. Cutimed Siltec, Leukoplas ’l,,,
Intended use: l‘"

>
;‘\
S Ses
A
(- ——

S
S
-
——

—
e —— ==

Cutimed Siltec, Leukopla
for the prevention of pr

. Cutimed Silte

S
——
Q)
-—
S
—

— =
—
—

—
oS
—
—
——
————
—_—
——

‘\
S
DS

——

—

—

e
=

S
——

Ses

R
-
-
St

-
R
RN

Y-
X
——

S
.
——_
e
\\
e

o
o
-
-
S
=
——
———
S

——
—

om.
-
—

NS
-

s
R
Dol

RRRR
AR
N
N
.
R
T
S
e
T
-
W e,
——
T
=
=

Intended use:
Cutimed Siltec L i
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Intended use: / {rfgzgﬁlyzlﬁl//l//
N / 7
Cutimed Siltec PLU ated for the treatment of Tow "’"’///f///
pressure ulcers 7 //////‘/
. Cutimed Cavity 4042809400434889

‘ / AV JY FOOIN
Intended use: i 7
Cutimed Cavity is indicated for the ma ant of chronic 2

exudate levels / %

. Cutimed Gelling Fiber, Bésic;UDiF
Intended use: '
Cutimed Gelling Fiber is intended for the treatmevnt of dry to highly exuding wounds and to absorb exudate
. Cutimed Siltec Heel (3D), Basic-UDI-DI: 4042809400434849B

Intended use:

Cutimed Siltec Heel (3D) foam dressings are indicated for the treatment of exuding wounds with low to high
exudate levels and for the prevention of pressure ulcers
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Cutimed Siltec PLUS Heel, Basic-UDI-DI: 4042809400434879H

Intended use:

high exudate levels and for the prevention of pressure ulcers
. Cutimed Sorbion Border, Basic-UDI-DI: 4042809400368059K
Intended use:

Cutimed Sorbion Border is intended for the treatment of exuding wounds with moderat
healing by secondary intention

. Cutimed Sorbion Sana, Basis UDI-DI: 4042809400490399U

Intended use:

. Cutimed Sorbion Sana Gentle, Basis UDI-DI: 404280940049

Intended use:
Cutimed Sorbion Sana Gentle is intended for the treatmentof-w
. Cutimed Sorbion Carbon+ Basic UDI-D ﬁ-r//f.d'(/"/t:';/-“.
Cutimed Sorbion Carbon+ is intended /'.-///
levels W ///’
. Leukomed Control, % 4042809400512298N

Intended use: 4///%
Leukomed Control is indicatec d nd low exuding acute

Intended use:
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Intended use:
Cutimed DebriClear
Wound contact layer
. Cutimed Sorbion Plus, Basic U 5

Intended use:

Cutimed Sorbion Plus is intended to bé;u,se'd
exuding wounds / :

. Cutimed Cuticell, Basic UDI-DI: 40428094004626998
Intended use:

Cutimed Cuticell is a primary wound contact layer indicated for the treatment of superficial exudating
wounds

. Cutimed Cuticell, Classic, Basic UDI-DI: 4042809400490669X

Intended use:

Cutimed Cuticell Classic is a primary wound contact layer indicated for the treatment of superficial exuding
wounds
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Annex to the EU Certificate no. 50708-60

. Leukoplast Cuticell Classic, Basic UDI-DI: 40428094005012582
Intended use:
Leukoplast Cuticell Classic is a primary wound contact layer indicated for the treatment f <

exuding wounds /

Change(s) to previous certificate: Certificate extension to include new variants ip
(Change Notification no. 50708-CN24-13).
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