DOC. TITLE: Declaration of Conformity MDR Kendall Calcium Alginate Dressings CAH

DOCUMENT NO:

RE00205881

REVISION: | (3) RC241228

DECLARATION OF CONFORMITY

— 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)

CardinalHealth 2017/74s.

Declaration of Conformity Number

RE00205881

Technical Documentation Number

RE00249263

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 784266

Product Category

Alginate Dressings, Combined with other substances

Basic UDI-DI

Refer to Attachment 1

EMDN

Refer to Attachment 1

Product Code, Trade Name and
Description

Refer to Attachment 1

Intended Purpose

Kendall™ Calcium Alginate Wound Dressings are external wound
dressings intended for use to absorb exudates and protect the wound from
contamination.

Classification and Rule

Refer to Attachment 1

Common Specifications

Not Applicable

Where appropriate, add applicable

Not Applicable
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DOCUMENT NO: | RE00205881

REVISION:

(3) RC241228

DECLARATION OF CONFORMITY

Union legislation

Conformity Assessment

Annex X Chapters I and II1

SIGNATURE SECTION

Manufacturer identified above.

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

Place of Issue

Waukegan, IL 60085 USA

Signature/ Date 2;4 fan ZM

uan Zhou (Apr 24, 2026 15:54:11 EDT)

Name and Function

Yuan Zhou

Regulatory Affairs

Product Code List

Product Trade Name and Description Basic UDI-DI EMDN Classification
Code and Rule
Kendall™ Calcium Alginate Dressing, Class: IIb
9233 4" x 4" (102 cm x 10.2 cm) 063014000000000000002556P | M04040202 Rule: 4
— - . . -
9232 Kendall™ Calcium Alginate Dressing, |, ¢414000000000000002556P | M04040202 | €8s 1P
2"x2" (5.1 cm x 5.1 cm) Rule: 4
Kendall™ Calcium Alginate Dressing, Class: IIb
9238 8" x 4" (20.3 em x 10.2 cm) 063014000000000000002556P | M04040202 Rule: 4
Kendall™ Calcium Alginate Dressing, Class: IIb
9239 6" x 10" (15.2 cm x 25.4 cm) 063014000000000000002556P | M04040202 Rule: 4
p— - , , -
9235 Kendall™ Calcium Alginate Dressing, | 0541.4000000000000002556P | M04040202 | €135 TP
2"x 1" (5.1 cm x 2.5 cm) Rule: 4
Kendall™ Calcium Alginate Dressing, Class: IIb
9240 4" x 5-1/2" (10.2 cm x 14 cm) 063014000000000000002556P | M04040202 Rule: 4
9236 Kendall™ Calcium Alginate Dressing 063014000000000000002556P | M04040202 | Class: IIb
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REVISION:

(3) RC241228

Product Code List

Plus, 4" x 4" (10.2 cm x 10.2 ¢cm) Rule: 4
— : . -
9231 Kendall™ Caleium Alginate Dressing, | ,¢314000000000000002556P | M04040202 | £1ass: 1P
Rope, 12" (30.5 cm) Rule: 4
— : . '
9243 Kendall™ Calcium Alginate Dressing, | ¢414000000000000002556P | M04040202 | €135 1P
Rope 24" (61 cm) Rule: 4
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DOCUMENT NO: | RE00205881 REVISION: | (3) RC241228

CROATIAN

e 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)

2017/745.

CardinalHealth

Broj izjave o sukladnosti
Declaration of Conformity Number

RE00205881

Broj tehnicke dokumentacije
Technical Documentation Number

RE00249263

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

Notified body’s Name and Identification Amsterdam

Number Identifikacijski broj: 2797

Broj certifikata CE

CE Certificate Number MDR 784266

Kategorija proizvoda Alginatne obloge, u kombinaciji s drugim tvarima
Product Category Alginate Dressings, Combined with other substances

Osnovni UDI-DI
Basic UDI-DI

Pogledajte Prilog I/ Refer to Attachment 1

EMDN

Pogledajte Prilog I/ Refer to Attachment 1

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

Pogledajte Prilog I/ Refer to Attachment 1

Description
Obloge za rane od kalcijevog alginata Kendall™ Calcium vanjske su
obloge za rane namijenjene upijanju eksudata i zastiti rane od
Namjena kontaminacije.
Intended Purpose Kendall™ Calcium Alginate Wound Dressings are external wound

dressings intended for use to absorb exudates and protect the wound from
contamination.

Klasifikacija i pravilo
Classification and Rule

Pogledajte Prilog I/ Refer to Attachment 1

Zajednicke specifikacije
Common Specifications

Nije primjenjivo (N/A)
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DOCUMENT NO:

RE00205881

REVISION:

(3) RC241228

Dodajte primjenjivo zakonodavstvo
Europske unije, gdje je to prikladno
Where appropriate, add applicable Union
legislation

Nije primjenjivo (N/A)

Ocjena sukladnosti
Conformity Assessment

Prilog IX. Poglavlja I. i III./ Annex [X Chapters I and III

ODJELJAK S POTPISIMA

SIGNATURE SECTION

proizvodaca.

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

Mijesto izdavanja
Place of Issue

Waukegan, IL 60085 USA

Name and Function

Potpis/ Datum z Zt!
Signature/Date Yuan'Zhou (Apr 24, 2026 15:54:11 EDT)
Ime i funkcija Yuan Zhou

J Regulatory Affairs

Odjel za regulatorna pitanja

PRILOG I
ATTACHMENT 1

Kod Klasifikacija i
. Trgovacki naziv i opis Osnovni UDI-DI pravilo
RO Trade Name and Description Basic UDI-DI EMDN Classification
Product Code
and Rule
Obloga od kalcijevog alginata
™ 4" "
Ifoegd:rlrll) , 4" x 4" (10,2 cm x Klasa/ Class:
9233 ’ . . 063014000000000000002556P | M04040202 | IIb
Kendall™ Calcium Alginate Pravilo/ Rule: 4
Dressing, 4" x 4" (10.2 cm x 10.2 '
cm)
Obloga od kalcijevog alginata
™ " "
Ic(nelr)ldall ,2"x2" (5,1 emx 5,1 Klasa/ Class:
9232 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 g;vﬂo/ Rule: 4
Dressing, 2" x2" (5.1 cmx 5.1 '
cm)
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DOCUMENT NO:

RE00205881

REVISION:

(3) RC241228

Popis kodova proizvoda

Obloga od kalcijevog alginata
Kendall™, 8" x 4" (20,3 cm x

Product Code List

Dressing, Rope 24" (61 cm)

10.2 cm) Klasa/ Class:
9238 ’ . . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Pravilo/ Rule:

Dressing, 8" x 4" (20.3 cm x 10.2 '

cm)

Obloga od kalcijevog alginata

™ g" "

2Ksezd31111) 6" x 107 (15,2 cm x Klasa/ Class:
9239 ’ . . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Pravilo/ Rule:

Dressing, 6" x 10" (15.2 cm x '

25.4 cm)

Obloga od kalcijevog alginata

IC(;r)ldallTM, 2"x 1" (5,1 cmx 2,5 Klasa/ Class:
9235 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 ;Irbéwﬂo/ Rule.

Dressing, 2" x 1" (5.1 cm x 2.5 '

cm)

Obloga od kalcijevog alginata

Il(ftécririi;lTM, 4"x51/2" (10,2 cm x Klasa/ Class:
9240 . . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Pravilo/ Rule:

Dressing, 4" x 5-1/2" (10.2 cm x '

14 cm)

Obloga od kalcijevog alginata

XK?I(I)dSIéZ)Plus’ 4"x 4" (10,2 cm Klasa/ Class:
9236 ’ . . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Pravilo/ Rule:

Dressing Plus, 4" x 4" (10.2 cm x '

10.2 cm)

Obloga od kavlcuexvaog alginata Klasa/ Class:

Kendall™, uze 12" (30,5 cm)
9231 . : 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Pravilo/ Rule:

Dressing, Rope, 12" (30.5 cm) )

Obloga od kalcijevog alginata

KendgallTM uze J24" (g61 fm) Klasa/ Class:
9243 ’ : . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate .

Pravilo/ Rule:
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DOCUMENT NO: | RE00205881 REVISION: | (3) RC241228

CZECH

PROHLASENI O SHODE
DECLARATION OF CONFORMITY

= T MDR: Nase spolec¢nost, Cardinal Health 200 LLC, prohlasuje, ze vyrobky uvedené v
tomto EU prohlaseni o shod¢ splituji ustanoveni natizeni (EU) 2017/745 o
zdravotnickych prostredcich.

CardinalHealth

Cislo prohlaseni o shodé

Declaration of Conformity Number RE00205881

Cislo technické dokumentace

Technical Documentation Number RE00249263

Nazev vyrobce

Nl s o Cardinal Health 200, LLC

Adresa vyrobce

N ol 3651 Birchwood Drive Waukegan, IL 60085 USA

Jediné registracni cislo

Single Registration Number US-MF-000006765

Nazev a adresa autorizovaného zastupce

LY Cardinal Health Ireland Manufacturing Limited, Tullamore Business &

Technology Park R35 H903, Tullamore, County Offaly, Ireland

Address

Néazev a identifikacni ¢islo oznameného | BSI Group The Netherlands B.V.

subjektu Say Building, John M. Keynesplein 9, 1066 EP
Notified body’s Name and Ildentification Amsterdam

Number Identifikacni Cislo: 2797

Cislo certifikatu CE

CE Certificate Number MDR 784266

Kategorie vyrobku Alginatova kryti, v kombinaci s jinymi latkami
Product Category Alginate Dressings, Combined with other substances

Zakladni UDI-DI

Basic UDLDI Viz Pfiloha I / Refer to Attachment 1

EMDN Viz Piiloha I / Refer to Attachment 1
Kéd, obchodni nazev a popis vyrobku

Product Code, Trade Name and Viz Ptiloha I / Refer to Attachment 1
Description

Alginatova kryti s vapnikem Kendall™ jsou vnéjsi kryti na rany urena
pro pouziti k absorpci exsudatu a ochran¢ rany pted kontaminaci.
Kendall™ Calcium Alginate Wound Dressings are external wound
dressings intended for use to absorb exudates and protect the wound from
contamination.

Ulel pouziti
Intended Purpose

Klasifikace a pravidlo

Dlessiiaeion ol Boll Viz Priloha I/ Refer to Attachment 1
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DOCUMENT NO: | RE00205881 REVISION: | (3) RC241228

PROHLASENI O SHODE
DECLARATION OF CONFORMITY

Nelze uplatnit (N/A)

Obecna specifikace

Common Specifications

Dle poti‘eby dopliite prislusny predpis
Unie

Where appropriate, add applicable Union
legislation

Posouzeni shody

Conformity Assessment

Nelze uplatnit (N/A)

Ptiloha IX, kapitoly I a IT1I/ Annex IX Chapters I and III

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

Podpis / Datum M Z&
Signature/ Date

Waukegan, IL 60085 USA

Yuan'Zhou (Apr 24, 2026 15:54:11 EDT)

Yuan Zhou

Regulatory Affairs

Oddé¢leni regulacnich zaleZitosti

Jméno a funkce
Name and Function

PRILOHA I
ATTACHMENT 1
Seznam kddi vyrobku

Product Code List

Klasifikace a

Kdéd vyrobku Obchodni nazev a popis Ziakladni UDI-DI EMDN pravidlo
Product Code Trade Name and Description Basic UDI-DI Classification
and Rule

Alginatové kryti s vapnikem
Kendall™, 10,2 cm x 10,2 cm (4"

x 4") Trida/ Class: IIb

9233 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Zrawdlo/ Rule:
Dressing, 4" x 4" (10.2 cmx 10.2
cm)
Alginatové kryti s vapnikem
Kendall™, 5,1 cm x 5,1 cm (2" x Ttida/ Class: 1Ib
9232 2") 063014000000000000002556P | M04040202 | Pravidlo/ Rule:
Kendall™ Calcium Alginate 4

Dressing, 2" x2" (5.1 cmx 5.1
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DOCUMENT NO:

RE00205881

REVISION:

(3) RC241228

Alginatové kryti s vapnikem
Kendall™, 20,3 cm x 10,2 cm (8"
x 4"

Trida/ Class: IIb

9238 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Zrawdlo/ Rule:
Dressing, 8" x 4" (20.3 cm x 10.2
cm)
Alginatové kryti s vapnikem
™ "
fi‘éﬂ;‘“ 13,2 cm x 25,4 cm (6 Ttida/ Class: TIb
9239 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Zrawdlo/ Rule:
Dressing, 6" x 10" (15.2 cm x 25.4
cm)
Alginatové kryti s vapnikem
™ n
Ifue)ndall ,5,lecmx2,5cm (2" x T¥da/ Class: TIb
9235 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Zrawdlo/ Rule:
Dressing, 2" x 1" (5.1 cm x 2.5
cm)
Alginatové kryti s vapnikem
™ "
15(?1/1;?)11 » 10,2 cm x 14 em (4" x T¥ida/ Class: IIb
9240 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Zrawdlo/ Rule:
Dressing, 4" x 5-1/2" (10.2 cm x
14 cm)
Alginatové kryti s vapnikem
™
56':?;131}) Plus, 10,2 cm x 10,2 cm Ttida/ Class: TIb
9236 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Zrawdlo/ Rule:
Dressing Plus, 4" x 4" (10.2 cm x
10.2 cm)
Alginitové iyt vipnikern Trida/ Class: T
9231 > Pas, 5Y, . 063014000000000000002556P | M04040202 | Pravidlo/ Rule:
Kendall™ Calcium Alginate 4
Dressing, Rope, 12" (30.5 cm)
pleimatove kryi s "C‘;ﬁ“(‘é‘j‘;‘ THda/ Class: Ib
9243 » Pas, . 063014000000000000002556P | M04040202 | Pravidlo/ Rule:
Kendall™ Calcium Alginate 4

Dressing, Rope 24" (61 cm)
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DOCUMENT NO: | RE00205881 REVISION: | (3) RC241228

DANISH

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

CardinalHealth

Overensstemmelseserklzeringsnummer
Declaration of Conformity Number
Teknisk dokumentationsnummer
Technical Documentation Number
Producentens navn

Manufacturer’s Name

Producentens adresse

Manufacturer’s Address

Enkelt registreringsnummer

Single Registration Number

Navn og adresse pa godkendt
repraesentant Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Authorized Representative’s Name and Technology Park R35 H903, Tullamore, County Offaly, Ireland
Address

RE00205881

RE00249263

Cardinal Health 200, LLC

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

Navn og identifikationsnummer pa BSI Group The Netherlands B.V.

bemyndiget organ Say Building, John M. Keynesplein 9, 1066 EP
Notified body’s Name and Identification Amsterdam

Number Identifikationsnummer: 2797
CE-certificationsnummer

CE Certificate Number MDR 784266

Produktkategori Alginatforbindinger, kombineret med andre stoffer
Product Category Alginate Dressings, Combined with other substances

Grundleggende UDI-DI
Basic UDI-DI

EMDN Se bilag I/ Refer to Attachment 1

Se bilag I/ Refer to Attachment 1

Produktkode(r), handelsnavn og

]b;izl;’l;,lc‘;egg de. Trade Name and Se bilag I/ Refer to Attachment 1

Description
Kendall™ calciumalginat sarforbindinger er eksterne sarforbindinger
beregnet til brug for at absorbere ekssudater og beskytte séret mod

Tilteenkt formal forurening.

Intended Purpose Kendall™ Calcium Alginate Wound Dressings are external wound
dressings intended for use to absorb exudates and protect the wound from
contamination.
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DOCUMENT NO: | RE00205881 REVISION: | (3) RC241228

PROHLASENI O SHODE
DECLARATION OF CONFORMITY

Se bilag I/ Refer to Attachment 1

Klassificering og regel

Classification and Rule

Fzelles specifikationer

Common Specifications

Hvor relevant, tilfej geeldende union-
lovgivning

Where appropriate, add applicable Union
legislation
Overensstemmelsesvurdering
Conformity Assessment

Ikke relevant (N/A)

Ikke relevant (N/A)

Bilag IX, kapitel I og III/ Annex IX Chapters I and 111

SIGNATURAFSNIT
SIGNATURE SECTION

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

Udstedelsessted
Pl off s Waukegan, IL 60085 USA

Underskrift / Dato x Zt!

Signature/Date Yuan'Zhou (Apr 24, 2026 15:54:11 EDT)
. Yuan Zhou
Navn og function .
Regulatory Affairs

Name and Function

Lovgivningsanliggender

BILAGI

Klassificering
Produktkode Handelsnavn og beskrivelse Grundlzeggende UDI-DI EMDN og regel
Product Code Trade Name and Description Basic UDI-DI Classification
and Rule
Kendall™
calciumalginatforbinding, 10,2 Klasse /Class:

cmx 10,2 cm (4" x 4")

9233 Kendall™ Caloium Alginate 063014000000000000002556P | M04040202 gb _—
Dressing, 4" x 4" (10.2 cm x 10.2 cecl jule:
cm)

Keln.dallTT. tforbindi 51 Klasse /Class:

9232 ca‘ciumalginatiorbinding, 0,1 €m- | (,6314000000000000002556P | M04040202 | IIb

x 5,1 cm (2" x2")

Kendall™ Calcium Alginate Regel/ Rule: 4
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Dressing, 2" x2" (5.1 cmx 5.1

cm)

Kendall™

calmumalglnatfourbmc'l’mg, 20,3 Klasse /Class:
9238 emx 10,2 cm (8" x4") 063014000000000000002556P | M04040202 | TIb

Kendall™ Calcium Alginate Regel/ Rule: 4

Dressing, 8" x 4" (20.3 cm x 10.2 '

cm)

Kendall™

ca101uma1g1natf0"rb1nd1”ng, 15,2 Klasse /Class:
9239 em x 25,4 cm (6" x 10%) 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Regel/ Rule: 4

Dressing, 6" x 10" (15.2 cm x '

25.4 cm)

Kendall™

iaécéu(?gl(%l'{litfl(?vr)bmdmg’ 5,1 cm Klasse /Class:
9235 ’ . . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Regel/ Rule: 4

Dressing, 2" x 1" (5.1 cm x 2.5 '

cm)

Kendall™

calc1uma1g1natf0rb1nd1r'1'g, 10,2 Klasse /Class:
9240 om x 14 cm (4" x 3-1/2") 063014000000000000002556P | M04040202 | TIb

Kendall™ Calcium Alginate Regel/ Rule: 4

Dressing, 4" x 5-1/2" (10.2 cm x '

14 cm)

Kendall™

calciumalginatforbinding Plus

10,2 cm ngO 2 cm (4" xg4") Klasse /Class:
9236 ’ o . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Regel/ Rule: 4

Dressing Plus, 4" x 4" (10.2 cm x ’

10.2 cm)

Kendall™

calciumalginatforbinding, Rope Klasse /Class:
9231 30,5 cm (12") 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Regel/ Rule: 4

Dressing, Rope, 12" (30.5 cm)

Kendall™

calciumalginatforbinding, Rope Klasse /Class:
9243 61 cm (24") 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate
Dressing, Rope 24" (61 cm)

Regel/ Rule: 4
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DOCUMENT NO:

RE00205881

REVISION: | (3) RC241228

DUTCH

CONFORMITEITSVERKLARING
DECLARATION OF CONFORMITY

— T 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.

CardinalHealth

Nummer conformiteitsverklaring
Declaration of Conformity Number

RE00205881

Nummer technische documentatie
Technical Documentation Number

RE00249263

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 784266

Productcategorie Alginaatpleisters, gecombineerd met andere stoffen
Product Category Alginate Dressings, Combined with other substances

Basis UDI-DI
Basic UDI-DI

Zie Bijlage 1/ Refer to Attachment 1

EMDN

Zie Bijlage I/ 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

Kendall™-wondpleisters met calciumalginaat zijn externe wondverbanden
die zijn bedoeld voor het absorberen van exsudaat en het beschermen van
de wond tegen verontreiniging.

Kendall™ Calcium Alginate Wound Dressings are external wound
dressings intended for use to absorb exudates and protect the wound from
contamination.
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DOCUMENT NO: | RE00205881 REVISION: | (3) RC241228

CONFORMITEITSVERKLARING
DECLARATION OF CONFORMITY

Zie Bijlage I/ Refer to Attachment 1

Classificatie en regel

Classification and Rule

Algemene specificities

Common Specifications

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

Conformiteitsbeoordeling

Conformity Assessment

Niet van toepassing (N/A)

Niet van toepassing (N/A)

Bijlage IX Hoofdstuk I en III/ Annex IX Chapters I and I1I

HANDTEKENINGGEDEELTE
SIGNATURE SECTION

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

Plaats van afgifte
Pl o s Waukegan, IL 60085 USA

Handtekening/Datum z Zt!

Signature/Date Yuan'Zhou (Apr 24, 2026 15:54:11 EDT)
. Yuan Zhou
Naam en functie .
. Regulatory Affairs
Name and Function ;
Regelgevingszaken

BIJLAGE 1
ATTACHMENT 1

Classificatie en

Productcode Handelsnaam en beschrijving Basis UDI-DI EMDN regel
Product Code Trade Name and Description Basic UDI-DI Classification
and Rule
Kendall™-

calciumalginaatpleister, 4" x 4"

(10,2 cm x 10,2 cm) Klasse /Class:

9233 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 glggel/ Rule: 4
Dressing, 4" x 4" (10.2 cm x 10.2 '
cm)

Kendall™- Klasse /Class:

9232 calciumalginaatpleister, 2" x 2" 063014000000000000002556P | M04040202 | 1Ib
(5,1 cmx 5,1 cm) Regel/ Rule: 4
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Kendall™ Calcium Alginate
Dressing, 2" x2" (5.1 cmx 5.1
cm)

Kendall™-
calciumalginaatpleister, 8" x 4"

(20.3 cm x 10,2 cm) Klasse /Class:
9238 ’ . . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Regel/ Rule: 4

Dressing, 8" x 4" (20.3 cm x 10.2 '

cm)

Kendall™-

E? écéuﬁlfigg?i I;i)Ster’ 6" x 107 Klasse /Class:
9239 ’ > . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Regel/ Rule: 4

Dressing, 6" x 10" (15.2 cm x '

25.4 cm)

Kendall™-

Eglflzlnl?ﬂ%lr;a?g;elswr’ 2'x1 Klasse /Class:
9235 ’ A . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Regel/ Rule: 4

Dressing, 2" x 1" (5.1 cm x 2.5 :

cm)

Kendall™-

calciumalginaatpleister, 4" x 5- Klasse /Class:

1/2" (10,2 cm x 14 cm) '
9240 . . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Regel/ Rule: 4

Dressing, 4" x 5-1/2" (10.2 cm x '

14 cm)

Kendall™-calciumalginaatpleister

Plus, 4" x 4" (10,2 cm x 10,2 cm) Klasse /Class:
9236 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 | IIb

Dressing Plus, 4" x 4" (10.2 cm x Regel/ Rule: 4

10.2 cm)

Kendall™-

calciumalginaatpleister, streng, Klasse /Class:
9231 12" (30,5 cm) 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Regel/ Rule: 4

Dressing, Rope, 12" (30.5 cm)

Kendall™-

calciumalginaatpleister, streng, Klasse /Class:
9243 24" (61 cm) 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate
Dressing, Rope 24" (61 cm)

Regel/ Rule: 4
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FINNISH

VAATIMUSTENMUKAISUUSVAKUUTUS
DECLARATION OF CONFORMITY

— T MDR: Me, Cardinal Health 200 LLC, vakuutamme, etti tissd EU-
vaatimustenmukaisuusvakuutuksessa kuvatut tuotteet tayttavat
ladkintélaiteasetuksen (EU) 2017/745 vaatimukset.

CardinalHealth

VAATIMUSTENMUKAISUUSVAKUUTUS

Declaration of Conformity Number RE00205881

Teknisen dokumentin numero

Technical Documentation Number RE00249263

Valmistajan nimi

T Cardinal Health 200, LLC

Valmistajan osoite

Ve oL 3651 Birchwood Drive Waukegan, IL 60085 USA

Yksittdinen rekisterinumero

Single Registration Number US-MF-000006765

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

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

BSI Group The Netherlands B.V.

Ilmoitetun laitoksen nimi ja tunnusnumero Say Building, John M. Keynesplein 9, 1066 EP
Notified body’s Name and Identification Number Amsterdam

Tunnusnumero: 2797
CE-sertifikaatin numero
CE Certificate Number MDR 784266
Tuotekategoria Alginaattisidokset, yhdessd muiden aineiden kanssa
Product Category Alginate Dressings, Combined with other substances

Yksilollinen laitemallin tunniste (Basic UDI-DI)

Basic UDLDI Katso liite I/ Refer to Attachment 1

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

Kendall™-kalsium-alginaattihaavasidokset ovat ulkoisia
haavasidoksia, jotka on tarkoitettu imeméén itseensé
Kiyttotarkoitus haavaeritteitd ja suojaamaan haavaa kontaminoitumiselta.
Intended Purpose Kendall™ Calcium Alginate Wound Dressings are external
wound dressings intended for use to absorb exudates and
protect the wound from contamination.

Luokittelu ja sdfinto

Dlessiiaaion ol Boll Katso liite I/ Refer to Attachment 1
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VAATIMUSTENMUKAISUUSVAKUUTUS
DECLARATION OF CONFORMITY

Yleiset tekniset tiedot
Common Specifications

Ei sovellu (N/A)

Lisaé tarvittaessa soveltuva unionin lainsiadéinto
Where appropriate, add applicable Union legislation

Ei sovellu (N/A)

Vaatimustenmukaisuuden arviointi
Conformity Assessment

Liite IX kappaleet I ja III/ Annex IX Chapters I and III

ALLEKIRJOITUSOSIO

SIGNATURE SECTION

Timi EU-vaatimustenmukaisuusvakuutus on annettu edelli mainitun laillisen valmistajan puolesta ja sen
omalla, yksinomaisella vastuulla.

Paikka

Place of Issue Waukegan, IL 60085 USA

Allekirjoitus/

Paivimaari Yuan;Zhou (Apr 24, 2026 15:54:11 EDT)

Signature/ Date

Nimi ja asema Yuan Zhou

Name and Function R?gulatorx Affairs
Séantelyasiat

LIITE I

S . . Luokittelu ja
Tuotekoodi Kauppanimi ja kuvaus Yksilollinen laitemallin saanto
PP J s tunniste (Basic UDI-DI) EMDN 4nto
Product Code Trade Name and Description . Classification
Basic UDI-DI
and Rule
Kendall™-kalsium-
alginaattisidos, 4" x 4" (10,2 cm x Luokka/
10,2 cm) Classification:
9233 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b
Dressing, 4" x 4" (10.2 cm x 10.2 Sainto/ Rule: 4
cm)
Kendall™-kalsium-
alginaattisidos, 2" x 2" (5,1 cm x Luokka/
5,1 cm) Classification:
9232 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b
Dressing, 2" x2" (5.1 cm x 5.1 Saanto/ Rule: 4
cm)
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Kendall™-kalsium-

alginaattisidos, 8" x 4" (20,3 cm x Luokka/
10,2 cm) Classification:
9238 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b
Dressing, 8" x 4" (20.3 cm x 10.2 Saanto/ Rule: 4
cm)
Kendall™-kalsium-
alginaattisidos, 6" x 10" (15,2 cm Luokka/
x 25,4 cm) Classification:
9239 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b
Dressing, 6" x 10" (15.2 cm x Saanto/ Rule: 4
254 cm)
Kendall™-kalsium-
alginaattisidos, 2" x 1" (5,1 cm x Luokka/
2,5 cm) Classification:
9235 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b
Dressing, 2" x 1" (5.1 cm x 2.5 Sainto/ Rule: 4
cm)
Kendall™-kalsium-
alginaattisidos, 4" x 5-1/2" (10,2 Luokka/
cm x 14 cm) Classification:
9240 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b
Dressing, 4" x 5-1/2" (10.2 cm x Sainto/ Rule: 4
14 cm)
Kendal}TM—lialsmm—algmaattmdos Luokka/
Plus, 4" x 4" (10,2 cm x 10,2 cm) Classification:
9236 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b ‘
Dressing Plus, 4" x 4" (10.2 cm x v e .
Saénto/ Rule: 4
10.2 cm)
Ker.ldallT.M.-kalsmrn- . Luokka/
alginaattisidos, nuora, 12" (30,5 Classification:
9231 cm) 063014000000000000002556P | M04040202 ’
. . b
Kendall™ Calcium Alginate Sdnts/ Rule: 4
Dressing, Rope, 12" (30.5 cm) )
Kendall™-kalsium- Luokka/
alginaattisidos, nuora, 24" (61 cm) Classification:
9243 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, Rope 24" (61 cm)

Saanto/ Rule: 4
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FRENCH

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 RE00205881
Declaration of Conformity Number
Numéro de la documentation technique RE00249263

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
I’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 784266

Catégorie de produit Pansements alginate, combinés a d'autres substances
Product Category Alginate Dressings, Combined with other substances

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

Les pansements alginate de calcium Kendall™ sont des pansements
externes pour plaies destinés a absorber les exsudats et a protéger la plaie
de la contamination.

Kendall™ Calcium Alginate Wound Dressings are external wound
dressings intended for use to absorb exudates and protect the wound from
contamination.
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Classification et régle
Classification and Rule

DECLARATION DE CONFORMITE
DECLARATION OF CONFORMITY

Voir PJ I/ Refer to Attachment 1

Caractéristiques communes

legislation

Where appropriate, add applicable Union

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

iy : :

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

Evaluation de la conformité
Conformity Assessment

Annexe [X, Chapitres I et III/ Annex IX Chapters [ and III

SECTION SIGNATURE
SIGNATURE SECTION

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

Place of Issue

Lieu de délivrance

Waukegan, IL 60085 USA

Signature/Date
Signature/Date

Vs Zhes

Yuan'Zhou (Apr 24, 2026 15:54:11 EDT)

Nom et function
Name and Function

Yuan Zhou
Regulatory Affairs
Affaires réglementaires

PJ 1

Code du Nom commercial et description Classﬁ?catlon
. . UDI-DI de base et regle
N QLTI Basic UDI-DI EMDN Classification
Product Code Trade Name and Description
and Rule
Pansement alginate de calcium
Kendall™, 4" x 4" (10,2 cm x Classification/
10,2 cm) Classification:
9233 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b
Dressing, 4" x4" (10.2 cm x 10.2 Régle/ Rule: 4
cm)
Pansement alginate de calcium Classification/
9232 Kendall™, 2" x 2" (5.1 cm x 063014000000000000002556P | M04040202 Classification:
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Kendall™ Calcium Alginate
Dressing, 2" x2" (5.1 cm x 5.1
cm)

Reégle/ Rule: 4

Pansement alginate de calcium

Kendall™, 8" x 4" (20,3 cm x Classification/

10,2 cm) Classification:
9238 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 8" x 4" (20.3 cm x 10.2 Régle/ Rule: 4

cm)

Pansement alginate de calcium

Kendall™_ 6" x 10" (15,2 cm x Classification/

25,4 cm) Classification:
9239 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 6" x 10" (15.2 cm x 25.4 Régle/ Rule: 4

cm)

Pansement alginate de calcium

Kendall™, 2" x 1" (5,1 cm x Classification/

2,5 cm) Classification:
9235 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 2" x 1" (5.1 cm x 2.5 Régle/ Rule: 4

cm)

Pansement alginate de calcium

Kendall™, 4" x 5-1/2" (10,2 cm x Classification/

14 cm) Classification:
9240 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 4" x 5-1/2" (10.2 cm x Régle/ Rule: 4

14 cm)

Pansement alginate de calcium

Kendall™ Plus, 4" x 4" (10,2 cm x Classification/

10,2 cm) Classification:
9236 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing Plus, 4" x 4" (10.2 cm x Régle/ Rule: 4

10.2 cm)

Pansement alginate de calcium Classification/

Kendall™, méche, 12" (30,5 cm) Classification:
9231 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, Rope, 12" (30.5 cm) Régle/ Rule: 4

Pansement alginate de calcium Classification/

Kendall™, meéche, 24" (61 cm) Classification:
9243 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, Rope 24" (61 cm)

Régle/ Rule: 4
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GERMAN

MDR: Wir, Cardinal Health 200 LLC, erklédren, 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

RE00205881

Technische Dokumentennummer
Technical Documentation Number

RE00249263

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
bevollméchtigten 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

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-Zertifikat-Nummer

CE Certificate Number MDR 784266
Produktkategorie Alginat-Verbinde, kombiniert mit anderen Substanzen
Product Category Alginate Dressings, Combined with other substances

Grundlegende UDI-DI
Basic UDI-DI

Sieche 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

Kalziumalginat-Wundverbinde von Kendall™ sind externe
Wundverbinde zur Aufnahme von Exsudat und zum Schutz der Wunde
vor Kontaminierungen.

Kendall™ Calcium Alginate Wound Dressings are external wound
dressings intended for use to absorb exudates and protect the wound from
contamination.

Klassifizierung und Richtlinie
Classification and Rule

Sieche Anhang I/ Refer to Attachment 1
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KONFORMITATSERKLARUNG
DECLARATION OF CONFORMITY

Nicht zutreffend (N/A)

Allgemeine Spezifikationen

Common Specifications
Gegebenenfalls anwendbare
Rechtsvorschriften der Gewerkschaft
hinzufiigen Nicht zutreffend (N/A)
Where appropriate, add applicable Union
legislation

Konformititsbewertung

T S — Anhang IX Kapitel I und III/ Annex IX Chapters I and III

UNTERSCHRIFTSABSCHNITT
SIGNATURE SECTION

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

Waukegan, IL 60085 USA

Ausstellungsort
Place of Issue

Unterschrift /Datum Z ZL

Signature/Date Yuan'Zhou (Apr 24, 2026 15:54:11 EDT)
Yuan Zhou

Regulatory Affairs
Zulassungsangelegenheiten

Name und Funktion
Name and Function

ANHANG I

Handelsname und Klassifizierung
Produktcode ; Grundlegende UDI-DI und Richtlinie
Beschreibung ; EMDN . .
Product Code o Basic UDI-DI Classification
Trade Name and Description
and Rule
Kendall™ Calzium-Alginat- Klasse/
Verband, 10,2 cm x 10,2 cm (4" x . .
4" Classification:
9233 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 gli)Chﬂinie/ Rule:
Dressing, 4" x4" (10.2 cmx 10.2 4 :
cm)
Kendall™ Calzium-Alginat- Klasse/
9232 Verband, 5,1 cm x 5,1 cm (2" x 063014000000000000002556P | M04040202 | Classification:
2" 1Ib
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Kendall™ Calcium Alginate Richtlinie/ Rule:
Dressing, 2" x2" (5.1 cmx 5.1 4
cm)
Kendall™ Calzium-Alginat- Klasse/
Verband, 20,3 cm x 10,2 cm (8" x ) .
4" Classification:
9238 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 ;I?Chﬂ.n.e/R -
Dressing, 8" x 4" (20.3 cm x 10.2 4 e Buie:
cm)
Kendall™ Kalzium-Alginat- Klasse/
Verband, 15,2 cm x 25,4 cm (6" x . .
10" Classification:
9239 . . 063014000000000000002556P | M04040202 | IIb
Kendall™ Calcium Alginate C
. N N Richtlinie/ Rule:
Dressing, 6" x 10" (15.2 cm x 4
25.4 cm)
Kendall™ Calzium-Alginat-
" Klasse/
Verband, 5,1 cm x 2,5 cm (2" x ) .
") Classification:
9235 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 IIb .
. R Richtlinie/ Rule:
Dressing, 2" x 1" (5.1 cm x 2.5 4
cm)
Kendall™ Kalzium-Alginat- Klasse/
Verband, 10,2 cm x 14 cm (4" x ) .
5-1/2") Classification:
9240 - . . 063014000000000000002556P | M04040202 | IIb
Kendall™ Calcium Alginate Richilinic/ Rule:
Dressing, 4" x 5-1/2" (10.2 cm x ¢ ¢/ rule:
4
14 cm)
Kendall™ Calzium-Alginat- Klasse/
Verband Plus, 10,2 cm x 10,2 cm ) .
(4" x 4" Classification:
9236 . . 063014000000000000002556P | M04040202 | IIb
Kendall™ Calcium Alginate Richilinie/ Rule:
Dressing Plus, 4" x 4" (10.2 cm x ¢ o Rule:
4
10.2 cm)
Kendall™ Kalzium-Alginat- Klasge/ .
Verband, Seil, 30,5 cm (12") Classification:
9231 ervanc, Setl, 50> cm ¢ 063014000000000000002556P | M04040202 | IIb
Kendall™ Calcium Alginate Richtlinie/ Rule:
Dressing, Rope, 12" (30.5 cm) 4 )
Kendall™ Kalzium-Alginat- Klasge/ .
Verband, Seil 61 cm (24") Classification:
9243 g . . 063014000000000000002556P | M04040202 | IIb
Kendall™ Calcium Alginate C e
: " Richtlinie/ Rule:
Dressing, Rope 24" (61 cm) 4
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GREEK

AHAQYXH XYMMOPOQXHX
DECLARATION OF CONFORMITY

CardinalHealth

=3 = MDR: Epe
KoAOTTOVTOL OTNVY Tapovoo AfAwon cvuudpewonc EE mAnpoivv tig datdéelg tov
Kavovicpot (EE) 2017/745 v ta 1tpoteyvoroyIKa TpoidvTa.

ig, N Cardinal Health 200 LLC, dnA®voupe 6Tt Ta TPOIOVTO TOV

ApOpég OMrmaong coppdpemong
Declaration of Conformity Number

RE00205881

AprOpog TexViko QoKELOV
Technical Documentation Number

RE00249263

‘Ovopo KOTUGKEVOOTN
Manufacturer’s Name

Cardinal Health 200, LLC

Aeh0vvon KaTaoKELAGTN
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Eviaiog apiOpoc katoaymprong
Single Registration Number

US-MF-000006765

‘Ovopa ko d1ev0vven
£E0V61000TNUEVOV AVTITPOCATOV

Address

Authorized Representative’s Name and

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

‘Ovopa Kon aptOpog avayvopieng
KOLVOTTOULEVOV 0PYUVIGHOD

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

Notified body’s Name and Ildentification Amsterdam

Number Ap1Oudc avayvapiong: 2797

AprOpog mortomromtikov CE

CE Certificate Number MDR 784266

Katnyopia mpoiévrog AAywvikol enidecpot, o€ GUVOLOCUO e AAAES OLGTEC
Product Category Alginate Dressings, Combined with other substances
Baowé UDI-DI . .

Basic UDLDI Avatpé€re oto [poodptnua I/ Refer to Attachment 1
EMDN Avatpéére oto Tlpocdpmua I/ Refer to Attachment 1

Koowog mpoidvrog, epmopuii)
EMOVONLO KOl TEPLYPO.ON
Product Code, Trade Name and
Description

Avazpétre oto [Ipoodptnua I/ Refer to Attachment 1

IIpoopriopevog cKomodg
Intended Purpose

Ta emBépata pavpdtov odywikov acPeotiov Kendall™ givol eEmtepikd
emBEpoTO TPALUATOV TOV TPpoopilovTat Yio ¥p1oN Yo TNV OToppoOPT|oN
TV eEOPOUATMOV KOL TV TPOCTUGIH TOV TPAVIATOS 0d LOALVOT).
Kendall™ Calcium Alginate Wound Dressings are external wound
dressings intended for use to absorb exudates and protect the wound from
contamination.
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Ta&ivépnon kot Kavovag
Classification and Rule

AHAQYXH XYMMOPOQXHX
DECLARATION OF CONFORMITY

AvarpéEte oto Ipoodptnua I/ Refer to Attachment 1

Kowég mpodraypa@ég

Common Specifications Aev ioybe (N/A)
‘Onov appoler, tpocdicte TNV
gpoppootéa vopodesio Tng ' Evoong Aev woxdet (N/A)

Where appropriate, add applicable Union

legislation

AQwor0y161 TG GVPPOPPOGNS
Conformity Assessment

Hopapmnua IX Kepdiora I kon I/ Annex IX Chapters [ and 111

H napovea Afjhoon coppdpeocns EE gkdidetor 610 dvopo Kot yro Loyoplacié Kol PE TV OTOKAELGTIKIY] 000N

ENOTHTA YIIOI'PA®HX
SIGNATURE SECTION

700 NOPIIoV KOTOOKEVUGTI] TOV TOVTOMOLEITAL TOPATAVE.

Toémog £ékdoong
Place of Issue

Waukegan, IL 60085 USA

Ynoypagi)/Hpepounvia z Ztﬂ
Slgnature/Date Yuan'Zhou (Apr 24, 2026 15:54:11 EDT)
‘Ovopo ko Asttovpyio Yuan Zhou

K pY Regulatory Affairs

Name and Function

PuBuiotikég vmobéoelg

ITPOXAPTHMA I

. o . Ta&ivépnon
Kodwss | Ewnopush stavouta o Baous UDI-DI o | Kor Kavovos
Product Code Trade Name and Description Basic UDI-DI Chessjpaniion
and Rule
Emnidecpog adywikod acPeotiov ,
Kendall™, 4" x 4" (10,2 cm x Kozmyopio/
10.2 cm) Classification:
9233 ’ . . 063014000000000000002556P | M04040202 | IIb
Kendall™ Calcium Alginate Kavovag Rule:
Dressing, 4" x4" (10.2 cm x 10.2 4 )
cm)
Enideopog aAyivikcon acfectiov Komnyopio/
9232 Kendall™, 2" x 2" (5,1 cm x 5.1 063014000000000000002556P | M04040202 Classification:
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Kendall™ Calcium Alginate Kavovag/ Rule:

Dressing, 2" x2" (5.1 cm x 5.1 4

cm)

Emideopog aAyivikoy acfectiov ,

Kendall™, 8" x 4" (20,3 cm x Kamyopio/

10,2 cm) Classification:
9238 ’ . . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Kavovag/ Rule:

Dressing, 8" x 4" (20.3 cm x 10.2 4 ’

cm)

Enideopog aAyivikol acfectiov ,

Kendall™, 6" x 10" (15,2 cm x Kozmyopio/

25.4 cm) Classification:
9239 ’ . . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Kavovag Rule:

Dressing, 6" x 10" (15.2 cm x 25.4 4 '

cm)

Enideopog aAyvikon acfectiov ,

Kendall™, 2" x 1" (5,1 cm x 2,5 KM“YOPW./

cm) Classification:
9235 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Eb vac/ Rule:

Dressing, 2" x 1" (5.1 cm x 2.5 4 avovag ute:

cm)

Enideopog aAyivikon acfectiov ,

Kendall™, 4" x 5-1/2" (10,2 cm x Kamyopio/

14 cm) Classification:
9240 . . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Kavévog/ Rule:

Dressing, 4" x 5-1/2" (10.2 cm x avovag Kule.

4

14 cm)

Enideopog adyvikol acfectiov ,

Kendall™ Plus, 4" x 4" (10,2 cm Karnyop w./

x 10,2 cm) Classification:
9236 ’ . . 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Kavévog/ Rule:

Dressing Plus, 4" x 4" (10.2 cm x avovag Bule:

4

10.2 cm)

Emidecpog adywvikob acpeotiov KMWOP w./ )

Kendall™, oyowi, 12" (30,5 cm) Classification:
9231 ’ . o 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Kavévag/ Rule:

Dressing, Rope, 12" (30.5 cm) 4 e

Enideopog aAyivikol acfectiov K‘““.YOP ux/

Kendall™, oyowvi, 24" (61 cm) Classification:
9243 ’ . : 063014000000000000002556P | M04040202 | IIb

Kendall™ Calcium Alginate Kavévag/ Rule:

Dressing, Rope 24" (61 cm) 4 '
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ITALIAN

presente Dichiarazione di conformita UE sono conformi alle disposizioni del
Regolamento sui dispositivi medici (UE) 2017/745.

CardinalHealth

Numero della dichiarazione di

conformita RE00205881
Declaration of Conformity Number
Numero di documentazione tecnica RE00249263

Technical Documentation Number

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

Notified body’s Name and Identification Amsterdam

Number Numero di identificazione: 2797

Numero di certificato CE

CE Certificate Number MDR 784266

Categoria di prodotto Medicazioni a base di alginato, combinate con altre sostanze
Product Category Alginate Dressings, Combined with other substances

UDI-DI di base
Basic UDI-DI

Consultare 1'Allegato I/ 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 I/ Refer to Attachment 1

Destinazione d'uso
Intended Purpose

Le medicazioni per ferite con alginato di calcio Kendall™ sono
medicazioni per ferite esterne indicate per assorbire essudati e proteggere
la ferita dalla contaminazione.

Kendall™ Calcium Alginate Wound Dressings are external wound
dressings intended for use to absorb exudates and protect the wound from
contamination.
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DICHIARAZIONE DI CONFORMITA

DECLARATION OF CONFORMITY

Classificazione ¢ regola Consultare 1'Allegato I/ Refer to Attachment 1

Classification and Rule
Specifiche comuni

Common Specifications Non applicabile (N/A)
Ove necessario, aggiungere la

N : gy
legislazione pertinente dell'Unione Non applicabile (N/A)

Where appropriate, add applicable Union
legislation

Valutazione della conformita

Iy —— Allegato IX, Capitoli I e III/ Annex IX Chapters I and III

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 x Z‘!

Signature/Date YuaniZhou (Apr 24, 2026 15:54:11 EDT)
. Yuan Zhou
Nome e mansion .
. Regulatory Affairs
Name and Function . X
Affari regolatori

ALLEGATO 1
ATTACHMENT 1
Elenco codice prodotto
Product Code List
. e . Classificazione
Codice Denominazione commerciale e -
. . UDI-DI di base e regola
prodotto descrizione Basic UDLDI EMDN Cles oo
Product Code Trade Name and Description
and Rule
Medicazione con alginato di calcio Classe/
Kendall™, 10,2 cm x 10,2 cm Clzzzieﬁcation'
9233 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b ’
Dressing, 4" x 4" (10.2 cm x 10.2 Regola/ Rule: 4
cm)
Medicazione con alginato di calcio Classe/
9232 Kendall™, 5.1 cm x 5,1 cm 063014000000000000002556P | M04040202 | Classification:
Kendall™ Calcium Alginate 1Ib
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Dressing, 2" x2" (5.1 cmx 5.1
cm)

Regola/ Rule: 4

Medicazione con alginato di calcio

Kendall™, 20,3 cm x 10,2 cm gzzzief/ication'
9238 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b ‘

Dressing, 8" x 4" (20.3 cm x 10.2 Regola/ Rule: 4

cm)

Medicazione con alginato di calcio Classe/

Kendall™, 15,2 cm x 25,4 cm Classification:
9239 KendgllTM Calcium Alginate 063014000000000000002556P | M04040202 b '

Dressing, 6" x 10" (15.2 cm x 25.4 Regola/ Rule: 4

cm)

Medicazione con alginato di calcio Classe/

Kendall™, 51 cm x 2,5 cm Classification:
9235 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b ’

Dressing, 2" x 1" (5.1 cm x 2.5 Regola/ Rule: 4

cm)

Medicazione con alginato di calcio Classe/

Kendall™, 10,2 cm x 14 cm Classification:
9240 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b ’

Dressing, 4" x 5-1/2" (10.2 cm x i

Regola/ Rule: 4

14 cm)

Medicazione con alginato di calcio

Kendall™ Plus, 10,2 cm x 10,2 Classe/

cm Classification:
9236 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing Plus, 4" x 4" (10.2 cm x Regola/ Rule: 4

10.2 cm)

Medicazione con alginato di calcio Classe/

Kendall™, Filo, (30,5 cm) Classification:
9231 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, Rope, 12" (30.5 cm) Regola/ Rule: 4

Medicazione con alginato di calcio Classe/

Kendall™, Filo, 61 cm Classification:
9243 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, Rope 24" (61 cm)

Regola/ Rule: 4
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NORWEGIAN

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

CardinalHealth
Samsvarserkleringsnummer
Declaration of Conformity Number
Teknisk dokumentasjonsnummer
Technical Documentation Number
Produsentens navn
Manufacturer’s Name
Produsentens adresse
Manufacturer’s Address
Enkeltregistreringsnummer
Single Registration Number
Autorisert representants navn og
adresse Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Authorized Representative’s Name and Technology Park R35 H903, Tullamore, County Offaly, Ireland
Address

RE00205881

RE00249263

Cardinal Health 200, LLC

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

Teknisk kontrollorgans navn og BSI Group The Netherlands B.V.
identifikasjonsnummer Say Building, John M. Keynesplein 9, 1066 EP
Notified body’s Name and Identification Amsterdam

Number Identifikasjonsnummer: 2797
CE-sertifikatnummer

CE Certificate Number MDR 784266

Produktkategori Alginatbandasjer tilsatt med andre stoffer

Product Category Alginate Dressings, Combined with other substances

Grunnleggende UDI-DI

Basic UDLDI Se Tillegg I/ Refer to Attachment 1

EMDN Se Tillegg I/ Refer to Attachment 1

Produktkode, handelsnavn og

gizl;;lc‘;egj de. Trade Name and Se Tillegg I/ Refer to Attachment 1

Description
Kendall™ kalsium-alginatbandasjer for sér er bandasjer til utvortes bruk,
som er beregnet for & absorbere sarvaske og beskytte saret mot

Tiltenkt formal kontaminering.

Intended Purpose Kendall™ Calcium Alginate Wound Dressings are external wound
dressings intended for use to absorb exudates and protect the wound from
contamination.

Klassifisering og regel
Classification and Rule

Se Tillegg I/ Refer to Attachment 1
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SAMSVARSERKLARING
DECLARATION OF CONFORMITY
Vanlige spesifikasjoner Tkke relevant (N/A)

Common Specifications

Legg til gjeldende EU-lovgivning der
det er relevant

Where appropriate, add applicable Union
legislation

Ikke relevant (N/A)

Samsvarsvurdering

I  ——— Tillegg IX, kapittel I og III/ Annex IX Chapters I and III

SIGNATURDEL
SIGNATURE SECTION

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

Utstedelsessted

Place of Issue Waukegan, IL 60085 USA

Signatur/Dato Z Z‘!
Signature/Date Yuan'Zhou (Apr 24, 2026 15:54:11 EDT)
Navn og funksjon Yuan Zhou .
. Regulatory Affairs
Name and Function - .
Juridisk avdeling

TILLEGG 1

Klassifisering
Produktkode Handelsnavn og beskrivelse Grunnleggende UDI-DI EMDN og regel
Product Code Trade Name and Description Basic UDI-DI Classification
and Rule
Kendall™ kalsium-
alginatbandasje, 4" x 4" (10,2 cm Klasse/
x 10,2 cm) Classification:
9233 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b
Dressing, 4" x4" (10.2 cmx 10.2 Regel/ Rule: 4
cm)
Kendall™ kalsium- Klasse/
9232 alginatbandasje, 2" x 2" (5,1 cm x | 063014000000000000002556P | M04040202 | Classification:
5,1 cm) 1Ib
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Kendall™ Calcium Alginate
Dressing, 2" x2" (5.1 cmx 5.1
cm)

Regel/ Rule: 4

Kendall™ kalsium-

alginatbandasje, 8" x 4" (20,3 cm Klasse/

x 10,2 cm) Classification:
9238 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 8" x 4" (20.3 cm x 10.2 Regel/ Rule: 4

cm)

Kendall™ kalsium-

alginatbandasje, 6" x 10" (15,2 Klasse/

cm X 25,4 cm) Classification:
9239 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 6" x 10" (15.2 cm x Regel/ Rule: 4

25.4 cm)

Kendall™ kalsium-

alginatbandasje, 2" x 1" (5,1 cm x Klasse/

2,5 cm) Classification:
9235 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 2" x 1" (5.1 cm x 2.5 Regel/ Rule: 4

cm)

Kendall™ kalsium-

alginatbandasje, 4" x 5-1/2" (10,2 Klasse/

cm x 14 cm) Classification:
9240 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 4" x 5-1/2" (10.2 cm x Regel/ Rule: 4

14 cm)

Kendall™ kalsium-

alginatbandasje Plus, 4" x 4" Klasse/

(10,2 cm x 10,2 cm) Classification:
9236 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing Plus, 4" x 4" (10.2 cm x Regel/ Rule: 4

10.2 cm)

Kendall™ kalsium- Klasse/

alginatbandasje, band, 12" (30,5 Classification:
9231 cm) 063014000000000000002556P | M04040202 '

: . IIb

Kendall™ Calcium Alginate Reoel/ Rule: 4

Dressing, Rope, 12" (30.5 cm) g ’

Kendall™ kalsium- Klasse/

alginatbandasje, band, 24" (61 Classification:
9243 cm) 063014000000000000002556P | M04040202 b '

Kendall™ Calcium Alginate
Dressing, Rope 24" (61 cm)

Regel/ Rule: 4
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POLISH

= T MDR: My, Cardinal Health 200 LLC, o§wiadczamy, ze produkty objete Deklaracja
zgodnosci UE spelniajg wymagania rozporzadzenia w sprawie wyrobow medycznych
(EU) 2017/745.

CardinalHealth

Numer Deklaracji zgodnosci
Declaration of Conformity Number
Numer dokumentacji technicznej
Technical Documentation Number
Nazwa producenta
Manufacturer’s Name

Adres producenta
Manufacturer’s Address
Pojedynczy numer rejestracyjny
Single Registration Number
Nazwa i adres autoryzowanego
przedstawiciela Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Authorized Representative’s Name and Technology Park R35 H903, Tullamore, County Offaly, Ireland
Address

RE00205881

RE00249263

Cardinal Health 200, LLC

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

Nazwa i numer identyfikacyjny BSI Group The Netherlands B.V.

jednostki notyfikowanej 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 784266

Kategoria produktuc Opatrunki z alginianem wapnia w potgczeniu z innymi substancjami
Product Category Alginate Dressings, Combined with other substances
Podstawowy unikalny identyfikator

urzadzenia UDI-DI Patrz Zatacznik I/ Refer to Attachment 1

Basic UDI-DI

EMDN Patrz Zatacznik I/ Refer to Attachment 1

Kod produktu, nazwa handlowa i opis

Product Code, Trade Name and Patrz Zatacznik I/ Refer to Attachment 1
Description

Opatrunki Kendall™ z alginianem wapnia to zewne¢trzne opatrunki na rany
przeznaczone do chloni¢cia wysickow i ochrony rany przed

Przeznaczenie zanieczyszczeniem.

Intended Purpose Kendall™ Calcium Alginate Wound Dressings are external wound
dressings intended for use to absorb exudates and protect the wound from
contamination.
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DEKLARACJA ZGODNOSCI
DECLARATION OF CONFORMITY

Where appropriate, add applicable Union
legislation

Klasyfikacja i regula .

losiamiion o Bol Patrz Zatacznik I/ Refer to Attachment 1
Wspdlne specyfikacje .

Common Specifications Nie dotyezy (N/A)

W stosownych przypadkach dodaé

obowigzujace przepisy unijne Nie dotyczy (N/A)

Ocena zgodnoSci
Conformity Assessment

Zakacznik IX, rozdziaty 11 III/ Annex IX Chapters I and III

Niniejsza deklaracja zgodnos$ci UE zostala wydana w imieniu i na wylaczna odpowiedzialnos¢ legalnego

SEKCJA PODPISOW
SIGNATURE SECTION

producenta okreslonego powyzej.

Miejsce wydania
Place of Issue

Waukegan, IL 60085 USA

Podpis/Data x Z£
Signature/Date

Yuan'Zhou (Apr 24, 2026 15:54:11 EDT)

Imie i nazwisko oraz | Yuan Zhou
stanowisko Regulatory Affairs
Name and Function

Dziat spraw regulacyjnych

ZAYLACZNIK 1

Podstawowy unikalny W
L] Nazwa handlowa i opis identyfikator urzadzenia regula
produktu pIs y A EMDN guia
Product Code Trade Name and Description UDI-DI Classification
Basic UDI-DI and Rule
Opatrunek Kendall™ z alginianem
wapnia, 4"x 4" (10,2 cm x 10,2 Klasa,/
cm) Classification:
9233 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b
Dressing, 4" x4" (10.2 cmx 10.2 Reguta/ Rule: 4
cm)
™ M1
9232 Opatrunck Kendall™ z alginianem | 0541 4000000000000002556P | M04040202 | 1353/
wapnia, 2"x 2" (5,1 cm x 5,1 cm) Classification:
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Kendall™ Calcium Alginate
Dressing, 2" x2" (5.1 cmx 5.1
cm)

Reguta/ Rule: 4

Opatrunek Kendall™ z alginianem

wapnia, 8"x 4" (20,3 cm x 10,2 Klasa,/

cm) Classification:
9238 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 8" x 4" (20.3 cm x 10.2 Reguta/ Rule: 4

cm)

Opatrunek Kendall™ z alginianem

wapnia, 6"x 10" (15,2 cm x 25,4 Klasa,/

cm) Classification:
9239 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 6" x 10" (15.2 cm x 25.4 Reguta/ Rule: 4

cm)

™ mi

Opatrpneli Kelr'ldall z alginianem Klasa,/

wapnia, 2"x 1" (5,1 cm x 2,5 cm) Classification:
9235 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b '

]C)nrlf;ssmg, 2"x 1" (5.1cmx 2.5 Regula/ Rule: 4

Opatrunek Kendall™ z alginianem

wapnia, 4"x 5-1/2" (10,2 cm x 14 Klasa,/

cm) Classification:
9240 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 4" x 5-1/2" (10.2 cm x Reguta/ Rule: 4

14 cm)

Opatrunek Kendall™ z alginianem

wapnia Plus, 4"x 4" (10,2 cm x Klasa,/

10,2 cm) Classification:
9236 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing Plus, 4" x 4" (10.2 cm x Reguta/ Rule: 4

10.2 cm)

Opatrunek Kendall™ z alginianem Klasa,/

wapnia, linka, 12" (30,5 cm) Classification:
9231 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, Rope, 12" (30.5 cm) Reguta/ Rule: 4

Opatrunek Kendall™ z alginianem Klasa,/

wapnia, linka, 24" (61 cm) Classification:
9243 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, Rope 24" (61 cm)

Reguta/ Rule: 4
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PORTUGUESE

DECLARACAO DE CONFORMIDADE
DECLARATION OF CONFORMITY
=3 T MDR: Nos, Cardinal Health 200 LLC, declaramos que os produtos abrangidos por esta

Declaragdo de Conformidade da UE cumprem a disposi¢ao do Regulamento relativo a
dispositivos médicos (UE) 2017/745.

CardinalHealth

Numero de Declaracgao de
Conformidade RE00205881
Declaration of Conformity Number

Numero de documentagao técnica

Technical Documentation Number RE00249263

Nome do fabricante

N Cardinal Health 200, LLC

Endereco do fabricante

Ve A 3651 Birchwood Drive Waukegan, IL 60085 USA

Numero unico de registo

Single Registration Number US-MF-000006765

Nome e enderec¢o do representante
autorizado Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Authorized Representative’s Name and Technology Park R35 H903, Tullamore, County Offaly, Ireland

Address

Nome e niimero de identificacao do BSI Group The Netherlands B.V.

organismo notificado Say Building, John M. Keynesplein 9, 1066 EP

Notified body’s Name and Identification Amsterdam

Number Numero de identificagido: 2797

Numero do certificado CE

CE Certificate Number MDR 784266

Categoria do produto Curativos de alginato, combinados com outras substancias
Product Category Alginate Dressings, Combined with other substances

UDI-DI basico

Basic UDLDI Consultar o Anexo I/ Refer to Attachment 1

EMDN Consultar o Anexo I/ Refer to Attachment 1
Codigo, nome comercial e descri¢ao do
produto
Product Code, Trade Name and Consultar o Anexo I/ Refer to Attachment 1
Description
Os curativos de alginato de calcio Kendall™ sao curativos externos para
R feridas destinados a absorver exsudatos e proteger a ferida contra
LALELD S contaminagao
Intended Purpose §40.

Kendall™ Calcium Alginate Wound Dressings are external wound
dressings intended for use to absorb exudates and protect the wound from
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DECLARACAO DE CONFORMIDADE
DECLARATION OF CONFORMITY

contamination.

Classificacio e regra
Classification and Rule
Especificacoes comuns

Consultar o Anexo I/ Refer to Attachment 1

Common Specifications Néo aplicdvel (N/A)
Se for o caso, adicione a legislacao
aplicavel ao nivel da Uniao Niio aplicavel (N/A)

Where appropriate, add applicable Union
legislation

Avaliacio de conformidade

Ay —— Anexo IX, Capitulos I e III / Annex IX Chapters I and I

SECCAO DE ASSINATURA

SIGNATURE SECTION

Esta Declaraciao 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 x Z‘!

Signature/Date YuariZhou (Apr 24, 2026 15:54:11 EDT)
Yuan Zhou

Regulatory Affairs
Assuntos Regulamentares

Nome e cargo
Name and Function

ANEXO1

Cédigo do Classificacao e
Nome comercial e descricao UDI-DI basico regra
DL Trade Name and Description Basic UDI-DI EMDN Classification
Product Code
and Rule
Curativo de alginato de calcio
Kendall™ 10,2 cm x 10,2 cm (4 Classe/
pol. x 4 pol.) Classification:
9233 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b
Dressing, 4" x 4" (10.2 cm x 10.2 Regra/ Rule: 4
cm)
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Curativo de alginato de calcio

Kendall™ 5,1 cm x 5,1 ¢cm (2 pol. Classe/

x 2 pol.) Classification:
9232 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 2" x2" (5.1 cmx 5.1 Regra/ Rule: 4

cm)

Curativo de alginato de calcio

Kendall™ 20,3 cm x 10,2 cm (8 Classe/

pol. x 4 pol.) Classification:
9238 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 8" x 4" (20.3 cm x 10.2 Regra/ Rule: 4

cm)

Curativo de alginato de calcio

Kendall™ 15,2 cm x 25,4 ¢cm (6 Classe/

pol. x 10 pol.) Classification:
9239 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 6" x 10" (15.2 cm x 25.4 Regra/ Rule: 4

cm)

Curativo de alginato de calcio

Kendall™ 5,1 cm x 2,5 cm (2 pol. Classe/

x 1 pol.) Classification:
9235 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing, 2" x 1" (5.1 cm x 2.5 Regra/ Rule: 4

cm)

Curativo de alginato de calcio

Kendall™ 10,2 cm x 14 cm (4 pol. Classe/
9240 x5-1/2pol) . 063014000000000000002556P | M04040202 | Classification:

Kendall™ Calcium Alginate b

Dressing, 4" x 5-1/2" (10.2 cm x Regra/ Rule: 4

14 cm)

Curativo de alginato de calcio

Kendall™ Plus 10,2 cm x 10,2 cm Classe/

(4 pol. x 4 pol.) Classification:
9236 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 b

Dressing Plus, 4" x 4" (10.2 cm x Regra/ Rule: 4

10.2 cm)

Curativo de alginato de célcio Classe/

Kendall™, tipo corda, 30,5 cm (12 Classification:
9231 pol.) 063014000000000000002556P | M04040202 '

. . IIb

Kendall™ Calcium Alginate Regra/ Rule: 4

Dressing, Rope, 12" (30.5 cm) '

Curativo de alginato de calcio Classe/
9243 Kendall™, tipo corda, 61 cm (24 063014000000000000002556P | M04040202 | Classification:

pol.) 1Ib
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Lista de codigos dos produtos

Product Code List

Kendall™ Calcium Alginate Regra/ Rule: 4
Dressing, Rope 24" (61 cm)
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ROMANIAN

DECLARATIE DE CONFORMITATE
DECLARATION OF CONFORMITY

— T MDR: Noi, Cardinal Health 200 LLC, declaram ca produsele acoperite in aceasta
Declaratie de conformitate UE respecta prevederile Regulamentului privind

CardinalHealth

dispozitivele medicale (UE) 2017/745.

Numar declaratie de conformitate
Declaration of Conformity Number

RE00205881

Numar documentatie tehnica
Technical Documentation Number

RE00249263

Numele producatorului
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 numarul de identificare al
Organismului notificat

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

Notified body’s Name and Identification Amsterdam

Number Numar de identificare: 2797

Numarul certificatului CE

CE Certificate Number MDR 784266

Categoria de produs Pansamente cu alginat, combinate cu alte substante
Product Category Alginate Dressings, Combined with other substances

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

Pansamentele cu alginat de calciu Kendall™ sunt pansamente externe
destinate utilizarii pentru absorbtia exsudatelor si protejarea plagii
impotriva contaminarii.

Kendall™ Calcium Alginate Wound Dressings are external wound
dressings intended for use to absorb exudates and protect the wound from
contamination.
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DECLARATIE DE CONFORMITATE
DECLARATION OF CONFORMITY

Consultati Anexa I/ Refer to Attachment 1

Clasificare si regula
Classification and Rule

Specificatii commune

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

e — Anexa IX, Capitolele I si III/ Annex IX Chapters I and III

SECTIUNEA DE SEMNATURI

SIGNATURE SECTION

Aceasta Declaratie de conformitate UE este emisa in numele si sub responsabilitatea exclusiva a Producatorului
Legal identificat mai sus.
Locul emiterii

Place of Issue Waukegan, IL 60085 USA

Semnatura/Data Zn Z[ﬂ

Slgnature/Date Yuan'Zhou (Apr 24, 2026 15:54:11 EDT)
. . Yuan Zhou
Nume si functie .
Regulatory Affairs

Name and Function

Afaceri de reglementare

ANEXA 1

Clasificare si

Cod produs Nume comercial si descriere UDI-DI de baza EMDN regula
Product Code Trade Name and Description Basic UDI-DI Classification
and Rule

Pansament cu alginat de calciu
Kendall™, 4" x 4" (10,2 cm x 10,2

cm) Clasa/ Class: IIb
9233 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Reguld/ Rule: 4

Dressing, 4" x 4" (10.2 cmx 10.2

cm)

Pansament cu alginat de calciu Clasd/ Class: 1Ib
9232 Kendall™, 2" x 2" (5.1 cm x 5.1 063014000000000000002556P | M04040202 Reguld/ Rule: 4
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Kendall™ Calcium Alginate
Dressing, 2" x2" (5.1 cm x 5.1
cm)

9238

Pansament cu alginat de calciu
Kendall™, 8" x 4" (20,3 cm x 10,2
cm)

Kendall™ Calcium Alginate
Dressing, 8" x 4" (20.3 cm x 10.2
cm)

063014000000000000002556P

Clasa/ Class: IIb

M04040202 Reguld/ Rule: 4

9239

Pansament cu alginat de calciu
Kendall™, 6" x 10" (15,2 cm x
25,4 cm)

Kendall™ Calcium Alginate
Dressing, 6" x 10" (15.2 cm x 25.4
cm)

063014000000000000002556P

Clasa/ Class: IIb

M04040202 Reguld/ Rule: 4

9235

Pansament cu alginat de calciu
Kendall™, 2" x 1" (5,1 cm x 2,5
cm)

Kendall™ Calcium Alginate
Dressing, 2" x 1" (5.1 cm x 2.5
cm)

063014000000000000002556P

Clasa/ Class: IIb

M04040202 Reguld/ Rule: 4

9240

Pansament cu alginat de calciu
Kendall™, 4" x 5-1/2" (10,2 cm x
14 cm)

Kendall™ Calcium Alginate
Dressing, 4" x 5-1/2" (10.2 cm x
14 cm)

063014000000000000002556P

Clasa/ Class: IIb

M04040202 Reguld/ Rule: 4

9236

Pansament cu alginat de calciu
Kendall™ Plus, 4" x 4" (10,2 cm x
10,2 cm)

Kendall™ Calcium Alginate
Dressing Plus, 4" x 4" (10.2 cm x
10.2 cm)

063014000000000000002556P

Clasa/ Class: 1Ib

M04040202 Reguld/ Rule: 4

9231

Pansament cu alginat de calciu
Kendall™, snur, 12" (30,5 cm)
Kendall™ Calcium Alginate

Dressing, Rope, 12" (30.5 cm)

063014000000000000002556P

Clasa/ Class: IIb

M04040202 Regula/ Rule: 4

9243

Pansament cu alginat de calciu
Kendall™, snur, 24" (61 cm)
Kendall™ Calcium Alginate
Dressing, Rope 24" (61 cm)

063014000000000000002556P

Clasa/ Class: IIb

M04040202 Reguld/ Rule: 4
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SLOVAK

VYHLASENIE O ZHODE
DECLARATION OF CONFORMITY

= T MDR: Vyhlasujeme, Cardinal Health 200 LLC, Ze produkty uveden¢ v tomto
vyhlaseni o zhode EU splnaju ustanovenia nariadenia o zdravotnickych poméckach
(EU) 2017/745.

CardinalHealth

Cislo vyhlasenia o zhode

Declaration of Conformity Number RE00205881

Cislo technickej dokumentacie

Technical Documentation Number RE00249263

Nazov vyrobcu

Nl s o Cardinal Health 200, LLC

Adresa vyrobcu

Dy 3651 Birchwood Drive Waukegan, IL 60085 USA

Jednotné registracné cislo

Single Registration Number US-MF-000006765

Meno a adresa opravneného zastupcu

N A N S Cardinal Health Ireland Manufacturing Limited, Tullamore Business &

Technology Park R35 H903, Tullamore, County Offaly, Ireland

Address

Meno a identifikacné ¢islo BSI Group The Netherlands B.V.

informovaného organu Say Building, John M. Keynesplein 9, 1066 EP

Notified body’s Name and Ildentification Amsterdam

Number Identifikaéné Cislo: 2797

Cislo certifikatu CE

CE Certificate Number MDR 784266

Kategoria vyrobku Krytie na rany s obsahom alginatu, kombinované s inymi latkami
Product Category Alginate Dressings, Combined with other substances

Ziakladné UDI-DI

Basic UDL-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 Pozrite si Prilohu I/ Refer to Attachment 1
Description

Krytie na rany s obsahom alginatu vapenatého Kendall™ st vonkajSie
obvizy na rany uré¢ené na absorpciu exsudatov a ochranu rany pred

ZamySPany tcel kontaminaciou.

Intended Purpose Kendall™ Calcium Alginate Wound Dressings are external wound
dressings intended for use to absorb exudates and protect the wound from
contamination.

Klasifikacia a pravidlo

s e (i Pozrite si Prilohu I/ Refer to Attachment 1
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VYHLASENIE O ZHODE
DECLARATION OF CONFORMITY

Nevztahuje sa (N/A)

Bezné Specifikacie

Common Specifications

V pripade potreby dopliite prislusné
pravne predpisy Unie

Where appropriate, add applicable Union
legislation

Nevzt'ahuje sa (N/A)

Posudenie zhody , .
oy A Priloha IX, kapitoly I a ITII/ Annex IX Chapters I and III

PODPISOVA SEKCIA
SIGNATURE SECTION
Toto vyhlisenie o zhode EU sa vydiava pre zikonného vyrobcu, v jeho mene a na jeho vyhradnii zodpovednost’.

Miesto vydania
e off s Waukegan, IL 60085 USA

Podpis/ Datum Z Z‘!

Sl'gnature/DaZe Yuan'Zhou (Apr 24, 2026 15:54:11 EDT)
Yuan Zhou

Regulatory Affairs
Regulaéné zalezitosti

Meno a pozicia
Name and Function

PRILOHU I
ATTACHMENT 1

Zoznam kodov vyrobkov

Product Code List
Klasifikacia a
Kéd vyrobku Obchodny nazov a popis Zakladné UDI-DI EMDN pravidlo
Product Code Trade Name and Description Basic UDI-DI Classification
and Rule
Krytie na rany Kendall™ s
obsahom alginatu vapenatého, 4" x Trieda/ Class:
4" (10,2 cm x 10,2 cm) IIb
9233 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Pravidlo/ Rule:
Dressing, 4" x 4" (10.2 cm x 10.2 4
cm)
Krytie na rany ’Kend’allTM S " Trieda/ Class:
obsahom alginatu vapenatého, 2" x b
9232 2" (5,1 cm x 5,1 cm) 063014000000000000002556P | M04040202 . )
. . Pravidlo/ Rule:
Kendall™ Calcium Alginate 4
Dressing, 2" x2" (5.1 cmx 5.1
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Krytie na rany Kendall™ s
obsahom alginatu vapenatého, 8" x Trieda/ Class:
4" (20,3 cm x 10,2 cm) IIb

9238 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Pravidlo/ Rule:
Dressing, 8" x 4" (20.3 cm x 10.2 4
cm)
Krytie na rany Kendall™ s
obsahom alginatu vépenatého, 6" x Trieda/ Class:
10" (15,2 cm x 25,4 cm) IIb

9239 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Pravidlo/ Rule:
Dressing, 6" x 10" (15.2 cm x 25.4 4
cm)
Krytie na rany Kendall™ s
obsahom alginatu vapenatého, 2" x Trieda/ Class:
1" (5,1 ecm x 2,5 cm) IIb

9235 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Pravidlo/ Rule:
Dressing, 2" x 1" (5.1 cm x 2.5 4
cm)
Krytie na rany Kendall™ s
obsahom alginatu vapenatého, 4" x Trieda/ Class:
5-1/2" (10,2 cm x 14 cm) IIb

9240 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Pravidlo/ Rule:
Dressing, 4" x 5-1/2" (10.2 cm x 4
14 cm)
Krytie na rany Kendall™ Plus s
obsahom alginatu vapenatého, 4" x Trieda/ Class:
4" (10,2 cm x 10,2 cm) IIb

9236 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Pravidlo/ Rule:
Dressing Plus, 4" x 4" (10.2 cm x 4
10.2 cm)
Krytie na rany ’Kend’allTM Bope S ) Trieda/ Class:
obsahom alginatu vapenatého, 12 b

9231 (30,5 cm) 063014000000000000002556P | M04040202 Pravidlo/ Rule:
Kendall™ Calcium Alginate 4 '
Dressing, Rope, 12" (30.5 cm)
Krytie na rany ’Kend’allTM Rope ¥ " Trieda/ Class:
obsahom alginatu vapenatého, 24 b

9243 (61 cm) 063014000000000000002556P | M04040202 Pravidlo/ Rule:
Kendall™ Calcium Alginate 4 '

Dressing, Rope 24" (61 cm)
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SPANISH

=3 T MDR: Nos
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

RE00205881

Numero de documentacion técnica
Technical Documentation Number

RE00249263

Nombre del fabricante
Manufacturer’s Name

Cardinal Health 200, LLC

Direccion del fabricante
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Niimero 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

Nimero de certificado CE

CE Certificate Number MDR 784266

Categoria del product Apositos de alginato combinados con otras sustancias
Product Category Alginate Dressings, Combined with other substances

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

Cédigo del producto, nombre comercial
y descripcion
Product Code, Trade Name and

Consulte el Archivo adjunto I/ Refer to Attachment 1

Description
Los apositos de alginato de calcio para heridas Kendall™ son apdsitos
externos para heridas disefiados para absorber exudados y proteger la
Proposito herida de la contaminacion.
Intended Purpose Kendall™ Calcium Alginate Wound Dressings are external wound

dressings intended for use to absorb exudates and protect the wound from
contamination.
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DECLARACION DE CONFORMIDAD
DECLARATION OF CONFORMITY

Consulte el Archivo adjunto I/ Refer to Attachment 1

Clasificacion y regla
Classification and Rule
Especificaciones communes

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

Where appropriate, add applicable Union
legislation

Evaluacion de conformidad

T g — Anexo IX capitulos I y III/ Annex IX Chapters I and 111

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 identific6 anteriormente.

Lugar de emission
Place of Issue

Firma / Fecha

Waukegan, IL 60085 USA

Signature/Date Yuan'Zhou (Apr 24, 2026 15:54:11 EDT)
05 Yuan Zhou
Nombre y funcion .
Regulatory Affairs

Name and Function

Asuntos normativos

ARCHIVO ADJUNTO I

Codigo del . Y 2t Clasificacion y
roduct Nombre comercial y descripcion UDI-DI basico EMDN regla
p Trade Name and Description Basic UDI-DI Classification
Product Code
and Rule
Aposito de alginato de calcio
Kendall™, 4" x 4" (10,2 cm x
10,2 cm) Clase/ Class: IIb
9233 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 Regla/ Rule: 4
Dressing, 4" x4" (10.2 cmx 10.2
cm)
Apdsito de alginato de calcio Clase/ Class: 1Ib
9232 Kendall™, 2" x 2" (5.1 cm x 063014000000000000002556P | M04040202 Reela/ Rule: 4
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Kendall™ Calcium Alginate
Dressing, 2" x2" (5.1 cmx 5.1
cm)

9238

Apdsito de alginato de calcio
Kendall™, 8" x 4" (20,3 cm x
10,2 cm)

Kendall™ Calcium Alginate
Dressing, 8" x 4" (20.3 cm x 10.2
cm)

063014000000000000002556P

M04040202

Clase/ Class: IIb
Regla/ Rule: 4

9239

Apdsito de alginato de calcio
Kendall™, 6" x 10" (15,2 cm x
25,4 cm)

Kendall™ Calcium Alginate
Dressing, 6" x 10" (15.2 cm x 25.4
cm)

063014000000000000002556P

M04040202

Clase/ Class: IIb
Regla/ Rule: 4

9235

Aposito de alginato de calcio
Kendall™, 2" x 1" (5,1 cm x
2,5 cm)

Kendall™ Calcium Alginate
Dressing, 2" x 1" (5.1 cm x 2.5
cm)

063014000000000000002556P

M04040202

Clase/ Class: IIb
Regla/ Rule: 4

9240

Aposito de alginato de calcio
Kendall™, 4" x 5-1/2" (10,2 cm x
14 cm)

Kendall™ Calcium Alginate
Dressing, 4" x 5-1/2" (10.2 cm x
14 cm)

063014000000000000002556P

M04040202

Clase/ Class: IIb
Regla/ Rule: 4

9236

Aposito de alginato de calcio
Kendall™ Plus, 4" x 4" (10,2 cm x
10,2 cm)

Kendall™ Calcium Alginate
Dressing Plus, 4" x 4" (10.2 cm x
10.2 cm)

063014000000000000002556P

M04040202

Clase/ Class: 1Ib
Regla/ Rule: 4

9231

Apoésito de alginato de calcio
Kendall™, cuerda, 12" (30,5 cm)
Kendall™ Calcium Alginate
Dressing, Rope, 12" (30.5 cm)

063014000000000000002556P

M04040202

Clase/ Class: IIb
Regla/ Rule: 4

9243

Apdsito de alginato de calcio
Kendall™, cuerda, 24" (61 cm)
Kendall™ Calcium Alginate
Dressing, Rope 24" (61 cm)

063014000000000000002556P

M04040202

Clase/ Class: IIb
Regla/ Rule: 4
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SWEDISH

CardinalHealth

e MDR: Vi, Cardinal Health 200 LLC, forsékrar hdrmed att produkterna som omfattas
av denna EU-férsékran om overensstimmelse uppfyller bestimmelserna om
medicintekniska produkter i férordning (EU) 2017/745.

Nummer pa forsdkran om

overensstimmelse RE00205881
Declaration of Conformity Number
Nummer pa teknisk documentation RE00249263

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 anmiilt organ och
identifikationsnummer

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

Notified body’s Name and Ildentification Amsterdam

Number Identifikationsnummer: 2797

Nummer pa CE-certifikat

CE Certificate Number MDR 784266

Produktkategori Alginatforband i kombination med andra &mnen
Product Category Alginate Dressings, Combined with other substances

Grundliggande UDI-DI
Basic UDI-DI

Medf6ljande dokument I/ Refer to Attachment 1

EMDN

Medf6ljande dokument I/ Refer to Attachment 1

Produktkod, handelsnamn och
beskrivning

Product Code, Trade Name and
Description

Medf6ljande dokument I/ Refer to Attachment 1

Avsedd anvindning
Intended Purpose

Kendall™ kalciumalginatférband dr utvindiga sérférband avsedda att
absorbera sarvitskor och skydda saret frdn kontaminering.

Kendall™ Calcium Alginate Wound Dressings are external wound
dressings intended for use to absorb exudates and protect the wound from
contamination.

Klassificering och regel
Classification and Rule

Medfoljande dokument I/ Refer to Attachment 1
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FORSAKRAN OM OVERENSSTAMMELSE

DECLARATION OF CONFORMITY
Ej tillimpligt (N/A)

Gemensamma specifikationer
Common Specifications

Ligg till tillimplig EU-lagstiftning
Where appropriate, add applicable Union | Ej tillampligt (N/A)
legislation

Bedomning av 6verensstimmelse

e — I ——— Bilaga IX kapitel I och III/ Annex IX Chapters I and III

SEKTION FOR UNDERSKRIFT

SIGNATURE SECTION

Denna EU-forsdkran om 6verensstimmelse utfirdas for och pa uppdrag av och under eget ansvar av den
juridiska tillverkaren som anges ovan.

Plats for utfirdande
Place of Issue

Underskrift/ Datum 21 Z!
Signature/Date

Yuan'Zhou (Apr 24, 2026 15:54:11 EDT)

Waukegan, IL 60085 USA

Namn och function Yuan Zhou
Name and Function Regulatory Affairs
’ : Myndighetsidrenden
DOKUMENT I
ATTACHMENT 1

Lista de codigos del product

Klassificering
Produktkod Handelsnamn och beskrivning Grundliggande UDI-DI EMDN och regel
Product Code Trade Name and Description Basic UDI-DI Classification
and Rule
Kendall™ kalciumalginatforband,
4"x 4" (10,2 cm x 10,2 cm) Klass/ Class: TIb
9233 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 | 35 H1ass:
: " " Regel/ Rule: 4
Dressing, 4" x4" (10.2 cmx 10.2
cm)
Kendall™ kalciumalginatforband,
2"x 2" (5,1 cmx 5,1 cm) )
9232 Kendall™ Calcium Alginate 063014000000000000002556P | M04040202 | Klass/ Class: IIb
. A Regel/ Rule: 4
Dressing, 2" x2" (5.1 cmx 5.1
cm)
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Kendall™ kalciumalginatforband,
8" x 4" (20,3 cm x 10,2 cm)
Kendall™ Calcium Alginate
Dressing, 8" x 4" (20.3 cm x 10.2
cm)

063014000000000000002556P

M04040202

Klass/ Class: IIb
Regel/ Rule: 4

9239

Kendall™ kalciumalginatforband,
6" x 10" (15,2 cm x 25,4 cm)
Kendall™ Calcium Alginate
Dressing, 6" x 10" (15.2 cm x
25.4 cm)

063014000000000000002556P

M04040202

Klass/ Class: IIb
Regel/ Rule: 4

9235

Kendall™ kalciumalginatforband,
2"x 1" (5,1 ecm x 2,5 cm)
Kendall™ Calcium Alginate
Dressing, 2" x 1" (5.1 cm x 2.5
cm)

063014000000000000002556P

M04040202

Klass/ Class: IIb
Regel/ Rule: 4

9240

Kendall™ kalciumalginatférband,
4" x 5-1/2" (10,2 cm x 14 cm)
Kendall™ Calcium Alginate
Dressing, 4" x 5-1/2" (10.2 cm x
14 cm)

063014000000000000002556P

M04040202

Klass/ Class: IIb
Regel/ Rule: 4

9236

Kendall™ kalciumalginatforband
Plus, 4" x 4" (10,2 cm x 10,2 cm)
Kendall™ Calcium Alginate
Dressing Plus, 4" x 4" (10.2 cm x
10.2 cm)

063014000000000000002556P

M04040202

Klass/ Class: IIb
Regel/ Rule: 4

9231

Kendall™ kalciumalginatforband,
rep, 12" (30,5 cm)

Kendall™ Calcium Alginate
Dressing, Rope, 12" (30.5 cm)

063014000000000000002556P

M04040202

Klass/ Class: IIb
Regel/ Rule: 4

9243

Kendall™ kalciumalginatforband,
rep 24" (61 cm)

Kendall™ Calcium Alginate
Dressing, Rope 24" (61 cm)

063014000000000000002556P

M04040202

Klass/ Class: IIb
Regel/ Rule: 4
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