DOC. TITLE: Declaration of Conformity MDR Kangaroo Enteral Feeding Pump Sets CAH

DOCUMENT NO:

RE00184096

REVISION: | 1

DECLARATION OF CONFORMITY

S 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.
CardinalHealth
Declaration of Conformity Number RE00184096
Technical Documentation Number RE00167844

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

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

Number Amsterdam
Identification Number: 2797
CE Certificate Number MDR 784266

Product Category

Enteral Feeding Bags and Containers (Including Those Via Pump),
Single-Use

Basic UDI-DI

Refer to Attachment 1

EMDN

Refer to Attachment 1

Product Code, Trade Name and
Description

Refer to Attachment 1

Intended Purpose

Kangaroo Enteral Feeding Pump Sets are intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

Classification and Rule

Refer to Attachment 1

Common Specifications

Not Applicable

Where appropriate, add applicable
Union legislation

Not Applicable (N/A)

Conformity Assessment

Annex IX Chapters I and 111
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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

onically signed by: Zafirios Gourgouliatos

n: Approved

Nov 27. 2024 11:37 PST

Zafirios Gourgouliatos

Name and Function Regulatory Affairs

ATTACHMENT 1

Product Code List

Product Trade Name and Description Basic UDI-DI EMDN Classification
Code and Rule
Classification:
666064 Kangaroo Joey Set 500mL 063014000000000000001776U | A080101 | la
Rule: 2
Classification:
666106 Kangaroo Joey Set 1000mL 063014000000000000001776U | A080101 | lla
Rule: 2
. Classification:
672055 Kangaroo Epump Set Anti-free Flow 1} 54)14000000000000004997M | A080101 | 112
500 mL Rule: 2
. Classification:
673656 Kangaroo Epump Set Anti-free Flow ) 54)14000000000000004997M | A080101 | 112
1000 mL Rule: 2
Classification:
673662 cPUMP INT.1000mL FEED & FLUSH 063014000000000000001736L | A080101 | 1a
NS Rule: 2
Classification:
668104 Kangaroo Joey Feed and Flush Set 063014000000000000001776U | A080101 | I1a
1000mL Rule: 2
Classification:
776150 Kangaroo Epump and Joey Burette 063014000000000000001806H | A080101 | 1a
Recertification Set 100 mL Rule: 2
Classification:
777056 Kangaroo ePump Burette Set 100mL 063014000000000000001736L | A080101 | 1la
Rule: 2
Classification:
777064 Kangaroo ePump Set 500mL 063014000000000000001736L | A080101 | la
Rule: 2
Classification:
777106 Kangaroo ePump Set 1000mL 063014000000000000001736L | A080101 | lla
Rule: 2
Classification:
777163 Kangaroo ePump Set 1600mL 063014000000000000001736L | A080101 | Ila
Rule: 2
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Classification:

777401 Kangaroo ePump ENPlus Spike Set 063014000000000000001736L | A080101 | 1la
Rule: 2
. Classification:
777402 Kangaroo cPump Dual ENPlus Spike | 041 1000000000000001736L | A080101 | 11
Set Rule: 2
Classification:
777403 Kangaroo ePump ENPlus 3-in-1 Set 063014000000000000001736L | A080101 | IIa
Rule: 2
. Classification:
777405 Kangaroo ePump ENPlus Spike Feed | 041 1000000000000001736L | A080101 | 112
and Flush Bag 1000mL Rule: 2
. Classification:
777406 Kangaroo ePump ENPlus 3-in-1 Feed | ¢4 4000000000000001736L | A080101 | 11a
and Flush Bag 1000mL Rule: 2
. Classification:
777407 Kangaroo ePump ENPlus Spike Feed | 04, 1000000000000001736L | A080101 | 11a
and Vented Spike Flush Set Rule: 2
. Classification:
777408 Kangaroo cPump ENPlus 3-in-1 Feed | 041 1000000000000001736L | A080101 | 11
and Flush Set Rule: 2
Classification:
777501 Kangaroo Joey ENPlus Spike Set 063014000000000000001776U | A080101 | Iia
Rule: 2
Classification:
777502 Kangaroo Joey Dual ENPlus Spike Set | 063014000000000000001776U | A080101 | 1la
Rule: 2
Classification:
777503 Kangaroo Joey ENPlus 3-in-1 Set 063014000000000000001776U | A080101 | Ia
Rule: 2
. Classification:
777505 Kangaroo Joey ENPlus Spike Feed 063014000000000000001776U | A080101 | Ia
and Flush Bag 1000mL Rule: 2
. Classification:
777506 Kangaroo Joey ENPlus 3-in-1 Feed 063014000000000000001776U | A080101 | Ia
and Flush Bag Rule: 2
Classification:
778104 Kangaroo cPump Feed and Flush Bag | .41 4000000000000001736L | A080101 | 11
1000mL Rule: 2
Classification:
778161 Kangaroo ePump Feed and Flush Bag | ¢4, 1000000000000001736L | A080101 | 11a
1600mL / 1000mL Rule: 2
Classification:
1814717995 | Kangaroo 3-in-1 Adapter 063014000000000000001706E | A080101 | Ia
Rule: 2
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CROATIAN

DECLARATION OF CONFORMITY
== s, . 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 RE00184096
Broj tehnicke dokumentacije RE00167844

Technical Documentation Number

Naziv proizvodaca

Manufacturer’s Name

Adresa proizvodaca

Manufacturer’s Address

Jedinstveni registracijski broj

Single Registration Number

Naziv i adresa ovlasStenog predstavnika
Authorized Representative’s Name and

Cardinal Health 200, LLC

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

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

Address

Naziv i identifikacijski broj prijavljenog | BSI Group The Netherlands B.V.

tijela 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

Vrecdice 1 spremnici za enteralno hranjenje (ukljucujuéi i hranjenje

e e pomocu pumpe) za jednokratnu uporabu

lecroie Qe Enteral Feeding Bags and Containers (Including Those Via Pump),

Single-Use

Osnovni UDI-DI

Basic UDLDI Pogledajte Prilog I/ Refer to Attachment 1

EMDN Pogledajte Prilog I/ Refer to Attachment 1
Kad, trgovacki naziv i opis proizvoda Pogledajte Prilog I/ Refer to Attachment 1
Product Code, Trade Name and

Description

Kompleti pumpi za enteralno hranjenje Kangaroo namijenjeni su za
primjenu u pacijenata s bilo kojim stanjem koje zahtijeva enteralnu
prehranu i/ili enteralnu hidrataciju, $to se moZze posti¢i pomocu pumpe za
Namjena enteralno hranjenje i kompleta pumpe. Pumpa i kompleti za hranjenje
Intended Purpose namijenjeni su za koriStenje u alternativnoj, akutnoj i kuénim njezi koju
pruzaju korisnici od laika do klini¢ara. Svrha ovog proizvoda je isporuciti
enteralnu prehranu kontroliranom brzinom pacijentima koji imaju
netaknuti gastrointestinalni trakt.
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I1ZJAVA O SUKLADNOSTI
DECLARATION OF CONFORMITY
Kangaroo Enteral Feeding Pump Sets are intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to

clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

Klasifikacija i pravilo

Classification and Rule

Zajednicke specifikacije

Common Specifications

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

Ocjena sukladnosti Prilog IX. Poglavlja I. i III./ Annex IX Chapters I and III
Conformity Assessment

ODJELJAK S POTPISIMA
SIGNATURE SECTION

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

Pogledajte Prilog I/ Refer to Attachment 1

Nije primjenjivo (N/A)

Nije primjenjivo (N/A)

proizvodaca.
Mjesto izdavanja Waukegan, IL 60085 USA
Place of Issue ’
Potpis/ Datum ally signed by: Zafirios Gourgouliatos
Signature/ Date Agg.ngoe& 11:37 PST
Ime i funkcija Zafirios Gourgogliatos
Regulatory Affairs

Name and Function

Odjel za regulatorna pitanja

PRILOG I
ATTACHMENT 1
Popis kodova proizvoda
Product Code List
Kéd Klasifikacija i
. Trgovacki naziv i opis Osnovni UDI-DI pravilo
Pprmzvoda Trade Name and Description Basic UDI-DI EMDN Classification
roduct Code and Rule

Komplet Kangaroo Joey 500 mL
666064 063014000000000000001776U | A080101
Kangaroo Joey Set 500mL

Klasa/ Class: Ila
Pravilo/ Rule: 2
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Komplet Kangaroo Joey 1000 mL

Klasa/ Class: I1a

666106 063014000000000000001776U | A080101 Pravilo/ Rule: 2
Kangaroo Joey Set 1000mL )
Komplet Kangaroo Epump protiv
slobodnog protoka 500 mL
672055 #P 063014000000000000004997M | A080101 | piast Css: 12
. ravilo/ Rule: 2
Kangaroo Epump Set Anti-free
Flow 500 mL
Komplet Kangaroo Epump protiv
slobodnog protoka 1000 mL
673656 #P 063014000000000000004997M | A080101 | p1os% Css: 12
. ravilo/ Rule: 2
Kangaroo Epump Set Anti-free
Flow 1000 mL
ePUMP INT. 1000 mL FEED &
FLUSHNS Klasa/ Class: Ila
673662 063014000000000000001736L | A080101 Pravilo/ Ruie' )
ePUMP INT.1000mL FEED & ’
FLUSH NS
Komplet za hranjenje i ispiranje
Kangaroo Joey 1000 mL )
668104 063014000000000000001776U | A080101 | pioss s 12
Kangaroo Joey Feed and Flush Set ’
1000mL
Kangaroo Epump i1 komplet bireta
za recertifikaciju Joey Burette
100 mL Klasa/ Class: Ila
776150 063014000000000000001806H | A080101 . L
Pravilo/ Rule: 2
Kangaroo Epump and Joey
Burette Recertification Set 100
mL
Komplet bireta Kangaroo ePump
100 mL Klasa/ Class: Ila
777056 063014000000000000001736L | A080101 . .
Pravilo/ Rule: 2
Kangaroo ePump Burette Set
100mL
Komplet Kangaroo ePump 500
mL Klasa/ Class: Ila
777064 063014000000000000001736L | A080101 . .
Pravilo/ Rule: 2
Kangaroo ePump Set 500mL
Komplet Kangaroo ePump
777106 1000 mL 063014000000000000001736L | A080101 | s/ Class: lia

Kangaroo ePump Set 1000mL

Pravilo/ Rule: 2
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777163

Komplet Kangaroo ePump
1600 mL

Kangaroo ePump Set 1600mL

063014000000000000001736L

A080101

Klasa/ Class: I1a
Pravilo/ Rule: 2

777401

Kangaroo ePump, komplet Siljaka
ENPlus

Kangaroo ePump ENPlus Spike
Set

063014000000000000001736L

A080101

Klasa/ Class: I1a
Pravilo/ Rule: 2

777402

Kangaroo ePump, komplet §iljaka
Dual ENPlus

Kangaroo ePump Dual ENPlus
Spike Set

063014000000000000001736L

A080101

Klasa/ Class: I1a
Pravilo/ Rule: 2

777403

Kangaroo ePump, komplet 3-u-1
ENPlus

Kangaroo ePump ENPlus 3-in-1
Set

063014000000000000001736L

A080101

Klasa/ Class: I1a
Pravilo/ Rule: 2

777405

Kangaroo ePump, §iljak ENPlus,
vrecica za hranjenje i ispiranje od
1000 mL

Kangaroo ePump ENPlus Spike
Feed and Flush Bag 1000mL

063014000000000000001736L

A080101

Klasa/ Class: I1a
Pravilo/ Rule: 2

777406

Kangaroo ePump, §iljak 3-u-1
ENPlus, vrecica za hranjenje i
ispiranje od 1000 mL

Kangaroo ePump ENPlus 3-in-1
Feed and Flush Bag 1000mL

063014000000000000001736L

A080101

Klasa/ Class: I1a
Pravilo/ Rule: 2

777407

Kangaroo ePump, $iljak za
hranjenje ENPlus i komplet Siljka
za ispiranje s odzra¢nikom

Kangaroo ePump ENPlus Spike
Feed and Vented Spike Flush Set

063014000000000000001736L

A080101

Klasa/ Class: I1a
Pravilo/ Rule: 2

777408

Kangaroo ePump, komplet za
hranjenje i ispiranje 3-u-1 ENPlus

Kangaroo ePump ENPlus 3-in-1
Feed and Flush Set

063014000000000000001736L

A080101

Klasa/ Class: I1a
Pravilo/ Rule: 2

777501

Kangaroo Joey, komplet Siljaka
ENPlus

063014000000000000001776U

A080101

Klasa/ Class: I1a
Pravilo/ Rule: 2
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Kangaroo Joey ENPlus Spike Set

Kangaroo Joey, komplet Siljaka
Dual ENPlus

Klasa/ Class: I1a

777502 063014000000000000001776U | A080101 Pravilo/ Rule: 2
Kangaroo Joey Dual ENPlus ’
Spike Set
Kangaroo Joey, komplet 3-u-1
777503 ENPlus 063014000000000000001776U | A080101 | Klasa/ Class: lla
Pravilo/ Rule: 2
Kangaroo Joey ENPlus 3-in-1 Set
Kangaroo Joey, Siljak ENPlus,
vredica za hranjenje i ispiranje od
777505 1000 mL 063014000000000000001776U | A080101 | piost Css: 12
ravilo/ Rule: 2
Kangaroo Joey ENPlus Spike
Feed and Flush Bag 1000mL
Kangaroo Joey, vrecica za
hranjenje i ispiranje 3-u-1 ENPlus )
777506 063014000000000000001776U | A080101 | pios i 12
Kangaroo Joey ENPlus 3-in-1 '
Feed and Flush Bag
Kangaroo ePump, vrecica za
hranjenje i ispiranje od 1000 mL )
778104 063014000000000000001736L | A080101 | pios % 12
Kangaroo ePump Feed and Flush ’
Bag 1000mL
Kangaroo ePump, vrecica za
hranjenje i ispiranje od 1600 mL /
778161 1000 mL, 063014000000000000001736L | A080101 | pios S 12
ravilo/ Rule: 2
Kangaroo ePump Feed and Flush
Bag 1600mL / 1000mL
Adaper za Kangaroo 3-u-1
1814717995 P ¢ 063014000000000000001706E | A0g0101 | Klast Class: Ila

Kangaroo 3-in-1 Adapter

Pravilo/ Rule: 2
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CZECH

PROHLASENI O SHODE
DECLARATION OF CONFORMITY

== s, . MDR: Nase spole¢nost, Cardinal Health 200 LLC, prohlaSuje, ze vyrobky uvedené v
tomto EU prohlaSeni o shod¢ splituji ustanoveni natizeni (EU) 2017/745 o
car dinaIHeaI th zdravotnickych prostfedcich.
Cislo prohlaseni o shodé
Declaration of Conformity Number
Cislo technické dokumentace
Technical Documentation Number
Nazev vyrobce
Manufacturer’s Name
Adresa vyrobce
Manufacturer’s Address
Jediné registraéni ¢islo
Single Registration Number
Nazev a adresa autorizovaného zastupce
Authorized Representative’s Name and

RE00184096

RE00167844

Cardinal Health 200, LLC

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

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

Address
Nazev a identifikacni ¢islo oznameného | BSI Group The Netherlands B.V.
subjektu Say Building, John M. Keynesplein 9, 1066 EP
Notified body’s Name and Identification Amsterdam
Number Identifikaéni &islo: 2797
Cislo certifikiatu CE
CE Certificate Number MDR 784266
Vaky a nadoby pro enterdlni vyZivu (v€etné vakli a nadob s pumpou),
T jednorazové pouziti
Product Category

Enteral Feeding Bags and Containers (Including Those Via Pump),
Single-Use

Zikladni UDI-DI

Basic UDLDI Viz Pfiloha I/ Refer to Attachment 1

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

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

Soupravy enteralni vyZivové pumpy Kangaroo jsou uréeny pro pouziti
u pacientt s jakymkoli stavem vyzadujicim enteralni podavani vyzivy
a/nebo tekutin prostiednictvim enterdlni vyzivové pumpy a soupravy
Ukel poutziti pumpy. Pumpa a souprava pro podavani vyzivy jsou uréeny k pouziti
Intended Purpose v alternativnich, akutnich a domacich zafizenich uzivateli, ktefi mimo
jiné zahrnuji laiky nebo Iékate. Ugelem tohoto prostiedku je podavani
enteralni vyzivy fizenym prutokem pacientiim s nedotéenym
gastrointestindlnim traktem.
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PROHLASENI O SHODE
DECLARATION OF CONFORMITY
Kangaroo Enteral Feeding Pump Sets are intended for use in patients

with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and

acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

pump set. The pump and feeding sets are ir}ended to be used in alternate,

Klasifikace a pravidlo

Classification and Rule

Obecna specifikace

Common Specifications

Dle potieby dopliite piislusny predpis
Unie

Where appropriate, add applicable Union
legislation

Posouzeni shody

Conformity Assessment

PODPISOVA CAST
SIGNATURE SECTION

Viz Priloha I / Refer to Attachment 1

Nelze uplatnit (N/A)

Nelze uplatnit (N/A)

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

Toto EU prohlaseni o shodé se vydava jménem a na vyhradni odpovédnost opravnéného vyrobce uvedeného
vySe.
Misto vydani
k IL A
Pl g e Waukegan, IL 60085 US
Podpis / Datum ly signed by: Zafirios Gourgouliatos
5 proved
Signature/ Date 7.2024 11:37 PST
Odd¢leni regulacnich zalezitosti

PRILOHA I

ATTACHMENT 1
Product Code List
Klasifikace a
Kod vyrobku Obchodni nizev a popis Zakladni UDI-DI EMDN pravidlo
Product Code Trade Name and Description Basic UDI-DI Classification
and Rule

Souprava Kangaroo Joey 500 mL
666064 063014000000000000001776U | A080101
Kangaroo Joey Set 500mL

Tt¥ida/ Class: I1a
Pravidlo/ Rule: 2
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Souprava Kangaroo Joey
1000 mL

Trida/ Class: Ila

666106 063014000000000000001776U | A080101 .
Pravidlo/ Rule: 2
Kangaroo Joey Set 1000mL
Souprava Kangaroo Epump Anti-
free Flow 500 mL THda/ Class: II
672055 063014000000000000004997M | A080101 | & *1ass: 11a
. Pravidlo/ Rule: 2
Kangaroo Epump Set Anti-free
Flow 500 mL
Souprava Kangaroo Epump Anti-
free Flow 1000 mL o
673656 063014000000000000004997M | A080101 | L1ida/ Class: Ila
. Pravidlo/ Rule: 2
Kangaroo Epump Set Anti-free
Flow 1000 mL
ePUMP INT. 1000 mL VYZIVA
A PROPLACH NS "
673662 063014000000000000001736L | A080101 gf;%gﬁisl‘e_nza
ePUMP INT.1000mL FEED & '
FLUSH NS
Souprava Kangaroo Joey, vyziva
a proplach 1000 mL o .
668104 063014000000000000001776U | Aogoto1 | 1Hida Class: Tla
Kangaroo Joey Feed and Flush Set '
1000mL
Recertifika¢ni souprava Kangaroo
Epump a byreta Joey 100 mL
Ttida/ Class: Ila
776150 Kangaroo Epump and Joey 063014000000000000001806H | A080101 Pravidlo/ Rule: 2
Burette Recertification Set 100
mL
Souprava byrety Kangaroo ePump
100 mL wr
777056 063014000000000000001736L | A080101 | L1ida/ Class: lla
Pravidlo/ Rule: 2
Kangaroo ePump Burette Set
100mL
Souprava Kangaroo ePump
777064 500 mL 063014000000000000001736L | A080101 | L1ida/ Class: Ila
Pravidlo/ Rule: 2
Kangaroo ePump Set 500mL
Souprava Kangaroo ePump
777106 1000 mL 063014000000000000001736L | A080101 | L1ida/ Class: Ila

Kangaroo ePump Set 1000mL

Pravidlo/ Rule: 2
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Souprava Kangaroo ePump
1600 mL Ttida/ Class: Ila

777163 063014000000000000001736L | A080101 Pravidlo/ Rule: 2

Kangaroo ePump Set 1600mL
Kangaroo ePump, souprava bodcti

ENPlus Ttida/ Class: Ila
777401 063014000000000000001736L | A080101 Pravidlo/ Rul;e' )
Kangaroo ePump ENPlus Spike '
Set
Kangaroo ePump Dual, souprava
bodci ENPlus ”
777402 063014000000000000001736L | Aogoto1 | 1Tida Class: Tla
Kangaroo ePump Dual ENPlus '
Spike Set

Kangaroo ePump ENPlus,
souprava 3vl

777403 063014000000000000001736L | A080101
Kangaroo ePump ENPlus 3-in-1
Set

Kangaroo ePump ENPlus,
vyzivovy a proplachovaci vak

777405 s bodcem 1000 mL 063014000000000000001736L | A08o101 | Liida Class: Ila
Pravidlo/ Rule: 2

Tt¥ida/ Class: I1a
Pravidlo/ Rule: 2

Kangaroo ePump ENPlus Spike
Feed and Flush Bag 1000mL
Kangaroo ePump ENPlus,
vyzivovy a proplachovaci vak 3vl

777406 1000 mL 063014000000000000001736L | A080101 | L1ida/ Class: Ila
Pravidlo/ Rule: 2

Kangaroo ePump ENPlus 3-in-1
Feed and Flush Bag 1000mL
Kangaroo ePump ENPlus,
vyzivova a proplachovaci
souprava s bodcem

Ttida/ Class: Ila

777407 063014000000000000001736L | A080101 ;
Pravidlo/ Rule: 2
Kangaroo ePump ENPlus Spike
Feed and Vented Spike Flush Set
Kangaroo ePump ENPlus,
vyzivova a proplachovaci
777408 souprava 3v1 063014000000000000001736L | A080101 | 11ida/ Class: lla

Pravidlo/ Rule: 2
Kangaroo ePump ENPlus 3-in-1
Feed and Flush Set
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Kangaroo Joey, souprava bodci
ENPlus

Trida/ Class: Ila

777501 063014000000000000001776U | A080101 .
Pravidlo/ Rule: 2
Kangaroo Joey ENPlus Spike Set
Kangaroo Joey Dual, souprava
bodet ENPlus Ttida/ Class: Ila
777502 063014000000000000001776U | A080101 Pravidio/ Rule: 2
Kangaroo Joey Dual ENPlus '
Spike Set
Kangaroo Joey ENPlus, souprava
777503 vl 063014000000000000001776U | A080101 | 11ida/ Class: Ila
Pravidlo/ Rule: 2
Kangaroo Joey ENPlus 3-in-1 Set
Kangaroo Joey ENPlus, vyzivovy
a proplachovaci vak s bodcem
777505 1000 mL 063014000000000000001776U | A080101 | 1 1ida/ Class: ITa
Pravidlo/ Rule: 2
Kangaroo Joey ENPlus Spike
Feed and Flush Bag 1000mL
Kangaroo Joey ENPlus, vyZivovy
a proplachovaci vak 3vl o .
777506 063014000000000000001776U | Aogoto1 | 1Hida Class: Tla
Kangaroo Joey ENPlus 3-in-1 '
Feed and Flush Bag
Kangaroo ePump, vyzivovy
a proplachovaci vak 1000 mL " ]
778104 063014000000000000001736L | A080101 | J1ida Class: Tla
Kangaroo ePump Feed and Flush '
Bag 1000mL
Kangaroo ePump, vyzivovy
a proplachovaci vak 1600 mL /
778161 1000 mL 063014000000000000001736L | Aoso101 | 1Hida/ Class: Ila
Pravidlo/ Rule: 2
Kangaroo ePump Feed and Flush
Bag 1600mL / 1000mL
Adaptér Kangaroo 3v1 o
1814717995 P 063014000000000000001706E | A080101 | 11ida/ Class: ITa

Kangaroo 3-in-1 Adapter

Pravidlo/ Rule: 2
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DOCUMENT NO: | RE00184096 REVISION: | 1

DANISH

PROHLASENI O SHODE

DECLARATION OF CONFORMITY
e oy MDR: Vi, Cardinal Health 200 LLC, erklerer, at produkterne dekket af denne EU-
_ overensstemmelseserklering overholder kravene i Forordning (EU) 2017/745 om
ca r dinaIHeaI th medicinsk udstyr.
Overensstemmelseserkleringsnummer
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
reprasentant Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Authorized Representative’s Name and Technology Park R35 H903, Tullamore, County Offaly, Ireland
Address

RE00184096

RE00167844

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
Poser og beholdere til enteral ernaring (inkl. via pumpe), engangsbrug
Produktkategori
Product Category Enteral Feeding Bags and Containers (Including Those Via Pump), Single-

Use

Grundlaeggende UDI-DI

Basic UDLDI 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 Se bilag I / Refer to Attachment 1

Description
Kangaroo enteral ernaringspumpeszet er beregnet til brug hos patienter
med tilstande, der kraver enteral ernaring og/eller enteral hydrering,

Tiltenkt formal hvilket kan opnas ved hjeelp af en egteral ern@ringspumpe og et pumpeszt.
Pumpe og tilferselssat er beregnet til at blive brugt skiftevis ved akut

Intended Purpose

behandling og hjemmepleje af brugere uden specialviden savel som
klinikere. Formélet med denne enhed er at levere enteral ernaring til
patienter med en intakt mave-tarm-kanal med en kontrolleret hastighed.

CONFIDENTIAL INFORMATION SHEET 14 OF 83



DOCUMENT NO: | RE00184096 REVISION: | 1

PROHLASENI O SHODE
DECLARATION OF CONFORMITY

Kangaroo Enteral Feeding Pump Sets are intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

Klassificering og regel
Classification and Rule

Se bilag I / Refer to Attachment 1

Fzlles specifikationer

legislation

Common Specifications Ikke relevant (N/A)
Hvor relevant, tilfej gaeldende union-
lovgivning Ikke relevant (N/A)

Where appropriate, add applicable Union

Conformity Assessment

Overensstemmelsesvurdering

Bilag IX, kapitel I og III/ Annex IX Chapters I and I1I

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
k IL A
e g Waukegan, IL 60085 US
Underskrift / Dato tronically signed by: Zafirios Gourgouliatos
Signature/ Date N 5 %55 11:37 PST

Navn og function
Name and Function

Zafirios Gourgouliatos
Regulatory Affairs
Lovgivningsanliggender

BILAG I
ATTACHMENT 1

Produktkodeliste
Product Code List

Klassificering
Produktkode Handelsnavn og beskrivelse Grundlaeggende UDI-DI Basic EMDN og regel
Product Code Trade Name and Description UDI-DI Classification
and Rule

666064

Kangaroo Joey-sa&t 500 mL

Kangaroo Joey Set 500mL

Klasse /Class: Ila

063014000000000000001776U | A080101 Regel/ Rule: 2
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DOCUMENT NO:

RE00184096

REVISION:

Kangaroo Joey-set 1000 mL

Klasse /Class: Ila

666106 063014000000000000001776U | A080101 Regel/ Rule: 2
Kangaroo Joey Set 1000mL )
Kenguru Epump-sat med
beskyttelse mod frit flow 500 mL Klasse /Class: ITa
672055 063014000000000000004997M | A080101 Regel/ Rule" )
Kangaroo Epump Set Anti-free ’
Flow 500 mL
Kenguru Epump-sat med
beskyttelse mod frit flow
673656 1000 mL 063014000000000000004997M | A080101 | <asse /Class: Ifa
Regel/ Rule: 2
Kangaroo Epump Set Anti-free
Flow 1000 mL
ePUMP INT.1000 mL
TILFORSEL OG SKYLNING
673662 NS 063014000000000000001736L | A080101 | Sasse/Class:Ifa
Regel/ Rule: 2
ePUMP INT.1000mL FEED &
FLUSH NS
Kangaroo Joey-tilforsels- og
skylleszet 1000 mL. Klasse /Class: IIa
668104 063014000000000000001776U | A080101 Regel/ Rule" )
Kangaroo Joey Feed and Flush ’
Set 1000mL
Kangaroo Epump og Joey-burette
recertificeringssat 100 mL
Klasse /Class: IIa
776150 Kangaroo Epump and Joey 063014000000000000001806H | A080101 Regel/ Rule: 2
Burette Recertification Set 100
mL
Kangaroo ePump-burettesat
100 mL Klasse /Class: I1a
777056 063014000000000000001736L | A080101 | o I/ Rul 5
egel/ Rule:
Kangaroo ePump Burette Set
100mL
Kangaroo ePump-sat 500 mL )
777064 063014000000000000001736L | A080101 ?jgﬁ/ﬁff; .
Kangaroo ePump Set 500mL ]
Kangaroo Epump-s&t 1000 mL )
777106 063014000000000000001736L | A080101 Elea;‘f/ sl
Kangaroo ePump Set 1000mL '
777163 Kangaroo Epump-sat 1600 mL | 63014000000000000001736L | Aogo101 | Klasse/Class: Ila

Regel/ Rule: 2

CONFIDENTIAL INFORMATION

SHEET 16 OF 83
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RE00184096

REVISION:

Kangaroo ePump Set 1600mL

Kangaroo ePump ENPlus-set
med spike

Klasse /Class: Ila

777401 063014000000000000001736L | A080101 Regel/ Rule: 2
Kangaroo ePump ENPlus Spike '
Set
Kangaroo ePump Dual ENPlus-
set med spike )
777402 063014000000000000001736L | A080101 Eleagsjf/gﬁf; .
Kangaroo ePump Dual ENPlus ’
Spike Set
Kangaroo ePump ENPlus 3-i-1-
seet
777403 063014000000000000001736L | A080101 glea;f/ﬁﬁf; .
Kangaroo ePump ENPlus 3-in-1 '
Set
Kangaroo ePump ENPlus-
tilfersels- og skyllepose med
777405 spike 1000 mL 063014000000000000001736L | A080101 | powse/Blass: Ta
egel/ Rule: 2
Kangaroo ePump ENPlus Spike
Feed and Flush Bag 1000mL
Kangaroo ePump ENPlus 3-i-1-
tilfersels- og skyllepose 1000 mL ]
777406 063014000000000000001736L | A080101 ?jgﬁ/ﬁff; .
Kangaroo ePump ENPlus 3-in-1 '
Feed and Flush Bag 1000mL
Kangaroo ePump ENPlus-
tilferselsseet med spike og
777407 skyllesaet med ventileret spike 063014000000000000001736L | A080101 Elasse /Class.: Ila
egel/ Rule: 2
Kangaroo ePump ENPlus Spike
Feed and Vented Spike Flush Set
Kangaroo ePump ENPlus 3-i-1-
tilforsels- og skyllesat )
777408 063014000000000000001736L | A080101 ?jgﬁ/ﬁff; ga
Kangaroo ePump ENPlus 3-in-1 ’
Feed and Flush Set
Kangaroo Joey ENPlus-set med
777501 spike 063014000000000000001776U | A080101 | pross/Flass: Ja
egel/ Rule: 2
Kangaroo Joey ENPlus Spike Set
777502 Kangaroo Joey Dual ENPlus-set | 063014000000000000001776U | A080101 | Klasse /Class: Ila
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RE00184096

REVISION:

med spike

Kangaroo Joey Dual ENPlus
Spike Set

Regel/ Rule: 2

Kangaroo Joey ENPlus 3-i-1-set

Klasse /Class: Ila

777503 063014000000000000001776U | A080101 Regel/ Rule: 2

Kangaroo Joey ENPlus 3-in-1 Set )

Kangaroo Joey ENPlus-tilforsels-

og skyllepose med spike 1000 mL )
777505 063014000000000000001776U | A080101 Eleags‘j/ s e

Kangaroo Joey ENPlus Spike ’

Feed and Flush Bag 1000mL

Kangaroo Joey ENPlus 3-i-1-

tilfersels- og skyllepose Klasse /Class: Ila
777506 063014000000000000001776U | A080101 Regel/ Rule" 2

Kangaroo Joey ENPlus 3-in-1 '

Feed and Flush Bag

Kangaroo ePump-tilforsels- og

skyllepose 1000 mL ]
778104 063014000000000000001736L | A080101 Eleags‘j/ s e

Kangaroo ePump Feed and Flush ’

Bag 1000mL

Kangaroo ePump-tilforsels- og

skyllepose 1600 mL / 1000 mL )
778161 063014000000000000001736L | A080101 Eleags‘j/ s e

Kangaroo ePump Feed and Flush ’

Bag 1600mL / 1000mL

Kangaroo 3-i-1-adapter )
1814717995 063014000000000000001706E | A080101 | & \sse/Class: Ila

Kangaroo 3-in-1 Adapter

Regel/ Rule: 2
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DOCUMENT NO:

RE00184096

REVISION: | 1

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

RE00184096

Nummer technische documentatie
Technical Documentation Number

RE00167844

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
Enterale voedingszakken en containers (ook voor gebruik in combinatie
Vi b met pompen) voor eenmalig gebruik
Product Category

Enteral Feeding Bags and Containers (Including Those Via Pump), Single-
Use

Basis UDI-DI
Basic UDI-DI

Zie Bijlage I/ 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

De enterale-voedingspompsets van Kangaroo zijn bedoeld voor gebruik
bij patiénten met een aandoening waarbij enterale voeding en/of enterale
hydratatie is vereist. Dit kan worden bereikt door middel van een enterale-
voedingspomp en een pompset. De pomp en voedingstoedieningssets zijn
bedoeld voor gebruik in de alternatieve, acute en thuiszorgomgeving door
zowel leken als medische professionals. Het doel van dit hulpmiddel is het
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DOCUMENT NO: | RE00184096 REVISION: | 1

CONFORMITEITSVERKLARING
DECLARATION OF CONFORMITY

gecontroleerd toedienen van enterale voeding aan pati€énten met een intact
maag-darmkanaal.

Kangaroo Enteral Feeding Pump Sets are intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

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

Zie Bijlage I/ Refer to Attachment 1

Niet van toepassing (N/A)

Niet van toepassing (N/A)

Conformiteitsbeoordeling
Conformity Assessment

HANDTEKENINGGEDEELTE
SIGNATURE SECTION

Bijlage IX Hoofdstuk I en III/ Annex IX Chapters I and II1

Deze EU-conformiteitsverklaring wordt voor en namens en uitsluitend onder de verantwoordelijkheid van de
fabrikant afgegeven.
Plaats van afgifte
Tl GRS Waukegan, IL 60085 USA
Handtekening/Da E{:acgggiiaégfrggjd by: Zafirios Gourgouliatos
Signature/ Date Date: Nov 27. 2024 11:37 PST
. Zafirios Gourgouliatos
Naam en functie .
. Regulatory Affairs
Name and Function .
Regelgevingszaken
BIJLAGE I
ATTACHMENT 1

Produktkodeliste
Product Code List

Classificatie en

Productcode Handelsnaam en beschrijving Basis UDI-DI regel
Product Code Trade Name and Description Basic UDI-DI Classification
and Rule
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REVISION:

Kangaroo Joey-set, 500 mL

Klasse /Class: Ila

666064 063014000000000000001776U | A080101 Regel/ Rule: 2
Kangaroo Joey Set 500mL )
Kangaroo Joey-set, 1000 mL )
666106 063014000000000000001776U | A080101 Eleags:f/ sl
Kangaroo Joey Set 1000mL ]
Kangaroo Epump-set met Anti-
Free-Flow-beveiliging, 500 mL Klasse /Class: ITa
672055 063014000000000000004997M | A080101 Regel/ Rule" )
Kangaroo Epump Set Anti-free ’
Flow 500 mL
Kangaroo Epump-set met Anti-
Free-Flow-beveiliging, 1000 mL Klasse /Class: Ila
673656 063014000000000000004997M | A080101 A
. Regel/ Rule: 2
Kangaroo Epump Set Anti-free
Flow 1000 mL
ePUMP INT. 1000 mL
VOEDINGSTOEDIENING en
673662 SPOELING NS 063014000000000000001736L | A080101 | Klasse/Class:lla
Regel/ Rule: 2
ePUMP INT.1000mL FEED &
FLUSH NS
Kangaroo Joey-set voor
voedingstoediening en spoelen,
668104 1000 mL 063014000000000000001776U | A080101 | %% etass:Tla
egel/ Rule: 2
Kangaroo Joey Feed and Flush
Set 1000mL
Hercertificeringsset voor
Kangaroo Epump en Joey Burette,
100 mL Klasse /Class: Ila
776150 063014000000000000001806H | A080101 Reocl/ Rul A )
egel/ Rule:
Kangaroo Epump and Joey
Burette Recertification Set 100
mL
Kangaroo ePump-buretset, 100
mL
777056 063014000000000000001736L | A080101 | Klasse/Class:lla
Regel/ Rule: 2
Kangaroo ePump Burette Set
100mL
Kangaroo ePump-set, 500 mL ]
777064 ¢ b 063014000000000000001736L | A080101 | Klasse/Class:lla

Kangaroo ePump Set 500mL

Regel/ Rule: 2

CONFIDENTIAL INFORMATION

SHEET 21 OF 83
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RE00184096

REVISION:

Kangaroo ePump-set, 1000 mL

Klasse /Class: Ila

777106 063014000000000000001736L A080101 Regel/ Rule: 2
Kangaroo ePump Set 1000mL )
Kangaroo ePump-set, 1600 mL )
777163 063014000000000000001736L | A080101 Eleags:f/ sl
Kangaroo ePump Set 1600mL '
Kangaroo ePump ENPlus-
aanprikset )
777401 063014000000000000001736L | A080101 E?gﬁ/gﬁfes; .
Kangaroo ePump ENPlus Spike ’
Set
Kangaroo ePump dubbele
ENPlus-aanprikset Klasse /Class: IIa
777402 063014000000000000001736L A080101 Regel/ Rule" 2
Kangaroo ePump Dual ENPlus ’
Spike Set
Kangaroo ePump ENPlus 3-in-1
set
777403 063014000000000000001736L | A080101 Ef;:/ﬁﬁf; .
Kangaroo ePump ENPlus 3-in-1 '
Set
Kangaroo ePump ENPlus-
voedings- en spoelzakje met
777405 spike, 1000 mL 063014000000000000001736L | A080101 | Kiasse/Class:lla
Regel/ Rule: 2
Kangaroo ePump ENPlus Spike
Feed and Flush Bag 1000mL
Kangaroo ePump ENPlus 3-in-1
voedings- en spoelzakje met
777406 spike, 1000 mL 063014000000000000001736L | A080101 | Klasse/Class:lla
Regel/ Rule: 2
Kangaroo ePump ENPlus 3-in-1
Feed and Flush Bag 1000mL
Kangaroo ePump ENPlus-
voedingszak met spike en spoelset
777407 met beluchtingsspike 063014000000000000001736L | A080101 | Klasse/Class:lla
Regel/ Rule: 2
Kangaroo ePump ENPlus Spike
Feed and Vented Spike Flush Set
Kangaroo ePump ENPlus 3-in-1
voedings- en spoelset
777408 S 063014000000000000001736L | A080101 | Klasse/Class:lla

Kangaroo ePump ENPlus 3-in-1
Feed and Flush Set

Regel/ Rule: 2
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REVISION:

Produktkodeliste
Product Code List

Kangaroo Joey ENPlus-aanprikset Klasse /Class: ITa
777501 063014000000000000001776U | A080101 Regel/ Rule" 2
Kangaroo Joey ENPlus Spike Set )
Kangaroo Joey dubbele ENPlus-
aanprikset )
777502 063014000000000000001776U | A080101 Elea;‘f/ sl
Kangaroo Joey Dual ENPlus ’
Spike Set
Kangaroo Joey ENPlus 3-in-1 set )
777503 063014000000000000001776U | A080101 Eleagsj/ s e
Kangaroo Joey ENPlus 3-in-1 Set )
Kangaroo Joey ENPlus-voedings-
en spoelzakje met spike, 1000 mL )
777505 063014000000000000001776U | A080101 Eleagsj/ s e
Kangaroo Joey ENPlus Spike ’
Feed and Flush Bag 1000mL
Kangaroo Joey ENPlus 3-in-1
voedings- en spoelzak _
777506 063014000000000000001776U | A080101 Elea;f/ s e
Kangaroo Joey ENPlus 3-in-1 '
Feed and Flush Bag
Kangaroo ePump-voedings- en
spoelzakje met spike, 1000 mL )
778104 063014000000000000001736L | A080101 Elea;‘f/ s e
Kangaroo ePump Feed and Flush '
Bag 1000mL
Kangaroo ePump-voedings- en
spoelzakje met spike, 1600 mL /
778161 1000 mL 063014000000000000001736L | A080101 | %% /ttass:Tla
egel/ Rule: 2
Kangaroo ePump Feed and Flush
Bag 1600mL / 1000mL
Kangaroo 3-in-1 adapter
1814717995 ¢ P 063014000000000000001706E | A080101 | Sasse/Class:Ifa
. Regel/ Rule: 2
Kangaroo 3-in-1 Adapter
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DOCUMENT NO:

RE00184096 REVISION: | 1

FINNISH

VAATIMUSTENMUKAISUUSVAKUUTUS
DECLARATION OF CONFORMITY

MDR: Me, Cardinal Health 200 LLC, vakuutamme, ettd tissd EU-

vaatimustenmukaisuusvakuutuksessa kuvatut tuotteet tayttavét ladkintélaiteasetuksen

(EU) 2017/745 vaatimukset.

CardinalHealth

VAATIMUSTENMUKAISUUSVAKUUTUS
Declaration of Conformity Number

RE00184096

Teknisen dokumentin numero
Technical Documentation Number

RE00167844

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
Tunnusnumero: 2797
CE-sertifikaatin numero
CE Certificate Number MDR 784266
Enteraaliset ravintopussit ja -sdilidt (myds pumpulla kéytettavit),
Tuotekategoria kertakayttoiset
Product Category

Enteral Feeding Bags and Containers (Including Those Via Pump),
Single-Use

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

Enteraaliset Kangaroo-ruokintapumppusarjat on tarkoitettu
kéytettavaksi potilaille, jotka vaativat enteraalista ruokintaa ja/tai
enteraalista nesteytysté, joka voidaan toteuttaa enteraalisella
ruokintapumpulla ja pumppusarjalla. Pumppu- ja ruokintasarjat on
tarkoitettu kédytettéviksi vaihtoehtoisissa hoitolaitoksissa,
akuuttisairaanhoidossa ja kotisairaanhoidossa. Niitd saavat kayttaa
sekd maallikot ettd 1adkéarit. Tamaén laitteen tarkoituksena on antaa
enteraalista ravintoa hallitusti potilaille, joiden maha-suolikanava on
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VAATIMUSTENMUKAISUUSVAKUUTUS
DECLARATION OF CONFORMITY

ehjé.

Kangaroo Enteral Feeding Pump Sets are intended for use in
patients with any condition requiring enteral feeding and/or enteral
hydration, which can be accomplished by means of an enteral feeding
pump and pump set. The pump and feeding sets are intended to be
used in alternate, acute and home care settings by users ranging from
laypersons to clinicians. The purpose of this device is to deliver enteral
nutrition at a controlled rate to patients who have an intact
gastrointestinal tract.

Luokittelu ja siéinto

Classification and Rule

Yleiset tekniset tiedot

Common Specifications

Liséi tarvittaessa soveltuva unionin
lainsdfddéinto

Where appropriate, add applicable Union
legislation

Vaatimustenmukaisuuden arviointi
Conformity Assessment

Katso liite I/ Refer to Attachment 1

Ei sovellu (N/A)

Ei sovellu (N/A)

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

ALLEKIRJOITUSOSIO
SIGNATURE SECTION

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

Paikka

Pligae off s Waukegan, IL 60085 USA

Allekirjoitus/ Electronically signed by: Zafirios Gourgouliatos
Paivimaira Reason: Approved

Signature/ Date Date: Nov 27, 2024 11:37 PST

Zafirios Gourgouliatos
Regulatory Affairs
Sééntelyasiat

Nimi ja asema
Name and Function

LIITE I
ATTACHMENT 1

Tuotekoodiluettelo
Product Code List

A . . Luokittelu ja
Tuotekoodi Kauppanimi ja kuvaus Yksilollinen laitemallin saanto
PP J s tunniste (Basic UDI-DI) Basic | EMDN anto.
Product Code Trade Name and Description Classification
DIkt and Rule
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Kangaroo Joey -sarja, 500 mL Luokka/

666064 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Set 500mL Séantd/ Rule: 2
Kangaroo Joey -sarja, 1000 mL Luokka/

666106 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Set 1000mL Séantd/ Rule: 2
Kangaroo Epump -sarja, vapaan
virtauksen estdvd, 500 mL Luokka/

672055 063014000000000000004997M | A080101 | Classification: Ila
Kangaroo Epump Set Anti-free Séantd/ Rule: 2
Flow 500 mL
Kangaroo Epump -sarja, vapaan
virtauksen estdavd, 1000 mL Luokka/

673656 063014000000000000004997M | A080101 | Classification: Ila
Kangaroo Epump Set Anti-free Saénto/ Rule: 2
Flow 1000 mL
ePUMP INT., 1000 mL,

RUOKINTA JA HUUHTELU,
NS Luokl'(a/ '

673662 063014000000000000001736L | A080101 | Classification: Ila
¢PUMP INT.1000mL FEED & Sadnto/ Rule: 2
FLUSH NS
Kangaroo Joey -ruokinta- ja
huuhtelusarja, 1000 mL Luokka/

668104 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Feed and Flush Saénto/ Rule: 2
Set 1000mL
Kangaroo Epump- ja Joey -byretin
uudelleensertifiointisarja, 100 mL Luokka/

776150 063014000000000000001806H | A080101 | Classification: Ila
Kangaroo Epump and Joey Siints/ Rule: 2
Burette Recertification Set 100
mL
Kangaroo ePump -byrettisarja,

100 mL Luokka/

777056 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Burette Set Séantd/ Rule: 2
100mL
Kangaroo ePump -sarja, 500 mL Luokka/

777064 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Set 500mL Séantd/ Rule: 2
Kangaroo ePump -sarja, 1000 mL Luokka/

777106 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump Set 1000mL

Saant6/ Rule: 2
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Kangaroo ePump -sarja, 1600 mL Luokka/
777163 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Set 1600mL Saanto/ Rule: 2
Kangaroo ePump ENPlus Spike -
liitinsarja Luokka/
777401 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus Spike Séantd/ Rule: 2
Set
Kangaroo ePump Dual ENPlus
Spike -liitinsarja Luokka/
777402 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Dual ENPlus Saénto/ Rule: 2
Spike Set
Kangaroo ePump ENPlus 3-in-1 -
sarja Luokka/
777403 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus 3-in-1 Saénto/ Rule: 2
Set
Kangaroo ePump ENPlus Spike -
rllz)(z)lz)nllltla}: ja huuhtelupussi, Luo k1'<a / |
777405 063014000000000000001736L | AO080101 | Classification: Ila
Kangaroo ePump ENPlus Spike Sdantd/ Rule: 2
Feed and Flush Bag 1000mL
Kangaroo ePump ENPlus 3-in-1 -
rl%%lgllllltla}: ja huuhtelupussi, Luokka/
777406 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus 3-in-1 Sdantd/ Rule: 2
Feed and Flush Bag 1000mL
Kangaroo ePump ENPlus Spike -
ruokintasarja ilmastetulla
iikkihuuhtelulla Luokka/
777407 p 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus Spike Saant6/ Rule: 2
Feed and Vented Spike Flush Set
Kangaroo ePump ENPlus 3-in-1 -
ruokinta- ja huuhtelusarja Luokka/
777408 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus 3-in-1 Sdantd/ Rule: 2
Feed and Flush Set
Kangaroo Joey ENPlus Spike - Luokka/
777501 liitinsarja 063014000000000000001776U | A080101 | Classification: Ila

Saant6/ Rule: 2
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Kangaroo Joey ENPIus Spike Set

Kangaroo Joey Dual ENPlus

Spike -liitinsarja Luokka/
777502 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Dual ENPlus Saénto/ Rule: 2
Spike Set
Kapgaroo Joey ENPlus 3-in-1 - Luokka/
777503 satja 063014000000000000001776U | A080101 | Classification: Tla
Kangaroo Joey ENPlus 3-in-1 Set Sdantd/ Rule: 2
Kangaroo Joey ENPlus Spike -
1{1(1)(())1(()11;:3: ja huuhtelupussi, Luokka/
777505 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus Spike Saantd/ Rule: 2
Feed and Flush Bag 1000mL
Kangaroo Joey ENPlus 3-in-1 -
ruokinta- ja huuhtelupussi Luokka/
777506 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus 3-in-1 Saénto/ Rule: 2
Feed and Flush Bag
Kangaroo ePump -ruokinta- ja
huuhtelupussi, 1000 mL Luokka/
778104 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Feed and Flush Saénto/ Rule: 2
Bag 1000mL
Kangaroo ePump -ruokinta- ja
Illgggtilipusm, 1600 mL / Luok1'<a / |
778161 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Feed and Flush Sdantd/ Rule: 2
Bag 1600mL / 1000mL
Kangaroo -3-in-1-sovitin Luokka/
1814717995 063014000000000000001706E | A080101 | Classification: Ila

Kangaroo 3-in-1 Adapter

Saanto/ Rule: 2
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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 I'Union européenne satisfont a la disposition du
réglement (UE) 2017/745 sur les dispositifs médicaux.

CardinalHealth

Numéro de la déclaration de
conformité RE00184096
Declaration of Conformity Number
Numéro de la documentation technique
Technical Documentation Number

Nom du fabricant

Manufacturer’s Name

Adresse du fabricant

Manufacturer’s Address

Numéro d’enregistrement unique
Single Registration Number

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

RE00167844

Cardinal Health 200, LLC

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

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

Address

Nom et numéro d’identification de BSI Group The Netherlands B.V.

I’organisme notifié 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

Poches et récipients d’alimentation entérale (y compris ceux a pompe) a

Catégorie de produit usage unique

lecroie Qe Enteral Feeding Bags and Containers (Including Those Via Pump), Single-

Use

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 Voir PJ I/ Refer to Attachment 1
Description
Les Kits de pompes d'alimentation entérale Kangaroo sont destinés aux
patients dont I’état exige 1’alimentation ou I’hydratation entérale, ce qui est
Usage prévuc possible par I’entremise d’un systéme d’alimentation entérale, d’une
Intended Purpose pompe et d’un groupe pompe. La pompe et les kits d’alimentation sont

prévus pour une utilisation dans des environnements de soins alternatifs,
actifs et a domicile par des utilisateurs allant des profanes aux cliniciens.

CONFIDENTIAL INFORMATION SHEET 29 OF 83



DOCUMENT NO: | RE00184096 REVISION: | 1

DECLARATION DE CONFORMITE
DECLARATION OF CONFORMITY

Ce dispositif administre de la nutrition entérale a un débit contrélé aux
’ patients dont le tractus gastro-intestinal est intact.

Kangaroo Enteral Feeding Pump Sets are intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

Voir PJ I/ Refer to Attachment 1

Classification et regle
Classification and Rule
Caractéristiques communes

Common Specifications Sans objet (N/A)
Le cas échéant, ajouter la législation de
I'Union européenne en vigueur Sans objet (N/A)

Where appropriate, add applicable Union
legislation

Evaluation de la conformité
Conformity Assessment

SECTION SIGNATURE
SIGNATURE 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.

Annexe X, Chapitres I et I1I/ Annex IX Chapters I and III

Lieu de délivrance

Waukegan, IL 60085 USA
Place of Issue
Signature/Date Electronically signed by: Zafirios Gourgouliatos

. Reason: Approved
Signature/Date Date: Nov 27. 2024 11:37 PST
. Zafirios Gourgouliatos
Nom et function got
. Regulatory Affairs

Name and Function . . .

Affaires réglementaires

PJ1
ATTACHMENT 1

Liste de référence produit
Product Code List
Classification
UDI-DI de base et régle
Basic UDI-DI Classification
and Rule

Code du Nom commercial et description
produit du produit
Product Code Trade Name and Description
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Tubulure Kangaroo Joey 500 mL

Classification/

666064 063014000000000000001776U | A080101 | Classification: Ila

Kangaroo Joey Set 500mL Régle/ Rule: 2

Tubulure Kangaroo Joey 1000 mL Classification/
666106 063014000000000000001776U | A080101 | Classification: Ila

Kangaroo Joey Set 1000mL Régle/ Rule: 2

Tubulure pour pompe Kangaroo

}53(1))(1)11;11% anti-écoulement libre, Class@ ﬁcat@on /
672055 063014000000000000004997M | A080101 | Classification: Ila

Kangaroo Epump Set Anti-free Regle/ Rule: 2

Flow 500 mL

Tubulure pour pompe Kangaroo

}13(}))(1)1(1)1111131, Lantl-ecoulement libre, Class@ﬁcat@on/
673656 063014000000000000004997M | A080101 | Classification: Ila

Kangaroo Epump Set Anti-free Regle/ Rule: 2

Flow 1000 mL

ePUMP INT.1000 mL,

ALIMENTATION ET RINCAGE o

NS Class¥ﬁcat}on/
673662 063014000000000000001736L | A080101 | Classification: Ila

ePUMP INT.1000mL FEED & Regle/ Rule: 2

FLUSH NS

Kit d’alimentation et de ringage

Kangaroo Joey 1000 mL Classification/
668104 063014000000000000001776U | A080101 | Classification: Ila

Kangaroo Joey Feed and Flush Régle/ Rule: 2

Set 1000mL

Tubulure de recertification avec

burette pour pompe Kangaroo

Epump et Joey, 100 mL Classification/
776150 063014000000000000001806H | A080101 | Classification: Ila

Kangaroo Epump and Joey Régle/ Rule: 2

Burette Recertification Set 100

mL

Tubulure avec burette pour pompe

Kangaroo Epump, 100 mL Classification/
777056 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump Burette Set Régle/ Rule: 2

100mL

Tubulure pour pompe Kangaroo Classification/
777064 ePump, 500 mL 063014000000000000001736L | A080101 | Classification: Ila

Régle/ Rule: 2
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Kangaroo ePump Set 500mL

Tubulure pour pompe Kangaroo
ePump, 1000 mL

Classification/

777106 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump Set 1000mL Regle/ Rule: 2
777163 ’ 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump Set 1600mL Regle/ Rule: 2

Jeu de perforateur ENPlus

Kangaroo ePump Classification/
777401 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump ENPlus Spike Régle/ Rule: 2

Set

Jeu de perforateur Dual ENPlus

Kangaroo ePump Classification/
777402 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump Dual ENPlus Régle/ Rule: 2

Spike Set

Jeu 3 en 1 ENPlus Kangaroo

ePump Classification/
777403 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump ENPlus 3-in-1 Régle/ Rule: 2

Set

Poche d’alimentation et de ringage

avec perforateur ENPlus .

Kangaroo ePump, 1000 mL Class¥ﬁcat}on/
777405 ’ 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump ENPlus Spike Regle/ Rule: 2

Feed and Flush Bag 1000mL

Poche d’alimentation et de ringage

? Oeélolnlliﬁ\IPlus Kangaroo ePump, C lass%ﬁcation/
777406 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump ENPlus 3-in-1 Regle/ Rule: 2

Feed and Flush Bag 1000mL

Tubulure avec perforateur ENPlus

pour la nutrition et perforateur

avec prise d’air pour le ringage de Classification/
777407 la pompe Kangaroo ePump 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump ENPlus Spike
Feed and Vented Spike Flush Set

Régle/ Rule: 2
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Tubulure d’alimentation et de
ringage 3 en 1 ENPlus Kangaroo
ePump

Classification/

777408 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump ENPlus 3-in-1 Regle/ Rule: 2

Feed and Flush Set

Jé:ﬂéiﬁ)fﬂf:;eur ENPlus Classiﬁcat@on/
777501 063014000000000000001776U | A080101 | Classification: Ila

Kangaroo Joey ENPlus Spike Set Regle/ Rule: 2

Jeu de perforateur Dual ENPlus

Kangaroo Joey Classification/
777502 063014000000000000001776U | A080101 | Classification: Ila

Kangaroo Joey Dual ENPlus Régle/ Rule: 2

Spike Set

Jeu 3 en 1 ENPIus Kangaroo Joey Classification/
777503 063014000000000000001776U | A080101 | Classification: Ila

Kangaroo Joey ENPlus 3-in-1 Set Régle/ Rule: 2

Poche d’alimentation et de ringage

avec perforateur ENPlus .

Kangaroo Joey, 1000 mL Class¥ﬁcat}on/
777505 ’ 063014000000000000001776U | A080101 | Classification: Ila

Kangaroo Joey ENPlus Spike Regle/ Rule: 2

Feed and Flush Bag 1000mL

Poche d’alimentation et de ringage

ENPlus 3 en 1 Kangaroo Joey Classification/
777506 063014000000000000001776U | A080101 | Classification: Ila

Kangaroo Joey ENPlus 3-in-1 Régle/ Rule: 2

Feed and Flush Bag

Poche d’alimentation et de ringage

Kangaroo ePump, 1000 mL Classification/
778104 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump Feed and Flush Régle/ Rule: 2

Bag 1000mL

Poche d’alimentation et de ringage

1600 L1000 . Classfiation/
778161 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump Feed and Flush Regle/ Rule: 2

Bag 1600mL / 1000mL

Adaptateur 3 en 1 Kangaroo Classification/
1814717995 063014000000000000001706E | A080101 | Classification: Ila

Kangaroo 3-in-1 Adapter

Régle/ Rule: 2
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KONFORMITATSERKLARUNG
DECLARATION OF CONFORMITY

CardinalHealth

MDR: Wir, Cardinal Health 200 LLC, erkldren, dass die Produkte, die in dieser EU-
Konformititserkldrung behandelt werden, den Bestimmungen der
Medizinprodukteverordnung (EU) 2017/745 entsprechen.

Nummer der Konformititserklirung
Declaration of Conformity Number

RE00184096

Technische Dokumentennummer
Technical Documentation Number

RE00167844

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
bevollméichtigten 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 784266
Beutel und Behilter fiir enterale Erndhrung (einschlieBlich iiber Pumpe) —
Produktkategorie Einmalgebrauch
Product Category

Enteral Feeding Bags and Containers (Including Those Via Pump), Single-
Use

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

Die Kangaroo Pumpensets zur enteralen Ernihrung sind zur
Verwendung bei Patienten bestimmt, die eine enterale Erndhrung und/oder
eine enterale Fliissigkeitszufuhr bendtigen, welche durch eine enterale
Ernéhrungspumpe und ein Pumpenset durchgefiihrt werden kann. Die
Pumpen- und Erndhrungssets sind fiir den Einsatz in wechselnden, akuten
und héuslichen Pflegeeinrichtungen von Benutzern (Laien bis hin zu
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KONFORMITATSERKLARUNG
DECLARATION OF CONFORMITY
Arzten) vorgesehen. Der Zweck dieser Gerite besteht darin, Patienten mit

intaktem Gastrointestinaltrakt enterale Nahrung in kontrollierter
Geschwindigkeit zuzufiihren.

Kangaroo Enteral Feeding Pump Sets are intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

Klassifizierung und Richtlinie
Classification and Rule

Allgemeine Spezifikationen

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

Siehe Anhang I/ Refer to Attachment 1

Nicht zutreffend (N/A)

Konformitéitsbewertung
Conformity Assessment

UNTERSCHRIFTSABSCHNITT
SIGNATURE SECTION

Anhang IX Kapitel I und III/ Annex IX Chapters I and III

Diese EU-Konformitétserklirung wird fiir und im Namen und unter der alleinigen Verantwortung des oben
angegebenen rechtmiifligen Herstellers ausgestellt.
Ausstellungsort
oot Waukegan, IL 60085 USA
Unterschrift /Da Electronically signed by: Zafirios Gourgouliatos
. Reason: Approved
Signature/Date Date: Nov 27. 2024 11:37 PST
Name und Funktion Zafirios Gourgoghatos
. Regulatory Affairs

Name and Function .

Zulassungsangelegenheiten

ANHANG 1
ATTACHMENT 1

Product Code List
Produktcode Handelsname und Grundlegende UDI-DI EMDN Klassifizierung
Product Code Beschreibung Basic UDI-DI und Richtlinie
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Trade Name and Description Classification
and Rule
Kangaroo Joey Set 500 mL Klasse/

666064 063014000000000000001776U | A080101 | Classification: ITa
Kangaroo Joey Set 500mL Richtlinie/ Rule: 2
Kangaroo Joey Set 1000 mL Klasse/

666106 063014000000000000001776U | A080101 | Classification: ITa
Kangaroo Joey Set 1000mL Richtlinie/ Rule: 2
Kangaroo ePump Set Anti-Free
Flow 500 mL Klasse/

672055 063014000000000000004997M | A080101 | Classification: ITa
Kangaroo Epump Set Anti-free Richtlinie/ Rule: 2
Flow 500 mL
Kangaroo ePump Set Anti-Free
Flow 1000 mL Klasse/

673656 063014000000000000004997M | A080101 | Classification: ITa
Kangaroo Epump Set Anti-free Richtlinie/ Rule: 2
Flow 1000 mL
ePUMP INT. 1000 mL
NAHRUNG/SPULUNG NS Klasse/

673662 063014000000000000001736L | AO080101 | Classification: ITa
ePUMP INT.1000mL FEED & Richtlinie/ Rule: 2
FLUSH NS
Kangaroo Joey Nahrungs-/Spiilset
1000 mL Klasse/

668104 063014000000000000001776U | A080101 | Classification: ITa
Kangaroo Joey Feed and Flush Richtlinie/ Rule: 2
Set 1000mL
Kangaroo ePump und Joey
Biiretten-Rezertifizierungsset
100 mL Klasse/

776150 063014000000000000001806H | A080101 | Classification: ITa
Kangaroo Epump and Joey Richtlinie/ Rule: 2
Burette Recertification Set 100
mL
Kéinguru ePump Biiretten-Set
100 mL Klasse/

777056 063014000000000000001736L | AO080101 | Classification: ITa
Kangaroo ePump Burette Set Richtlinie/ Rule: 2
100mL
Kéanguru ePump Set 500 mL Klasse/

777064 063014000000000000001736L | AO080101 | Classification: ITa

Kangaroo ePump Set 500mL

Richtlinie/ Rule: 2
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777106

Kénguru ePump Set 1000 mL

Kangaroo ePump Set 1000mL

063014000000000000001736L

A080101

Klasse/
Classification: Ila
Richtlinie/ Rule: 2

777163

Kénguru ePump Set 1600 mL

Kangaroo ePump Set 1600mL

063014000000000000001736L

A080101

Klasse/
Classification: Ila
Richtlinie/ Rule: 2

777401

Kangaroo ePump ENPlus Spike-
Set

Kangaroo ePump ENPlus Spike
Set

063014000000000000001736L

A080101

Klasse/
Classification: Ila
Richtlinie/ Rule: 2

777402

Kangaroo ePump Dual ENPlus
Spike-Set

Kangaroo ePump Dual ENPlus
Spike Set

063014000000000000001736L

A080101

Klasse/
Classification: Ila
Richtlinie/ Rule: 2

777403

Kangaroo ePump ENPlus 3-in-1-
Set

Kangaroo ePump ENPlus 3-in-1
Set

063014000000000000001736L

A080101

Klasse/
Classification: Ila
Richtlinie/ Rule: 2

777405

Kangaroo ePump ENPlus Spike-
Nahrungs- und -Spiilbeutel
1000 mL

Kangaroo ePump ENPlus Spike
Feed and Flush Bag 1000mL

063014000000000000001736L

A080101

Klasse/
Classification: Ila
Richtlinie/ Rule: 2

777406

Kangaroo ePump ENPlus 3-in-1-
Nahrungs- und -Spiilbeutel
1000 mL

Kangaroo ePump ENPlus 3-in-1
Feed and Flush Bag 1000mL

063014000000000000001736L

A080101

Klasse/
Classification: Ila
Richtlinie/ Rule: 2

777407

Kangaroo ePump ENPlus Spike-
Set zur Erndhrungsverabreichung
und Vented Spike-Spiilset

Kangaroo ePump ENPlus Spike
Feed and Vented Spike Flush Set

063014000000000000001736L

A080101

Klasse/
Classification: Ila
Richtlinie/ Rule: 2

777408

Kangaroo ePump ENPlus 3-in-1-
Set zur Erndhrungsverabreichung
und Spiilung

Kangaroo ePump ENPlus 3-in-1

063014000000000000001736L

A080101

Klasse/
Classification: Ila
Richtlinie/ Rule: 2
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Feed and Flush Set

Kangaroo Joey ENPlus Spike-Set

Klasse/

777501 063014000000000000001776U | A080101 | Classification: ITa
Kangaroo Joey ENPlus Spike Set Richtlinie/ Rule: 2
Kangaroo Joey Dual ENPlus
Spike-Set Klasse/

777502 063014000000000000001776U | A080101 | Classification: ITa
Kangaroo Joey Dual ENPlus Richtlinie/ Rule: 2
Spike Set
Kangaroo Joey ENPlus 3-in-1-Set Klasse/

777503 063014000000000000001776U | A080101 | Classification: ITa
Kangaroo Joey ENPlus 3-in-1 Set Richtlinie/ Rule: 2
Kangaroo Joey ENPlus Spike-
Nahrungs- und -Spiilbeutel
1000 mL Klasse/

777505 063014000000000000001776U | A080101 | Classification: ITa
Kangaroo Joey ENPlus Spike Richlinie/ Rule: 2
Feed and Flush Bag 1000mL
Kangaroo Joey ENPlus 3-in-1-
Nahrungs- und -Spiilbeutel Klasse/

777506 063014000000000000001776U | A080101 | Classification: IIa
Kangaroo Joey ENPlus 3-in-1 Richtlinie/ Rule: 2
Feed and Flush Bag
Kangaroo ePump Nahrungs- und
Spiilbeutel 1000 mL Klasse/

778104 063014000000000000001736L | AO080101 | Classification: ITa
Kangaroo ePump Feed and Flush Richtlinie/ Rule: 2
Bag 1000mL
Kangaroo ePump Nahrungs- und
Spiilbeutel 1600 mL / 1000 mL Klasse/

778161 063014000000000000001736L | A080101 | Classification: ITa
Kangaroo ePump Feed and Flush Richtlinie/ Rule: 2
Bag 1600mL / 1000mL
Kangaroo 3-in-1-Adapter Klasse/

1814717995 063014000000000000001706E | A080101 | Classification: ITa

Kangaroo 3-in-1 Adapter

Richtlinie/ Rule: 2
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GREEK

AHAQYXH XYMMOPOQYXHXY
DECLARATION OF CONFORMITY

CardinalHealth

S MDR: Eypgig, n Cardinal Health 200 LLC, dnAd®voupe 6Tt T0 TPOIOVTO TOL
KaAVTTOVTOL GTNV Topovoo ANA®on cuppdpewong EE mAnpovv tig dratdéelg Tov
Koavoviopov (EE) 2017/745 vy ta. wotpoteyvoroykd Tpoidvral.

ApBpog dnioong soppdpoweng
Declaration of Conformity Number

RE00184096

ApOpég TeYVIKOD PuKéLov
Technical Documentation Number

RE00167844

‘Ovopo KOTaoKELAOTY
Manufacturer’s Name

Cardinal Health 200, LLC

Alev00veT KOTUCKELUOGTI
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Evwaiog ap10poc katayopiong
Single Registration Number

US-MF-000006765

‘Ovopo. ko o1ev0vven
£E0VGL000TNUEVOD AVTLTPOGOTOV
Authorized Representative’s Name and
Address

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

‘Ovopo. ko1 aprOpog ovayvopiong
KOWVOTTOUIEVOV 0PYUVIGHOD

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 Ap1Budc avayvopiong: 2797
AprOpoc motomomtikov CE MDR 784266

Kotnyopia Tpoiovrog
Product Category

Aockoi Kot TEPIEKTES EVTEPIKNG GITIONG (CUUTEPIAAUPOVOLEV®V EKEIV®V
pHéc® avTAiag), piog ypnomg

Enteral Feeding Bags and Containers (Including Those Via Pump), Single-
Use

Baowké UDI-DI
Basic UDI-DI

Avarpére oto [Ipoosdptnua I/ Refer to Attachment 1

EMDN

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

K®owkdg mpoidvroc, epmopikny
EMOVOPLY KOL TEPLY POPT]
Product Code, Trade Name and
Description

Avarpétre oto [Ipoodptnua I/ Refer to Attachment 1

IIpoop1lopevog 6KomToOG
Intended Purpose

Ta oet avthiog evrepiki|g oitiong Kangaroo mpoopilovrol yio yprion oe
a00eVelg e 001001 T0TE TABNON TTOL OONTEL EVTEPIKY GiTIoN /KON
EVIEPIKT EVLOATMON, M omoia popel va emrtevydel péow avtiiog
EVTIEPIKNG oiTiong kot o€t ovTAing. Ta o€t oitiong pe avtiio Ttpoopilovon
Yl XpNoN G€ EVOARUKTIKO TEPIBaAAov, KaBdS Kot TeptBaAiov
VOGOKOUELOKNG KOl OIKIOKNG PPOVTIOAG, TOGO Ao amAovg YPIOTES OGO Kot
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oidvtog gival n yopnynon
EVTEPIKNG dATPOPNG Le eAeyyOpeEVO puBUd ae acBeveig e Gkt
YOOTPEVTEPIKN 000.

Kangaroo Enteral Feeding Pump Sets are intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

Ta&vopnon kol Kavovag
Classification and Rule
Kowég mpooraypagéc

Avatpé€re oto IIposdptnua I/ Refer to Attachment 1

Common Specifications Aevioybel (N/A)
‘Onov appélel, TpocHicte TNV
gpappootia vopodesio g Evoong Aev 1oL (N/A)

Where appropriate, add applicable Union
legislation

Ad0hoynen g suppbpemeng

oty Aot Hapdptnuo IX Kepdiowa I kot I/ Annex IX Chapters I and 111

ENOTHTA YIIOI'PA®HX
SIGNATURE SECTI

H mapovoa Ajioon coppdpemons EE ekoidoeTol 670 OVOLO KoL Y10, AOYOPLOGIO KL [LE TNV OTOKAEIGTIKI] EVOVYN
70V NOMLIOV KUTOOKEVUOTY] TOV TOVTOTOLEITUL TOPOUTAV.

Toémog £éxdoong
st Waukegan, IL 60085 USA
Y?tO’Yp(l(pl']/ Hpepop E/eegéré),ziiezgfrgc%n;d by: Zafirios Gourgouliatos
Signature/Date Date: Nov 27. 2024 11:37 PST
. , Zafirios Gourgouliatos
Ovopa kot Asrtovpyia .

. Regulatory Affairs
Name and Function f .

PuOiotikég vrobéoeic

MMPOXAPTHMA I
ATTACHMENT 1
Kataloyog KmOkOV Tpoiovtog
Product Code List
Kco"ﬁ,ucog Epmopuc snmvn,uw Kol Bustké UDI-DI Ta&wop:qcn
TPOIOVTOG TEPLYPOPT] Basic UDLDI EMDN KOU KOVOVOGS
Product Code Trade Name and Description Classification
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Yet Kangaroo Joey 500 mL Katnyopio/
666064 063014000000000000001776U | A080101 | Classification: Ila

Kangaroo Joey Set 500mL Kavévag/ Rule: 2

Xet Kangaroo Joey 1000 mL Koamnyopia/
666106 063014000000000000001776U | A080101 | Classification: Ila

Kangaroo Joey Set 1000mL Kavovag/ Rule: 2

et Kangaroo Epump dwokomr|g

g ehevbepng pong S00 mL Katnyopio/
672055 063014000000000000004997M | A080101 | Classification: ITa

Kangaroo Epump Set Anti-free Kavovag/ Rule: 2

Flow 500 mL

Yet Epump Kangaroo daxomng

g ehevbepng pong 1000 mL Kamyopio/
673656 063014000000000000004997M | A080101 | Classification: ITa

Kangaroo Epump Set Anti-free Kavévag/ Rule: 2

Flow 1000 mL

YITIZH KAI EKITAYXH ePUMP

INT. 1000 mL NS Koamyopia/
673662 063014000000000000001736L | AO080101 | Classification: ITa

ePUMP INT.1000mL FEED & Kavovag/ Rule: 2

FLUSH NS

Yet oltiong Kot EKTAVONG

Kangaroo Joey 1000 mL Koamyopia/
668104 063014000000000000001776U | A080101 | Classification: ITa

Kangaroo Joey Feed and Flush Kavovag/ Rule: 2

Set 1000mL

€T EMAVATIGTOTOINGNG

npoyoidag Kangaroo Epump o

Joey 100 mL Komyopia/
776150 063014000000000000001806H | A080101 | Classification: ITa

Kangaroo Epump and Joey Kavovag/ Rule: 2

Burette Recertification Set 100

mL

XET ENAVOATIGTONOMNONG

nmpoyoidag 100 mL Kotnyopio/
777056 063014000000000000001736L | A080101 | Classification: ITa

Kangaroo ePump Burette Set Kavovag/ Rule: 2

100mL

Yet Kangaroo Epump 500 mL Katyopio/
777064 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump Set 500mL

Kavévag/ Rule: 2
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Yet Kangaroo Epump 1000 mL

Kamyopia/

777106 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Set 1000mL Kavévag/ Rule: 2
et Kangaroo Epump 1600 mL Koatnyopio/

777163 063014000000000000001736L | AO080101 | Classification: ITa
Kangaroo ePump Set 1600mL Kavévag/ Rule: 2
Yet axidag ENPlus Kangaroo
ePump Kotnyopia/

777401 063014000000000000001736L | AO080101 | Classification: ITa
Kangaroo ePump ENPlus Spike Kavovag/ Rule: 2
Set
Yet dutAng axidag ENPlus
Kangaroo ePump Katnyopia/

777402 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Dual ENPlus Kavévag/ Rule: 2
Spike Set
Yet 3 oe 1 ENPlus Kangaroo
ePump Katnyopio/

777403 063014000000000000001736L | A080101 | Classification: ITa
Kangaroo ePump ENPlus 3-in-1 Kavévag/ Rule: 2
Set
Aockbg oltiong kot EKTAvong
axidag ENPlus Kangaroo ePump )

1000 mL Kamnyopia/

777405 063014000000000000001736L | A080101 | Classification: ITa

. Kavévag/ Rule: 2
Kangaroo ePump ENPlus Spike
Feed and Flush Bag 1000mL
Aockbg oitiong kot Ekmivong 3 o€
1 ENPlus Kangaroo ePump .
1000 mL Kamnyopio/
777406 063014000000000000001736L | A080101 | Classification: Ila
. Koavovag/ Rule: 2
Kangaroo ePump ENPlus 3-in-1
Feed and Flush Bag 1000mL
et ékmavong eEaeprlopevng
axidog Kot oitiong akidag ENPlus ,
Kangaroo ePump Koamyopio/
777407 063014000000000000001736L | A080101 | Classification: ITa
. Koavovag/ Rule: 2
Kangaroo ePump ENPlus Spike
Feed and Vented Spike Flush Set
Yet oitiong Kot ékmAvong 3 og 1
ENPIlus Kangaroo ePump Komyopia/
777408 063014000000000000001736L | AO080101 | Classification: ITa

Kangaroo ePump ENPlus 3-in-1
Feed and Flush Set

Kavévag/ Rule: 2
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Yet axidog ENPlus Kangaroo
Joey

Komyopia/

777501 063014000000000000001776U | A080101 | Classification: Ila
. Koavovag/ Rule: 2
Kangaroo Joey ENPlus Spike Set
et aumAng axidag ENPlus
Kangaroo Joey Koamyopia/
777502 063014000000000000001776U | A080101 | Classification: ITa
Kangaroo Joey Dual ENPlus Kavovag/ Rule: 2
Spike Set
Yet 3 oe 1 ENPlus Kangaroo Joey Kotnyopia/
777503 063014000000000000001776U | A080101 | Classification: ITa
Kangaroo Joey ENPlus 3-in-1 Set Kavévag/ Rule: 2
Aockbg oltiong kot EKTAvong
axidag ENPlus Kangaroo Joey ,
1000 mL Kamnyopio/
777505 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus Spike Kavovagf Rule: 2
Feed and Flush Bag 1000mL
Aockbg oitiong kot Ekmivong 3 o€
1 ENPIlus Kangaroo ePump Koamyopia/
777506 063014000000000000001776U | A080101 | Classification: ITa
Kangaroo Joey ENPlus 3-in-1 Kavovag/ Rule: 2
Feed and Flush Bag
Aockbg oitiong kot EKTAvong
Kangaroo ePump 1000 mL Kamyopio/
778104 063014000000000000001736L | A080101 | Classification: ITa
Kangaroo ePump Feed and Flush Kavovag/ Rule: 2
Bag 1000mL
Aockdg oitiong Kot EKmAvong
Kangaroo ePump 1600 mL / ,
1000 mL Karnyopio/
778161 063014000000000000001736L | AO080101 | Classification: ITa
Kavovag/ Rule: 2
Kangaroo ePump Feed and Flush
Bag 1600mL / 1000mL
[pocapuoyéag 3 oe 1 Kangaroo Kotnyopio/
1814717995 063014000000000000001706E | A080101 | Classification: Ila

Kangaroo 3-in-1 Adapter

Kavévag/ Rule: 2
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ITALIAN

DICHIARAZIONE DI CONFORMITA
DECLARATION OF CONFORMITY

CardinalHealth

.y 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 RE00184096
Declaration of Conformity Number
Numero di documentazione tecnica RE00167844

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
Sacchetti e contenitori per la nutrizione enterale (compresi quelli tramite
Categoria di prodotto pompa) monouso
Product Category

Enteral Feeding Bags and Containers (Including Those Via Pump), Single-
Use

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

I set pompa per nutrizione enterale Kangaroo sono destinati all'uso in
pazienti per qualsiasi condizione che richieda la nutrizione enterale e/o
l'idratazione enterale, che possono essere effettuate mediante una pompa
per nutrizione enterale e un set pompa. La pompa e i set per infusione sono
destinati all'uso in contesti alternativi di ricovero, unita di terapia intensiva
e di assistenza domiciliare da parte di utilizzatori che vanno da persone
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DICHIARAZIONE DI CONFORMITA
DECLARATION OF CONFORMITY
non esperte a medici. Lo scopo di questo dispositivo ¢ quello di

somministrare la nutrizione enterale a una velocita controllata ai pazienti
che hanno un apparato gastrointestinale intatto.

Kangaroo Enteral Feeding Pump Sets are intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

Classificazione e regola
Classification and Rule
Specifiche comuni

Consultare 1'Allegato I/ Refer to Attachment 1

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

Where appropriate, add applicable Union
legislation

Valutazione della conformita

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

SEZIONE FIRMA

La presente Dichiarazione di conformita UE e stata prodotta per, a nome e sotto esclusiva responsabilita del
fabbricante legale sopra indicato.
Luogo di rilascio
ezt Waukegan, IL 60085 USA
Firma/Data Electronically signed by: Zafirios Gourgouliatos
. Reason: Approved
Signature/Date Date: Nov 27. 2024 11:37 PST
. Zafirios Gourgouliatos
Nome e mansion .
. Regulatory Affairs
Name and Function . .
Affari regolatori
ALLEGATO 1
ATTACHMENT 1
Elenco codice prodotto
Product Code List
Codice Denommazmne_ c.ommercmle e UDI-DI di base Classificazione
prodotto descrizione Basic UDLDI EMDN eregola
Product Code Trade Name and Description Classification

CONFIDENTIAL INFORMATION SHEET 45 OF 83



DOCUMENT NO:

RE00184096

REVISION:

and Rule

Set Joey Kangaroo 500 mL

Classe/

666064 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Set 500mL Regola/ Rule: 2
Set Joey Kangaroo 1000 mL Classe/

666106 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Set 1000mL Regola/ Rule: 2
Set ePump Kangaroo, anti-flusso
libero, 500 mL Classe/

672055 063014000000000000004997M | A080101 | Classification: Ila
Kangaroo Epump Set Anti-free Regola/ Rule: 2
Flow 500 mL
Set ePump Kangaroo, anti-flusso
libero, 1000 mL Classe/

673656 063014000000000000004997M | A080101 | Classification: Ila
Kangaroo Epump Set Anti-free Regola/ Rule: 2
Flow 1000 mL
NUTRIZIONE E LAVAGGIO
NS ePUMP INT. 1000 mL Classe/

673662 063014000000000000001736L | A080101 | Classification: Ila
ePUMP INT.1000mL FEED & Regola/ Rule: 2
FLUSH NS
Set di nutrizione e lavaggio Joey
Kangaroo 1000 mL Classe/

668104 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Feed and Flush Regola/ Rule: 2
Set 1000mL
Set ricertificazione burette Joey
ed ePump Kangaroo, 100 mL Classe/

776150 063014000000000000001806H | A080101 | Classification: Ila
Kangaroo Epump and Joey Regola/ Rule: 2
Burette Recertification Set 100
mL
Set di burette ePump Kangaroo
100 mL Classe/

777056 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Burette Set Regola/ Rule: 2
100mL
Set ePump Kangaroo 500 mL Classe/

777064 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Set 500mL Regola/ Rule: 2

777106 Set ePump Kangaroo 1000 mL 1 5301 4000000000000001736L | A0go101 | C12%5¢

Classification: Ila

CONFIDENTIAL INFORMATION

SHEET 46 OF 83




DOCUMENT NO:

RE00184096

REVISION:

Kangaroo ePump Set 1000mL

Regola/ Rule: 2

Set ePump Kangaroo 1600 mL

Classe/

777163 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Set 1600mL Regola/ Rule: 2
Set perforatore ENPlus ePump
Kangaroo Classe/
777401 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus Spike Regola/ Rule: 2
Set
Set perforatore ENPlus Kangaroo
ePump Dual Classe/
777402 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Dual ENPlus Regola/ Rule: 2
Spike Set
Set ENPlus ePump Kangaroo 3
inl Classe/
777403 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus 3-in-1 Regola/ Rule: 2
Set
Sacca di nutrizione e lavaggio con
perforatore ENPlus ePump
Kangaroo 1000 mL Classe/
777405 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus Spike Regola/ Rule: 2
Feed and Flush Bag 1000mL
Sacca di nutrizione e lavaggio
}13(1)\(1)1())11;3 Ii:Pump Kangaroo 3 in 1 Classe/
777406 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus 3-in-1 Regola/ Rule: 2
Feed and Flush Bag 1000mL
Set di lavaggio con perforatore
con sfiato e nutrizionale con
perforatore ePump ENPlus Classe/
777407 Kangaroo 063014000000000000001736L | A080101 | Classification: Ila
Regola/ Rule: 2
Kangaroo ePump ENPlus Spike
Feed and Vented Spike Flush Set
Set 3 in 1 per nutrizione e
lavaggio ePump ENPlus Classe/
777408 Kangaroo 063014000000000000001736L | AO080101 | Classification: Ila

Kangaroo ePump ENPlus 3-in-1

Regola/ Rule: 2
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Feed and Flush Set

Set perforatore ENPlus Joey
Kangaroo

Classe/

777501 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus Spike Set Regola/ Rule: 2
Set perforatore doppio Joey
ENPlus Kangaroo Classe/

777502 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Dual ENPlus Regola/ Rule: 2
Spike Set
Set ENPlus Joey Kangaroo 3 in 1 Classe/

777503 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus 3-in-1 Set Regola/ Rule: 2
Sacca di nutrizione e lavaggio con
perforatore ENPlus Joey
Kangaroo 1000 mL Classe/

777505 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus Spike Regola/ Rule: 2
Feed and Flush Bag 1000mL
Sacca nutrizionale/di lavaggio 3
in 1 Joey ENPlus Kangaroo Classe/

777506 063014000000000000001776U | AO080101 | Classification: Ila
Kangaroo Joey ENPlus 3-in-1 Regola/ Rule: 2
Feed and Flush Bag
Sacca di nutrizione e lavaggio
ePump Kangaroo 1000 mL Classe/

778104 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Feed and Flush Regola/ Rule: 2
Bag 1000mL
Sacca di nutrizione e lavaggio
ffilmp Kangaroo 1600 mL / 1000 Classe/

778161 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Feed and Flush Regola/ Rule: 2
Bag 1600mL / 1000mL
Adattatore Kangaroo 3 in 1 Classe/

1814717995 063014000000000000001706E | A080101 | Classification: Ila

Kangaroo 3-in-1 Adapter

Regola/ Rule: 2

CONFIDENTIAL INFORMATION

SHEET 48 OF 83




DOCUMENT NO:

RE00184096

REVISION: | 1

NORWEGIAN

SAMSVARSERKLARING

CardinalHealth

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

Samsvarserklaeringsnummer
Declaration of Conformity Number

RE00184096

Teknisk dokumentasjonsnummer
Technical Documentation Number

RE00167844

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 784266
Enterale ernaeringsposer og -beholdere (inkludert de via pumpe),
Produktkategori engangsbruk
Product Category

Enteral Feeding Bags and Containers (Including Those Via Pump), Single-
Use

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

Kangaroo enteralt ernzeringspumpesett er tiltenkt for bruk péa pasienter
med en tilstand som krever enteral ernering og/eller enteral hydrering, noe
som kan oppnas ved & ta i bruk en enteral ernaringspumpe og et
pumpesett. Pumpen og matesettet er ment til alternativt, akutt og
hjemmebruk av brukere som kan vere alt fra legpersoner til leger.
Formalet med denne enheten er & kunne levere enteral ernering i en
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SAMSVARSERKLARING
DECLARATION OF CONFORMITY

kontrollert hastighet til pasienter med en intakt gastrointestinal kanal.

Kangaroo Enteral Feeding Pump Sets are intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

Klassifisering og regel
Classification and Rule

Se Tillegg I/ Refer to Attachment 1

Vanlige spesifikasjoner
Common Specifications

Ikke relevant (N/A)

det er relevant

legislation

Legg til gjeldende EU-lovgivning der

Where appropriate, add applicable Union

Ikke relevant (N/A)

Samsvarsvurdering
Conformity Assessment

Tillegg IX, kapittel I og III/ Annex IX Chapters I and I1I

SIGNATURDEL
SIGNATURE SECTION

Denne EU-samsvarserklzeringen 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 Electronically signed by: Zafirios Gourgouliatos
. Reason: Approved

Signature/Date Date: Nov 27. 2024 11:37 PST

Navn og funksjon
Name and Function

Zafirios Gourgouliatos
Regulatory Affairs
Juridisk avdeling

TILLEGG 1
ATTACHMENT 1

Produktkodeliste
Product Code List

Klassifisering

Produktkode Handelsnavn og beskrivelse Grunnleggende UDI-DI og regel
Product Code Trade Name and Description Basic UDI-DI Classification
and Rule
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REVISION:

Kangaroo Joey-sett 500 mL

Klasse/

666064 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Set 500mL Regel/ Rule: 2
Kangaroo Joey-sett 1000 mL Klasse/

666106 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Set 1000mL Regel/ Rule: 2
Kangaroo ePump-sett anti-fri
stremning 500 mL Klasse/

672055 063014000000000000004997M | A080101 | Classification: Ila
Kangaroo Epump Set Anti-free Regel/ Rule: 2
Flow 500 mL
Kangaroo ePump-sett anti-fri
stromning 1000 mL Klasse/

673656 063014000000000000004997M | A080101 | Classification: Ila
Kangaroo Epump Set Anti-free Regel/ Rule: 2
Flow 1000 mL
ePUMP INT.1000 mL MATING
OG SPYLING NS Klasse/

673662 063014000000000000001736L | A080101 | Classification: Ila
ePUMP INT.1000mL FEED & Regel/ Rule: 2
FLUSH NS
Kangaroo Joey mate- og spylesett
1000 ml Klasse/

668104 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Feed and Flush Regel/ Rule: 2
Set 1000mL
Kangaroo ePump og Joey Burette
resertifiseringssett 100 mL Klasse/

776150 063014000000000000001806H | A080101 | Classification: Ila
Kangaroo Epump and Joey Regel/ Rule: 2
Burette Recertification Set 100
mL
Kangaroo ePump Burette sett
100 mL Klasse/

777056 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Burette Set Regel/ Rule: 2
100mL
Kangaroo ePump-sett 500 mL Klasse/

777064 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Set 500mL Regel/ Rule: 2
Kangaroo ePump-sett 1000 mL Klasse/

777106 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump Set 1000mL

Regel/ Rule: 2
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REVISION:

Kangaroo ePump-sett 1600 mL

Klasse/

777163 063014000000000000001736L | A080101 | Classification: lla
Kangaroo ePump Set 1600mL Regel/ Rule: 2
Kangaroo ePump ENPlus spike-
sett Klasse/

777401 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus Spike Regel/ Rule: 2
Set
Kangaroo ePump dobbelt ENPlus
spike-sett Klasse/

777402 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Dual ENPlus Regel/ Rule: 2
Spike Set
Kangaroo ePump ENPlus 3 i 1-
sett Klasse/

777403 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus 3-in-1 Regel/ Rule: 2
Set
Kangaroo ePump ENPlus spike-
Ie;iaarmgs— og skyllepose 1000 Klass'e/ |

777405 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus Spike Regel/ Rule: 2
Feed and Flush Bag 1000mL
Kangaroo ePump ENPIus 31 1
f;iaarmgs— og skyllepose 1000 Klasse/

777406 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus 3-in-1 Regel/ Rule: 2
Feed and Flush Bag 1000mL
Kangaroo ePump ENPlus spike-
:lr(nﬁgsrﬁfsett og Vented spike Klassel

777407 Y 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus Spike Regel/ Rule: 2
Feed and Vented Spike Flush Set
Kangaroo ePump ENPlus 3-i-1
ern@rings- og skyllesett Klasse/

777408 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus 3-in-1 Regel/ Rule: 2
Feed and Flush Set
Kangaroo Joey ENPlus spike-sett Klasse/

777501 063014000000000000001776U | A080101 | Classification: Ila

Kangaroo Joey ENPlus Spike Set

Regel/ Rule: 2
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REVISION:

Kangaroo Joey dobbelt ENPlus
spike-sett

Klasse/

777502 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Dual ENPlus Regel/ Rule: 2
Spike Set
Kangaroo Joey ENPlus 3 i 1-sett Klasse/

777503 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus 3-in-1 Set Regel/ Rule: 2
Kangaroo Joey ENPlus spike-
Ie;iaermgs- og skyllepose 1000 Klasse/

777505 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus Spike Regel/ Rule: 2
Feed and Flush Bag 1000mL
Kangaroo Joey ENPlus 3-i-1
ernarings- og skyllepose Klasse/

777506 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus 3-in-1 Regel/ Rule: 2
Feed and Flush Bag
Kangaroo ePump ernarings- og
skyllepose 1000 mL Klasse/

778104 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Feed and Flush Regel/ Rule: 2
Bag 1000mL
Kangaroo ePump ernarings- og
skyllepose 1600 mL / 1000 mL Klasse/

778161 063014000000000000001736L | AO080101 | Classification: Ila
Kangaroo ePump Feed and Flush Regel/ Rule: 2
Bag 1600mL / 1000mL
Kangaroo 3-i-1-adapter Klasse/

1814717995 063014000000000000001706E | A080101 | Classification: Ila

Kangaroo 3-in-1 Adapter

Regel/ Rule: 2
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POLISH

DEKLARACJA ZGODNOSCI
DECLARATION OF CONFORMITY

CardinalHealth

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

Numer Deklaracji zgodnosci
Declaration of Conformity Number

RE00184096

Numer dokumentacji technicznej
Technical Documentation Number

RE00167844

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 784266
Worki i pojemniki do zywienia dojelitowego (w tym za pomoca pompy)
Kategoria produktuc Jednorazowego uzytku
Product Category

Enteral Feeding Bags and Containers (Including Those Via Pump), Single-
Use

Podstawowy unikalny identyfikator
urzadzenia UDI-DI
Basic UDI-DI

Patrz Zatacznik 1/ Refer to Attachment 1

EMDN

Patrz Zatacznik I/ Refer to Attachment 1

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

Patrz Zatacznik 1/ Refer to Attachment 1

Przeznaczenie
Intended Purpose

Pompa do zywienia dojelitowego Kangaroo jest przeznaczona do
stosowania u pacjentow, u ktorych wystepuja schorzenia wymagajace
zywienia dojelitowego, co mozna osiggngé za pomocg pompy do zywienia
dojelitowego 1 zestawu pompy. Pompa i zestaw do zywienia dojelitowego
sa przeznaczone do stosowania w srodowisku alternatywnej, intensywnej
lub domowej opieki medycznej przez r6znych uzytkownikéw, od oséb
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DEKLARACJA ZGODNOSCI
DECLARATION OF CONFORMITY
niedo$wiadczonych po lekarzy. Celem tego urzadzenia jest dostarczanie

zywienia dojelitowego z kontrolowang szybko$cia pacjentom z
nienaruszonym przewodem pokarmowym.

Kangaroo Enteral Feeding Pump Sets are intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

Klasyfikacja i regula .

Cllasiaariion o) Bale Patrz Zatacznik 1/ Refer to Attachment 1
Wspélne specyfikacje .

Common Specifications Nie dotyczy (N/A)

W stosownych przypadkach dodaé

obowigzujace przepisy unijne Nie dotyczy (N/A)

Where appropriate, add applicable Union
legislation

Ocena zgodnosci

Oty Ao Zalacznik IX, rozdziaty I i III/ Annex IX Chapters I and 111

SEKCJA PODPISOW

Niniejsza deklaracja zgodnoS$ci UE zostala wydana w imieniu i na wylaczng odpowiedzialnosé legalnego
producenta okreslonego powyzej.
Miejsce wydania
s it Waukegan, IL 60085 USA
POdpiS /Data Electronically signed by: Zafirios Gourgouliatos
Reason: Approved
Signature/Date Date: Nov 27. 2024 11:37 PST
Imie i nazwisko oraz | Zafirios Gourgouliatos
stanowisko Regulatory Affairs
Name and Function Dzial spraw regulacyjnych
ZAY.ACZNIK 1
ATTACHMENT 1
Lista kodow produktu
Product Code List
Kod produktu Nazwa handlowa i opis . Pods:"alzv owy umkalny. EMD Klasyﬁkla qQal
Product Code Trade Name and Description Y Al reguia
UDI-DI Classification
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Basic UDI-DI

Zestaw Kangaroo Joey 500 mL

Klasa,/

666064 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Set 500mL Reguta/ Rule: 2
Zestaw Kangaroo Joey 1000 mL Klasa,/

666106 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Set 1000mL Reguta/ Rule: 2
Zestaw Kangaroo Epump
zapobiegajacy swobodnemu Klasa/

672055 przeptywowi 500 mL 063014000000000000004997M | A080101 | Classification: Ila
Kangaroo Epump Set Anti-free Regula/ Rule: 2
Flow 500 mL
Zestaw Kangaroo Epump
zapobiegajacy swobodnemu Klasa/

673656 przeptywowi 1000 mL 063014000000000000004997M | A080101 | Classification: Ila
Kangaroo Epump Set Anti-free Regula/ Rule: 2
Flow 1000 mL
ePUMP INT. 1000 mL FEED &

FLUSH NS Klasa,/

673662 063014000000000000001736L | A080101 | Classification: Ila
ePUMP INT.1000mL FEED & Reguta/ Rule: 2
FLUSH NS
Zestaw do karmienia i plukania
Kangaroo Joey 1000 mL Klasa,/

668104 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Feed and Flush Reguta/ Rule: 2
Set 1000mL
Zestaw recertyfikacyjny biurety
Kangaroo Epump i Joey 100 mL Klasa)

776150 063014000000000000001806H | A080101 | Classification: Ila
Kangaroo Epump and Joey Reguta/ Rule: 2
Burette Recertification Set 100
mL
Zestaw biurety Kangaroo ePump
100 mL Klasa,/

777056 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Burette Set Reguta/ Rule: 2
100mL
Zestaw Kangaroo ePump 500 mL Klasa,/

777064 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump Set 500mL

Reguta/ Rule: 2
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Zestaw Kangaroo ePump 1000
mL

Klasa,/

777106 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Set 1000mL Reguta/ Rule: 2
ie]ftaw Kangaroo ePump 1600 Klasa/

777163 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Set 1600mL Regula/ Rule: 2
Zestaw kolca Kangaroo ePump
ENPlus Klasa,/

777401 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus Spike Reguta/ Rule: 2
Set
Zestaw kolca Kangaroo ePump
Dual ENPlus Klasa,/

777402 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Dual ENPlus Reguta/ Rule: 2
Spike Set
Zestaw 3 w 1 Kangaroo ePump
ENPlus Klasa,/

777403 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus 3-in-1 Reguta/ Rule: 2
Set
Worek do karmienia i ptukania
Kangaroo ePump ENPlus z
kolcem 1000 mL Klasa/

777405 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus Spike Reguta/ Rule: 2
Feed and Flush Bag 1000mL
Worek do karmienia i ptukania 3
Tv()(l)é(;rigaroo ePump ENPlus Klasa,/

777406 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus 3-in-1 Regula/ Rule: 2
Feed and Flush Bag 1000mL
Zestaw do karmienia z
nakluwaczem i do ptukania z
nakluwaczem z odpowietrznikiem Klasa,/

777407 Kangaroo ePump ENPlus 063014000000000000001736L | A080101 | Classification: Ila

Reguta/ Rule: 2
Kangaroo ePump ENPlus Spike
Feed and Vented Spike Flush Set
777408 Zestaw do karmienia i plukania 3 1 5561 4000000000000001736L | Aogo101 | K122/

w 1 Kangaroo ePump ENPlus

Classification: Ila
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REVISION:

Kangaroo ePump ENPlus 3-in-1
Feed and Flush Set

Reguta/ Rule: 2

Zestaw kolca Kangaroo Joey
ENPlus

Klasa,/

777501 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus Spike Set Regula/ Rule: 2
Zestaw kolca Kangaroo Joey Dual
ENPlus Klasa,/
777502 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Dual ENPlus Reguta/ Rule: 2
Spike Set
%;?}t)ax/s 3 w 1 Kangaroo Joey Klasa', / |
777503 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus 3-in-1 Set Regula/ Rule: 2
Worek do karmienia i ptukania
Kangaroo Joey ENPlus z kolcem
1000 mL Klasa,/
777505 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus Spike Regula/ Rule: 2
Feed and Flush Bag 1000mL
Worek do karmienia i ptukania 3
w 1 Kangaroo Joey ENPlus Klasa,/
777506 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus 3-in-1 Reguta/ Rule: 2
Feed and Flush Bag
Worek do karmienia i ptukania
Kangaroo ePump 1000 mL Klasa,/
778104 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Feed and Flush Reguta/ Rule: 2
Bag 1000mL
Worek do karmienia i ptukania
If(;l(l)l(;girlio ePump 1600 mL / Klasa/
778161 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Feed and Flush Regula/ Rule: 2
Bag 1600mL / 1000mL
Adapter Kangaroo 3 w 1 Klasa,/
1814717995 063014000000000000001706E | A080101 | Classification: Ila

Kangaroo 3-in-1 Adapter

Reguta/ Rule: 2
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PORTUGUESE

DECLARATION OF CONFORMITY
= T MDR: Nos, Cardinal Health 200 LLC, declaramos que os produtos abrangidos por
esta Declaragdo de Conformidade da UE cumprem a disposi¢do do Regulamento

CardinalHealth

relativo a dispositivos médicos (UE) 2017/745.

Numero de Declaracio de

Conformidade RE00184096
Declaration of Conformity Number
Numero de documentacao técnica RE00167844

Technical Documentation Number

Nome do fabricante
Manufacturer’s Name

Cardinal Health 200, LLC

Endereco do fabricante
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Numero tnico 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

Notified body’s Name and Identification Amsterdam
Number Numero de identificagdo: 2797
Numero do certificado CE MDR 784266

CE Certificate Number

Categoria do produto
Product Category

Bolsas e frascos de alimentacdo enteral (inclusive aqueles que utilizam
bombas) descartaveis

Enteral Feeding Bags and Containers (Including Those Via Pump), Single-
Use

UDI-DI basico
Basic UDI-DI

Consultar o Anexo I/ Refer to Attachment 1

EMDN

Consultar o Anexo I/ Refer to Attachment 1

Cédigo, nome comercial e descricdo do
produto

Product Code, Trade Name and
Description

Consultar o Anexo I/ Refer to Attachment 1

Finalidade
Intended Purpose

Os conjuntos de alimentacio enteral Kangaroo sao destinados ao uso
em pacientes com qualquer condi¢do que exija alimentacdo enteral e/ou
hidratacao enteral, que pode ser realizada por meio de uma bomba de
alimentagdo enteral e conjunto da bomba. A bomba e os conjuntos de
alimentacdo se destinam ao uso em ambientes de cuidados alternativos,
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DECLARACAO DE CONFORMIDADE
DECLARATION OF CONFORMITY

agudos e domiciliares por usudrios que variam de leigos a médicos. O
objetivo deste dispositivo € fornecer nutricao enteral a uma taxa controlada
para pacientes com trato gastrointestinal intacto.

Kangaroo Enteral Feeding Pump Sets are intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

Classificacio e regra
Classification and Rule

Consultar o Anexo I/ Refer to Attachment 1

Especificagoes comuns
Common Specifications

Nao aplicavel (N/A)

legislation

Se for o caso, adicione a legislacdo
aplicavel ao nivel da Unido
Where appropriate, add applicable Union

Nao aplicavel (N/A)

Conformity Assessment

Avaliacao de conformidade

Anexo IX, Capitulos I e IlII / Annex IX Chapters I and I1I

SECCAO DE ASSINATURA

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

SIGNATURE SECTION

legal identificado acima.

Local de emissao

Waukegan, IL 60085 USA
Place of Issue gan,
Assinatura/Data Electronically signed by: Zafirios Gourgouliatos
X Reason: Approved
Signature/Date Date: Nov 27. 2024 11:37 PST

Nome e cargo
Name and Function

Zafirios Gourgouliatos
Regulatory Affairs
Assuntos Regulamentares

ANEXO1
ATTACHMENT 1

Lista de codigos dos produtos
Product Code List

(ETL e Nome comercial e descricao UDI-DI basico O ke
[T Trade Name and Description Basic UDI-DI LD regra
Product Code P Classification
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Conjunto Kangaroo Joey 500 mL

Classe/

666064 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Set 500mL Regra/ Rule: 2
Conjunto Kangaroo Joey 1000 mL Classe/

666106 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Set 1000mL Regra/ Rule: 2
Conjunto de bomba eletronica
anti-fluxo livre Kangaroo 500 mL Classe/

672055 063014000000000000004997M | A080101 | Classification: Ila
Kangaroo Epump Set Anti-free Regra/ Rule: 2
Flow 500 mL
Conjunto de bomba eletrdnica
anti-fluxo livre Kangaroo 1000 mL Classe/

673656 063014000000000000004997M | A080101 | Classification: Ila
Kangaroo Epump Set Anti-free Regra/ Rule: 2
Flow 1000 mL
ePUMP INT.1000mL
ALIMENTACAO E DESCARGA
NS Class§/ ,

673662 063014000000000000001736L | A080101 | Classification: Ila
ePUMP INT.1000mL FEED & Regra/ Rule: 2
FLUSH NS
Conjunto de alimentagado e
descarga Kangaroo Joey 1000 mL Classe/

668104 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Feed and Flush Set Regra/ Rule: 2
1000mL
Conjunto de recertificagdo de
ll)gf)e;[leiIIJ(angaroo Epump e Joey C 1ass§ y |

776150 063014000000000000001806H | A080101 | Classification: Ila
Kangaroo Epump and Joey Burette Regra/ Rule: 2
Recertification Set 100 mL
Conjunto de bureta Kangaroo
ePump 100 mL Classe/

777056 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Burette Set Regra/ Rule: 2
100mL
gj(())(l)ljrlrllr{[o Kangaroo ePump Class;/ |

777064 063014000000000000001736L | A080101 | Classification: Ila

Kangaroo ePump Set 500mL

Regra/ Rule: 2
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Conjunto Kangaroo ePump
1000 mL

Classe/

777106 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Set 1000mL Regra/ Rule: 2
fg(l)l(])unritli) Kangaroo ePump C 1ass§/ |

777163 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Set 1600mL Regra/ Rule: 2
Conjunto de espigdes Kangaroo
ePump ENPlus Classe/

777401 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus Spike Regra/ Rule: 2
Set
Conjunto de espigdes Kangaroo
ePump Dual ENPlus Classe/

777402 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Dual ENPlus Regra/ Rule: 2
Spike Set
Conjunto 3-em-1 Kangaroo ePump
ENPlus Classe/

777403 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus 3-in-1 Regra/ Rule: 2
Set
Saco de alimentagdo e descarga de
T%[())lg,cr)::li Kangaroo ePump ENPlus Clasge/ |

777405 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus Spike Regra/ Rule: 2
Feed and Flush Bag 1000mL
Saco de alimentagao e descarga 3-

Trélo—é 1Il(]'ingaroo ePump ENPlus Clasge/ |

777406 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus 3-in-1 Regra/ Rule: 2
Feed and Flush Bag 1000mL
Conjunto de alimentagdo com
espigdo e descarga ventilada com

e Classe/

777407 espigao Kangaroo ePump ENPIus 1 6314000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump ENPlus Spike Regra/ Rule: 2
Feed and Vented Spike Flush Set
Conjunto de alimentagado e Classe/

777408 descarga 3-em-1 Kangaroo ePump | 063014000000000000001736L | A080101 | Classification: Ila

ENPlus

Regra/ Rule: 2
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Kangaroo ePump ENPlus 3-in-1
Feed and Flush Set

Conjunto de espigdes Kangaroo
Joey ENPlus

Classe/

777501 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus Spike Set Regra/ Rule: 2
Conjunto de espigdes Kangaroo
Joey Dual ENPlus Classe/
777502 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey Dual ENPIus Spike Regra/ Rule: 2
Set
gglgﬁlr;to 3-em-1 Kangaroo Joey Classe/
777503 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus 3-in-1 Set Regra/ Rule: 2
Saco de alimentagdo e descarga de
T%%lg(;reli Kangaroo Joey ENPlus Classe/
777505 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPIus Spike Feed Regra/ Rule: 2
and Flush Bag 1000mL
Saco de alimentagdo e descarga 3-
em-1 Kangaroo Joey ENPlus Classe/
777506 063014000000000000001776U | A080101 | Classification: Ila
Kangaroo Joey ENPlus 3-in-1 Regra/ Rule: 2
Feed and Flush Bag
Saco de alimentagdo e descarga
Kangaroo ePump 1000 mL Classe/
778104 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Feed and Flush Regra/ Rule: 2
Bag 1000mL
Saco de alimentagdo e descarga
If(;l(l)l(;gggo ePump 1600 mL / Classe/
778161 063014000000000000001736L | A080101 | Classification: Ila
Kangaroo ePump Feed and Flush Regra/ Rule: 2
Bag 1600mL / 1000mL
Adaptador 3 em 1 Kangaroo Classe/
1814717995 063014000000000000001706E | A080101 | Classification: Ila

Kangaroo 3-in-1 Adapter

Regra/ Rule: 2
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ROMANIAN

DECLARATIE DE CONFORMITATE
DECLARATION OF CONFORMITY
= i, MDR: Noi, Cardinal Health 200 LLC, declardm ca produsele acoperite in aceasta

Declaratie de conformitate UE respecta prevederile Regulamentului privind
dispozitivele medicale (UE) 2017/745.

CardinalHealth

Numir declaratie de conformitate
Declaration of Conformity Number

RE00184096

Numair documentatie tehnica
Technical Documentation Number

RE00167844

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

CE Certificate Number

Notified body’s Name and Identification Amsterdam
Number Numar de identificare: 2797
Numarul certificatului CE MDR 784266

Categoria de produs
Product Category

Pungi si recipiente de nutritie enterald (inclusiv cele prin pompa) de unica
folosinta

Enteral Feeding Bags and Containers (Including Those Via Pump), Single-
Use

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

Seturile de pompe de nutritie enterald Kangaroo sunt destinate utilizarii
la pacientii cu orice afectiune care necesitd hranire enterala si/sau hidratare
enterald, care pot fi realizate prin intermediul unei pompe de hranire
enterald si al unui set de pompe. Pompa si seturile de alimentare sunt
destinate utilizarii in medii de Ingrijire alternativa, acuta si la domiciliu de
catre utilizatori, atit nespecialisti, cat si clinicieni. Scopul acestui
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DECLARATIE DE CONFORMITATE
DECLARATION OF CONFORMITY

dispozitiv este de a furniza nutritie enterala cu viteza controlata pacientilor
care au un tract gastrointestinal intact.

Kangaroo Enteral Feeding Pump Sets are intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

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

SECTIUNEA DE SEMNATURI
SIGNATURE SECTION

Anexa IX, Capitolele I si I1I/ Annex IX Chapters I and 111

Aceasta Declaratie de conformitate UE este emisa in numele si sub responsabilitatea exclusiva a Producatorului
Legal identificat mai sus.
Locul emiterii
oot Waukegan, IL 60085 USA
Semnitura/Data Electronically signed by: Zafirios Gourgouliatos
) Reason: Approved
Signature/Date Date: Nov 27. 2024 11:37 PST
. . Zafirios Gourgouliatos
Nume si functie .
’ S Regulatory Affairs
Name and Function .
Afaceri de reglementare
ANEXA I
ATTACHMENT 1

Lista cu Coduri de produse
Product Code List

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
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Set Kangaroo Joey 500 mL Clasi/ Class: Tla
666064 063014000000000000001776U | A080101 Reguld/ Rulé' )

Kangaroo Joey Set 500mL )

Set Kangaroo Joey 1000 mL < .
666106 063014000000000000001776U | A080101 IC{?SS{Q/CE‘S;,I?

Kangaroo Joey Set 1000mL & )

Set Kangaroo Epump anti-flux

liber 500 mL Clasa/ Class: Ila
672055 063014000000000000004997M | A080101 Reouli/ R 1" )

Kangaroo Epump Set Anti-free ceuias Bule:

Flow 500 mL

Set Kangaroo Epump anti-flux

liber 1000 mL Clasa/ Class: Ila
673656 063014000000000000004997M | A080101 Reouli/ Rule;' )

Kangaroo Epump Set Anti-free £ '

Flow 1000 mL

ePUMP INT. 1000 mL FEED &

FLUSHNS Clasa/ Class: Ila
673662 063014000000000000001736L | A080101 Reguld/ Rulé' )

ePUMP INT.1000mL FEED & '

FLUSH NS

Set Kangaroo Joey Feed and Flush

1000 mL, Clasa/ Class: Ila
668104 063014000000000000001776U | A080101 Reguld/ Rulé' )

Kangaroo Joey Feed and Flush Set ’

1000mL

Set de recertificare Joey Burette si

Kangaroo Epump 100 mL

Clasa/ Class: Ila

776150 Kangaroo Epump and Joey 063014000000000000001806H | A080101 Reguld/ Rule: 2

Burette Recertification Set 100

mL

Set Kangaroo ePump Burette

100 mL Clasd/ Class: 1la
777056 063014000000000000001736L | A080101 < )

Regula/ Rule: 2

Kangaroo ePump Burette Set

100mL

Set Kangaroo ePump 500 mL < .
777064 063014000000000000001736L | A080101 lcaleasj‘l/é/cgjlséga

Kangaroo ePump Set 500mL & )

Set Kangaroo ePump 1000 mL <
777106 : P 063014000000000000001736L | Aogo1o1 | S1asd Class: Ila

Kangaroo ePump Set 1000mL

Regula/ Rule: 2
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777163

Set Kangaroo ePump 1600 mL

Kangaroo ePump Set 1600mL

063014000000000000001736L

A080101

Clasa/ Class: Ila
Regula/ Rule: 2

777401

Set de administrare ENPlus
Kangaroo ePump

Kangaroo ePump ENPlus Spike
Set

063014000000000000001736L

A080101

Clasa/ Class: Ila
Regula/ Rule: 2

777402

Set de administrare ENPlus
Kangaroo ePump Dual

Kangaroo ePump Dual ENPlus
Spike Set

063014000000000000001736L

A080101

Clasa/ Class: IIa
Regula/ Rule: 2

777403

Set 3 in 1 Kangaroo ePump
ENPlus

Kangaroo ePump ENPlus 3-in-1
Set

063014000000000000001736L

A080101

Clasa/ Class: I1a
Regula/ Rule: 2

777405

Pungad de spalare si tub perfuzor
Kangaroo ePump ENPlus 1000
mL

Kangaroo ePump ENPlus Spike
Feed and Flush Bag 1000mL

063014000000000000001736L

A080101

Clasa/ Class: Ila
Regula/ Rule: 2

777406

Punga de spalare si hranire 3 in 1
Kangaroo ePump ENPlus 1000
mL

Kangaroo ePump ENPlus 3-in-1
Feed and Flush Bag 1000mL

063014000000000000001736L

A080101

Clasa/ Class: I1a
Regula/ Rule: 2

777407

Set de spalare cu tub perfuzor cu
aerisire si tub perfuzor Kangaroo
ePump ENPlus

Kangaroo ePump ENPlus Spike
Feed and Vented Spike Flush Set

063014000000000000001736L

A080101

Clasa/ Class: IIa
Regula/ Rule: 2

777408

Set de spalare si hranire 3 in 1
Kangaroo ePump ENPlus

Kangaroo ePump ENPlus 3-in-1
Feed and Flush Set

063014000000000000001736L

A080101

Clasa/ Class: Ila
Regula/ Rule: 2

777501

Set de administrare ENPlus
Kangaroo Joey

063014000000000000001776U

A080101

Clasa/ Class: Ila
Regula/ Rule: 2
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Kangaroo Joey ENPlus Spike Set

Set de administrare ENPlus

Kangaroo Joey Dual Clasd/ Class: 1la

777502 063014000000000000001776U | A080101 | o *% 7“0 ©
Kangaroo Joey Dual ENPlus & ’
Spike Set
Set 3 in 1 Kangaroo Joey ENPlus < .
777503 063014000000000000001776U | Aog0101 | Clasd/ Class: lla

Kangaroo Joey ENPlus 3-in-1 Set Reguld/ Rule: 2

Pungad de spalare si tub perfuzor
Kangaroo Joey ENPlus 1000 mL
777505 063014000000000000001776U | A080101
Kangaroo Joey ENPlus Spike
Feed and Flush Bag 1000mL

Punga de spalare si hranire 3 in 1

Clasa/ Class: Ila
Regula/ Rule: 2

Kangaroo Joey ENPlus Clasi/ Class: Tla

777506 063014000000000000001776U | A080101 Reeuli/ R 1" )
Kangaroo Joey ENPlus 3-in-1 ceuias Bule:
Feed and Flush Bag

Punga de spalare si hranire
Kangaroo ePump 1000 mL
778104 063014000000000000001736L | A080101
Kangaroo ePump Feed and Flush
Bag 1000mL

Punga de spalare si hranire
Kangaroo ePump 1600 mL

778161 /1000 mL 063014000000000000001736L | A08o101 | S1as¥ Class: Ila
Regula/ Rule: 2

Clasa/ Class: IIa
Regula/ Rule: 2

Kangaroo ePump Feed and Flush
Bag 1600mL / 1000mL

Adaptor 3 in 1 Kangaroo
1814717995 063014000000000000001706E | A080101
Kangaroo 3-in-1 Adapter

Clasa/ Class: Ila
Regula/ Rule: 2
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SLOVAK

DECLARATION OF CONFORMITY
== s, . MDR: Vyhlasujeme, Cardinal Health 200 LLC, Ze produkty uvedené¢ v tomto
vyhléseni o zhode EU spliiaju ustanovenia nariadenia o zdravotnickych poméckach

CardinalHealth

(EU) 2017/745.

Cislo vyhlasenia o zhode
Declaration of Conformity Number

RE00184096

Cislo technickej dokumentacie
Technical Documentation Number

RE00167844

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 ¢islo
informovaného organu

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

Notified body’s Name and Identification Amsterdam
Number Identifikacné ¢&islo: 2797
Cislo certifikatu CE MDR 784266

CE Certificate Number

Kategoria vyrobku
Product Category

Vaky a nadoby na enterdlnu vyZzivu (vratane tych, ktoré sa pouzivaju
prostrednictvom pumpy) na jedno pouzitie

Enteral Feeding Bags and Containers (Including Those Via Pump), Single-
Use

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

ZamySlany ucel
Intended Purpose

Supravy pumpy na enteralnu vyZiva Kangaroo st urcené na pouZitie u
pacientov s akymkol'vek stavom vyzadujucim enteralne podavanie vyzivy
a/alebo enterdlnu hydrataciu, ¢o je mozné dosiahnut’ pomocou pumpy na
enteralne poddvanie vyZivy a sipravy pumpy. Stipravy pumpy na
podévanie vyZivy su uréené na pouZitie v zariadeniach alternativne;,
akutnej a domadce;j starostlivosti pouzivatelmi od laikov az po lekarov.
Ucelom tejto pomdcky je dodavat’ enterdlnu vyzivu kontrolovanou
rychlostou pacientom, ktori majii neporuseny gastrointestinalny trakt.

CONFIDENTIAL INFORMATION

SHEET 69 OF 83




DOCUMENT NO: | RE00184096 REVISION: | 1

VYHLASENIE O ZHODE
DECLARATION OF CONFORMITY

Kangaroo Enteral Feeding Pump Sets are intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

Klasifikacia a pravidlo
Classification and Rule

Pozrite si Prilohu I/ Refer to Attachment 1

BeZzné Specifikacie

Where appropriate, add applicable Union
legislation

Common Specifications Nevztahuje sa (N/A)
V pripade potreby dopliite prisluSné
pravne predpisy Unie Nevztahuje sa (N/A)

Posuidenie zhody
Conformity Assessment

Priloha IX, kapitoly I a III/ Annex IX Chapters I and I11

PODPISOVA SEKCIA
SIGNATURE SECTION

Toto vyhlasenie o zhode EU sa vydava pre zikonného vyrobcu, v jeho mene a na jeho vyhradni zodpovednost'.

Miesto vydania

Waukegan, IL 60085 USA
Place of Issue gan,
POdpiS/ Datum Electronically signed by: Zafirios Gourgouliatos
. Reason: Approved
Signature/Date Date: Nov 27. 2024 11:37 PST

Meno a pozicia
Name and Function

Zafirios Gourgouliatos
Regulatory Affairs
Regulaéné zalezitosti

PRILOHU I

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

Klasifikacia a

666064

Suprava Kangaroo Joey 500 mL

Kangaroo Joey Set 500mL

Trieda/ Class: Ila

063014000000000000001776U | A080101 | - dlo/ Rule: 2

CONFIDENTIAL INFORMATION

SHEET 70 OF 83



DOCUMENT NO:

RE00184096

REVISION:

Suprava Kangaroo Joey 1000 mL

Trieda/ Class: Ila

666106 063014000000000000001776U | A080101 Pravidlo/ Rule: 2
Kangaroo Joey Set 1000mL
Suprava Kangaroo Epump s
ochranou proti voI'nému prietoku
672055 500 mL 063014000000000000004997M | A080101 | Lricda/Class: lla
Pravidlo/ Rule: 2
Kangaroo Epump Set Anti-free
Flow 500 mL
Stprava Kangaroo Epump s
ochranou proti vol'nému prietoku
673656 1000 mL 063014000000000000004997M | A080101 | Lricda/Class: lla
Pravidlo/ Rule: 2
Kangaroo Epump Set Anti-free
Flow 1000 mL
ePUMP INT.1000 mL VYZIVA
A PREPLACH NS Trieda/ Class: Ila
673662 063014000000000000001736L | A080101 Pravidlo/ Rul.e: )
ePUMP INT.1000mL FEED &
FLUSH NS
Stprava na poddvanie vyzivy a
preplachovanie Kangaroo Joey
668104 1000 mL 063014000000000000001776U | A080101 | fricdd Class: Tla
ravidlo/ Rule: 2
Kangaroo Joey Feed and Flush Set
1000mL
Recertifika¢nd suprava Kangaroo
Epump a Joey Burette 100 mL
Trieda/ Class: Ila
776150 Kangaroo Epump and Joey 063014000000000000001806H | A080101 Pravidlo/ Rule: 2
Burette Recertification Set 100
mL
Stuprava Kangaroo ePump Burette
100 mL Trieda/ Class: Ila
777056 063014000000000000001736L | A080101 Pravidlo/ Rule: 2
Kangaroo ePump Burette Set
100mL
Stuprava Kangaroo ePump 500 mL . )
777064 063014000000000000001736L | A080101 | pricda Class: Tia
Kangaroo ePump Set 500mL '
Suprava Kangaroo ePump
777106 1000 mL 063014000000000000001736L | A080101 | Lricda Class: Ila

Kangaroo ePump Set 1000mL

Pravidlo/ Rule: 2
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777163

Suprava Kangaroo ePump
1600 mL

Kangaroo ePump Set 1600mL

063014000000000000001736L

A080101

Trieda/ Class: Ila
Pravidlo/ Rule: 2

777401

Suprava prepichovacieho hrotu
Kangaroo ePump ENPlus

Kangaroo ePump ENPlus Spike
Set

063014000000000000001736L

A080101

Trieda/ Class: Ila
Pravidlo/ Rule: 2

777402

Stprava prepichovacieho hrotu
Kangaroo ePump Dual ENPlus

Kangaroo ePump Dual ENPlus
Spike Set

063014000000000000001736L

A080101

Trieda/ Class: Ila
Pravidlo/ Rule: 2

777403

Stprava 3vl Kangaroo ePump
ENPlus

Kangaroo ePump ENPlus 3-in-1
Set

063014000000000000001736L

A080101

Trieda/ Class: Ila
Pravidlo/ Rule: 2

777405

Podavaci a preplachovaci vak
Kangaroo ePump ENPlus Spike
1000 mL

Kangaroo ePump ENPlus Spike
Feed and Flush Bag 1000mL

063014000000000000001736L

A080101

Trieda/ Class: Ila
Pravidlo/ Rule: 2

777406

Podavaci a preplachovaci vak 3v1
Kangaroo ePump ENPlus
1000 mL

Kangaroo ePump ENPlus 3-in-1
Feed and Flush Bag 1000mL

063014000000000000001736L

A080101

Trieda/ Class: Ila
Pravidlo/ Rule: 2

777407

Stprava na podavanie a
preplachovanie odvzdusneného
prepichovacieho hrotu Kangaroo
ePump ENPlus Spike

Kangaroo ePump ENPlus Spike
Feed and Vented Spike Flush Set

063014000000000000001736L

A080101

Trieda/ Class: Ila
Pravidlo/ Rule: 2

777408

Stprava 3vl na podavanie a
preplachovanie Kangaroo ePump
ENPlus

Kangaroo ePump ENPlus 3-in-1
Feed and Flush Set

063014000000000000001736L

A080101

Trieda/ Class: Ila
Pravidlo/ Rule: 2
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Suprava prepichovacieho hrotu
Kangaroo Joey ENPlus

Trieda/ Class: Ila

777501 063014000000000000001776U | A080101 Pravidlo/ Rule: 2
Kangaroo Joey ENPlus Spike Set
Suprava prepichovacieho hrotu
Kangaroo Joey Dual ENPlus .
777502 ¢ g 063014000000000000001776U | A080101 | pricdas Class: Tia
Kangaroo Joey Dual ENPlus '
Spike Set
Stprava 3vl Kangaroo Joey
777503 ENPlus 063014000000000000001776U | A080101 | pricdas Class: Tia
Kangaroo Joey ENPlus 3-in-1 Set
Podavaci a preplachovaci vak
Kangaroo Joey ENPlus Spike
777505 1000 mL 063014000000000000001776U | A080101 | pricda Class: Tia
Kangaroo Joey ENPlus Spike
Feed and Flush Bag 1000mL
Podavaci a preplachovaci vak 3v1
Kangaroo Joey ENPlus . .
777506 063014000000000000001776U | A080101 | pricda Class: Tia
Kangaroo Joey ENPlus 3-in-1
Feed and Flush Bag
Podavaci a preplachovaci vak
Kangaroo ePump 1000 mL :
778104 063014000000000000001736L | A080101 | pricda Class: Tia
Kangaroo ePump Feed and Flush
Bag 1000mL
Podavaci a preplachovaci vak
Kangaroo ePump 1600 mL
778161 /1000 mL 063014000000000000001736L | A080101 | pricda Class: Tia
Kangaroo ePump Feed and Flush
Bag 1600mL / 1000mL
Adaptér 3vl Kangaroo .
1814717995 P ¢ 063014000000000000001706E | A080101 | Lrieda Class: Ila

Kangaroo 3-in-1 Adapter

Pravidlo/ Rule: 2
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SPANISH

DECLARACION DE CONFORMIDAD
DECLARATION OF CONFORMITY

CardinalHealth

s, . MDR: Nosotros, Cardinal Health 200 LLC, declaramos que los productos
contemplados en la presente Declaracion de conformidad de 1a UE cumplen con la
disposicion del Reglamento sobre productos sanitarios (UE) 2017/745.

Nimero de declaracion de conformidad
Declaration of Conformity Number

RE00184096

Numero de documentacion técnica
Technical Documentation Number

RE00167844

Nombre del fabricante
Manufacturer’s Name

Cardinal Health 200, LLC

Direccion del fabricante
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Numero de registro unico
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
CE Certificate Number MDR 784266
Bolsas y recipientes de alimentacion enteral (incluida la que se realiza
T b g e mediante bomba) de un solo uso
Product Category

Enteral Feeding Bags and Containers (Including Those Via Pump), Single-
Use

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
Description

Consulte el Archivo adjunto I/ Refer to Attachment 1

Propésito
Intended Purpose

Los conjuntos de bomba de alimentacién enteral estan indicados para
usarse en pacientes con una afeccion que requiera alimentacion o
hidratacion enterales, que pueda suministrarse por medio de una bomba de
alimentacion enteral y un conjunto de bomba. Los conjuntos de bombeo y
alimentacion estan indicados para su utilizacion en entornos alternos,
agudos y de atencion domiciliaria por usuarios diversos, desde legos hasta
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médicos. La finalidad de este dispositivo es suministrar nutricién enteral a

—un-ritmo-controlado-a-pactentes-que-tienen-e] tracto gastrointestinal intacto.

Kangaroo Enteral Feeding Pump Sets are[intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

Clasificacion y regla

Classification and Rule

Especificaciones communes

Common Specifications

Cuando proceda, afiada la legislacion
de la Unién Europea applicable

Where appropriate, add applicable Union
legislation

Consulte el Archivo adjunto I/ Refer to Attachment 1

No corresponde (N/A)

No corresponde (N/A)

Evaluacién de conformidad
Conformity Assessment

SECCION DE FIRMA
SIGNATURE SECTION

Anexo IX capitulos [ y I1I/ Annex IX Chapters I and 111

La presente Declaracion de conformidad de l1a UE se emite para y en nombre de y bajo la responsabilidad
exclusiva del fabricante que se identifico anteriormente.
Lugar de emission
o st Waukegan, IL 60085 USA
Firma / Fecha Electronically signed by: Zafirios Gourgouliatos
. Reason: Approved
Signature/Date Date: Nov 27. 2024 11:37 PST
Nombre y funcién Zafirios Gourgoghatos
. Regulatory Affairs
Name and Function .
Asuntos normativos
ARCHIVO ADJUNTO 1

ATTACHMENT 1

Lista de codigos del product
Product Code List

Clasificacion y

Cog;(g;:lgtd Nombre comercial y descripcion UDI-DI basico EMDN regla
p Trade Name and Description Basic UDI-DI Classification
Product Code and Rule
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RE00184096

REVISION:

Conjunto Kangaroo Joey, 500 mL

Clase/ Class: I1a

666064 063014000000000000001776U | A080101 Regla/ Rule: 2
Kangaroo Joey Set 500mL )
Conjunto Kangaroo Joey,
666106 1000 mL 063014000000000000001776U | Aogo1o1 | Slase/ Class:Ila
Regla/ Rule: 2
Kangaroo Joey Set 1000mL
Conjunto Kangaroo ePump,
antiflujo libre, 500 mL Clase/ Class: Tla
672055 063014000000000000004997M | A080101 Regla/ Rule'. )
Kangaroo Epump Set Anti-free '
Flow 500 mL
Conjunto Kangaroo ePump,
antiflujo libre, 1000 mL Clase/ Class: Ila
673656 063014000000000000004997M | A080101 Regla/ Rule" 5
Kangaroo Epump Set Anti-free '
Flow 1000 mL
ePUMP INT.1000mL
ALIMENTACION Y LAVADO
673662 NS 063014000000000000001736L | Aogo1o1 | Slase/ Class:Ila
Regla/ Rule: 2
ePUMP INT.1000mL FEED &
FLUSH NS
Conjunto Kangaroo Joey,
alimentacion y lavado, 1000 mL Clase/ Class: Ila
668104 063014000000000000001776U | A080101 Regla/ Rule" )
Kangaroo Joey Feed and Flush Set ’
1000mL
Conjunto de recertificacion de
bureta Kangaroo ePump y Joey,
100 mL Clase/ Class: 1la
776150 063014000000000000001806H | A080101 ’
Regla/ Rule: 2
Kangaroo Epump and Joey
Burette Recertification Set 100
mL
Juego de buretas Kangaroo
ePump, 100 mL )
777056 P 063014000000000000001736L | A0go101 | Siase/ Class: Ila
Regla/ Rule: 2
Kangaroo ePump Burette Set
100mL
Conjunto Kangaroo ePump,
777064 500 mL 063014000000000000001736L | Ao0go1o1 | S1as¢/ Class: lla

Kangaroo ePump Set 500mL

Regla/ Rule: 2
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REVISION:

Conjunto Kangaroo ePump,
1000 mL

Clase/ Class: I1a

777106 063014000000000000001736L | A080101
Regla/ Rule: 2
Kangaroo ePump Set 1000mL
Conjunto Kangaroo ePump,
777163 1600 mL 063014000000000000001736L | Aogo1o1 | Slase/ Class:Ila
Regla/ Rule: 2
Kangaroo ePump Set 1600mL
Kit de boquillas ENPlus Kangaroo
ePump .
777401 063014000000000000001736L | A080101 12?812// gjlf_' 2Ha
Kangaroo ePump ENPlus Spike g '
Set
Kit de boquillas doble ENPlus
Kangaroo ePump .
777402 063014000000000000001736L | A080101 IC{?SI‘Z/ gl?lf' 2Ha
Kangaroo ePump Dual ENPlus £ '
Spike Set
Kit 3 en 1 ENPIus Kangaroo
ePump )
777403 063014000000000000001736L | A080101 IC{?SS/ ?{131?. 2Ha
Kangaroo ePump ENPlus 3-in-1 & ’
Set
Bolsa de hidratacion y
alimentacion con boquilla ENPlus
777405 Kangaroo ePump, 1000 mL 063014000000000000001736L | Aogo1o1 | $1as¢/ Class: Ila
Regla/ Rule: 2
Kangaroo ePump ENPlus Spike
Feed and Flush Bag 1000mL
Bolsa de hidratacion y
alimentacion 3 en 1 ENPlus
777406 Kangaroo ePump, 1000 mL 063014000000000000001736L | A080101 | $125¢/ Class: Ila
Regla/ Rule: 2
Kangaroo ePump ENPlus 3-in-1
Feed and Flush Bag 1000mL
Conjunto de alimentaciéon con
boquilla e hidratacion con
boquilla con via de aire ENPlus Clase/ Class: Ila
777407 Kangaroo ePump 063014000000000000001736L | A080101 )
Regla/ Rule: 2
Kangaroo ePump ENPlus Spike
Feed and Vented Spike Flush Set
777408 Conjunto 3 en 1 de alimentacion e 063014000000000000001736L | A080101 Clase/ Class: Ila

hidratacion ENPlus Kangaroo

Regla/ Rule: 2
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REVISION:

Kangaroo ePump ENPlus 3-in-1
Feed and Flush Set

Kit de boquillas ENPlus Kangaroo
Joey

Clase/ Class: I1a

777501 063014000000000000001776U | A080101
Regla/ Rule: 2
Kangaroo Joey ENPlus Spike Set
Kit de boquillas ENPlus doble
Kangaroo Joey .
777502 063014000000000000001776U | A080101 12?812// gjlf_' 2Ha
Kangaroo Joey Dual ENPlus g )
Spike Set
Kit 3 en 1 ENPlus Kangaroo Joey .
777503 063014000000000000001776U | A080101 12?512// f{fs_' 2Ha
Kangaroo Joey ENPlus 3-in-1 Set & )
Bolsa de hidratacion y
alimentacion con boquilla ENPlus
777505 Kangaroo Joey, 1000 mL 063014000000000000001776U | A080101 | $135¢ Class: Ila
Regla/ Rule: 2
Kangaroo Joey ENPlus Spike
Feed and Flush Bag 1000mL
Bolsa de hidratacion y
alimentacion 3 en 1 ENPlus
777506 Kangaroo Joey 063014000000000000001776U | Aogo1o1 | $1as¢/ Class:Ila
Regla/ Rule: 2
Kangaroo Joey ENPlus 3-in-1
Feed and Flush Bag
Bolsa de hidratacion y
alimentacion Kangaroo ePump,
778104 1000 mL 063014000000000000001736L | Aogo1o1 | $1as¢/ Class:Ila
Regla/ Rule: 2
Kangaroo ePump Feed and Flush
Bag 1000mL
Bolsa de hidratacion y
alimentacion Kangaroo ePump,
778161 1600 mL /1000 mL 063014000000000000001736L | A080101 | £125¢/ Class: lla
Regla/ Rule: 2
Kangaroo ePump Feed and Flush
Bag 1600mL / 1000mL
Adaptador 3 en 1 Kangaroo
1814717995 b ¢ 063014000000000000001706E | Aogo1o1 | $1as¢/ Class:Ila

Kangaroo 3-in-1 Adapter

Regla/ Rule: 2
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DOCUMENT NO: | RE00184096 REVISION: | 1

SWEDISH

.y MDR: Vi, Cardinal Health 200 LLC, forsdkrar hdrmed att produkterna som omfattas
av denna EU-forsdkran om dverensstimmelse uppfyller bestimmelserna om
medicintekniska produkter i férordning (EU) 2017/745.

CardinalHealth

Nummer pa forsdkran om

overensstiimmelse RE00184096
Declaration of Conformity Number
Nummer pa teknisk documentation RE00167844

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 p4 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 Identification Amsterdam
Number Identifikationsnummer: 2797
Nummer pa CE-certifikat
CE Certificate Number MDR 784266
Enterala matningspésar och behéllare (inklusive dem via pump),
Produktkategori engdngsbruk
Product Category

Enteral Feeding Bags and Containers (Including Those Via Pump), Single-
Use

Grundliaggande 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

Kangaroo enterala matningspumpset ar avsedda for anvéandning pa
patienter med ett tillstind som kraver sondmatning och/eller
epiteliseringshydrering, vilket kan uppnas med hjélp av ett pump- och
matningsset. Pump- och matningsseten ar avsedda att anvéndas i
alternativa, akuta och hemsjukvardsmiljéer av anvindare allt fran lekmén
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DOCUMENT NO: | RE00184096 REVISION: | 1

FORSAKRAN OM OVERENSSTAMMELSE

DECLARATION OF CONFORMITY

till kliniker. Syftet med denna produkt dr att tillfora sondnéring i en
kontrollerad hastighet till patienter som har en intakt mag-tarmkanal.

Kangaroo Enteral Feeding Pump Sets are intended for use in patients
with any condition requiring enteral feeding and/or enteral hydration,
which can be accomplished by means of an enteral feeding pump and
pump set. The pump and feeding sets are intended to be used in alternate,
acute and home care settings by users ranging from laypersons to
clinicians. The purpose of this device is to deliver enteral nutrition at a
controlled rate to patients who have an intact gastrointestinal tract.

Klassificering och regel
Classification and Rule
Gemensamma specifikationer
Common Specifications

Lagg till tilliimplig EU-lagstiftning
Where appropriate, add applicable Union | Ej tillimpligt (N/A)
legislation

Medfoljande dokument I/ Refer to Attachment 1

Ej tillimpligt (N/A)

Bedomning av dverensstimmelse
Conformity Assessment

SEKTION FOR UNDERSKRIFT
SIGNATURE SECTION

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

Denna EU-forsakran om 6verensstimmelse utfirdas for och pa uppdrag av och under eget ansvar av den
juridiska tillverkaren som anges ovan.
Plats for utfirdande
T G Waukegan, IL 60085 USA
Underskrift/ Da Electronically signed by: Zafirios Gourgouliatos
. Reason: Approved
Signature/Date Date: Nov 27. 2024 11:37 PST
Namn och function Zafirios Gourgoghatos
Name and Function Regulatory Affairs
Myndighetsdrenden
DOKUMENT I
ATTACHMENT 1
Lista de codigos del product
Product Code List
Klassificering
Produktkod Handelsnamn och beskrivning Grundliggande UDI-DI EMDN och regel
Product Code Trade Name and Description Basic UDI-DI Classification
and Rule
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RE00184096

REVISION:

Kangaroo Joey-set 500 mL

Klass/ Class: Ila

666064 063014000000000000001776U | A080101 Regel/ Rule: 2
Kangaroo Joey Set 500mL )
Kangaroo Joey-set 1000 mL )
666106 063014000000000000001776U | A080101 Eiasesl// %‘j‘fj‘ e
Kangaroo Joey Set 1000mL & )
Kangaroo Epump-set antifritt
flode 500 mL Klass/ Class: Ila
672055 063014000000000000004997M | A080101 Regel/ Rule'. )
Kangaroo Epump Set Anti-free '
Flow 500 mL
Kangaroo Epump-set antifritt
flode 1000 mL Klass/ Class: Ila
673656 063014000000000000004997M | A080101 Regel/ Rule'. )
Kangaroo Epump Set Anti-free '
Flow 1000 mL
ePUMP INT.1000 mL
TILLFORSEL OCH SPOLNING
673662 NS 063014000000000000001736L | Aogo1o1 | Klass/ Class:Ila
Regel/ Rule: 2
ePUMP INT.1000mL FEED &
FLUSH NS
Kangaroo Joey tillforsel- och
spolningsset 1000 mL )
668104 063014000000000000001776U | A080101 Eiasesl// %flse?' 2Ha
Kangaroo Joey Feed and Flush & ’
Set 1000mL
Kangaroo Epump and Joey
Burette omcertifieringsset 100 mL
Klass/ Class: Ila
776150 Kangaroo Epump and Joey 063014000000000000001806H | A080101 Regel/ Rule: 2
Burette Recertification Set 100
mL
Kangaroo ePump Burette-set
100 mL
777056 063014000000000000001736L | A080101 | Klass/ Class:Ila
Regel/ Rule: 2
Kangaroo ePump Burette Set
100mL
Kangaroo ePump-set 500 mL .
777064 063014000000000000001736L | A080101 gasesl// gj‘lses_' 2Ha
Kangaroo ePump Set 500mL & )
Kangaroo ePump-set 1000 mL
777106 ¢ ’ 063014000000000000001736L | A080101 | Klass/ Class:Ila

Kangaroo ePump Set 1000mL

Regel/ Rule: 2
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DOCUMENT NO:

RE00184096

REVISION:

777163

Kangaroo ePump-set 1600 mL

Kangaroo ePump Set 1600mL

063014000000000000001736L

A080101

Klass/ Class: Ila
Regel/ Rule: 2

777401

Kangaroo ePump ENPlus-set med

kanyler

Kangaroo ePump ENPlus Spike
Set

063014000000000000001736L

A080101

Klass/ Class: Ila
Regel/ Rule: 2

777402

Kangaroo ePump Dual ENPlus-
set med kanyler

Kangaroo ePump Dual ENPlus
Spike Set

063014000000000000001736L

A080101

Klass/ Class: Ila
Regel/ Rule: 2

777403

Kangaroo ePump ENPlus 3-i-1-
set

Kangaroo ePump ENPlus 3-in-1
Set

063014000000000000001736L

A080101

Klass/ Class: Ila
Regel/ Rule: 2

777405

Kangaroo ePump ENPlus-kanyl
med pase for tillforsel och
spolning 1000 mL

Kangaroo ePump ENPlus Spike
Feed and Flush Bag 1000mL

063014000000000000001736L

A080101

Klass/ Class: Ila
Regel/ Rule: 2

777406

Kangaroo ePump ENPlus 3-i-1
med pase for tillforsel och
spolning 1000 mL

Kangaroo ePump ENPlus 3-in-1
Feed and Flush Bag 1000mL

063014000000000000001736L

A080101

Klass/ Class: Ila
Regel/ Rule: 2

777407

Kangaroo ventilforsedd ePump
ENPlus-kanyl med pase for
tillférsel och spolning

Kangaroo ePump ENPlus Spike
Feed and Vented Spike Flush Set

063014000000000000001736L

A080101

Klass/ Class: Ila
Regel/ Rule: 2

777408

Kangaroo ePump ENPlus 3-i-1-
set med pése for tillforsel och
spolning

Kangaroo ePump ENPlus 3-in-1
Feed and Flush Set

063014000000000000001736L

A080101

Klass/ Class: Ila
Regel/ Rule: 2

777501

Kangaroo Joey ENPlus-set med
kanyler

063014000000000000001776U

A080101

Klass/ Class: Ila
Regel/ Rule: 2
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REVISION:

Kangaroo Joey ENPlus Spike Set

Kangaroo Joey Dual ENPlus-set
med kanyler

Klass/ Class: Ila

777502 063014000000000000001776U | A080101 Regel/ Rule: 2
Kangaroo Joey Dual ENPlus '
Spike Set
Kangaroo Joey ENPlus 3-i-1-set )
777503 063014000000000000001776U | A080101 [ j2125% Class: Ta
Kangaroo Joey ENPlus 3-in-1 Set & )
Kangaroo Joey ENPlus-kanyl med
pase for tillforsel och spolning
777505 1000 mL 063014000000000000001776U | A0go101 | Kiass/ Class: Ila
Regel/ Rule: 2
Kangaroo Joey ENPlus Spike
Feed and Flush Bag 1000mL
Kangaroo Joey ENPlus 3-i-1 med
pase for tillforsel och spolning )
777506 063014000000000000001776U | A080101 Eiasesl// gjlses_' 2Ha
Kangaroo Joey ENPlus 3-in-1 & )
Feed and Flush Bag
Kangaroo ePump med pése for
tillférsel och spolning 1000 mL )
778104 063014000000000000001736L | A080101 Eiasesl// g{ljlse?' 2Ha
Kangaroo ePump Feed and Flush & ’
Bag 1000mL
Kangaroo ePump med pése for
tillférsel och spolning
778161 1600 ml/1000 mL 063014000000000000001736L | A0go1o1 | Klass/ Class:Ila
Regel/ Rule: 2
Kangaroo ePump Feed and Flush
Bag 1600mL / 1000mL
Kangaroo 3-i-1-adapter Klass/ Class: Ila
1814717995 063014000000000000001706E | A080101 ’

Kangaroo 3-in-1 Adapter

Regel/ Rule: 2
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Created: 2024-11-27
By: Jonathan Hills (jonathan.hills@cardinalhealth.com)
Status: Signed
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