DOC. TITLE: RE00214653 Declaration of Conformity MDR Woundcare Products

DOCUMENT NO:

RE00214653

REVISION: | 1

DECLARATION OF CONFORMITY

CardinalHealth

MDR: We, Cardinal Health 200 LLC, declare that the products covered in this EU
Declaration of Conformity meet the provision of the Medical Device Regulation (EU)

2017/745.
Declaration of Conformity Number RE00214653
Technical Documentation Number RE00172519

Manufacturer’s Name

Cardinal Health 200, LLC

Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Single Registration Number

US-MF-000006765

Authorized Representative’s Name
and Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Notified body’s Name and
Identification Number

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP
Amsterdam

Identification Number: 2797

CE Certificate Number

MDR 798506

Product Category

Cotton Gauzes in Rolls [M020107]

Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

Basic UDI-DI

Refer to attachment 1

EMDN

Refer to attachment 1

Product Code, Trade Name and
Description

Refer to attachment 1

Intended Purpose

Kerlix Bandage and Gauze Rolls: Intended for use as a primary dressing
to absorb wound exudates. As secondary dressings, the bandage rolls are
used to reinforce primary dressings and absorb exudates that have passed
through primary dressings.

Webril™ & Webril™ II Undercast Padding is intended to
provide cushioning between the skin and the cast and to absorb moisture.

Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.
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DOCUMENT NO: | RE00214653 REVISION: | 1

DECLARATION OF CONFORMITY

Curity™ Gauze Pads are intended to be used for dressing wounds or skin
breaks and wiping/absorbing fluids.

Excilon™ Drain and 1.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion sites.

Classification and Rule Refer to attachment 1
Common Specifications Not Applicable (N/A)
Where appropriate, add applicable Not Applicable (N/A)
Union legislation

Conformity Assessment Annex XI-Part A

SIGNATURE SECTION

This EU Declaration of Conformity is issued for and on behalf of and under the sole responsibility of the Legal
Manufacturer identified above.

Place of Issue Waukegan, IL 60085 USA

Signature/ Date ML Z hﬂ
Breéfida Gerena (May 1, 2024 16:35 CDT)

Brenda Gerena

Name and Function
Regulatory Affairs
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RE00214653

REVISION:

ATTACHMENT 1

Product Code List

LTRSS Trade Name and Description Basic UDI-DI EMDN Clepitite (o
Code and Rule
Webril Cotton Undercast Class I (s)
2283 Padding, Regular Finish, 2" x 12' | 063014000000000000001346A | M0201050101
(5.1 cm x 3.7 m) Rule 4
Webril Cotton Undercast Class I (s)
2394 Padding, Regular Finish, 3" x 12' | 063014000000000000001346A | M0201050101
(7.6 cm x 3.7 m) Rule 4
Webril Cotton Undercast Class 1 (s)
2502 Padding, Regular Finish, 4" x 12' | 063014000000000000001346A | M0201050101
(10.2 cm x 3.7 m) Rule 4
Webril Cotton Undercast Class 1 (s)
2554 Padding, Regular Finish, 6" x 12' | 063014000000000000001346A | M0201050101
(15.2 cm x 3.7 m) Rule 4
Kerlix Bandage Roll, 100% Class I (s)
6716 Cotton, 8 Ply, Large, 4-1/2" x 9.3' | 063014000000000000001125Y M020107
(114 cm x 2.8 m) Rule 4
Kerlix Bandage Roll 100% Class 1 (s)
6725 Cotton, 6 Ply Medium, 3-7/16" x | 063014000000000000001125Y M020107
3-3/16' (8.6 cm x 3.3 m) Rule 4
: . " Class I (s)
7086 Excilon Drain Sponges, 6 Ply, 4" 1 .01 1000000000000001176A | M0201010101
x 4" (10.2cm x 10.2cm) Rule 4
. " Class 1 (s)
7087 Excilon LV. Sponges, 6 Ply, 2" X | <201 4000000000000001186C | M0201010101
2" (5.1cm x 5.1cm) Rule 4
Kerlix Gauze Roll, 6 Ply, Large, Class 1 (s)
7880 4-1/2" x 4-1/8 yd (11.4ecm x 3.7 | 063014000000000000001205X M020107
m) Stretched, Sterile Rule 4
. » o 24 Class 1 (s)
7884 Kerlix Super Sponges, 67 x 6-3/47 | -+ 1 41000000000000000996Z | M0201020101
(15.2cmx 17.1 cm) Rule 4
. " " Class 1 (S)
3381 Curity Gauze Pads 2" x 2" (5.1 063014000000000000001516A | M0201050101
cm x 5.1 cm) Rule 4
Curity Gauze Pad 4" x 4" (10.2cm Class I (s)
6309 ' 063014000000000000001516A | M0201050101
x 10.2cm) Rule 4
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DOCUMENT NO:

RE00214653

REVISION: | 1

CROATIAN

IZJAVA O SUKLADNOSTI
DECLARATION OF CONFORMITY

2017/745.

CardinalHealth

MDR: Mi, Cardinal Health 200 LLC, izjavljujemo da proizvodi na koje se odnosi ova
Izjava o sukladnosti EU ispunjavaju odredbe Uredbe o medicinskim proizvodima (EU)

Broj izjave o sukladnosti
Declaration of Conformity Number

RE00214653

Broj tehnicke dokumentacije
Technical Documentation Number

RE00172519

Naziv proizvodaca
Manufacturer’s Name

Cardinal Health 200, LLC

Adresa proizvodaca
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Jedinstveni registracijski broj
Single Registration Number

US-MF-000006765

Naziv i adresa ovlastenog predstavnika

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Naziv i identifikacijski broj prijavljenog
tijela

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP

CE Certificate Number

Notified body’s Name and Identification Amsterdam
Number Identifikacijski broj: 2797
Broj certifikata CE MDR 798506

Kategorija proizvoda
Product Category

Pamucna gaza u rolama [M020107]
Cotton Gauzes in Rolls [M020107]

Pamucna gaza, presavijena, bez konca vidljivog pri rendgenskom
snimanju, sterilna [M0201020101]

Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

Osnovni UDI-DI
Basic UDI-DI

Pogledajte Prilog I/ Refer to Attachment 1

EMDN

Pogledajte Prilog I/ Refer to Attachment 1

Kod, trgovacki naziv i opis proizvoda
Product Code, Trade Name and

Pogledajte Prilog I/ Refer to Attachment 1

Description
Zavoji i gaza u rolama Kerlix: upotrebljavaju se kao primarne obloge za
apsorpciju eksudata iz rane. Kao sekundarna obloga, zavoji
se upotrebljavaju za pojacavanje primarnih obloga i apsorpciju eksudata
koji prode kroz primarne obloge.
. Kerlix Bandage and Gauze Rolls: Intended for use as a primary
Namjena dressing to absorb wound exudates. As secondary dressings, the bandage
Intended Purpose ) ’

rolls are used to reinforce primary dressings and absorb exudates that
have passed through primary dressings.

Pamuc¢na podloska za gips Webril™ & Webril™ I1 sluzi
za amortizaciju izmedu koZze i gipsa i za upijanje vlage.
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DOCUMENT NO:

RE00214653

REVISION:

IZJAVA O SUKLADNOSTI
DECLARATION OF CONFORMITY

Webril™ & Webril™ II Undercast Padding is intended to
provide cushioning between the skin and the cast and to absorb moisture.

Super spuzve Kerlix™ upotrebljavaju se kao primarne obloge

na mjestu rane za apsorpciju eksudata.

Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

Komprese Curity™ upotrebljavaju se kao obloge za rane ili popucane
koze te brisanje/upijanje tekuéina.

Curity™ Gauze Pads are intended to be used for dressing wounds or
skin breaks and wiping/absorbing fluids.

DrenaZne spuZzvice i spuzvice za infuziju Excilon™ upotrebljavaju
se kao primarne obloge na nizu rana, ukljucujuci, ali ne ogranicavajuci
se na mjesta umetanja.

Excilon™ Drain and 1.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion
sites.

Klasifikacija i pravilo
Classification and Rule

Pogledajte Prilog I/ Refer to Attachment 1

Zajednicke specifikacije

Common Specifications Nije primjenjivo (N/A)
Dodajte primjenjivo zakonodavstvo
Europske unije, gdje je to prikladno Nije primjenjivo (N/A)

Where appropriate, add applicable Union
legislation

Ocjena sukladnosti
Conformity Assessment

Prilog XI. Dio A/ Annex XI Part A

ODJELJAK S POTPISIMA
SIGNATURE SECTION

Ova Izjava o sukladnosti EU izdaje se za i u ime te na iskljucivu odgovornost prethodno navedenog zakonitog

proizvodaca.

Mjesto izdavanja
Place of Issue

Waukegan, IL 60085 USA

Potpis/ Datum
Signature/ Date

Brzda Ger!na (May 1,2024 16:35 CDT)

Brenda Gerena

Ime i funkcija Regulatory Affairs

Name and Function

Odjel za regulatorna pitanja
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PRILOG I
ATTACHMENT 1

SHEET 5 OF 75




DOCUMENT NO:

RE00214653

REVISION:

Kod
proizvoda
Product Code

Trgovacki naziv i opis
Trade Name and Description

Osnovni UDI-DI
Basic UDI-DI

Klasifikacija i
pravilo
Classification
and Rule

2283

Pamucna podloska za gips
Webril, obi¢na zavrs$na obrada,
2" x 12' (5,1 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish,
2" x 12' (5.1 cm x 3.7 m)

063014000000000000001346A

M0201050101

Klasa/ Class: Is
Pravilo/ Rule: 4

2394

Pamucna podloska za gips
Webril, obi¢na zavr$na obrada,
3"x 12' (7,6 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish,
3"x12' (7.6 cmx 3.7 m)

063014000000000000001346A

M0201050101

Klasa/ Class: Is
Pravilo/ Rule: 4

2502

Pamucna podloska za gips
Webril, obi¢na zavrSna obrada,
4" x 12' (10,2 ecm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish,
4" x 12'(10.2 cm x 3.7 m)

063014000000000000001346A

M0201050101

Klasa/ Class: Is
Pravilo/ Rule: 4

2554

Pamucna podloska za gips
Webril, obi¢na zavr$na obrada,
6" x 12' (15,2 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish,
6" x 12' (15.2 cm x 3.7 m)

063014000000000000001346A

M0201050101

Klasa/ Class: Is
Pravilo/ Rule: 4

6716

Rola zavoja Kerlix, 100 %
pamuk, 8 slojeva, velika,
4,5"x9,3' (11,4 cm x 2,8 m)

Kerlix Bandage Roll, 100%
Cotton, 8 Ply, Large,
4-1/2"x9.3'(11.4cm x 2.8 m)

063014000000000000001125Y

M020107

Klasa/ Class: Is
Pravilo/ Rule: 4

6725

Rola zavoja Kerlix, 100 %
pamuk, 6 slojeva, srednja,
37/16" x 3 3/16'
(8,6 cm x 3,3 m)

Kerlix Bandage Roll 100%
Cotton, 6 Ply Medium,
3-7/16" x 3-3/16'
(8.6cmx3.3m)

063014000000000000001125Y

M020107

Klasa/ Class: Is
Pravilo/ Rule: 4

7086

Drenazne spuzvice Excilon, 6
slojeva, 4" x 4"
(10,2 cm x 10,2 cm)

063014000000000000001176A

M0201010101

Klasa/ Class: Is
Pravilo/ Rule: 4
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Excilon Drain Sponges, 6 Ply,
4" X 4"
(10.2cm x 10.2cm)

7087

Spuzvice za infuziju Excilon 6
slojeva, 2" x 2"
(5,1 emx 5,1 cm)

Excilon I.V. Sponges, 6 Ply,
2" X 2"
(5.1cm x 5.1cm)

063014000000000000001186C

M0201010101

Klasa/ Class: Is
Pravilo/ Rule: 4

7880

Rola gaze Kerlix, 6 slojeva,
velika, 4,5" x4 1/8 yd

(11,4 cm x 3,7 m), rastezljiva,
sterilna

Kerlix Gauze Roll, 6 Ply, Large,
4-1/2" x 4-1/8 yd

(11.4 cm x 3.7 m) Stretched,
Sterile

063014000000000000001205X

M020107

Klasa/ Class: Is
Pravilo/ Rule: 4

7884

Super spuzve Kerlix, 6" x 6 3/4"
(15,2cmx 17,1 cm)

Kerlix Super Sponges, 6” x 6-
3/4” (152 cm x 17.1 cm)

063014000000000000000996Z

M0201020101

Klasa/ Class: Is
Pravilo/ Rule: 4

3381

Komprese Curity 2" x 2"
(5,1 cmx 5,1 cm)

Curity Gauze Pads 2" x 2"
(5.1 cmx 5.1 cm)

063014000000000000001516A

M0201050101

Klasa/ Class: Is
Pravilo/ Rule: 4

6309

Kompresa Curity 4" x 4"
(10,2 cm x 10,2 cm)

Curity Gauze Pad 4" x 4"
(10.2cm x 10.2cm)

063014000000000000001516A

M0201050101

Klasa/ Class: Is
Pravilo/ Rule: 4
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DOCUMENT NO:

RE00214653

REVISION: | 1

CZECH

PROHLASENI O SHODE

CardinalHealth

MDR: Nase spole¢nost, Cardinal Health 200 LLC, prohlasuje, Ze vyrobky uvedené
v tomto EU prohlaseni o shod¢ spliuji ustanoveni nafizeni (EU) 2017/745
o zdravotnickych prostiedcich.

Cislo prohlaseni o shodé
Declaration of Conformity Number

RE00214653

Cislo technické dokumentace
Technical Documentation Number

RE00172519

Nazev vyrobce
Manufacturer’s Name

Cardinal Health 200, LLC

Adresa vyrobce
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Jediné registracni ¢islo
Single Registration Number

US-MF-000006765

Nazev a adresa autorizovaného zastupce

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Nazev a identifika¢ni ¢islo oznameného

BSI Group The Netherlands B.V.

subjektu Say Building, John M. Keynesplein 9, 1066 EP
Notified body’s Name and Amsterdam
Identification Number Identifikacni Cislo: 2797
Cislo certifikiatu CE
CE Certificate Number MDR 798506
Bavlnéné gézy v rolich [M020107]
Cotton Gauzes in Rolls [M020107]
Kategorie vyrobku Bavinéné gazy, skladané, bez rentgenkontrastniho vlakna, sterilni
Product Category gazy, ’ & ’

[M0201020101]
Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

Zakladni UDI-DI
Basic UDI-DI

Viz Priloha I/ Refer to Attachment 1

EMDN

Viz Pfiloha I/ Refer to Attachment 1

Kéd, obchodni nazev a popis vyrobku
Product Code, Trade Name and
Description

Viz Priloha I / Refer to Attachment 1

Uéel pouziti
Intended Purpose

BandazZe a gazy Kerlix v rolich: Urceny pro pouziti jako primarni kryti
pro absorpci exsudatl rany. Jako sekundarni kryti se pouzivaji bandaze
v rolich k posileni priméarniho kryti a absorbuji exsudaty, které pronikly
primarnim krytim.

Kerlix Bandage and Gauze Rolls: Intended for use as a primary
dressing to absorb wound exudates. As secondary dressings, the bandage
rolls are used to reinforce primary dressings and absorb exudates that
have passed through primary dressings.

Podkladova vycpavka Webril™ & Webril™ II je urcena jako tlumici
vrstva mezi klizi a sddrou a k absorpci vlhkosti.

CONFIDENTIAL INFORMATION
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DECLARATION OF CONFORMITY
Webril™ & Webril™ II Undercast Padding is intended to
provide cushioning between the skin and the cast and to absorb moisture.

Hubky Kerlix™ Super Sponges jsou urceny k pouziti jako primarni
kryti v misté rany k absorpci exsudatu.

Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

Gazové polstarky Curity™ jsou ur€eny k pouziti jako kryti ran nebo
poranéni kiize a k otirani/absorbovani tekutin.

Curity™ Gauze Pads are intended to be used for dressing wounds or
skin breaks and wiping/absorbing fluids.

DrenaZni a intravenézni hubky Excilon™ jsou urceny k pouziti jako
primarni kryti na fadé ran, v€etné mist zavedeni.

Excilon™ Drain and 1.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion
sites.

Klasifikace a pravidlo
Classification and Rule

Obecna specifikace

Viz Pfiloha I/ Refer to Attachment 1

Common Specifications Nelze uplatnit (N/A)
Dle poti‘eby dopliite piislusny
predpis Unie Nelze uplatnit (N/A)

Where appropriate, add applicable
Union legislation

Posouzeni shody
Conformity Assessment

PODPISOVA CAST
SIGNATURE SECTION
Toto EU prohlaseni o shodé se vydava jménem a na vyhradni odpovédnost opravnéného vyrobce

uvedeného vySe.
Misto vydani

Place of Issue Waukegan, IL 60085 USA

Podpis / Datum ﬁ 4& ﬂm
Signature/ Date Bréfida Gerena (May 1, 2024 16:35 CDT)

Brenda Gerena
Regulatory Affairs
Oddéleni regulacnich zalezitosti

Priloha XI, ¢ast A/ Annex XI Part A

Jméno a funkce
Name and Function

PRILOHA I
ATTACHMENT 1

Seznam kédi vyrobki
Product Code List

Kéd vyrobku Obchodni nazev a popis Zakladni UDI-DI EMDN Klasifikace
Product Code Trade Name and Description Basic UDI-DI a pravidlo
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Classification
and Rule

2283

Bavinéna podkladova vycpavka
Webril, standardni povrch,
5lemx3,7mQ2"x 12"

Webril Cotton Undercast
Padding, Regular Finish,
2"x12' (5.1 cm x 3.7 m)

063014000000000000001346A

M0201050101

Ti¥ida/ Class: Is
Pravidlo/ Rule: 4
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DOCUMENT NO:

RE00214653

REVISION:

BavInéna podkladova vycpavka
Webril, standardni povrch,
7,6 cmx 3,7m (3" x 12"

Webril Cotton Undercast
Padding, Regular Finish,
3"x12' (7.6 cm x 3.7 m)

063014000000000000001346A

M0201050101

Tiida/ Class: Is
Pravidlo/ Rule: 4

2502

Bavinéna podkladova vycpavka
Webril, standardni povrch,
10,2cm x 3,7 m (4" x 12"

Webril Cotton Undercast
Padding, Regular Finish,
4"x12'(10.2 cm x 3.7 m)

063014000000000000001346A

M0201050101

Ttida/ Class: Is
Pravidlo/ Rule: 4

2554

BavInéna podkladova vycpavka
Webril, standardni povrch,
15,2cm x 3,7 m (6" x 12"

Webril Cotton Undercast
Padding, Regular Finish,
6"x12'(15.2cm x 3.7 m)

063014000000000000001346A

M0201050101

Trida/ Class: Is
Pravidlo/ Rule: 4

6716

Rolovana bandaz Kerlix, 100%
bavlna, 8vrstva, velka,
11, 4cmx2,8m (4 1/2" x 9,3"

Kerlix Bandage Roll, 100%
Cotton, 8 Ply, Large,
4-1/2"x9.3'(11.4 cm x 2.8 m)

063014000000000000001125Y

M020107

Tt¥ida/ Class: Is
Pravidlo/ Rule: 4

6725

Rolovana bandaz Kerlix, 100%
bavlna, 6vrstva, stfedni,

8,6 cmx3,3m

(37/16"x 3 3/16")

Kerlix Bandage Roll 100%
Cotton, 6 Ply Medium,
3-7/16" x 3-3/16'
86cmx33m)

063014000000000000001125Y

M020107

Tt¥ida/ Class: Is
Pravidlo/ Rule: 4

7086

Drenazni hubky Excilon, 6vrstvé,
10,2 cm x 10,2 cm
(4" X 4”)

Excilon Drain Sponges, 6
Ply, 4" x 4"
(10.2cm x 10.2cm)

063014000000000000001176A

M0201010101

Trida/ Class: Is
Pravidlo/ Rule: 4

7087

Intraven6zni hubky Excilon,
6vrstvé, 5,1 cmx 5,1 cm
(2" X 2”)

Excilon I.V. Sponges, 6 Ply,
2"x2" (5.1cm x 5.1cm)

063014000000000000001186C

M0201010101

Trida/ Class: Is
Pravidlo/ Rule: 4
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Rolovana gaza Kerlix, 100%
bavlna, 6vrstva, velka,

11 4cmx3,7m

(4 12" x 4 1/8 yd), natazena,
sterilni

Kerlix Gauze Roll, 6 Ply, Large,
4-1/2" x 4-1/8 yd

(11.4 cm x 3.7 m) Stretched,
Sterile

063014000000000000001205X

M020107

Ti¥ida/ Class: Is
Pravidlo/ Rule: 4

7884

Hubky Kerlix Super Sponges,
152cmx 17,1 cm
(6" x 63/4"™)

Kerlix Super Sponges,
6” x 6-3/4”
(152cmx 17.1 cm)

063014000000000000000996Z

M0201020101

Ti¥ida/ Class: Is
Pravidlo/ Rule: 4

3381

Gazové polstarky Curity
5,lecmx 5,1 cm
(2" X 2”)

Curity Gauze Pads
2" X 2"
(5.1cmx 5.1 cm)

063014000000000000001516A

M0201050101

Trida/ Class: Is
Pravidlo/ Rule: 4

6309

Gazova podlozka Curity
10,2 cm x 10,2 cm
(4" X 4")

Curity Gauze Pad
4" X 4"
(10.2cm x 10.2cm)

063014000000000000001516A

M0201050101

Tt¥ida/ Class: Is
Pravidlo/ Rule: 4
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DANISH

PROHLASENI O SHODE

CardinalHealth

MDR: Vi, Cardinal Health 200 LLC, erklarer, at produkterne deekket af denne
EU-overensstemmelseserklering overholder kravene i Forordning (EU) 2017/745
om medicinsk udstyr.

Overensstemmelseserklaeringsnummer
Declaration of Conformity Number

RE00214653

Teknisk dokumentationsnummer
Technical Documentation Number

RE00172519

Producentens navn
Manufacturer’s Name

Cardinal Health 200, LLC

Producentens adresse
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Enkelt registreringsnummer
Single Registration Number

US-MF-000006765

Navn og adresse pa godkendt
reprasentant

Authorized Representative’s Name
and Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Navn og identifikationsnummer

pa bemyndiget organ

Notified body’s Name and Identification
Number

BSI Group The Netherlands B.V.

Say Building, John M. Keynesplein 9, 1066 EP
Amsterdam

Identifikationsnummer: 2797

CE-certificationsnummer

CE Certificate Number MDR 798506

Bomuldsgazebind i ruller [M020107]

Cotton Gauzes in Rolls [M020107]
Produktkategort Bomuldsgazebind, foldede, uden rentgendetekterbar trad, sterile
Product Category

[M0201020101]
Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

Grundlaeggende UDI-DI
Basic UDI-DI

Se bilag I / Refer to Attachment 1

EMDN

Se bilag I / Refer to Attachment 1

Produktkode(r), handelsnavn og
beskrivelse

Product Code, Trade Name and
Description

Se bilag I/ Refer to Attachment 1

Tilteenkt formal
Intended Purpose

Kerlix-bandage og gazebindsruller: Beregnet til brug som primaer
forbinding til at absorbere sarveeske. Som sekundere forbindinger bruges
bandagerullerne til at forstaerke primare forbindinger og absorbere
ekssudater, der er passeret gennem primare forbindinger.

Kerlix Bandage and Gauze Rolls: Intended for use as a primary dressing
to absorb wound exudates. As secondary dressings, the bandage rolls are
used to reinforce primary dressings and absorb exudates that have passed
through primary dressings.
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DECLARATION OF CONFORMITY
Webril™ og Webril™ II underbandage er beregnet til
at give stedabsorbering mellem huden og bandagen og til at absorbere fugt.

Webril™ & Webril™ II Undercast Padding is intended to
provide cushioning between the skin and the cast and to absorb moisture.

Kerlix™ super svampe er beregnet til brug som primere forbindinger
pa sarstedet for at absorbere ekssudat.

Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

Curity™ gazepuder er beregnet til at forbinde sér eller brud pa huden

og terre/absorbere vasker.

Curity™ Gauze Pads are intended to be used for dressing wounds or skin
breaks and wiping/absorbing fluids.

Excilon™ drzaen- og intravenese svampe er beregnet til brug som primare
forbindinger pé en reekke sar, herunder, men ikke begrenset til,
indstikssteder.

Excilon™ Drain and 1.V Sponges are intended for use as primary dressing
on a range of wounds including but not limited to insertion sites.

Klassificering og regel

Classification and Rule

Feelles specifikationer

Common Specifications

Hvor relevant, tilfej gzeldende union-
lovgivning

Where appropriate, add applicable Union
legislation
Overensstemmelsesvurdering
Conformity Assessment

SIGNATURAFSNIT
SIGNATURE SECTION

Denne EU-overensstemmelseserklzering er udstedt for og pa vegne af og under eneansvar for den juridiske
producent, der er identificeret ovenfor.

Se bilag I / Refer to Attachment 1

Ikke relevant (N/A)

Ikke relevant (N/A)

Bilag XI, del A/ Annex XI Part A

Udstedelsessted
Place of Issue Waukegan, IL 60085 USA

Underskrift / Dato 5 Il!ll n‘m
Signaturg/ Date rdhida Geréna (May 1, 2024 16:35 CDT)

Brenda Gerena
Regulatory Affairs
Lovgivningsanliggender

Navn og function
Name and Function

BILAGI
ATTACHMENT 1
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Webril Cotton Undercast
Padding, Regular Finish,
2"x 12

(5.1 cmx3.7m)

Klassificering
Produktkode | Handelsnavn og beskrivelse Grundlzggende UDI-DI EMDN og regel
Product Code Trade Name and Description Basic UDI-DI Classification
and Rule
Webril bomuldsunderbandage,
almindelig finish,
5,1cmx3,7m
2"x 12
2283 ( : 063014000000000000001346A | M0201050101 | K 1asse /Class: Is

Regel/ Rule: 4

CONFIDENTIAL INFORMATION
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Webril bomuldsunderbandage,
almindelig finish,
7,6 cmx 3,7m
(3"x 12"

Webril Cotton Undercast
Padding, Regular Finish,
3"x 12

(7.6 cm x 3.7 m)

063014000000000000001346A

M0201050101

Klasse /Class: Is
Regel/ Rule: 4

2502

Webril bomuldsunderbandage,
almindelig finish,

10,2cmx 3,7 m

(4"x 12"

Webril Cotton Undercast
Padding, Regular Finish,
4" x 12'

(10.2 cm x 3.7 m)

063014000000000000001346A

M0201050101

Klasse /Class: Is
Regel/ Rule: 4

2554

Webril bomuldsunderbandage,
almindelig finish,

152 ecmx 3,7m

(6" x 12"

Webril Cotton Undercast
Padding, Regular Finish,
6" x 12'

(152 cm x 3.7 m)

063014000000000000001346A

M0201050101

Klasse /Class: Is
Regel/ Rule: 4

6716

Kerlix bandagerulle, 100 %
bomuld, 8 lag, stor,

11 4cmx2,8m

(4-1/2"x 9,3")

Kerlix Bandage Roll, 100%
Cotton, 8 Ply, Large,
4-1/2" x 9.3

(114 cm x 2.8 m)

063014000000000000001125Y

M020107

Klasse /Class: Is
Regel/ Rule: 4

6725

Kerlix bandagerulle 100 %
bomuld, 6 lag medium,

8,6cmx3,3m
(3-7/16" x 3-3/16")

Kerlix Bandage Roll 100%
Cotton, 6 Ply Medium,
3-7/16" x 3-3/16'

(8.6 cmx 3.3 m)

063014000000000000001125Y

M020107

Klasse /Class: Is
Regel/ Rule: 4

7086

Excilon drensvampe, 6 lag,
10,2cm x 10,2 cm
(4" X_ 4")

Excilon Drain Sponges, 6 Ply,
4" X 4”

063014000000000000001176A

M0201010101

Klasse /Class: Is
Regel/ Rule: 4

CONFIDENTIAL INFORMATION
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(10.2cm x 10.2cm)

Excilon intravengse Svampe,
6 lag,
5,1cmx 5,1 cm

(2u X 2u) Klasse /Class: Is

7087 063014000000000000001186C | M0201010101 Regel/ Rule: 4

Excilon I.V. Sponges, 6 Ply,
2" x 2"

(5.1cm x 5.1cm)

Kerlix gazerulle, 6 lag, stor,
11, 4cmx 3,7m

(4-1/2" x 4-1/8 yd)

strakt, steril

7880 . 063014000000000000001205X | M020107 | Klasse /Class:Is
Kerlix Gauze Roll, 6 Ply, Regel/ Rule: 4
Large,

4-1/2" x 4-1/8 yd
(11.4 cm x 3.7 m)
Stretched, Sterile
Kerlix supersvampe
152cmx 17,1 cm
(6" x 6-3/4")

7884 0630140000000000000009967, | M0201020101
Kerlix Super Sponges,
6” x 6-3/4”

(152 cm x 17.1 cm)
Curity gazepuder
5,1cmx 5,1 cm

(2" x2"

3381 063014000000000000001516A | M0201050101
Curity Gauze Pads
2" x 2"

(5.1 cmx 5.1 cm)
Curity gazepude
10,2 cm x 10,2 cm
(4" X 4")

6309 063014000000000000001516A | M0201050101
Curity Gauze Pad
4" x 4"

(10.2cm x 10.2cm)

Klasse /Class: Is
Regel/ Rule: 4

Klasse /Class: Is
Regel/ Rule: 4

Klasse /Class: Is
Regel/ Rule: 4
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DUTCH

CONFORMITEITSVERKLARING
DECLARATION OF CONFORMITY

CardinalHealth

MDR: Wij, Cardinal Health 200 LLC, verklaren dat de producten die onder deze EU-
conformiteitsverklaring vallen, voldoen aan Verordening (EU) 2017/745 betreffende
medische hulpmiddelen.

Nummer conformiteitsverklaring
Declaration of Conformity Number

RE00214653

Nummer technische documentatie
Technical Documentation Number

RE00172519

Naam fabrikant
Manufacturer’s Name

Cardinal Health 200, LLC

Adres van de fabrikant
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Enkel registratienummer
Single Registration Number

US-MF-000006765

Naam en adres van de erkende
vertegenwoordiger

Authorized Representative’s Name
and Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Naam en identificatienummer van
de aangemelde instantie

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP

Notified body’s Name and Identification Amsterdam
Number Identificatienummer: 2797
Nummer CE-markering
CE Certificate Number MDR 798506
Katoenen gaasverband op rollen [M020107]
Cotton Gauzes in Rolls [M020107]
Productcategorie .
Product Category Katoenen gaasverband, gevouwen, zonder rontgendetecteerbare draad,

steriel [M0201020101]
Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

Basis UDI-DI
Basic UDI-DI

Zie Bijlage 1/ Refer to Attachment 1

EMDN

Zie Bijlage 1/ Refer to Attachment 1

Productcode, handelsnaam en
beschrijving

Product Code, Trade Name and
Description

Zie Bijlage I/ Refer to Attachment 1

Beoogd doel
Intended Purpose

Kerlix-verband- en gaasverbandrollen: bedoeld voor gebruik als primair
verband om wondexsudaat te absorberen. Als secundair verband worden
de verbandrollen gebruikt om primaire verbanden te versterken

en exsudaat te absorberen dat door de primaire verbanden is gelekt.

Kerlix Bandage and Gauze Rolls: Intended for use as a primary dressing
to absorb wound exudates. As secondary dressings, the bandage rolls are
used to reinforce primary dressings and absorb exudates that have passed
through primary dressings.
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CONFORMITEITSVERKLARING
DECLARATION OF CONFORMITY

De orthopedische padding Webril™ & Webril ™ II voor onder gips
biedt bescherming tussen de huid en het gips en neemt vocht op.
Webril™ & Webril™ II Undercast Padding is intended to

provide cushioning between the skin and the cast and to absorb moisture.

Kerlix™-supersponzen zijn bedoeld als primaire verbanden op

de wondlocatie om exsudaat te absorberen.

Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

Curity™-gaaskompressen zijn bedoeld om te worden gebruikt als
verband voor wonden of huidbreuken en het afvegen/absorberen van
vloeistoffen.

Curity™ Gauze Pads are intended to be used for dressing wounds or skin
breaks and wiping/absorbing fluids.

Excilon™-sponzen voor drains en IV zijn bedoeld voor gebruik als
primair verband op verschillende wonden, waaronder maar niet beperkt
tot inbrengplaatsen.

Excilon™ Drain and 1.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion sites.

Classificatie en regel
Classification and Rule

Zie Bijlage I/ Refer to Attachment 1

Algemene specificities
Common Specifications

Niet van toepassing (N/A)

Voeg, indien van toepassing, de
toepasselijke wetgeving van de Unie toe
Where appropriate, add applicable Union
legislation

Niet van toepassing (N/A)

Conformiteitsbeoordeling
Conformity Assessment

Bijlage XI Deel A/ Annex XI Part A

Deze EU-conformiteitsverklaring wordt voor en namens en uitsluitend onder de verantwoordelijkheid van
de fabrikant afgegeven.

Plaats van afgifte
Place of Issue

Waukegan, IL 60085 USA

Handtekening/Datum ﬁ ldll n! ®
Signature/Date rdfida Geréna (May 1, 2024 16:35 CDT)

. Brenda Gerena
Naam en functie

Name and Function

Regulatory Affairs
Regelgevingszaken

CONFIDENTIAL INFORMATION
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Productcode
Product Code

Handelsnaam en beschrijving
Trade Name and Description

Basis UDI-DI
Basic UDI-DI

Classificatie

en regel
Classification
and Rule

2283

Katoenen orthopedische
padding van Webril voor onder
gips, normale afwerking,
51lecmx 3,7m

Webril Cotton Undercast
Padding, Regular Finish,
2"x12' (5.1 cm x 3.7 m)

063014000000000000001346A

M0201050101

Klasse /Class: Is
Regel/ Rule: 4

2394

Katoenen orthopedische
padding van Webril voor onder
gips, normale afwerking,

7,6 cmx 3,7m

Webril Cotton Undercast
Padding, Regular Finish,
3" x 12' (7.6 cm x 3.7 m)

063014000000000000001346A

M0201050101

Klasse /Class: Is
Regel/ Rule: 4

2502

Katoenen orthopedische
padding van Webril voor onder
gips, normale afwerking,
10,2ecmx 3,7m

Webril Cotton Undercast
Padding, Regular Finish,
4"x12'(10.2 cm x 3.7 m)

063014000000000000001346A

M0201050101

Klasse /Class: Is
Regel/ Rule: 4

2554

Katoenen orthopedische
padding van Webril voor onder
gips, normale afwerking,
152emx3,7m

Webril Cotton Undercast
Padding, Regular Finish,
6" x 12'(15.2cm x 3.7 m)

063014000000000000001346A

M0201050101

Klasse /Class: Is
Regel/ Rule: 4

6716

Kerlix™-verbandrol, 100%
katoen, 8-laags, groot,
11,4dcmx 2,8 m

Kerlix Bandage Roll, 100%
Cotton, 8 Ply, Large,
4-1/2"x 9.3

(11.4cmx 2.8 m)

063014000000000000001125Y

M020107

Klasse /Class: Is
Regel/ Rule: 4

6725

Kerlix-verbandrol, 100%
katoen, 6-laags, middelgroot,
8,6 cmx3,3m

Kerlix Bandage Roll 100%
Cotton, 6 Ply Medium,
3-7/16" x 3-3/16'

063014000000000000001125Y

M020107

Klasse /Class: Is
Regel/ Rule: 4
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(8.6 cm x 3.3 m)

7086

Excilon-sponzen voor drains,
6-laags, 4" x 4"
(10,2 cm x 10,2 cm)

Excilon Drain Sponges, 6 Ply,
4" X 4"
(10.2cm x 10.2cm)

063014000000000000001176A

M0201010101

Klasse /Class: Is
Regel/ Rule: 4

7087

Excilon [.V.- sponzen, 6-laags,
2" X 2"
(5,1 cmx 5,1 cm)

Excilon I.V. Sponges, 6 Ply,
2" X 2"
(5.lcmx 5.1cm)

063014000000000000001186C

M0201010101

Klasse /Class: Is
Regel/ Rule: 4

7880

Kerlix-gaasrol, 6-laags, groot,
11, 4cmx3,7m
uitgerekt, steriel

Kerlix Gauze Roll, 6 Ply,
Large, 4-1/2" x 4-1/8 yd
(11.4cmx 3.7m)
Stretched, Sterile

063014000000000000001205X

M020107

Klasse /Class: Is
Regel/ Rule: 4

7884

Kerlix-supersponzen,
152emx 17,1 cm

Kerlix Super Sponges,
6” x 6-3/4”
(152 cmx 17.1 cm)

063014000000000000000996Z

M0201020101

Klasse /Class: Is
Regel/ Rule: 4

3381

Curity-gaaskompressen
5,1cmx 5,1 cm

Curity Gauze Pads 2" x 2"
(5.1 cmx 5.1 cm)

063014000000000000001516A

M0201050101

Klasse /Class: Is
Regel/ Rule: 4

6309

Curity-gaaskompressen
10,2 cm x 10,2 cm

Curity Gauze Pad 4" x 4"
(10.2cm x 10.2cm)

063014000000000000001516A

M0201050101

Klasse /Class: Is
Regel/ Rule: 4
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FINNISH

VAATIMUSTENMUKAISUUSVAKUUTUS
DECLARATION OF CONFORMITY

CardinalHealth

MDR: Me, Cardinal Health 200 LLC, vakuutamme, ettd tdssd EU-
vaatimustenmukaisuusvakuutuksessa kuvatut tuotteet tayttavét ladkintélaiteasetuksen
(EU) 2017/745 vaatimukset.

VAATIMUSTENMUKAISUUSVAKUUTUS
Declaration of Conformity Number

RE00214653

Teknisen dokumentin numero
Technical Documentation Number

RE00172519

Valmistajan nimi
Manufacturer’s Name

Cardinal Health 200, LLC

Valmistajan osoite
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Yksittiinen rekisterinumero
Single Registration Number

US-MF-000006765

Valtuutetun edustajan nimi ja osoite
Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business
& Technology Park R35 H903, Tullamore, County Offaly, Ireland

Ilmoitetun laitoksen nimi ja tunnusnumero
Notified body’s Name and Identification

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP

Number Amsterdam
umoe Tunnusnumero: 2797
CE-sertifikaatin numero
CE Certificate Number MDR 798506
Puuvillaharso rullina [M020107]
Cotton Gauzes in Rolls [M020107]
Tuotekategoria Puuvillaharso, taitettu, ilman rontgenkuvissa havaittavaa lankaa,
Product Category

steriili [M0201020101]
Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

Yksilollinen laitemallin tunniste (Basic

UDI-DI) Katso liite I/ Refer to Attachment 1
Basic UDI-DI
EMDN Katso liite I/ Refer to Attachment 1

Tuotekoodi, kauppanimi ja kuvaus
Product Code, Trade Name and Description

Katso liite I/ Refer to Attachment 1

Kiyttotarkoitus
Intended Purpose

Kerlix-sideharso- ja harsorullat: Tarkoitettu kéytettaviksi
ensisijaisina sidoksina haavaeritteiden imemiseen. Toissijaisina
sidoksina sideharsorullia kdytetdan vahvistamaan ensisijaisia sidoksia
ja imemédn ensisijaiset sidokset lépéisseitd eritteité.

Kerlix Bandage and Gauze Rolls: Intended for use as a primary
dressing to absorb wound exudates. As secondary dressings, the
bandage rolls are used to reinforce primary dressings and absorb
exudates that have passed through primary dressings.

Webril™- ja Webril™ II -kipsinaluspehmusteet on tarkoitettu
pehmusteeksi ihon ja kipsin véliin sekd imeméan kosteutta.
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VAATIMUSTENMUKAISUUSVAKUUTUS
DECLARATION OF CONFORMITY

Webril™ & Webril™ II Undercast Padding is intended to
provide cushioning between the skin and the cast and to absorb
moisture.

Kerlix™-superharsotaitokset on tarkoitettu kaytettaviksi
ensisijaisina sidoksina haavakohdan eritteiden imemiseen.

Kerlix™ Super Sponges are intended to be used as primary dressings
at the wound site to absorb exudate.

Curity™-harsotyynyt on tarkoitettu haavojen tai ihovaurioiden
sitomiseen ja nesteiden pyyhkimiseen/imemiseen.

Curity™ Gauze Pads are intended to be used for dressing wounds or
skin breaks and wiping/absorbing fluids.

Excilon™-dreeni- ja -IV-harsotaitokset on tarkoitettu kaytettaviksi
ensisijaisina sidoksina erilaisille haavoille, mukaan lukien muun
muassa sisdanvientikohdat.

Excilon™ Drain and L.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion
sites.

Luokittelu ja sdinto
Classification and Rule

Katso liite I/ Refer to Attachment 1

Yleiset tekniset tiedot
Common Specifications

Ei sovellu (N/A)

lainsaadianto

legislation

Lisai tarvittaessa soveltuva unionin

Where appropriate, add applicable Union

Ei sovellu (N/A)

Conformity Assessment

Vaatimustenmukaisuuden arviointi

Liite XI osa A/ Annex XI Part A

ALLEKIRJOITUSOSIO
SIGNATURE SECTION

Timé EU-vaatimustenmukaisuusvakuutus on annettu edelli mainitun laillisen valmistajan puolesta ja sen

omalla, yksinomaisella vastuulla.

Paikka

Place of Issue Waukegan, IL 60085 USA
Allekirjoitus/

s ﬁdﬁﬁ)%
Signature/ Date

Nimi ja asema
Name and Function

Brenda Gerena
Regulatory Affairs
Sadntelyasiat

LIITE I
ATTACHMENT 1

CONFIDENTIAL INFORMATION SHEET 23 OF 75



DOCUMENT NO:

RE00214653

REVISION:

R— : . Luokittelu ja
Tuotekoodi Kauppanimi ja kuvaus Yksilollinen laitemallin saanto
.. tunniste (Basic UDI-DI) Basic EMDN . .
Product Code Trade Name and Description Classification
UDI-DI
and Rule
Webril -puuvillainen
kipsinaluspehmuste, tavallinen
pinta,
2" x 12
(5,1 cm x 3,7 m) Luokka/
2283 ’ ’ 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Saant6/ Rule: 4
Padding, Regular Finish,
2"x 12'
(5.1cmx3.7m)
Webril -puuvillainen
kipsinaluspehmuste, tavallinen
pinta,
3"x 12
(7,6 cm x 3,7 m) Luokl_<a/ .
2394 ’ ’ 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Sddntd/ Rule: 4
Padding, Regular Finish,
3"x 12
(7.6 cm x 3.7 m)
Webril -puuvillainen
kipsinaluspehmuste, tavallinen
pinta,
4" x 12'
(10,2 cm x 3,7 m) Luokdka/
2502 ’ ’ 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Sdantd/ Rule: 4
Padding, Regular Finish,
4" x 12'
(10.2 cm x 3.7 m)
Webril -puuvillainen
kipsinaluspehmuste, tavallinen
pinta,
6" x 12'
(15,2 cm x 3,7 m) Luokka/
2554 ’ ’ 063014000000000000001346A | M0201050101 | Classification: Is
. Saantd/ Rule: 4
Webril Cotton Undercast
Padding, Regular Finish,
6" x 12'
(152 cmx 3.7m)
Kerlix-sideharsorulla, 100 %
puuvillaa, 8-kerroksinen, suuri,
4-1/2"x9,3' Luokka/
6716 (11,4 cm x 2,8 m) 063014000000000000001125Y M020107 Classification: Is
Saénto/ Rule: 4
Kerlix Bandage Roll, 100%
Cotton, 8 Ply, Large,
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4-1/2"x9.3'
(114 cmx2.8m)

Kerlix-sideharsorulla, 100 %
puuvillaa, 6-kerroksinen,
keskikokoinen,

3-7/16" x 3-3/16'

(8,6 cm x 3,3 m)

Luokka/

6725 063014000000000000001125Y M020107 Classification: Is
Kerlix Bandage Roll 100% Sdant6/ Rule: 4
Cotton, 6 Ply Medium,
3-7/16" x 3-3/16'
(8.6cmx3.3m)
Excilon-dreeniharsotaitokset,
6-kerroksiset,
4" X 4"
(10,2 cm x 10,2 cm) Luokka/
7086 ’ ’ 063014000000000000001176A | M0201010101 | Classification: Is
Excilon Drain Sponges, 6 Ply, Sdantd/ Rule: 4
4" x 4"
(10.2cm x 10.2cm)
Excilon-IV- harsotaitokset,
6-kerroksiset,
2" x 2"
(5,1 em x 5,1 cm) LUOkI.{a/ .
7087 ’ ’ 063014000000000000001186C | M0201010101 | Classification: Is
Excilon I.V. Sponges, 6 Ply, Saanto/ Rule: 4
2" x 2"
(5.Icm x 5.1cm)
Kerlix-harsorulla,
6-kerroksinen, suuri,
4-1/2" x 4-1/8 yd
(11,4 cm x 3,7m) Luokka/
7880 venytettynd, steriili 063014000000000000001205X |  M020107 | Classification: Is
Kerlix Gauze Roll, 6 Ply, Large, Saantd/ Rule: 4
4-1/2" x 4-1/8 yd
(11.4 cm x 3.7 m)
Stretched, Sterile
Kerlix-superharsotaitokset,
6" x 6-3/4"
(15,2 ecm x 17,1 cm) Luokka/
7884 063014000000000000000996Z | M0201020101 | Classification: Is
Kerlix Super Sponges, Séantd/ Rule: 4
6” x 6-3/4”
(152 cmx 17.1 cm)
Curity-harsotyynyt 2" x 2"
(5,1 ecm x 5,1 cm) Luokka/
3381 063014000000000000001516A | M0201050101 | Classification: Is

Curity Gauze Pads 2" x 2" (5.1
cm x 5.1 cm)

Sdanto/ Rule: 4
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Tuotekoodiluettelo

Curity-harsotyynyt 4" x 4"
(10,2 cm x 10,2 cm)

6309

Curity Gauze Pad 4" x 4"
(10.2cm x 10.2cm)

Product Code List

063014000000000000001516A | M0201050101

Luokka/
Classification: Is
Saanto/ Rule: 4
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FRENCH

DECLARATION DE CONFORMITE
DECLARATION OF CONFORMITY

MDR: Nous, Cardinal Health 200 LLC, déclarons que les produits couverts par
la présente déclaration de conformité de 1'Union européenne satisfont a la disposition
du réglement (UE) 2017/745 sur les dispositifs médicaux.

CardinalHealth

Numéro de la déclaration de

conformité RE00214653
Declaration of Conformity Number
Numéro de la documentation technique RE00172519

Technical Documentation Number

Nom du fabricant
Manufacturer’s Name

Cardinal Health 200, LLC

Adresse du fabricant
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Numéro d’enregistrement unique
Single Registration Number

US-MF-000006765

Nom et adresse du représentant agréé
Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Nom et numéro d’identification de
P’organisme notifié

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP

Notified body’s Name and Identification Amsterdam
Number Numéro d'identification: 2797
Numéro de certificat CE
CE Certificate Number MDR 798506
Gazes de coton en rouleaux [M020107]
Cotton Gauzes in Rolls [M020107]
Catégorie de produit ., . L.
Product Category Gazes de coton, pli€es, sans fil détectable par rayons X, stériles

[M0201020101]
Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

UDI-DI de base
Basic UDI-DI

Voir PJ I/ Refer to Attachment 1

EMDN

Voir PJ I/ Refer to Attachment 1

Code, nom commercial et description
du produit

Product Code, Trade Name and
Description

Voir PJ I/ Refer to Attachment 1

Usage prévuc
Intended Purpose

Rouleaux de bandage et de gaze Kerlix : congus pour étre utilisés
comme pansements primaires pour absorber les exsudats de la plaie.

Les rouleaux de bandage peuvent étre utilisés en tant que pansements
secondaires pour renforcer les pansements primaires et absorber

les exsudats qui ont traversé les pansements primaires.

Kerlix Bandage and Gauze Rolls: Intended for use as a primary dressing
to absorb wound exudates. As secondary dressings, the bandage rolls are
used to reinforce primary dressings and absorb exudates that have passed
through primary dressings.
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DECLARATION DE CONFORMITE
DECLARATION OF CONFORMITY

Le rembourrage sous-platre Webril™ & Webril™ II est

destiné a protéger la peau et le platre, ainsi qu’a absorber I’humidité.
Webril™ & Webril™ II Undercast Padding is intended to

provide cushioning between the skin and the cast and to absorb moisture.

Les compresses Kerlix™ Super sont destinées a étre utilisées comme
pansements primaires sur le site de la plaie afin d’absorber 1’exsudat.
Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

Les compresses de gaze Curity™ sont destinées a étre utilisées pour
panser des plaies ou des déchirures cutanées et essuyet/absorber

des liquides.

Curity™ Gauze Pads are intended to be used for dressing wounds or skin
breaks and wiping/absorbing fluids.

Les compresses absorbantes I.V. pour le drainage Excilon™ sont
destinées a étre utilisées comme pansements primaires sur plusieurs types
de plaies, y compris, mais sans s’y limiter, les sites d’insertion.

Excilon™ Drain and L.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion sites.

Classification et régle
Classification and Rule

Voir PJ I/ Refer to Attachment 1

Caractéristiques communes

Where appropriate, add applicable Union
legislation

Common Specifications Sans objet (N/A)
Le cas échéant, ajouter la législation de

gy, 2 :

1'Union européenne en vigueur Sans objet (N/A)

Evaluation de la conformité
Conformity Assessment

Annexe XI, Partie A/ Annex XI Part A

SECTION SIGNATURE

SIG

URE SECTION

La présente déclaration de conformité de 1'Union européenne est établie pour, au nom de et sous la seule
responsabilité du fabricant 1égal identifié plus haut.

Lieu de délivrance
Place of Issue

Waukegan, IL 60085 USA

Signature/Date
Signature/Date

Brzda Gm’lna (May 1, 2024 16:35 CDT)

Nom et function A

Name and Function

Regulatory Affairs
Affaires réglementaires

CONFIDENTIAL INFORMATION

PJ1I
ATTACHMENT 1
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. Classification
Code du Nom commercial et |
: gy . UDI-DI de base et regle
produit description du produit Basic UDI-DI EMDN Classification
Product Code Trade Name and Description
and Rule
Rembourrage sous-platre en
coton Webril, fini standard,
2"x12' (5,1 em x 3,7 m) Classification/
2283 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Régle/ Rule: 4
Padding, Regular Finish,
2"x 12' (5.1 cmx 3.7 m)
Rembourrage sous-platre en
coton Webril, fini standard,
3"x 12' (7,6 cm x 3,7 m) Classification/
2394 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Regle/ Rule: 4
Padding, Regular Finish,
3"x12' (7.6 cmx 3.7 m)
Rembourrage sous-platre en
coton Webril, fini standard,
4" x 12' (10,2 cm x 3,7 m) Classification/
2502 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Reégle/ Rule: 4
Padding, Regular Finish,
4" x12'(10.2 cm x 3.7 m)
Rembourrage sous-platre en
coton Webril, fini standard,
6" x 12' (15,2 cm x 3,7 m) Classification/
2554 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Régle/ Rule: 4
Padding, Regular Finish,
6"x12'(15.2cm x 3.7 m)
Rouleau de bandage Kerlix,
100 % coton, 8 plis, large,
4-1/2"x9.3' (11,4 cm x 2,8 m) Classification/
6716 063014000000000000001125Y M020107 Classification: Is
Kerlix Bandage Roll, 100% Reégle/ Rule: 4
Cotton, 8 Ply, Large,
4-1/2"x9.3'(11.4cm x 2.8 m)
Rouleau de bandage Kerlix,
100 % coton, 6 plis, moyen,
3-7/16" x 3-3/16'
(8,6 cm x 3,3 m) Classification/
6725 063014000000000000001125Y M020107 Classification: Is
Kerlix Bandage Roll 100% Régle/ Rule: 4
Cotton, 6 Ply Medium,
3-7/16" x 3-3/16'
(8.6 cmx 3.3 m)
Compresses de drainage Excilon, Classification/
7086 6 plis, 4" x 4" 063014000000000000001176A | M0201010101 | Classification: Is

(10,2 cm x 10,2 cm)

Régle/ Rule: 4
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Excilon Drain Sponges, 6 Ply,
4" X 4"
(10.2cm x 10.2cm)

Compresses absorbantes I.V.
Excilon, 6 plis,

2" X 2”

(5,1 cmx 5,1 cm)

Classification/

7087 063014000000000000001186C | M0201010101 | Classification: Is

Excilon I.V. Sponges, 6 Ply, Regle/ Rule: 4

2" x 2"

(5.1cm x 5.1cm)

Rouleau de gaze Kerlix, 6 plis,

large, 4-1/2" x 4-1/8 yd

(11,4 cm x 3,7 m),

¢lastique, stérile Classification/
7880 063014000000000000001205X M020107 Classification: Is

Kerlix Gauze Roll, 6 Ply, Large, Régle/ Rule: 4

4-1/2" x 4-1/8 yd

(11.4cmx 3.7m)

Stretched, Sterile

Compresses absorbantes

supérieures Kerlix,

(61 5X26;}Z4x 17,1 cm) Classification/
7884 ’ ’ 063014000000000000000996Z | M0201020101 | Classification: Is

Kerlix Super Sponges, Régle/ Rule: 4

6” x 6-3/4”

(15.2cmx 17.1 cm)

Tampons de gaze Curity

2" x 2"

(5,1 cmx 5,1 cm) Classification/
3381 063014000000000000001516A | M0201050101 | Classification: Is

Curity Gauze Pads Regle/ Rule: 4

2" x 2"

(5.1cmx 5.1 cm)

Tampons de gaze Curity

4" x 4"

(10,2 cm x 10,2 cm) Classification/
6309 063014000000000000001516A | M0201050101 | Classification: Is

Curity Gauze Pad
4" X 4"
(10.2cm x 10.2cm)

Régle/ Rule: 4
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GERMAN

KONFORMITATSERKLARUNG
DECLARATION OF CONFORMITY
== MDR: Wir, Cardinal Health 200 LLC, erkldren, dass die Produkte, die in dieser

EU-Konformitétserkldrung behandelt werden, den Bestimmungen der
Medizinprodukteverordnung (EU) 2017/745 entsprechen.

CardinalHealth

Nummer der Konformititserklirung
Declaration of Conformity Number

RE00214653

Technische Dokumentennummer
Technical Documentation Number

RE00172519

Name des Herstellers
Manufacturer’s Name

Cardinal Health 200, LLC

Adresse des Herstellers
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Einzel-Registrierungsnummer
Single Registration Number

US-MF-000006765

Name und Adresse des
bevollmiichtigten Vertreters
Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Name und Identifikationsnummer
der benannten Stelle

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP

Notified body’s Name and Identification Amsterdam
Number Identifikationsnummer: 2797
CE-Zertifikat-Nummer
CE Certificate Number MDR 798506
Baumwoll-Mullverband in Rollen [M020107]
Cotton Gauzes in Rolls [M020107]
Produktkategorie Baumwoll-Mullverband, gefaltet, ohne Rontgenkontrastfaden, steril
Product Category

[M0201020101]
Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

Grundlegende UDI-DI
Basic UDI-DI

Siehe Anhang I/ Refer to Attachment 1

EMDN

Siehe Anhang I/ Refer to Attachment 1

Produktcode, Handelsname und
Beschreibung

Product Code, Trade Name and
Description

Siehe Anhang I/ Refer to Attachment 1

Verwendungszweck
Intended Purpose

Kerlix Verband und Mullbinden: sind fiir die Verwendung

als Primédrverband zur Aufnahme von Wundexsudat vorgesehen.

Als Sekundérverband werden Verbandsrollen zur Verstarkung von
Primédrverbédnden und zur Absorption von Exsudat verwendet, das
Priméarverbande durchdrungen hat.

Kerlix Bandage and Gauze Rolls: Intended for use as a primary dressing
to absorb wound exudates. As secondary dressings, the bandage rolls are
used to reinforce primary dressings and absorb exudates that have passed
through primary dressings.
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Webril™ und Webril™ II Polstermaterial dient zur Polsterung zwischen
Haut und Gips und zur Absorption von Feuchtigkeit.

Webril™ & Webril™ II Undercast Padding is intended to

provide cushioning between the skin and the cast and to absorb moisture.

Kerlix™ Superschwimme sind als Priméirverband fiir die Absorption
von Exsudat vorgesehen.

Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

Curity™ Mullbinden sind zum Verbinden von Wunden oder Hautrissen
und zum Abwischen/Absorbieren von Fliissigkeiten vorgesehen.

Curity™ Gauze Pads are intended to be used for dressing wounds or skin
breaks and wiping/absorbing fluids.

Excilon™ Saug- und I.V-Schwimme sind fiir die Verwendung als
Primérverbinde an einer Reihe von Wunden vorgesehen, einschlieflich,
aber nicht beschriankt auf Einfithrungsstellen.

Excilon™ Drain and 1.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion sites.

Klassifizierung und Richtlinie
Classification and Rule

Siehe Anhang I/ Refer to Attachment 1

Allgemeine Spezifikationen

Where appropriate, add applicable Union
legislation

Common Specifications Nicht zutreffend (N/A)
Gegebenenfalls anwendbare

Rechtsvorschriften der Gewerkschaft

hinzufiigen Nicht zutreffend (N/A)

Konformititsbewertung
Conformity Assessment

Anhang XI Teil A/ Annex XI Part A

UNTERSCHRIFTSABSCHNITT
SIGNATURE SECTION

Diese EU-Konformitéitserklidrung wird fiir und im Namen und unter der alleinigen Verantwortung des oben
angegebenen rechtmiifligen Herstellers ausgestellt.

Ausstellungsort
Place of Issue

Waukegan, IL 60085 USA

Unterschrift /Datum 5 , d 1 n! =
Signature/Date Brefida Gerdna (May 1, 2024 16:35 CDT)

Name und Funktion Brenda Gerena

Name and Function

Regulatory Affairs
Zulassungsangelegenheiten

CONFIDENTIAL INFORMATION
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Klassifizierun
Produktcode Handelsna.me ULl Grundlegende UDI-DI und Richtlini;g
Beschreibung : EMDN P
Product Code . Basic UDI-DI Classification
Trade Name and Description
and Rule
Webril Baumwoll-
Polstermaterial, normale
Oberfliche,
5lcmx3,7m
2" x 12) Klassg/ '
2283 063014000000000000001346A | M0201050101 | Classification: Is
. Richtlinie/Rule: 4
Webril Cotton Undercast
Padding, Regular Finish,
2"x 12
(5.1cmx3.7m)
Webril Baumwoll-
Polstermaterial, normale
Oberfléche,
7,6 cmx 3,7m
(3" x 12) Klass§/ .
2394 063014000000000000001346A | M0201050101 | Classification: Is
. Richtlinie/Rule: 4
Webril Cotton Undercast
Padding, Regular Finish,
3"x 12
(7.6 cm x 3.7 m)
Webril Baumwoll-
Polstermaterial, normale
Oberfléche,
10,2cmx 3,7m
4" x 12) Klass.e/ .
2502 063014000000000000001346A | M0201050101 | Classification: Is
) Richtlinie/Rule: 4
Webril Cotton Undercast
Padding, Regular Finish,
4" x 12
(10.2cm x 3.7m)
Webril Baumwoll-
Polstermaterial, normale
Oberfliche,
15,2cmx 3,7m
(6" x 12)) Klassg/ _
2554 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Richtlinie/Rule: 4
Padding, Regular Finish,
6"x 12
(15.2cmx3.7m)
Kerlix Verbandsrolle, 100 %
Baumwolle, 8-lagig, groB, Klasse/
6716 11, 4cmx2,8m 063014000000000000001125Y M020107 Classification: Is
(4-1/2" x 9.3 Richtlinie/Rule: 4
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Kerlix Bandage Roll, 100%
Cotton, 8 Ply, Large,
4-1/2"x 9.3’
(114cmx2.8m)

Kerlix Verbandsrolle 100 %
Baumwolle, 6-lagig, mittel,
8,6 cmx3,3m

(37/16" x 3 3/16"

Klasse/

6725 063014000000000000001125Y M020107 Classification: Is
Kerlix Bandage Roll 100% Richtlinie/Rule: 4
Cotton, 6 Ply Medium,
3-7/16" x 3-3/16'
(8.6 cmx3.3m)
Excilon Saugschwimme, 6-lagig
10,2cm x 10,2 cm
(4" x 4") Klasse/
7086 063014000000000000001176A | M0201010101 | Classification: Is
Excilon Drain Sponges, 6 Ply, Richtlinie/Rule: 4
4" x 4"
(10.2cm x 10.2cm)
Excilon I.V. Schwidmme, 6-lagig
5lcmx 5,1 cm
(2" x2") Klasse/
7087 063014000000000000001186C | M0201010101 | Classification: Is
Excilon I.V. Sponges, 6 Ply, Richtlinie/Rule: 4
2" x 2"
(5.lcm x 5.1cm)
Kerlix Mullbinde, 6-lagig,
grofy
11, 4cmx 3,7m
(41/2"x12,3",
gedehnt, steril Klasse/
7880 063014000000000000001205X M020107 Classification: Is
Kerlix Gauze Roll, 6 Ply, Richtlinie/Rule: 4
Large,
4-1/2" x 4-1/8 yd
(11.4cmx3.7m)
Stretched, Sterile
Kerlix Superschwamme,
152cmx 17,1 cm
(6” x 6-3/4”) Klasse/
7884 063014000000000000000996Z | M0201020101 | Classification: Is
Kerlix Super Sponges, Richtlinie/Rule: 4
6” x 6-3/4”
(152 cmx 17.1 cm)
Curity Mulltupfer 5,1 cm x
5,1 cm
2" x 2" Klass.e/ .
3381 063014000000000000001516A | M0201050101 | Classification: Is

Curity Gauze Pads 2" x 2"

(5.1 cmx 5.1 cm)

Richtlinie/Rule: 4
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6309

Curity Mulltupfer 10,2 cm x
10,2 cm
(4" X 4")

Curity Gauze Pad 4" x 4"
(10.2cm x 10.2cm)

063014000000000000001516A

M0201050101

Klasse/
Classification: Is
Richtlinie/Rule: 4
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GREEK

AHAQYXH XYMMOPOQYXHX
DECLARATION OF CONFORMITY
= MDR: Epegig, n Cardinal Health 200 LLC, dnA®vovue 6Tt Ta TpoidvTa, IO

KaADTTOVTOL OTHY Tapovsa AnAmon cvppdpemons EE minpoiv 1ic dratdEerg
tov Kavoviouov (EE) 2017/745 yia T 10tpoteXVOLOYIKE TPOTOVTO.

CardinalHealth

ApOpog ONLmoNG COUUOPPMOOTG

Declaration of Conformity Number RE00214653
AprOpo6g TEYVIKOD PaKELOV
Technical Documentation Number
‘Ovopa KATaGKELAGTI|
Manufacturer’s Name

Alev0vvon KoTooKEVOoTY
Manufacturer’s Address

Ewviaiog ap1Opoc katayopiong
Single Registration Number
‘Ovopa ko d1ev0vven
€E0VGL000TNUEVOV AVTITTPOCDOTOV Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Authorized Representative’s Name and Technology Park R35 H903, Tullamore, County Offaly, Ireland
Address

RE00172519

Cardinal Health 200, LLC

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

‘Ovopo ko aprOpéc avoyvopiong BSI Group The Netherlands B.V.
KOLVOTTOUREVOD 0PYAVIGHOD Say Building, John M. Keynesplein 9, 1066 EP
Notified body’s Name and Identification Amsterdam

Number ApOuog avayvopiong: 2797

ApOpég motomomntikey CE

CE Certificate Number MDR 798506

Boppoakepég yaleg og pord [M020107]
Cotton Gauzes in Rolls [M020107]

Katnyopia mpoidévrog

Product Category BapPakepég yalec, Sumhmpéveg, yopic vijpa aviyvedoo pe aktiveg X,

amootepopévec [M0201020101]
Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

Baowo UDI-DI
Basic UDI-DI

EMDN Avatpé€re oto [Ipocsaptnua I/ Refer to Attachment 1

Avartpéére oto [posaptnpua I/ Refer to Attachment 1

Kodowkog mpoidvrog, epmopikny
ETOVOPLN KOl TEPLYPAPT
Product Code, Trade Name and
Description

Avatpé€re oto [pocsaptnua I/ Refer to Attachment 1

Polrd emoéopov ko yalag Kerlix: [Tpoopilovrar yia yprion mg kbprog
EMOEGOG, Y10 TNV ATOPPOENON TOV EEOPOUATOV TOV TPADHOTOG.

Qg devTEPELOVTEG EMOEGLOL, TO. POAG EMOEGLOV YPTGILOTOLOVVTOL Y10l TV
evioyvon TV KOPIOV EMOECUOV KoL TNV amoppoOPeNnon TV eE18pMUATOV
OV £YOVV SLOTEPAGEL TOLG KOHPLOVG EMOEGOVG,.

Kerlix Bandage and Gauze Rolls: Intended for use as a primary dressing
to absorb wound exudates. As secondary dressings, the bandage rolls are
used to reinforce primary dressings and absorb exudates that have passed
through primary dressings.

poopilépevog okomodg
Intended Purpose
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To evioyvtkd vadotpopa yoyov Webril™ & Webril™ II tpoopiletol
VO TOPEYEL LU0 AVTIKPOOOOUIKT ETEVOVOT HETAED TOV SEPILATOS KoL TOV
YOWou, kafdg Kot Vo amoppopd TV vypacia.

Webril™ & Webril™ II Undercast Padding is intended to

provide cushioning between the skin and the cast and to absorb moisture.

O wavicyvpor owoyyor Kerlix™ mpoopilovtatl yia yprion og kdpiot
€MiOEGOL 6TO oMUEl0 TOV TPUDULATOG, Yo TNV aTopPPOPNoN

oV e&pOUATOC.

Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

Ta emOépara ydlag Curity™ npoopilovral yio Tnv enidecT TPALUATOV
N pPNEEDV TOL SEPHOTOC KOl Y10 TO GKOVTIG O/ ATOppOONGT] VYPOV.
Curity™ Gauze Pads are intended to be used for dressing wounds or skin
breaks and wiping/absorbing fluids.

O1 onoyyor mapoyétevong ko evoo@réfrov kabetipa Excilon™
mpoopiloviat Yo ypnon o¢ kKopla emBEUATA GE L0 GEPE TPAVUATOV,
oounepAappoavopévav, petald dAlmV, Tov BEcEmV gloaymync.
Excilon™ Drain and 1.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion sites.

Tagivopnon km Kavévag
Classification and Rule

Avarpéére oto [poosaptnpua I/ Refer to Attachment 1

Kowéc mpodraypapég

Where appropriate, add applicable
Union legislation

Common Specifications Agv woyder (N/A)
‘Omov appolel, TpocBicte TV
gpappoctéa vopodeosio s Evoong Aev woxber (N/A)

A&wordymen g suppépeweng
Conformity Assessment

Hapdapmmua XI Mépog A/ Annex XI Part A

ENOTHTA YIIOTPA®HX
SIGNATURE SECTION

H napovoca Aroon coppdpemons EE ekoidoeTtol 670 6vopro Kol Y10 L0YOPLOGHO KO UE TV OTOKAELGTIKI] €00V
700 NOUII0V KUTUGKEVUOTI] TOV TAVTOTOLEITUL TAPATAVE.

Tomog £ékdoong
Place of Issue

Waukegan, IL 60085 USA

Ynoypapi/Hpepopnvia &4& Zl!ﬂ
Signature/Date Brefida Geréna (May 1, 2024 16:35 CDT)

‘Ovopa ko AerTovpyia
Name and Function

Brenda Gerena
Regulatory Affairs
PovOuietiég vobécelg

CONFIDENTIAL INFORMATION
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ATTACHMENT 1
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. . z Ta&wvopnon
Kwowod Epmopuc erwvopio kar - :
npo’i()v-rogg g pns'[lnypa(pf]u Baoucs UDI-DI EMDN KL KEVOVaS
Product Code Trade Name and Description BB Classiieniier,
and Rule
Bappaxepd evieyvtikd
vrdcsTpOue YOwov Webril,
Kavovikd Qwipiopa,
2 x 12 Kammyopio/
2283 (.1 em x 3,7 m) 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Kavovag/Rule: 4
Padding, Regular Finish,
2" x 12
(5.1cmx3.7m)
BopPokepd evioyvtikd
vrocTpmun yoyov Webril,
KOVOVIKO Quvipiolia,
3" x 12 Katnyopio/
2394 (7,6 em x 3,7 m) 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Kavévag/ Rule: 4
Padding, Regular Finish,
3"x 12
(7.6 cm x 3.7 m)
Boppokepd evioyutikd
VIOGTPOLU YOWou Webril,
KAVOVIKO Qvipiopa,
4t x 12 Komnyopio/
2502 (10,2 cm x 3,7 m) 063014000000000000001346A | M0201050101 | Classification: Is
) Kavévag/ Rule: 4
Webril Cotton Undercast
Padding, Regular Finish,
4" x 12
(10.2cm x 3.7 m)
Boappakepd evicyutucd
vrndcTpope yoyov Webril,
Kavovikd Quvipiopa,
6" x 12 Kamyopia/
2554 (15,2 cm x 3,7 m) 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Kavévag/ Rule: 4
Padding, Regular Finish,
6" x 12'
(152cmx3.7m)
Po)o emdéopov Kerlix, 100%
Baupdxt, 8 puALwv, peydro .
uéyedoc, Kamyopwg/
6716 4-12" %93 063014000000000000001125Y MO020107 Classification: Is
(114 cm ); 2.8 m) Kavoévag/ Rule: 4
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Kerlix Bandage Roll, 100%
Cotton, 8 Ply, Large,
4-1/2"x9.3'

(114 cmx 2.8 m)

Po)o emdéopov Kerlix, 100%
Baupdxt, 6 pOAL®V, pEGOiO
péyebog,

3-7/16" x 3-3/16'

(8,6 cm x 3,3 m)

Kammyopio/

6725 063014000000000000001125Y M020107 Classification: Is
. Kavévag/ Rule: 4
Kerlix Bandage Roll 100%
Cotton, 6 Ply Medium,
3-7/16" x 3-3/16'
(8.6 cmx3.3m)
Eroyyot mapoyétevone Excilon, 6
POV,
ax Katnyopio/
7086 (10.2¢m x 10,2¢m) 063014000000000000001176A | M0201010101 | Classification: Is
. . Kavovag/ Rule: 4
Excilon Drain Sponges, 6 Ply,
4" x 4"
(10.2cm x 10.2cm)
Zrdyyor evoopréPiov kabetnpa
Excilon 6 puAlwv,
2ix 2" Kamyopia/
7087 (5,lem x 5,1em) 063014000000000000001186C | M0201010101 | Classification: Ts
. Kavoévag/ Rule: 4
Excilon I.V. Sponges, 6 Ply,
2" x 2"
(5.1cm x 5.1cm)
PoAo emdéopov Kerlix, 6
@OMOV, peydio uéyedog
4-1/2" x 4-1/8 yd
(11,4 cm x 3,7 m), )
EAUOTIKOG, UTOGTEIPMLEVOG Kommyopio/
7880 ’ 063014000000000000001205X M020107 Classification: Is
. Kavévag/ Rule: 4
Kerlix Gauze Roll, 6 Ply, Large,
4-1/2" x 4-1/8 yd
(11.4 cm x 3.7 m)
Stretched, Sterile
Movicyvpor ondyyor Kerlix,
67 x 6-3/4”
(15,2 cm x 17,1 cm) Koatnyopia/
7884 063014000000000000000996Z | M0201020101 | Classification: Is
Kerlix Super Sponges, Kavovag/ Rule: 4
6” x 6-3/4”
(152cmx 17.1 cm)
Embépara yalog Curity .
My PN Kamyoptq/
3381 063014000000000000001516A | M0201050101 | Classification: Is

(5,1 cmx 5,1 cm)

Kavévag/ Rule: 4
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Curity Gauze Pads
2" X 2"
(5.1 cmx 5.1 cm)

6309

EniBepa yélog Curity
4" X 4"
(10,2cm x 10,2cm)

Curity Gauze Pad
4" X 4”
(10.2cm x 10.2cm)

063014000000000000001516A

M0201050101

Katyopia/
Classification: Is
Kavovag/ Rule: 4
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ITALIAN

DICHIARAZIONE DI CONFORMITA
DECLARATION OF CONFORMITY

CardinalHealth

MDR: Noi sottoscritti, Cardinal Health 200 LLC, dichiariamo che i prodotti relativi
alla presente Dichiarazione di conformita UE sono conformi alle disposizioni
del Regolamento sui dispositivi medici (UE) 2017/745.

Numero della dichiarazione di

Technical Documentation Number

conformita RE00214653
Declaration of Conformity Number
Numero di documentazione tecnica RE00172519

Nome del fabbricante
Manufacturer’s Name

Cardinal Health 200, LLC

Indirizzo del fabbricante
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Numero di registrazione unico
Single Registration Number

US-MF-000006765

Nome e indirizzo del mandatario
Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Nome e numero di identificazione
dell’organismo notificato

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP

CE Certificate Number

Notified body’s Name and Identification Amsterdam
Number Numero di identificazione: 2797
Numero di certificato CE MDR 798506

Categoria di prodotto
Product Category

Garze di cotone in rotoli [M020107]
Cotton Gauzes in Rolls [M020107]

Garze di cotone, piegate, senza filo rilevabile ai raggi X, sterili
[M0201020101]

Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

UDI-DI di base
Basic UDI-DI

Consultare 1'Allegato 1/ Refer to Attachment 1

EMDN

Consultare 1'Allegato I/ Refer to Attachment 1

Codice prodotto, denominazione
commerciale e descrizione
Product Code, Trade Name and
Description

Consultare 1'Allegato 1/ Refer to Attachment 1

Destinazione d'uso
Intended Purpose

Le bende e le garze in rotolo Kerlix sono destinate all'uso come
medicazione primaria per assorbire gli essudati delle ferite. Come
medicazioni secondarie, le bende in rotolo sono utilizzate per rinforzare

le medicazioni primarie e assorbire gli essudati che sono passati attraverso
le medicazioni primarie.

Kerlix Bandage and Gauze Rolls: Intended for use as a primary dressing
to absorb wound exudates. As secondary dressings, the bandage rolls are
used to reinforce primary dressings and absorb exudates that have passed
through primary dressings.
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DICHIARAZIONE DI CONFORMITA
DECLARATION OF CONFORMITY

L'imbottitura per ingessature Webril™ & Webril™ II ¢ destinata

a fornire un'imbottitura tra la pelle e il gesso e ad assorbire ['umidita.
Webril™ & Webril™ II Undercast Padding is intended to

provide cushioning between the skin and the cast and to absorb moisture.

Le Super Spugne Kerlix™ sono destinate a essere utilizzate come
medicazioni primarie nel sito della ferita per assorbire 1'essudato.
Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

I tamponi di garza Curity™ sono destinati a essere utilizzati per la
medicazione di ferite o lesioni cutanee e per asciugare/assorbire i liquidi.
Curity™ Gauze Pads are intended to be used for dressing wounds or skin
breaks and wiping/absorbing fluids.

Le spugne per drenaggio ed EV Excilon™ sono indicate per I'uso come
medicazione primaria su una vasta gamma di ferite, inclusi, a titolo
esemplificativo ma non esaustivo, i siti di inserimento.

Excilon™ Drain and 1.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion sites.

Classificazione e regola
Classification and Rule

Consultare 1'Allegato 1/ Refer to Attachment 1

Specifiche comuni

Where appropriate, add applicable Union
legislation

Common Specifications Non applicabile (N/A)
Ove necessario, aggiungere la
legislazione pertinente dell'Unione Non applicabile (N/A)

Valutazione della conformita
Conformity Assessment

Allegato XI, Parte A/Annex XI Part A

SEZIONE FIRMA
SIGNATURE SECTION

La presente Dichiarazione di conformita UE é stata prodotta per, a nome e sotto esclusiva responsabilita
del fabbricante legale sopra indicato.

Luogo di rilascio

Place of Issue Waukegan, IL 60085 USA
Firma/Data 5 4 ) n
Signature/Date Brefida Gerdna (May 1, 2024 16:35 CDT)

. Brenda Gerena
Nome e mansion

Name and Function

Regulatory Affairs
Affari regolatori
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Codice Denominazione commerciale e g
. . UDI-DI di base e regola
prodotto descrizione Basic UDI-DI EMDN Classification
Product Code Trade Name and Description
and Rule
Imbottitura per ingessature in
cotone Webril, finitura regolare,
5,lcmx 3,7m
Classe/
2283 Webril Cotton Undercast 063014000000000000001346A | M0201050101 Class1ﬁcat10rf: Is
. . . Regola/ Rule: 4
Padding, Regular Finish,
2"x 12
(5.1cmx3.7m)
Imbottitura per ingessature in
cotone Webril, finitura regolare,
7,6 cmx 3,7m
Classe/
2394 Webril Cotton Undercast 063014000000000000001346A | M0201050101 E]asmﬁcatlon.: Is
. . . egola/ Rule: 4
Padding, Regular Finish,
3"x 12
(7.6 cm x 3.7 m)
Imbottitura per ingessature in
cotone Webril, finitura regolare,
10,2cmx 3,7m
Classe/
2502 Webril Cotton Undercast 063014000000000000001346A | M0201050101 IC{IaSSlflcathI%: Is
. .. egola/ Rule: 4
Padding, Regular Finish,
4"x 12
(10.2cm x 3.7m)
Imbottitura per ingessature in
cotone Webril, finitura regolare,
15,2cmx 3,7m
Classe/
2554 Webril Cotton Undercast 063014000000000000001346A | M0201050101 ElaSSIﬁcatlorT: Is
. . . egola/ Rule: 4
Padding, Regular Finish,
6" x 12'
(15.2cmx3.7m)
Bende in rotolo Kerlix, 100%
cotone, § strati, Large,
11, 4cmx 2,8 m
Classe/
6716 Kerlix Bandage Roll, 100% 063014000000000000001125Y M020107 glaSSIﬁcatIOIT: Is
egola/ Rule: 4
Cotton, 8 Ply, Large,
4-1/2"x 9.3
(11.4cmx 2.8 m)
Bende in rotolo Kerlix, 100%
cotone, 6 strati, Medium,
8,6 cmx3,3m Classe/
6725 063014000000000000001125Y M020107 Classification: Is

Kerlix Bandage Roll 100%
Cotton, 6 Ply Medium,
3-7/16" x 3-3/16'

Regola/ Rule: 4
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(8.6 cmx 3.3 m)

Spugne di drenaggio Excilon,
6 strati,

10,2 cm x 10,2 cm Classe/
7086 063014000000000000001176A | M0201010101 | Classification: Is
Excilon Drain Sponges, 6 Ply, Regola/ Rule: 4
4" x 4"
(10.2cm x 10.2cm)
Spugne per E.V. Excilon, 6 strati,
5,1cmx 5,1 cm
Classe/
7087 Excilon LV. Sponges, 6 Pl 063014000000000000001186C | M0201010101 | Classification: Is
T > Y, Regola/ Rule: 4
2" x 2"
(5.1cm x 5.1cm)
Garza in rotolo Kerlix, 6 strati,
Large,
11, 4cmx 3,7m
elastica, sterile Classe/
7880 063014000000000000001205X M020107 Classification: Is
Kerlix Gauze Roll, 6 Ply, Large, Regola/ Rule: 4
4-1/2" x 4-1/8 yd
(11.4cmx 3.7 m)
Stretched, Sterile
Super spugne Kerlix,
152ecmx 17,1 cm
Classe/
7884 . 063014000000000000000996Z | M0201020101 | Classification: Is
Kerlix Super Sponges, Regola/ Rule: 4
gola/ Rule:
6” x 6-3/4”
(152 cmx 17.1 cm)
Tamponi di garza Curity
5lcmx 5,1 cm Classe/
3381 063014000000000000001516A | M0201050101 | Classification: Is
Curity Gauze Pads 2" x 2" Regola/ Rule: 4
(5.1 cmx 5.1 cm)
Tampone di garza Curity
10,2 cm x 10,2 cm Classe/
6309 063014000000000000001516A | M0201050101 | Classification: Is

Curity Gauze Pad 4" x 4"
(10.2cm x 10.2cm)

Regola/ Rule: 4
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NORWEGIAN

SAMSVARSERKLARING

CardinalHealth

MDR: Vi, Cardinal Health 200 LLC, erklarer at produktene som dekkes i denne
EU-samsvarserklaeringen oppfyller bestemmelsene i forordningen om medisinsk utstyr
(EU) 2017/745.

Samsvarserkleringsnummer
Declaration of Conformity Number

RE00214653

Teknisk dokumentasjonsnummer
Technical Documentation Number

RE00172519

Produsentens navn
Manufacturer’s Name

Cardinal Health 200, LLC

Produsentens adresse
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Enkeltregistreringsnummer
Single Registration Number

US-MF-000006765

Autorisert representants navn

og adresse

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Teknisk kontrollorgans navn og
identifikasjonsnummer

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP

Notified body’s Name and Identification Amsterdam
Number Identifikasjonsnummer: 2797
CE-sertifikatnummer
CE Certificate Number MDR 798506
Bomullsgasbind pa ruller [M020107]
Cotton Gauzes in Rolls [M020107]
Produktkategori . . . .
Product Category Bomullsgasbind, brettet, uten rentgenregistrerbar trad, steril

[M0201020101]
Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

Grunnleggende UDI-DI
Basic UDI-DI

Se Tillegg I/ Refer to Attachment 1

EMDN

Se Tillegg I/ Refer to Attachment 1

Produktkode, handelsnavn

og beskrivelse

Product Code, Trade Name and
Description

Se Tillegg I/ Refer to Attachment 1

Tiltenkt formal
Intended Purpose

Kerlix-bandasje og gasbind pa ruller: tiltenkt brukt som primarbandasje
for a absorbere sareksudat. Som sekundarbandasje brukes disse
bandasjerullene til & forsterke primarbandasjer og absorbere eksudat som
har trukket gjennom primerbandasjene.

Kerlix Bandage and Gauze Rolls: Intended for use as a primary dressing
to absorb wound exudates. As secondary dressings, the bandage rolls are
used to reinforce primary dressings and absorb exudates that have passed
through primary dressings.
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DECLARATION OF CONFORMITY
Webril™- & Webril™ II-undergipspolstring skal fungere som et mykt
lag mellom huden og gipsen og absorbere fuktighet.

Webril™ & Webril™ II Undercast Padding is intended to
provide cushioning between the skin and the cast and to absorb moisture.

Kerlix™-supersvamper er beregnet for bruk som primerbandasjer pa
sarstedet for & absorbere eksudat.

Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

Curity™-gasbindputer er ment & brukes til & bandasjere sar eller brudd i
huden og terke av / absorbere vasker.

Curity™ Gauze Pads are intended to be used for dressing wounds or skin
breaks and wiping/absorbing fluids.

Excilon™-svamper til drenasje og i.v. er beregnet for bruk

som primarbandasjer pa en rekke typer sér, inkludert, men ikke begrenset
til, innfaringssteder.

Excilon™ Drain and 1.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion sites.

Klassifisering og regel

Classification and Rule

Vanlige spesifikasjoner

Common Specifications

Legg til gjeldende EU-lovgivning der
det er relevant

Where appropriate, add applicable
Union legislation

Se Tillegg I/ Refer to Attachment 1

Ikke relevant (N/A)

Ikke relevant (N/A)

Samsvarsvurdering
Conformity Assessment

SIGNATURDEL
SIGNATURE SECTION

Denne EU-samsvarserklaringen utstedes for og pa vegne av den ovenfor identifiserte lomessige produsenten,
og utelukkende under dennes ansvar.

Tillegg XI, del A/ Annex XI Part A

Utstedelsessted
Place of Issue Waukegan, IL 60085 USA

Signatur/Dato 5 4 l n!
Signature/Date Bréfida Gerdna (May 1,2024 16:35 CDT)

Brenda Gerena
Regulatory Affairs
Juridisk avdeling

Navn og funksjon
Name and Function

TILLEGG I
ATTACHMENT 1
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Klassifisering
Produktkode | Handelsnavn og beskrivelse Grunnleggende UDI-DI EMDN og regel
Product Code Trade Name and Description Basic UDI-DI Classification
and Rule
Webril-undergipspolstring i
bomull, vanlig finish,
2"x 12' (5,1 em x 3,7 m) Klasse/
2283 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Regel/ Rule: 4
Padding, Regular Finish,
2"x12' (5.1 cm x 3.7 m)
Webril-undergipspolstring i
bomull, vanlig finish,
3"x12' (7,6 cm x 3,7 m) Klasse/
2394 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Regel/ Rule: 4
Padding, Regular Finish,
3"x12' (7.6 cmx 3.7 m)
Webril-undergipspolstring i
bomull, vanlig finish,
4"x12' (10,2 cm x 3,7 m) Klasse/
2502 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Regel/ Rule: 4
Padding, Regular Finish,
4" x12'(10.2 cm x 3.7 m)
Webril-undergipspolstring i
bomull, vanlig finish,
6" x 12' (15,2 cm x 3,7 m) Klasse/
2554 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Regel/ Rule: 4
Padding, Regular Finish,
6" x 12'(15.2 cm x 3.7 m)
Kerlix-bandasje pa rull, 100 %
bomull, 8 lag, stor,
4-1/2"x9,3' (11,4 cm x 2,8 m) Klasse/
6716 063014000000000000001125Y M020107 Classification: Is
Kerlix Bandage Roll, 100% Regel/ Rule: 4
Cotton, 8 Ply, Large,
4-1/2"x9.3' (114 cm x 2.8 m)
Kerlix-bandasje pa rull, 100 %
bomull, 6 lag, medium,
3-7/16" x 3-3/16' (8,6 cm x 3,3
m) Klasse/
6725 063014000000000000001125Y M020107 Classification: Is
Kerlix Bandage Roll 100% Regel/ Rule: 4
Cotton, 6 Ply Medium,
3-7/16" x 3-3/16' (8.6 cm x 3.3
m)
Excilon-svamper til drenasje, Klasse/
7086 6 lag, 4" x 4" 063014000000000000001176A | M0201010101 | Classification: Is

(10,2 cm x 10,2 cm)

Regel/ Rule: 4
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Excilon Drain Sponges, 6 Ply,

4" x 4"

(10.2cm x 10.2¢cm)

Excilon -svamper til drenasje, 6

lag, 2" x 2" (5,1 cm x 5,1 cm) Klasse/

7087 063014000000000000001186C | M0201010101 | Classification: Is
Excilon I.V. Sponges, 6 Ply, Regel/ Rule: 4
2"x2"(5.lecmx 5.1cm)

Kerlix-gasbind pa rull, 6 lag,

stor,

4-1/2" x 4-1/8 yd

(11,4 cm x 3,7 m) strukket,

steril Klasse/

7880 063014000000000000001205X M020107 Classification: Is
Kerlix Gauze Roll, 6 Ply, Regel/ Rule: 4
Large,

4-1/2" x 4-1/8 yd

(11.4 cm x 3.7 m) Stretched,

Sterile

Kerlix-supersvamper,

6" x 6-3/4"

(15,2 cm x 17,1 cm) Klasse/

7884 063014000000000000000996Z | M0201020101 | Classification: Is
Kerlix Super Sponges, Regel/ Rule: 4
6” x 6-3/4”

(152 cmx 17.1 cm)
Curity-gasbindputer,
2"x2" (5,1 cmx 5,1 cm) Klasse/

3381 063014000000000000001516A | M0201050101 | Classification: Is
Curity Gauze Pads Regel/ Rule: 4
2"x2" (5.1 cmx 5.1 cm)

Curity-gasbindputer,
4" x 4" (10,2 cm x 10,2 cm) Klasse/

6309 063014000000000000001516A | M0201050101 | Classification: Is
Curity Gauze Pad Regel/ Rule: 4
4" x 4" (10.2cm x 10.2cm)
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POLISH

DEKLARACJA ZGODNOSCI
DECLARATION OF CONFORMITY

CardinalHealth

MDR: My, Cardinal Health 200 LLC, o§wiadczamy, ze produkty objete Deklaracja
zgodno$ci UE spelniajag wymagania rozporzadzenia w sprawie wyrobéw medycznych
(EU) 2017/745.

Numer Deklaracji zgodnosci
Declaration of Conformity Number

RE00214653

Numer dokumentacji technicznej
Technical Documentation Number

RE00172519

Nazwa producenta
Manufacturer’s Name

Cardinal Health 200, LLC

Adres producenta
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Pojedynczy numer rejestracyjny
Single Registration Number

US-MF-000006765

Nazwa i adres autoryzowanego
przedstawiciela

Authorized Representative’s Name
and Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Nazwa i numer identyfikacyjny
jednostki notyfikowanej

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP

Notified body’s Name and Identification Amsterdam
Number Numer identyfikacyjny: 2797
Numer certyfikatu CE
CE Certificate Number MDR 798506
Gaza bawelniana w rolkach [M020107]
Cotton Gauzes in Rolls [M020107]
Kategoria produktuc . . .. . . .
Product Category Gazy bawelniane, ztozone, bez nici wykrywalnej przez promieniowanie

rentgenowskie, sterylne [M0201020101]
Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

Podstawowy unikalny identyfikator
urzadzenia UDI-DI
Basic UDI-DI

Patrz Zatacznik I/ Refer to Attachment 1

EMDN

Patrz Zatacznik 1/ Refer to Attachment 1

Kod produktu, nazwa handlowa i opis
Product Code, Trade Name and
Description

Patrz Zalacznik I/ Refer to Attachment 1

Przeznaczenie
Intended Purpose

Bandaz Kerlix i gaza w rolkach: przeznaczone do stosowania jako
opatrunek podstawowy w celu wchtaniania wysigkdéw z ran. Jako
opatrunek wtorny bandaz w rolce jest uzywany do wzmacniania
opatrunkéw pierwotnych i wchtaniania wysiekow, ktore przedostaty

si¢ przez opatrunki pierwotne.

Kerlix Bandage and Gauze Rolls: Intended for use as a primary dressing
to absorb wound exudates. As secondary dressings, the bandage rolls are
used to reinforce primary dressings and absorb exudates that have passed
through primary dressings.
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Podktad bawetiany pod opatrunek gipsowy Webril™ oraz Webril™ II
ma na celu zapewnienie amortyzacji miedzy skorg a gipsem oraz
wchtanianie wilgoci.

Webril™ & Webril™ II Undercast Padding is intended to

provide cushioning between the skin and the cast and to absorb moisture.

Gabki Kerlix™ Super sg przeznaczone do stosowania jako opatrunki
pierwotne w miejscu rany w celu wchtaniania wysigku.

Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

Podkladki z gazy Curity™ sg przeznaczone do opatrywania ran

lub pekniec skory oraz wycierania/wchtaniania ptynow.

Curity™ Gauze Pads are intended to be used for dressing wounds or skin
breaks and wiping/absorbing fluids.

Gabki trenazowe i 1.V Excilon™ sg przeznaczone do stosowania jako
podstawowy opatrunek na wielu ranach, w tym m.in. w miejscach
wprowadzania narzedzi.

Excilon™ Drain and L.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion sites.

Where appropriate, add applicable Union
legislation

Klasyfikacja i regula .

s et asie Rule Patrz Zatacznik 1/ Refer to Attachment 1
Wspolne specyfikacje .

Common Specifications Nie dotyczy (N/A)

W stosownych przypadkach dodaé

obowiazujace przepisy unijne Nic dotyczy (N/A)

Ocena zgodnosci
Conformity Assessment

Zatacznik X1, czg$¢ A/ Annex XI Part A

SEKCJA PODPISOW
SIGNATURE SECTION

Niniejsza deklaracja zgodnosci UE zostala wydana w imieniu i na wylaczng odpowiedzialnos¢ legalnego
producenta okreslonego powyzej.

Miejsce wydania
Place of Issue

Waukegan, IL 60085 USA

Name and Function

Podpis/Data ﬁ !rl!a! ﬂm
Signature/Date Brefida Geréna (May 1,2024 16:35 CDT)
Imie i nazwisko oraz | Brenda Gerena
stanowisko Regulatory Affairs

Dziat spraw regulacyjnych

CONFIDENTIAL INFORMATION

ZALACZNIK 1
ATTACHMENT 1
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Podstawowy unikalny

Klasyfikacja
Kod q ek . . -
Nazwa handlowa i opis identyfikator urzadzenia i regula
produktu o EMDN . .
Product Code Trade Name and Description UDI—DI Classification
Basic UDI-DI and Rule
Podktad bawelniany pod
opatrunek gipsowy Webril,
wykonczenie regularne,
27 x 12' (5,1 cm x 3,7 m) Rlasa/
2283 ’ ’ 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Reguta/ Rule: 4
Padding, Regular Finish,
2"x12' (5.1 cm x 3.7 m)
Podktad bawehiany pod
opatrunek gipsowy Webril,
wykonczenie regularne, Klasa/
3"x 12' (7,6 cm x 3,7 m) Y
2394 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Reguta/ Rule: 4
Padding, Regular Finish,
3"x 12' (7.6 cm x 3.7 m)
Podktad bawelniany pod
opatrunek gipsowy Webril,
wykonczenie regularne, Klasa./
4" x 12' (10,2 cm x 3,7 m) S
2502 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Reguta/ Rule: 4
Padding, Regular Finish,
4"x12'(10.2 cm x 3.7 m)
Podktad bawehiany pod
opatrunek gipsowy Webril,
wykonczenie regularne, Klasa/
6" x 12' (15,2 cm x 3,7 m) T
2554 063014000000000000001346A | M0201050101 | Classification: Is
Webril Cotton Undercast Regula/ Rule: 4
Padding, Regular Finish,
6"x12'(15.2cmx 3.7 m)
Bandaz w rolce Kerlix, 100%
bawelna, 8 warstw, duzy,
4-1/2"x9,3' (11,4 cm x 2,8 m) Klasa,/
6716 063014000000000000001125Y M020107 Classification: Is
Kerlix Bandage Roll, 100% Reguta/ Rule: 4
Cotton, 8 Ply, Large,
4-1/2"x9.3'(11.4 cm x 2.8 m)
Bandaz w rolce Kerlix, 100%
bawelna, 6 warstw, Sredni,
3-7/16" x 3-3/16'
(8,6 cm x 3,3 m) Klasa/
6725 ’ ’ 063014000000000000001125Y M020107 Classification: Is

Kerlix Bandage Roll 100%
Cotton, 6 Ply Medium,
3-7/16" x 3-3/16'

Reguta/ Rule: 4
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(8.6 cm x 3.3 m)
Gabki drenazowe Excilon, 6
warstw, Klasa/
7086 4"x 47 (102 em x 10,2 em) 063014000000000000001176A | M0201010101 | Classification: Is
Excilon Drain Sponges, 6 Ply, Regula/ Rule: 4
4" x 4" (10.2cm x 10.2cm)
Excilon I.V. Gabki, 6 warstw,
2"x2" (5, ecmx 5,1 cm) Klasa,/
7087 063014000000000000001186C | M0201010101 | Classification: Is
Excilon L.V. Sponges, 6 Ply, Reguta/ Rule: 4
2" x 2" (5.1cm x 5.1cm)
Bandaz w rolce Kerlix, 6
warstw, duzy,
4-1/2" x 4-1/8 yd
11,4 cm x 3,7 m),
felastyczny steryl)ny Klasa/
7880 ’ 063014000000000000001205X M020107 Classification: Is
Kerlix Gauze Roll, 6 Ply, Large, Regula/ Rule: 4
4-1/2" x 4-1/8 yd
(11.4 cm x 3.7 m)
Stretched, Sterile
Gabki Kerlix Super,
6" x 6-3/4"
(15,2cm x 17,1 cm) Klasa,/
7884 063014000000000000000996Z | M0201020101 | Classification: Is
Kerlix Super Sponges, Reguta/ Rule: 4
6” x 6-3/4”
(152 cm x 17.1 cm)
Podktadki z gazy Curity
2"x 2" (5,1 ecmx 5,1 cm) Klasa,/
3381 063014000000000000001516A | M0201050101 | Classification: Is
Curity Gauze Pads Reguta/ Rule: 4
2" x2" (5.1 cmx 5.1 cm)
Podktadka z gazy Curity
4"x 4" (10,2 cm x 10,2 cm) Klasa,/
6309 063014000000000000001516A | M0201050101 | Classification: Is
Curity Gauze Pad Reguta/ Rule: 4
4" x 4" (10.2cm x 10.2cm)
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PORTUGUESE

DECLARACAO DE CONFORMIDADE
DECLARATION OF CONFORMITY

CardinalHealth

MDR: Nos, Cardinal Health 200 LLC, declaramos que os produtos abrangidos por esta
Declarac¢do de Conformidade da UE cumprem a disposi¢cao do Regulamento relativo
a dispositivos médicos (UE) 2017/745.

Numero de Declaragao

Technical Documentation Number

de Conformidade RE00214653
Declaration of Conformity Number
Numero de documentacio técnica RE00172519

Nome do fabricante
Manufacturer’s Name

Cardinal Health 200, LLC

Endereco do fabricante
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Nimero unico de registo
Single Registration Number

US-MF-000006765

Nome e endereco do representante
autorizado

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Nome e numero de identificacao
do organismo notificado

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP

CE Certificate Number

Notified body’s Name and Identification Amsterdam
Number Numero de identificaggo: 2797
Numero do certificado CE MDR 798506

Categoria do produto
Product Category

Gazes de algoddo em rolos [M020107]
Cotton Gauzes in Rolls [M020107]

Gazes de algoddo, dobradas, sem fio radiopaco, estéreis [M0201020101]
Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

UDI-DI basico
Basic UDI-DI

Consultar o Anexo I/ Refer to Attachment 1

EMDN

Consultar o Anexo I/ Refer to Attachment 1

Codigo, nome comercial e descri¢io do
produto

Product Code, Trade Name and
Description

Consultar o Anexo I/ Refer to Attachment 1

Finalidade
Intended Purpose

Rolos de gaze e atadura Kerlix: sdo usados como curativos primarios
para absorver exsudatos de feridas. Os rolos de atadura Kerlix sdo usados
como curativos secundarios para reforgar os curativos primarios e absorver
exsudatos que atravessam os curativos primarios.

Kerlix Bandage and Gauze Rolls: Intended for use as a primary dressing
to absorb wound exudates. As secondary dressings, the bandage rolls are
used to reinforce primary dressings and absorb exudates that have passed
through primary dressings.
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O acolchoamento para talas de gesso Webril™ e Webril™ I1 ¢ usado para
proporcionar uma prote¢do entre a pele e o gesso e absorver a umidade.
Webril™ & Webril™ II Undercast Padding is intended to
provide cushioning between the skin and the cast and to absorb moisture.

As superesponjas Kerlix™ s3o usadas como curativos primarios no local
da ferida para absorver exsudato.

Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

As compressas de gaze Curity™ sdo usadas para fazer curativos de
feridas ou incisdes na pele e para limpar/absorver fluidos.

Curity™ Gauze Pads are intended to be used for dressing wounds or skin
breaks and wiping/absorbing fluids.

As esponjas de drenagem Excilon™ IV sio usadas como curativos
primarios em uma variedade de feridas, incluindo locais de inser¢do,

entre outras.

Excilon™ Drain and 1.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion sites.

Classificacio e regra
Classification and Rule

Consultar o Anexo I/ Refer to Attachment 1

Especificacoes comuns
Common Specifications

Nao aplicavel (N/A)

Se for o caso, adicione a legislacio
aplicavel ao nivel da Uniao

Where appropriate, add applicable
Union legislation

Naio aplicavel (N/A)

Avaliacido de conformidade
Conformity Assessment

Anexo XI, Parte A / Annex XI Part A

SECCAO DE ASSINATURA
SIGNATURE SECTION

Esta Declaracao de Conformidade da UE é emitida em nome e sob a responsabilidade exclusiva do Fabricante

legal identificado acima.

Local de emissao
Place of Issue

Waukegan, IL 60085 USA

Assinatura/Data ﬁ'd 1 n! "
Signature/Date Bréfida Ger8na (May 1, 2024 16:35 CDT)

Brenda Gerena

AILBEEL L Regulatory Affairs

Name and Function

Assuntos Regulamentares

CONFIDENTIAL INFORMATION
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Codigo do Classificacao
roduto Nome comercial e descricio UDI-DI basico EMDN e regra
P Trade Name and Description Basic UDI-DI Classification
Product Code
and Rule
Acolchoamento de algoddo para
talas de gesso Webril,
acabamento regular,
5,1 ecmx 3,7 m (2 pol. x 12 pés) Classs:/ .
2283 ’ ’ 063014000000000000001346A] M0201050101 | Classification: Is
Webril Cotton Undercast Regra/ Rule: 4
Padding, Regular Finish,
2"x 12' (5.1 cm x 3.7 m)
Acolchoamento de algodao para
talas de gesso Webril,
acabamento regular,
7,6 cm x 3,7 m (3 pol. x 12 pés) Class;/ .
2394 ’ ’ 063014000000000000001346A| M0201050101 | Classification: Is
Webril Cotton Undercast Regra/ Rule: 4
Padding, Regular Finish,
3"x12' (7.6 cm x 3.7 m)
Acolchoamento de algodao para
talas de gesso Webril,
acabamento regular,
10,2cmx 3,7m
(4 pol. x 12 pés) Classe/
2502 063014000000000000001346A| M0201050101 | Classification: Is
Webril Cotton Undercast Regra/ Rule: 4
Padding, Regular Finish,
4"x 12
(10.2cm x3.7m)
Acolchoamento de algodado para
talas de gesso Webril,
acabamento regular,
152ecmx 3,7m
(6 pol. x 12 pés) Classe/
2554 063014000000000000001346A] M0201050101 | Classification: Is
) Regra/ Rule: 4
Webril Cotton Undercast
Padding, Regular Finish,
6" x 12'
(15.2cmx3.7m)
Rolo de atadura Kerlix, 100%
algodao, 8 camadas, grande,
11, 4cmx 2,8 m
(4-1/2 pol. x 9,3 pés) Classe/
6716 063014000000000000001125Y|  M020107 Classification: Is
Kerlix Bandage Roll, 100% Regra/ Rule: 4
Cotton, 8 Ply, Large,
4-1/2"x9.3'
(11.4cmx2.8m)
6725 Rolo de atadura Kerlix, 100% | 534 4000000000000001125Y| ~ Mo20107 | S25%¢/
algoddo, 6 camadas, médio, Classification: Is
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8,6 cmx3,3m
(3-7/16 pol. x 3-3/16 pés)

Kerlix Bandage Roll 100%
Cotton, 6 Ply Medium,
3-7/16" x 3-3/16'

(8.6 cmx3.3m)

Regra/ Rule: 4

Esponja de drenagem Excilon,
6 camadas
10,2 cm x 10,2 cm

Classe/

7086 (4 pol. x 4 pol.) 063014000000000000001176A] M0201010101 | Classification: Is
Regra/ Rule: 4
Excilon Drain Sponges, 6 Ply,
4" x4" (10.2cm x 10.2cm)
Excilon IV Esponjas, 6 camadas,
5,lcmx 5,1 cm
(2 pOl. x 2 pOl.) Classe/
7087 063014000000000000001186C| M0201010101 | Classification: Is
Excilon I.V. Sponges, 6 Ply, Regra/ Rule: 4
2" x 2"
(5.1cm x 5.1cm)
Rolo de gaze Kerlix, 6 camadas,
grande, 11,4 cm x 3,7 m
(4-1/2 pol. x 4-1/8 yd)
esticado, estéril Classe/
7880 063014000000000000001205X]  M020107 Classification: Is
Kerlix Gauze Roll, 6 Ply, Large, Regra/ Rule: 4
4-1/2" x 4-1/8 yd
(114 cm x 3.7 m)
Stretched, Sterile
Super esponjas Kerlix,
152cmx 17,1 cm
(6 pol. x 6-3/4 pol.) Classe/
7884 063014000000000000000996Z| M0201020101 | Classification: Is
Kerlix Super Sponges, 6” x 6- Regra/ Rule: 4
3/4” (152 cmx 17.1 cm)
Compressas de gaze Curity,
5,1 cmx 5,1 cm
(2 pol. x 2 pol.) Classe/
3381 063014000000000000001516A| M0201050101 | Classification: Is
Curity Gauze Pads 2" x 2" Regra/ Rule: 4
(5.1 cmx 5.1 cm)
Compressa de gaze Curity,
10,2 cm x 10,2 cm
(4 pOl. x 4 pOl.) Classe/
6309 063014000000000000001516A] M0201050101 | Classification: Is

Curity Gauze Pad
4" X 4”
(10.2cm x 10.2cm)

Regra/ Rule: 4
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ROMANIAN

DECLARATIE DE CONFORMITATE
DECLARATION OF CONFORMITY

CardinalHealth

MDR: Noi, Cardinal Health 200 LLC, declaram ca produsele acoperite in aceasta
Declaratie de conformitate UE respecta prevederile Regulamentului privind
dispozitivele medicale (UE) 2017/745.

Numair declaratie de conformitate
Declaration of Conformity Number

RE00214653

Numir documentatie tehnica
Technical Documentation Number

RE00172519

Numele producéitorului
Manufacturer’s Name

Cardinal Health 200, LLC

Adresa producatorului
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Numar unic de inregistrare
Single Registration Number

US-MF-000006765

Numele si adresa reprezentantului
autorizat

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Numele si numaérul de identificare al
Organismului notificat

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP

CE Certificate Number

Notified body’s Name and Identification Amsterdam
Number Numar de identificare: 2797
Numairul certificatului CE MDR 798506

Categoria de produs
Product Category

Fese de tifon din bumbac [M020107]
Cotton Gauzes in Rolls [M020107]

Tifoane din bumbac, pliate, fara fir detectabil cu raze X, sterile
[M0201020101]

Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

UDI-DI de baza
Basic UDI-DI

Consultati Anexa I/ Refer to Attachment 1

EMDN

Consultati Anexa I/ Refer to Attachment 1

Cod produs, Nume comercial si
Descriere

Product Code, Trade Name and
Description

Consultati Anexa I/ Refer to Attachment 1

Destinatia utilizarii
Intended Purpose

Fese de pansat si de tifon Kerlix: sunt destinate utilizarii ca pansament
primar pentru a absorbi exudatele plagilor. Ca pansamente secundare,
fesele de pansat Kerlix sunt folosite pentru a consolida pansamentele
primare si pentru a absorbi exudatele care au trecut prin

pansamentele primare.

Kerlix Bandage and Gauze Rolls: Intended for use as a primary dressing
to absorb wound exudates. As secondary dressings, the bandage rolls are
used to reinforce primary dressings and absorb exudates that have passed
through primary dressings.
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DECLARATIE DE CONFORMITATE
DECLARATION OF CONFORMITY
Tampoanele cu umpluturd Webril ™& Webril ™ II sunt
destinate sa ofere protectie intre piele si ateld si sa absoarba umezeala.

Webril™ & Webril™ II Undercast Padding is intended to
provide cushioning between the skin and the cast and to absorb moisture.

Buretii Kerlix™ Super sunt destinati sa fie utilizati ca pansamente
primare la locul plagii pentru a absorbi exudatul.

Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

Tampoane de tifon Curity™ sunt destinate utilizarii pentru pansarea
plégilor sau a leziunilor pielii si pentru stergerea/absorbtia fluidelor.
Curity™ Gauze Pads are intended to be used for dressing wounds or skin
breaks and wiping/absorbing fluids.

Buretii pentru drenaj si 1.V. Excilon™ sunt destinati utilizarii ca
pansamente primare pe diverse leziuni, inclusiv, dar fara a se limita la,
locurile de introducere.

Excilon™ Drain and 1.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion sites.

Clasificare si regula
Classification and Rule
Specificatii commune

Consultati Anexa I/ Refer to Attachment 1

Common Specifications Nu este cazul (N/A)
Cand este cazul, adaugati legislatia
aplicabila din Uniune Nu este cazul (N/A)

Where appropriate, add applicable Union
legislation

Evaluarea de conformitate

Conformity Assessment Anexa XI, Partea A/ Annex XI Part A

Aceastid Declaratie de conformitate UE este emisi in numele si sub responsabilitatea exclusiva a Producatorului
Legal identificat mai sus.

Locul emiterii
Place of Issue Waukegan, IL 60085 USA

Semnatura/Data 5 d ) n!
Signature/Date Brefida Geréna (May 1, 2024 16:35 CDT)

Brenda Gerena
Regulatory Affairs
Afaceri de reglementare

Nume si functie
Name and Function

ANEXA1
ATTACHMENT 1

CONFIDENTIAL INFORMATION SHEET 58 OF 75



DOCUMENT NO:

RE00214653

REVISION: | 1

Clasificare
Cod produs Nume comercial si descriere UDI-DI de baza EMDN si regula
Product Code Trade Name and Description Basic UDI-DI Classification
and Rule
Tampoane cu umplutura de
bumbac Webril, finisaj obisnuit,
2"x 12,1 em x 3,7:m) Clasa/ Class: Is
2283 063014000000000000001346A | M0201050101 Reguld/ Rulé' 4
Webril Cotton Undercast '
Padding, Regular Finish,
2"x12' (5.1 cmx 3.7 m)
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Tampoane cu umplutura de
bumbac Webril, finisaj obisnuit,
3"x 12' (7,6 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish,
3"x12' (7.6 cm x 3.7 m)

063014000000000000001346A

M0201050101

Clasa/ Class: Is
Reguléd/ Rule: 4

2502

Tampoane cu umplutura de
bumbac Webril, finisaj obisnuit,
4" x 12'(10,2 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish,
4"x12'(10.2cm x 3.7 m)

063014000000000000001346A

M0201050101

Clasa/ Class: Is
Reguld/ Rule: 4

2554

Tampoane cu umplutura de
bumbac Webril, finisaj obisnuit,
6" x 12' (15,2 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish,
6"x12'(15.2cm x 3.7 m)

063014000000000000001346A

M0201050101

Clasa/ Class: Is
Reguléd/ Rule: 4

6716

Fasa de bandaj Kerlix, 100%
bumbac, 8 straturi, mare,
4-1/2"x9,3' (11,4 cm x 2,8 m)

Kerlix Bandage Roll, 100%
Cotton, 8 Ply, Large,
4-1/2"x9.3'(114cmx 2.8 m)

063014000000000000001125Y

M020107

Clasa/ Class: Is
Reguld/ Rule: 4

6725

Fasa de bandaj Kerlix, 100%
bumbac, 6 straturi, medie,
3-7/16 "x 3-3/16'

(8,6 cmx 3,3 m)

Kerlix Bandage Roll 100%
Cotton, 6 Ply Medium,
3-7/16" x 3-3/16'

(8.6 cmx3.3m)

063014000000000000001125Y

M020107

Clasa/ Class: Is
Reguld/ Rule: 4

7086

Bureti de drenaj Excilon,
6 straturi, 4" x 4" (10,2 cm x
10,2 cm)

Excilon Drain Sponges, 6 Ply,
4" x 4" (10.2cm x 10.2cm)

063014000000000000001176A

M0201010101

Clasa/ Class: Is
Regula/ Rule: 4

7087

Excilon I.V. Bureti, 6 straturi,
2" x 2" (5,1 ecmx 5,1 cm)

Excilon 1.V. Sponges, 6 Ply,
2" x 2" (5.1cm x 5.1cm)

063014000000000000001186C

M0201010101

Clasa/ Class: Is
Regula/ Rule: 4

7880

Fasa de tifon Kerlix, 6 straturi,
mare,
4-1/2 "x 4-1/8 yd

063014000000000000001205X

M020107

Clasa/ Class: Is
Reguld/ Rule: 4
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(11,4 cm x 3,7 m),
elastica, sterila

Kerlix Gauze Roll, 6 Ply, Large,
4-1/2" x 4-1/8 yd
(11.4cmx 3.7m)
Stretched, Sterile

Bureti Kerlix Super,
6" x 6-3/4" (15,2 cm x 17,1 cm)

Clasa/ Class: Is

Curity Gauze Pad
4" x 4" (10.2cm x 10.2cm)

7884 063014000000000000000996Z | M0201020101 -
. Reguld/ Rule: 4
Kerlix Super Sponges,
6” x 6-3/4” (152 cm x 17.1 cm)
Tampoane de tifon Curity
2"x2" (5,1 cmx 5,1 cm) Clas/ Class: T
3381 063014000000000000001516A | M0201050101 | - 259/ -1ass: 18
) Reguléd/ Rule: 4
Curity Gauze Pads
2"x2" (5.1 cmx 5.1 cm)
Tampon de tifon Curity
4" x 4" (10,2 cm x 10,2 cm) - .
6309 063014000000000000001516A | M0201050101 | 1259/ Class: Is

Reguld/ Rule: 4
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SLOVAK

VYHLASENIE O ZHODE
DECLARATION OF CONFORMITY

CardinalHealth

MDR: Vyhlasujeme, Cardinal Health 200 LLC, Ze produkty uvedené v tomto
vyhlaseni o zhode EU spliaji ustanovenia nariadenia o zdravotnickych pomdckach
(EU) 2017/745.

Cislo vyhlisenia o zhode
Declaration of Conformity Number

RE00214653

Cislo technickej dokumenticie
Technical Documentation Number

RE00172519

Nazov vyrobcu
Manufacturer’s Name

Cardinal Health 200, LLC

Adresa vyrobcu
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Jednotné registracné cislo
Single Registration Number

US-MF-000006765

Meno a adresa opravneného zastupcu
Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Meno a identifika¢né Cislo
informovaného organu

Notified body’s Name and Identification
Number

BSI Group The Netherlands B.V.

Say Building, John M. Keynesplein 9, 1066 EP
Amsterdam

Identifikacné ¢islo: 2797

Cislo certifikatu CE
CE Certificate Number

MDR 798506

Kategoria vyrobku
Product Category

Cotton Gauzes in Rolls [M020107]
Cotton Gauzes in Rolls [M020107]

Bavlnené gézy, skladané, bez rontgenového detekovate'ného vldkna,
sterilné [M0201020101]

Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

Zakladné UDI-DI
Basic UDI-DI

Pozrite si Prilohu I/ Refer to Attachment 1

EMDN

Pozrite si Prilohu I/ Refer to Attachment 1

Kéd vyrobku, obchodny nazov a popis
Product Code, Trade Name and
Description

Pozrite si Prilohu I/ Refer to Attachment 1

ZamysPany ucel
Intended Purpose

Rolky na obviz a gazu Kerlix: Na pouzitie ako primarny obvéz na
absorpciu exsudatov z ran. Ako sekundarne obvézy sa obvidzové rolky
pouzivaju na spevnenie primarnych obvézov a absorbovanie exsudatov,
ktoré presli cez primarne obvézy.

Kerlix Bandage and Gauze Rolls: Intended for use as a primary dressing
to absorb wound exudates. As secondary dressings, the bandage rolls are
used to reinforce primary dressings and absorb exudates that have passed
through primary dressings.

Podkladova vystelka Webril™ & Webril™ II je uréena na timenie medzi
kozou a sadrou a na absorpciu vlhkosti.
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DECLARATION OF CONFORMITY
Webril™ & Webril™ II Undercast Padding is intended to
provide cushioning between the skin and the cast and to absorb moisture.

Spongie Kerlix™ Super su uréené na pouzitie ako priméarne obvizy v
mieste rany na absorpciu exsudatu.

Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

Gazové vankusiky Curity™ su urené na pouZitie na oblickanie ran
alebo koznych prestavok a na utieranie/absorpciu tekutin.

Curity™ Gauze Pads are intended to be used for dressing wounds or skin
breaks and wiping/absorbing fluids.

Spongie Excilon™ Drain a .V st uréené na pouZitie ako primarne
obvizy na rozne rany, okrem in¢ho aj na miesta zavedenia.

Excilon™ Drain and L.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion sites.

Klasifikacia a pravidlo
Classification and Rule
Bezné Specifikacie

Pozrite si Prilohu I/ Refer to Attachment 1

Common Specifications Nevztahuje sa (N/A)
V pripade potreby dopliite prislusné
pravne predpisy Unie Nevzt'ahuje sa (N/A)

Where appropriate, add applicable Union
legislation

Posudenie zhody
Conformity Assessment

PODPISOVA SEKCIA
SIGNATURE SECTION
Toto vyhlisenie o zhode EU sa vydava pre zdkonného vyrobeu, v jeho mene a na jeho vyhradnu zodpovednost’.

Miesto vydania
Place of Issue Waukegan, IL 60085 USA

Podpis/ Datum 5 4 ] n
Signature/Date Brdfida Gerdna (May 1,2024 16:35 CDT)

Brenda Gerena
Regulatory Affairs
Regulacné zélezitosti

Priloha XI, ¢ast’ A/ Annex XI Part A

Meno a pozicia
Name and Function

PRILOHU I
ATTACHMENT 1

Zoznam kédov vyrobkov
Product Code List

Kéd vyrobku Obchodny nazov a popis Ziakladné UDI-DI EMDN Klasifikidcia
Product Code Trade Name and Description Basic UDI-DI a pravidlo
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Classification
and Rule

2283

Bavlneny vanktsik Webril,
bezna tiprava,
2"x 12' (5,1 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish, 2" x
12'(5.1cmx 3.7 m)

063014000000000000001346A

M0201050101

Trieda/ Class: Is
Pravidlo/ Rule: 4
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Bavlneny vanktsik Webril,
bezna uprava,
3"x12' (7,6 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish, 3" x
12' (7.6 cm x 3.7 m)

063014000000000000001346A

M0201050101

Trieda/ Class: Is
Pravidlo/ Rule: 4

2502

Bavlneny vankusik Webril,
bezna uprava,
4" x 12' (10,2 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish, 4" x
12' (10.2 cm x 3.7 m)

063014000000000000001346A

M0201050101

Trieda/ Class: Is
Pravidlo/ Rule: 4

2554

Bavlneny vankusik Webril,
bezna Uprava,
6" x 12' (15,2 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish, 6" x
12'(15.2 cm x 3.7 m)

063014000000000000001346A

M0201050101

Trieda/ Class: Is
Pravidlo/ Rule: 4

6716

Obviz Kerlix, 100 % bavlna, 8
vrstiev, velky,
4-1/2"x93"(11,4cm x 2,8 m)

Kerlix Bandage Roll, 100%
Cotton, 8 Ply, Large, 4-1/2" x
9.3' (114 cmx2.8m)

063014000000000000001125Y

M020107

Trieda/ Class: Is
Pravidlo/ Rule: 4

6725

Obviz Kerlix 100 % bavlna, 6
vrstiev, stredny
3-7/16"x3-3/16'

(8,6 cmx 3,3 m)

Kerlix Bandage Roll 100%
Cotton, 6 Ply Medium, 3-7/16"
x 3-3/16' (8.6 cmx 3.3 m)

063014000000000000001125Y

M020107

Trieda/ Class: Is
Pravidlo/ Rule: 4

7086

Odtokové Spongie Excilon,
6 vrstiev,
10,2 cm x 10,2 cm (4" x 4")

Excilon Drain Sponges, 6 Ply,
4"x4" (10.2cm x 10.2cm)

063014000000000000001176A

M0201010101

Trieda/ Class: Is
Pravidlo/ Rule: 4

7087

Excilon I.V. Spongie, 6 vrstiev,
5,lemx 5,1 ecm (2" x 2")

Excilon V. Sponges, 6 Ply,
2"x2" (5.lcmx 5.1cm)

063014000000000000001186C

M0201010101

Trieda/ Class: Is
Pravidlo/ Rule: 4

7880

Gaza Kerlix, 6 vrstiev, velka, 4
—-1/2"x4-1/8 yd

(11,4 cm x 3,7 m)

Elasticka, sterilna

063014000000000000001205X

M020107

Trieda/ Class: Is
Pravidlo/ Rule: 4
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Kerlix Gauze Roll, 6 Ply, Large,
4-1/2" x4-1/8 yd (11.4 cm x 3.7
m) Stretched, Sterile

Spongie Kerlix Super,
152cmx 17,1 cm (6" x 6 —
3/4")

Trieda/ Class: Is

Curity Gauze Pad
4" x 4" (10.2cm x 10.2cm)

7884 063014000000000000000996Z | M0201020101 | 1, - . .
ravidlo/ Rule: 4

Kerlix Super Sponges, 6” x 6-

3/4” (152 cm x 17.1 cm)

Gazové vankusiky Curity

2"x2" (.1 emx 5.1 em) Trieda/ Class: Is
3381 063014000000000000001516A | M0201050101 Pravidlo/ Rule: 4

Curity Gauze Pads

2"x2"(5.1cmx 5.1 em)

Gazova podlozka Curity

4"x 47 (10,2 cm x 10,2 cm) Trieda/ Class: Is
6309 063014000000000000001516A | M0201050101 ’

Pravidlo/ Rule: 4
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SPANISH

MDR: Nosotros, Cardinal Health 200 LLC, declaramos que los productos
contemplados en la presente Declaracion de conformidad de la UE cumplen con
la disposicion del Reglamento sobre productos sanitarios (UE) 2017/745.

CardinalHealth

Numero de declaracion de conformidad
Declaration of Conformity Number

RE00214653

Numero de documentacién técnica
Technical Documentation Number

RE00172519

Nombre del fabricante
Manufacturer’s Name

Cardinal Health 200, LLC

Direccion del fabricante
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Nimero de registro tinico
Single Registration Number

US-MF-000006765

Nombre y direccion del representante
autorizado

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Nombre y nimero de identificacion
del organismo notificado

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP

Notified body’s Name and Identification Amsterdam
Number Numero de identificacion: 2797
Numero de certificado CE MDR 798506

CE Certificate Number

Categoria del product
Product Category

Gasas de algodon en rollos [M020107]
Cotton Gauzes in Rolls [M020107]

Gasas de algodon, plegadas, sin hilo detectable por rayos X, estériles
[M0201020101]

Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

UDI-DI basico
Basic UDI-DI

Consulte el Archivo adjunto I/ Refer to Attachment 1

EMDN

Consulte el Archivo adjunto I/ Refer to Attachment 1

Caodigo del producto, nombre comercial
y descripcion

Product Code, Trade Name and
Description

Consulte el Archivo adjunto I/ Refer to Attachment 1

Propésito
Intended Purpose

Rollos de vendaje y gasas Kerlix: disefiados para utilizarse como
compresa primaria a fin de absorber los exudados de la herida. Como
compresa secundaria, los rollos de vendaje se utilizan para reforzar las
compresas primarias y absorber los exudados que han atravesado las
compresas primarias.

Kerlix Bandage and Gauze Rolls: Intended for use as a primary dressing
to absorb wound exudates. As secondary dressings, the bandage rolls are
used to reinforce primary dressings and absorb exudates that have passed
through primary dressings.
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El acolchado para escayola de algodon Webril™ y Webril™ II esta
disefiado para proporcionar amortiguacion entre la piel y el escayola,

y para absorber la humedad.

Webril™ & Webril™ II Undercast Padding is intended to

provide cushioning between the skin and the cast and to absorb moisture.

Las compresas Super Kerlix™ estan disefiadas para usarse como
compresas primarias en el sitio de la herida para absorber el exudado.
Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

El acolchado de gasa Curity™ esta disefiado para usarse para curar
heridas o roturas en la piel, y limpiar/absorber liquidos.

Curity™ Gauze Pads are intended to be used for dressing wounds or skin
breaks and wiping/absorbing fluids.

Las compresas intravenosas y de drenaje Excilon™ estan diseniadas
para utilizarse como apositos primarios en una variedad de heridas,
incluidos, entre otros, los puntos de insercion.

Excilon™ Drain and L.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion sites.

Clasificacion y regla
Classification and Rule
Especificaciones communes

Consulte el Archivo adjunto I/ Refer to Attachment 1

Common Specifications No corresponde (N/A)
Cuando proceda, afiada la legislacion
de la Union Europea applicable No corresponde (N/A)

Where appropriate, add applicable Union
legislation

Evaluacion de conformidad
Conformity Assessment

SECCION DE FIRMA
SIGNATURE SECTION

La presente Declaracion de conformidad de la UE se emite para y en nombre de y bajo la responsabilidad
exclusiva del fabricante que se identificé anteriormente.

Anexo XI parte A/ Annex XI Part A

Lugar de emission
P o Tasue Waukegan, IL 60085 USA

Firma / Fecha Mﬂ' Z!ﬂ
Signature/Da[e Bréfida Geréna (May 1,2024 16:35 CDT)

Brenda Gerena
Regulatory Affairs
Asuntos normativos

Nombre y funciéon
Name and Function

ARCHIVO ADJUNTO 1
ATTACHMENT 1
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Codigo del
product
Product Code

Nombre comercial
y descripcién
Trade Name and Description

UDI-DI basico
Basic UDI-DI

Clasificacion

y regla
Classification
and Rule

2283

Almohadilla de algodoén para
escayola Webril, acabado
regular,

2" x 12' (5,1 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish,
2"x12' (5.1 cm x 3.7 m)

063014000000000000001346A

M0201050101

Clase/ Class: Is
Regla/ Rule: 4

2394

Acolchado para escayola de
algodén Webril, acabado
regular,

3" x 12' (7,6 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish,
3"x12' (7.6 cm x 3.7 m)

063014000000000000001346A

M0201050101

Clase/ Class: Is
Regla/ Rule: 4

2502

Acolchado para escayola de
algodén Webril, acabado
regular,

4" x 12' (10,2 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish,
4"x12'(10.2 cm x 3.7 m)

063014000000000000001346A

M0201050101

Clase/ Class: Is
Regla/ Rule: 4

2554

Acolchado para escayola de
algodon Webril, acabado
regular,

6" x 12' (15,2 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish,
6" x 12'(15.2cm x 3.7 m)

063014000000000000001346A

M0201050101

Clase/ Class: Is
Regla/ Rule: 4

6716

Rollos de venda de gasa Kerlix,
100 % algodon, 8 capas, grande,
4-1/2"x9,3' (11,4 cm x 2,8 m)

Kerlix Bandage Roll, 100%
Cotton, 8 Ply, Large,
4-1/2"x9.3'(11.4cm x 2.8 m)

063014000000000000001125Y

M020107

Clase/ Class: Is
Regla/ Rule: 4

6725

Rollos de venda de gasa Kerlix,
100% algodon, 6 capas
medianas,

3-7/16" x 3-3/16'

(8,6 cm x 3,3 m)

Kerlix Bandage Roll 100%
Cotton, 6 Ply Medium,

063014000000000000001125Y

M020107

Clase/ Class: Is
Regla/ Rule: 4
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3-7/16" x 3-3/16'
(8.6cmx3.3m)

7086

Compresa de drenaje Excilon, 6
capas,

4" X 4"

(10,2 cm x 10,2 cm)

Excilon Drain Sponges, 6 Ply,
4" X 4"
(10.2cm x 10.2cm)

063014000000000000001176A

M0201010101

Clase/ Class: Is
Regla/ Rule: 4

7087

Compresas intravenosas Excilon,
6 capas, 2" x 2"
(5,1 cmx 5,1 cm)

Excilon 1.V. Sponges, 6 Ply,
2" X 2"
(5.lcmx 5.1cm)

063014000000000000001186C

M0201010101

Clase/ Class: Is
Regla/ Rule: 4

7880

Rollos de gasa Kerlix, 6 capas,
grande,

4-1/2" x 4-1/8 yd

(11,4 cm x 3,7 m)

estirado, estéril

Kerlix Gauze Roll, 6 Ply, Large,
4-1/2" x 4-1/8 yd
(11.4cmx3.7m)
Stretched, Sterile

063014000000000000001205X

M020107

Clase/ Class: Is
Regla/ Rule: 4

7884

Compresas Super Kerlix,
6” x 6-3/4”
(15,2cm x 17,1 cm)

Kerlix Super Sponges,
6” x 6-3/4”
(152 cmx 17.1 cm)

063014000000000000000996Z

M0201020101

Clase/ Class: Is
Regla/ Rule: 4

3381

Almohadillas de gasa Curity
2"x2" (5,1 cmx 5,1 cm)

Curity Gauze Pads
2" x2" (5.1 cmx 5.1 cm)

063014000000000000001516A

M0201050101

Clase/ Class: Is
Regla/ Rule: 4

6309

Almohadilla de gasa Curity
4"x 4" (10,2 cm x 10,2 cm)

Curity Gauze Pad
4" x 4" (10.2cm x 10.2cm)

063014000000000000001516A

M0201050101

Clase/ Class: Is
Regla/ Rule: 4
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SWEDISH

av denna EU-forsékran om dverensstimmelse uppfyller bestimmelserna
om medicintekniska produkter i férordning (EU) 2017/745.

CardinalHealth

Nummer pa forsikran om

overensstimmelse RE00214653
Declaration of Conformity Number
Nummer pa teknisk documentation RE00172519

Technical Documentation Number

Tillverkarens namn
Manufacturer’s Name

Cardinal Health 200, LLC

Tillverkarens address
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Unikt registreringsnummer
Single Registration Number

US-MF-000006765

Namn pa auktoriserad representant
och address

Authorized Representative’s Name and
Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Namn pa anmalt organ och
identifikationsnummer

BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9, 1066 EP

Notified body’s Name and Identification Amsterdam
Number Identifikationsnummer: 2797
Nummer pa CE-certifikat
CE Certificate Number MDR 798506
Bomullsgasbindor pa rullar [M020107]
Cotton Gauzes in Rolls [M020107]
Produktkategori Bomullsgasbindor, vikta, utan rontgendetekterbar trad, sterila
Product Category

[M0201020101]
Cotton Gauzes, Folded, Without X-Ray Detectable Thread, Sterile
[M0201020101]

Grundliggande UDI-DI
Basic UDI-DI

Medfoljande dokument I/ Refer to Attachment 1

EMDN

Medfoljande dokument I/ Refer to Attachment 1

Produktkod, handelsnamn och
beskrivning

Product Code, Trade Name and
Description

Medfoljande dokument I/ Refer to Attachment 1

Avsedd anvindning
Intended Purpose

Kerlix bandage och gasbindor pé rullar: avsedda att anvéndas som ett
primért forband for att absorbera sarexsudat. Som sekundéra forband
anvénds Kerlix bandagerullar for att forstirka priméra férband

och absorbera exsudat som har passerat genom det priméra forbandet.
Kerlix Bandage and Gauze Rolls: Intended for use as a primary dressing
to absorb wound exudates. As secondary dressings, the bandage rolls are
used to reinforce primary dressings and absorb exudates that have passed
through primary dressings.
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Webril™ och Webril™ II vaddering under gips &r avsedd att mildra
paverkan mot huden av gipset samt for absorbering av fukt.

Webril™ & Webril™ II Undercast Padding is intended to

provide cushioning between the skin and the cast and to absorb moisture.

Kerlix™ supersvampar ir avsedda att anvéindas som priméra férband
pé sarstillet for att absorbera exsudat.

Kerlix™ Super Sponges are intended to be used as primary dressings at
the wound site to absorb exudate.

Curity™ gasbindor dr avsedda att anvindas for att lagga om sar eller
hudsprickor och for att torka/absorbera vitskor.

Curity™ Gauze Pads are intended to be used for dressing wounds or skin
breaks and wiping/absorbing fluids.

Excilon™ drénerings- och IV-svampar &r avsedda att anvindas som
primira forband pé en rad sér, inklusive men inte begriansat

till inforingsstéllen.

Excilon™ Drain and 1.V Sponges are intended for use as primary
dressings on a range of wounds including but not limited to insertion sites.

Klassificering och regel
Classification and Rule

Medf6ljande dokument I/ Refer to Attachment 1

Gemensamma specifikationer
Common Specifications

Ej tillampligt (N/A)

Lagg till tillimplig EU-lagstiftning
Where appropriate, add applicable Union
legislation

Ej tillimpligt (N/A)

Bedomning av dverensstimmelse
Conformity Assessment

Bilaga XI del A/ Annex XI Part A

SEKTION FOR UNDERSKRIFT
SIGNATURE SECTION

Denna EU-forsikran om overensstimmelse utfiardas for och pa uppdrag av och under eget ansvar av den
juridiska tillverkaren som anges ovan.

Plats for utfirdande
Place of Issue

Waukegan, IL 60085 USA

Underskrift/ Datum ﬁ ; dz! H! ®
Signature/Date Brefida Ger&na (May 1, 2024 16:35 CDT)

Namn och function Brenda Gerena

Name and Function

Regulatory Affairs
Myndighetsdrenden

CONFIDENTIAL INFORMATION

DOKUMENT I
ATTACHMENT 1
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Webril Cotton Undercast
Padding, Regular Finish,
2"x 12' (5.1 cm x 3.7 m)

Handelsnamn och LY el sty
Produktkod . . Grundliggande UDI-DI och regel
Product Code beskrivning Tr.ad'e Name and Basic UDI-DI EMDN Classification
Description
and Rule
Webril bomullsvaddering under
gips, regelbunden finish,
2"x 12'(5,1 cm x 3,7 m) Klass/ Class: I
2283 063014000000000000001346A | M0201050101 | 255 *1as8- 78

Regel/ Rule: 4
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Webril bomullsvaddering under
gips, regelbunden finish,
3"x12' (7,6 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish,
3"x12' (7.6 cm x 3.7 m)

063014000000000000001346A

M0201050101

Klass/ Class: Is
Regel/ Rule: 4

2502

Webril bomullsvaddering under
gips, regelbunden finish,
4"x 12' (10,2 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish,
4"x12'(10.2cm x 3.7m)

063014000000000000001346A

M0201050101

Klass/ Class: Is
Regel/ Rule: 4

2554

Webril™ bomullsvaddering
under gips, regelbunden finish,
6" x 12' (15,2 cm x 3,7 m)

Webril Cotton Undercast
Padding, Regular Finish,
6" x 12'(15.2 cm x 3.7 m)

063014000000000000001346A

M0201050101

Klass/ Class: Is
Regel/ Rule: 4

6716

Kerlix bandagerulle, 100 %
bomull, 8 skikt, stor,
4-1/2"x9.3' (11,4 cm x 2,8 m)

Kerlix Bandage Roll, 100%
Cotton, 8 Ply, Large,
4-1/2"x9.3'(11.4cm x 2.8 m)

063014000000000000001125Y

M020107

Klass/ Class: Is
Regel/ Rule: 4

6725

Kerlix bandagerulle, 100 %
bomull, 6 skikt, medium,
3-7/16" x 3-3/16'

(8,6 cmx 3,3 m)

Kerlix Bandage Roll 100%
Cotton, 6 Ply Medium,
3-7/16" x 3-3/16'

(8.6 cmx3.3m)

063014000000000000001125Y

M020107

Klass/ Class: Is
Regel/ Rule: 4

7086

Excilon dréneringssvampar,
6 skikt, 4" x 4"
(10,2 cm x 10,2 cm)

Excilon Drain Sponges, 6 Ply,
4" x4" (10.2cm x 10.2cm)

063014000000000000001176A

M0201010101

Klass/ Class: Is
Regel/ Rule: 4

7087

Excilon IV-. svampar, 6 skikt,
2"x2" (5,1 emx 5,1 cm)

Excilon I.V. Sponges, 6 Ply,
2" x 2" (5.1em x 5.1cm)

063014000000000000001186C

M0201010101

Klass/ Class: Is
Regel/ Rule: 4

7880

Kerlix gasvévsrulle, 6 skikt,
stor,

063014000000000000001205X

M020107

Klass/ Class: Is
Regel/ Rule: 4
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4-1/2" x 4-1/8 yd
(11,4 cm x 3,7 m) strickt, steril

Kerlix Gauze Roll, 6 Ply,
Large,

4-1/2" x 4-1/8 yd

(11.4 cm x 3.7 m) Stretched,
Sterile

Kerlix supersvampar,
6" x 6-3/4" (15,2cmx 17,1 cm)

Klass/ Class: Is

Curity Gauze Pad
4" x 4" (10.2cm x 10.2cm)

7884 063014000000000000000996Z | M0201020101
. Regel/ Rule: 4
Kerlix Super Sponges,
6” x 6-3/4” (15.2 cm x 17.1 cm)
Curity gasbindor
2"x 2" (5,1 cm x 5,1 cm) )
3381 063014000000000000001516A | M0201050101 | Klass/ Class: Is
. Regel/ Rule: 4
Curity Gauze Pads
2"x 2" (5.1 cm x 5.1 cm)
Curity gasbinda
4"x4" (10,2 cm x 10,2 cm) Klass/ Class: T
6309 063014000000000000001516A | M0201050101 | 258 *1ass- 1S

Regel/ Rule: 4
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