DOC. TITLE: Declaration of Conformity MDR Kendall SCD Controller Compression System

DOCUMENT NO: | RE00222095

REVISION: | 2

DECLARATION OF CONFORMITY

We, Cardinal Health 200 LLC, declare that the products covered in
this EU Declaration of Conformity meet the provision of the Medical

CardinalHealth Device Regulation (EU) 2017/745.

Declaration of Conformity Number

RE00222095

Technical Documentation Number

RE00217172

Manufacturer’s Name

Cardinal Health 200, LLC

Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Single Registration Number

US-MF-000006765

Authorized Representative’s Name
and Address

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

Notified body’s Name and
Identification Number

BSI Group The Netherlands B.V.

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

Identification Number SRN: 2797

CE Certificate Number

MDR 784266

Product Category Pneumatic Compression Equipment [2120607]
. 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN 2120607

Product Code, Trade Name and
Description

Refer to Attachment 1

Intended Purpose

The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous blood
flow in at-risk patients in order to help prevent deep vein
thrombosis and pulmonary embolism.

Classification and Rule

Class: lla
Rule: 9

Common Specifications

Not Applicable

Where appropriate, add applicable
Union legislation

We, Cardinal Health 200 LLC, hereby declare the above
listed Medical Device(s) complies with:

RoHS 2011/65/EU

Conformity Assessment

Annex IX Chapters | and 111

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.
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DOCUMENT NO: | RE00222095 REVISION: | 2
Place of | \yaukegan, IL 60085 USA
Issue
Signature/ |~ Soumitra Shilotri
Date Soumitra Shilotri (Mar 4, 2025 19:15 EST)
Name and Soumitra Shilotri
Function Regulatory Affairs

ATTACHMENT 1

Product Code List

Product Trade Name and . Classification
Code Description ScHllEL IR ARl SO and Rule
Kendall SCD 700
Sequential Compression Class: lla
29525 System (with U.S. power 063014000000000000001546G | 2120607 Rule: 9
cord)
Kendall SCD 700
295250 | Seauential Compression | .41 1000000000000001546G | z120607 | 133 11
System (with E.U. power Rule: 9
cord)
Kendall SCD 700
295051 | Seauential Compression | e441 1000000000000001546G | z120607 | 135 11
System (with U.K. power Rule: 9
cord)
Kendall SCD 700
295255 | Sequential Compression | .41 1000000000000001546G | z120607 | 133 11
System (with Australian Rule: 9
power cord)
Kendall SCD 700
295257 | Sequential Compression | 651 4000000000000001546G | z120607 | €135 11
System (with Japanese Rule: 9
power cord)
Kendall SCD 700
295258 | Sequential Compression | 651 4050000000000001546G | z120607 | €135 112
System (with Brazilian Rule: 9
power cord)
Kendall SCD 700
295259 | Sequential Compression 051 1060000000000001546G | z120607 | €135 112
System (with India power Rule: 9
cord)
Kendall SCD SmartFlow Class: 1la
82100 Compression System with | 063014000000000000005436X | 2120607 N
Rule: 9
EU power cord adapter
Kendall SCD SmartFlow Class: Ila
82101 Compression System with 063014000000000000005436X | 2120607 N
Rule: 9
UK power cord adapter
Kendall SCD SmartFlow Class: Ila
82102 Compression System with 063014000000000000005436X | 2120607 Rule'.9
Swiss power cord adapter '
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Product Code List

Kendall SCD SmartFlow
g2105 | Compression Systemwith | 651 4000000000000005436X | z120607 | €135 112
Australia power cord Rule: 9
adapter
Kendall SCD SmartFlow Class: lla
82107 Compression System with | 063014000000000000005436X | 2120607 Rule'.9
Japan power cord adapter '
Kendall SCD SmartFlow Class: Ila
82108 Compression System with | 063014000000000000005436X | 2120607 Rule'.9
Brazil power cord adapter '
Kendall SCD SmartFlow Class: l1a
82109 Compression System with | 063014000000000000005436X | Z120607 Rule'.9
India power cord adapter '
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CROATIAN

IZJAVA O SUKLADNOSTI
DECLARATION OF CONFORMITY
' — MDR: Mi, Cardinal Health 200 LLC, izjavljujemo da proizvodi na

koje se odnosi ova lzjava o sukladnosti EU ispunjavaju odredbe
CardinaIHeaIth Uredbe o medicinskim proizvodima (EU) 2017/745.

Broj izjave o sukladnosti
Declaration of Conformity Number

RE00222095

Broj tehni¢ke dokumentacije
Technical Documentation Number

RE00217172

Naziv proizvodaca
Manufacturer’s Name

Cardinal Health 200, LLC

Adresa proizvodaca
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Jedinstveni registracijski broj
Single Registration Number

US-MF-000006765

Naziv i adresa ovlastenog
predstavnika Authorized
Representative’s Name and Address

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

Naziv i identifikacijski broj
prijavljenog tijela

Notified body’s Name and Identification
Number

BSI Group The Netherlands B.V.

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

Identifikacijski broj: 2797

Broj certifikata CE
CE Certificate Number

MDR 784266

Kategorija proizvoda

Oprema za pneumatsku kompresiju [2120607]

Product Category Pneumatic Compression Equipment [2120607]
Osnovni UDI-DI 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN 2120607

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

Pogledajte Prilog |
Refer to Attachment 1

Namjena
Intended Purpose

Kendall SCD kontroleri namijenjeni su primjeni
povremene pneumatske kompresije za povecanje venskog
protoka krvi kod rizi¢nih pacijenata kako bi se sprijecila
duboka venska tromboza i plu¢na embolija.

The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Klasifikacija i pravilo
Classification and Rule

Klasa: lla
Pravilo: 9
Class: lla
Rule: 9

Zajednicke specifikacije
Common Specifications

Nije primjenjivo
Not Applicable

Dodajte primjenjivo zakonodavstvo
Europske unije, gdje je to prikladno

Mi, Cardinal Health 200 LLC, izjavljujemo da su
navedeni medicinski proizvodi u skladu s:
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IZJAVA O SUKLADNOSTI
DECLARATION OF CONFORMITY
Where appropriate, add applicable RoHS 2011/65/EU
Union legislation
Ocjena sukladnosti
Conformity Assessment

Prilog IX. Poglavlja I. i 1./ Annex IX Chapters I and IlI

ODJELJAK S POTPISIMA

SIGNATURE SECTION

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

Mjesto

izdavanja Waukegan, IL 60085 USA
Place of Issue

Potpis/ Datum | Gpyypyityg Shiloty|

Signature/ Date

Soumitra Shilotri (Mar 4, 2025 19:15 EST)

Ime i funkcija | Soumitra Shilotri
Name and Regulatory Affairs
Function Odjel za regulatorna pitanja

PRILOG |
ATTACHMENT 1

Klasifika
pro'i<z?/ccl)da LB GOV TP T Osnovni UDI-DI i pc;g\allilo
Product Trade Name and Basic UDI-DI EMDN 1 Classific
Description .
Code ation and
Rule
Kendall SCD 700 sustav
sekvencijalne kompresije
(s americkim kabelom za Klasa: lla
napajanje) Pravilo: 9
29525 Kendall SCD 700 063014000000000000001546G | 2120607 Class: l1a
Sequential Compression Rule: 9
System (with U.S. power
cord)
Kendall SCD 700 sustav
sekvencijalne kompresije
(s europskim kabelom za Klasa: lla
napajanje) Pravilo: 9
295250 Kendall SCD 700 063014000000000000001546G | 2120607 Class: l1a
Sequential Compression Rule: 9
System (with E.U. power
cord)
295051 | Kendall SCD700sustav 1 46q14000000000000001546G | z120607 | KIasa: 11
sekvencijalne kompresije Pravilo: 9
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(s kabelom za napajanje za Class: lla

U.K) Rule: 9

Kendall SCD 700

Sequential Compression

System (with U.K. power

cord)

Kendall SCD 700 sustav

sekvencijalne kompresije

(s australijskim kabelom za Klasa: lla

napajanje) Pravilo: 9
295255 Kendall SCD 700 063014000000000000001546G | 2120607 Class: l1a

Sequential Compression Rule: 9

System (with Australian

power cord)

Kendall SCD 700 sustav

sekvencijalne kompresije

(s japanskim kabelom za Klasa: lla

napajanje) Pravilo: 9
295257 Kendall SCD 700 063014000000000000001546G | 2120607 Class: Il

Sequential Compression Rule: 9

System (with Japanese

power cord)

Kendall SCD 700 sustav

sekvencijalne kompresije

(s brazilskim kabelom za Klasa: lla

napajanje) Pravilo: 9
295258 Kendall SCD 700 063014000000000000001546G | 2120607 Class: l1a

Sequential Compression Rule: 9

System (with Brazilian

power cord)

Kendall SCD 700 sustav

sekvencijalne kompresije (s

indijskim kabelom za Klasa: Ila

napajanje) Pravilo: 9
295259 Kendall SCD 700 063014000000000000001546G | 2120607 Class: l1a

Sequential Compression Rule: 9

System (with India power

cord)

Kendall SCD SmartFlow

sustav kompresije s

adapterom za Klasa: lla

kabel za napajanje Pravilo: 9
82100 s europskim Kendall SCD 063014000000000000005436X | 2120607 Class: l1a

SmartFlow Compression Rule: 9

System with EU power cord

adapter

Kendall SCD SmartFlow )

.. Klasa: lla

sustav kompresije s Pravilo: 9
82101 adapterom za 063014000000000000005436X | 2120607 Class: Illa

kabel za napajanje u U.K. Rule'.9

Kendall SCD SmartFlow :
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Compression System with
UK power cord adapter
Kendall SCD SmartFlow
sustav kompresije s Klasa: la
adapterom za kabel za Pravilo: 9
82102 napajanje u Svicarskoj 063014000000000000005436X | Z120607 o1
Class: lla
Kendall SCD SmartFlow i
) A Rule: 9
Compression System with
Swiss power cord adapter
Kendall SCD SmartFlow
sustav kompresije s
adapterom za kabel za Klasa: lla
napajanje u Australiji Pravilo: 9
82105 Kendall SCD SmartElow 063014000000000000005436X | 2120607 Class: l1a
Compression System with Rule: 9
Australia power cord
adapter
Kendall SCD SmartFlow
sustav kompresije s Klasa: la
adapterom za kabel za Pravilo: 9
82107 napajanje u Japanu 063014000000000000005436X | 2120607 o
Class: lla
Kendall SCD SmartFlow i
) A Rule: 9
Compression System with
Japan power cord adapter
Kendall SCD SmartFlow
sustav kompresije s Klasa: 1la
adapterom za kabel za Pravilo: 9
82108 napajanje u Brazilu 063014000000000000005436X | 2120607 Class: I.Ia
Kendall SCD SmartFlow 5
) A Rule: 9
Compression System with
Brazil power cord adapter
Kendall SCD SmartFlow
sustav kompresije s Klasa: la
adapterom za kabel za Pravilo: 9
82109 napajanje u Indiji 063014000000000000005436X | 2120607 o
Class: lla
Kendall SCD SmartFlow Rule: 9
Compression System with :
India power cord adapter
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CZECH

PROHLASENI O SHODE
DECLARATION OF CONFORMITY
7 — MDR: Nase spole¢nost, Cardinal Health 200 LLC, prohlasuje, Ze

vyrobky uvedené v tomto EU prohlaseni o shod¢ splituji ustanoveni
Ca rd ina | H ea |th nafizeni (EU) 2017/745 o zdravotnickych prostiedcich.

Cislo prohlaseni o shodé

Declaration of Conformity Number RE00222095

Cislo technické dokumentace

Technical Documentation Number RE00217172

Nézev vyrobce _

Manufacturer’s Name Cardinal Health 200, LLC
Adresa vyrobce

Wit A 3651 Birchwood Drive Waukegan, IL 60085 USA

Jediné registracni Cislo
Single Registration Number
Nazev a adresa autorizovaného

US-MF-000006765

Cardinal Health Ireland Manufacturing Limited, Tullamore

Zii;iﬁ?;e d Representative’s Name and Business & Technology Park R35 H903, Tullamore,

Address County Offaly, Ireland

Nazev a identifika¢ni ¢islo BSI Group The Netherlands B.V.

oznameného subjektu Say Building, John M. Keynesplein 9, 1066 EP

Notified body’s Name and Identification | Amsterdam

Number Identifikacni Cislo: 2797

Cislo certifikatu CE

CE Certificate Number MDR 784266

Kategorie vyrobku Pneumaticka kompresni zatizeni [Z120607]

Product Category Pneumatic Compression Equipment [Z120607]

Zakladni UDI-DI 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN 7120607

Kdd, obchodni nézev a popis vyrobku | .,. ..

Product Code, Trade Narael:;n(;/y Viz Pfiloha I

- Refer to Attachment 1

Description
Regulatory Kendall SCD jsou urceny k pferuSované
pneumatické kompresi, ktera zvysuje pratok zilni krve
u rizikovych pacientti s cilem zabranit hluboké Zilni

Ucel pouziti trombaze a plicni embolii.

Intended Purpose The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Ttida: Ila

Klasifikace a pravidlo Pravidlo: 9

Classification and Rule Class: lla
Rule: 9

Obecna specifikace Nelze uplatnit

Common Specifications Not Applicable
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PROHLASENI O SHODE
DECLARATION OF CONFORMITY

Unie

Dle potieby dopliite prislu$ny predpis

Where appropriate, add applicable
Union legislation

RoHS 2011/65/EU

Spole¢nost, Cardinal Health 200 LLC, timto prohlasuje, ze
vyse uvedené zdravotnické prostfedky jsou ve shodé s:

Posouzeni shody
Conformity Assessment

Priloha IX, kapitoly I a 111/ Annex X Chapters | and 11l

PODPISOVA CAST
SIGNATURE SECTION

Toto EU prohlaseni o shodé se vydava jménem a na vyhradni odpovédnost opravnéného
vyrobce uvedeného vyse.

Misto vydani
Place of Issue

Waukegan, IL 60085 USA

Podpis /
Datum

Signature/ Date

Soumitra Shilotr

Soumitra Shilotri (Mar 4, 2025 19:15 EST)

funkce

Function

Jméno a

Name and

Soumitra Shilotri
Regulatory Affairs

Oddg¢leni regulacnich zaleZitosti

PRILOHA I

ATTACHMENT 1

Seznam kodiu vyrobki
Product Code List

XE Obchodni nazev a popis Nzl
vyrobku Trade Name and Zakladni UDI-DI EMDN a pravidlo
Product Description Basic UDI-DI Classification

Code and Rule

Sekvencni kompresni

systém Kendall SCD 700

(s napajecim kabelem pro Ttida: Ila

USA) Pravidlo: 9
29525 Kendall SCD 700 063014000000000000001546G | 2120607 Class: lla

Sequential Compression Rule: 9

System (with U.S. power

cord)

Sekvencni kompresni

systém Kendall SCD 700

(s napajecim kabelem pro Ttida: Ila

EU) Pravidlo: 9
295250 Kendall SCD 700 063014000000000000001546G | 2120607 Class: la

Sequential Compression Rule: 9

System (with E.U. power

cord)

Sekvencéni kompresni Trida: Ila
295251 | systém Kendall SCD 700 063014000000000000001546G | 2120607 | Pravidlo: 9

(s napajecim kabelem pro Class: lla
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Spojené kralovstvi) Rule: 9
Kendall SCD 700
Sequential Compression
System (with U.K. power
cord)
Sekvencni kompresni
systém Kendall SCD 700
(s napajecim kabelem pro Trida: ITa
Australii) Pravidlo: 9
295255 Kendall SCD 700 063014000000000000001546G | 2120607 Class: lla
Sequential Compression Rule: 9
System (with Australian
power cord)
Sekvenéni kompresni
systém Kendall SCD 700
(s napajecim kabelem pro Trida: ITa
Japonsko) Pravidlo: 9
295257 Kendall SCD 700 063014000000000000001546G | 2120607 Class: 1la
Sequential Compression Rule: 9
System (with Japanese
power cord)
Sekvenéni kompresni
systém Kendall SCD 700
(s napajecim kabelem pro Trida: ITa
Brazilii) Pravidlo: 9
295258 Kendall SCD 700 063014000000000000001546G | 2120607 Class: 11a
Sequential Compression Rule: 9
System (with Brazilian
power cord)
Sekvenéni kompresni
systém Kendall SCD 700
(s napajecim kabelem pro Trida: ITa
Indii) Pravidlo: 9
295259 Kendall SCD 700 063014000000000000001546G | 2120607 Class: lla
Sequential Compression Rule: 9
System (with India power
cord)
Kompresni systém Kendall
SCD SmartFlow o
, " Ttida: Ila
s adaptérem napajeciho Pravidlo: 9
82100 kabelu pro EU 063014000000000000005436X | 2120607 Class: |Ié
Kendall SCD SmartFlow ass..
) . Rule: 9
Compression System with
EU power cord adapter
Kompresni systém Kendall
SCD SmartFlow Trida: Ila
82101 iadapterem napajeciho 063014000000000000005436X | Z120607 | Fravidio:9
abelu pro Spojené Class: lla
kralovstvi Rule: 9
Kendall SCD SmartFlow
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Compression System with
UK power cord adapter
Kompresni systém Kendall
SCD SmartFlow -
) L Trida: Ila
S adapteremv napajeciho Pravidlo: 9
82102 kabelu pro Svycarsko 063014000000000000005436X | 2120607 s
Class: lla
Kendall SCD SmartFlow i
) A Rule: 9
Compression System with
Swiss power cord adapter
Kompresni systém Kendall
SCD SmartFlow
s adaptérem napajeciho Ttida: Ila
g2105 | Kabelu pro Australii 063014000000000000005436X | z120607 | Fravidio: 9
Kendall SCD SmartFlow Class: lla
Compression System with Rule: 9
Australia power cord
adapter
Kompresni systém Kendall
SCD SmartFlow .
, o Trida: Ila
s adaptérem napdjeciho Pravidlo: 9
82107 kabelu pro Japonsko 063014000000000000005436X | 2120607 s
Class: lla
Kendall SCD SmartFlow i
) A Rule: 9
Compression System with
Japan power cord adapter
Kompresni systém Kendall
SCD SmartFlow .
, . Trida: Ila
s adaptérem napajeciho Pravidlo: 9
82108 kabelu pro Brazilii 063014000000000000005436X | 2120607 Class: ”é
Kendall SCD SmartFlow 5
) A Rule: 9
Compression System with
Brazil power cord adapter
Kompresni systém Kendall
SCD SmartFlow o
, . Trida: Ila
s adaptérem napéajeciho Pravidlo: 9
82109 kabelu pro Indii 063014000000000000005436X | 2120607 s
Class: lla
Kendall SCD SmartFlow Rule: 9
Compression System with :
India power cord adapter
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DANISH

DECLARATION OF CONFORMITY

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

Overensstemmelseserklaeringsnummer
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

PROHLASENI O SHODE

RE00222095

RE00217172

Cardinal Health 200, LLC

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

Cardinal Health Ireland Manufacturing Limited,

Z‘;Zf;‘;z;agpresenme < Namo ang | Tullamore Business & Technology Park R35 H903,
Address Tullamore, County Offaly, Ireland

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

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

Number Identifikationsnummer: 2797
CE-certificationsnummer

CE Certificate Number MDR 784266

Produktkategori Pneumatisk kompressionsudstyr [Z2120607]
Product Category Pneumatic Compression Equipment [2120607]
Grundlaggende UDI-DI 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN Z120607

Produktkode(r), handelsnavn og

beskrivelse Se bilag |

Product Code, Trade Name and Refer to Attachment 1

Description

Kendall SCD-controllere er beregnet til at tilfare
intermitterende pneumatisk kompression for at gge
gennemstrgmningen af veneblod hos risikopatienter med
det formal at forebygge Deep Vein Thrombosis og
lungeemboli.

The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Tilteenkt formal
Intended Purpose

Klasse: Illa
Klassificering og regel Regel: 9
Classification and Rule Class: lla
Rule: 9
Felles specifikationer Ikke relevant
Common Specifications Not Applicable
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PROHLASENI O SHODE
DECLARATION OF CONFORMITY
Hvor relevant, tilfgj geeldende union- Vi, Cardinal Health 200 LLC, erkleerer hermed, at

lovgivning ovennavnte medicinske udstyr overholder:
Where appropriate, add applicable
Union legislation RoHS 2011/65/EU

Overensstemmelsesvurdering
Conformity Assessment

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

Bilag IX, kapitel I og 111/ Annex 1X Chapters | and Il1

Udstedelsessted | |,/ 1eqan, 1L 60085 USA
Place of Issue
Underskrift / . . .
Dato Soumitra Shilotri

. Soumitra Shilotri (Mar 4, 2025 19:15 EST)
Signature/ Date
;\Iavn_og Soumitra Shilotri

unction .

Regulatory Affairs
Name and Lovgivningsanliggender
Function 9 9 99
BILAGI
ATTACHMENT 1

Produktkodeliste

Product Code List

Handelsnavn og Klassificering
Produktkode beskrivelse Grundlaeggende UDI-DI EMDN og regel
Product Code Trade Name and Basic UDI-DI Classification
Description and Rule
Kendall SCD 700
Sequential
Compression System Klasse: lla
(med US-strgmkabel) Regel: 9
29525 Kendall SCD 700 063014000000000000001546G | 2120607 Class: la
Sequential Rule: 9
Compression System
(with U.S. power cord)
Kendall SCD 700
Sequential
Compression System ,
(med EU-stramkabel) Eéaseslg.glla
295250 Kendall SCD 700 063014000000000000001546G | 2120607 CIBSS'. la
Sequential R N
. ule: 9
Compression System
(with E.U. power
cord)
295251 Kendall SCD 700 063014000000000000001546G | 120607 | Kasse: 112
Sequential Regel: 9
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Compression System
(med UK-strgmkabel)
Kendall SCD 700
Sequential
Compression System
(with U.K. power
cord)

Produktkodeliste
Product Code List

Class: lla
Rule: 9

295255

Kendall SCD 700
Sequential
Compression System
(med australsk
strgmkabel)

Kendall SCD 700
Sequential
Compression System
(with Australian
power cord)

063014000000000000001546G

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

295257

Kendall SCD 700
Sequential
Compression System
(med japansk
strgmkabel)

Kendall SCD 700
Sequential
Compression System
(with Japanese power
cord)

063014000000000000001546G

72120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

295258

Kendall SCD 700
Sequential
Compression System
(med brasiliansk
strgmkabel)

Kendall SCD 700
Sequential
Compression System
(with Brazilian power
cord)

063014000000000000001546G

7120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

295259

Kendall SCD 700
Sequential
Compression System
(med indisk
strgmkabel)

Kendall SCD 700
Sequential
Compression System
(with India power
cord)

063014000000000000001546G

7120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82100

Kendall SCD
SmartFlow
Compression System

063014000000000000005436X

72120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9
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stremkabeladapter
Kendall SCD
SmartFlow
Compression System
with EU power cord
adapter

Produktkodeliste

Product Code List

82101

Kendall SCD
SmartFlow
Compression System
med UK-
strgmkabeladapter
Kendall SCD
SmartFlow
Compression System
with UK power cord
adapter

063014000000000000005436X

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82102

Kendall SCD
SmartFlow
Compression System
med schweizisk
strgmkabeladapter
Kendall SCD
SmartFlow
Compression System
with Swiss power cord
adapter

063014000000000000005436X

72120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82105

Kendall SCD
SmartFlow
Compression System
med australsk
strgmkabeladapter
Kendall SCD
SmartFlow
Compression System
with Australia power
cord adapter

063014000000000000005436X

7120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82107

Kendall SCD
SmartFlow
Compression System
med japansk
stremkabeladapter
Kendall SCD
SmartFlow
Compression System
with Japan power
cord adapter

063014000000000000005436X

7120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82108

Kendall SCD
SmartFlow
Compression System
med brasiliansk

063014000000000000005436X

72120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9
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strgmkabeladapter
Kendall SCD
SmartFlow
Compression System
with Brazil power
cord adapter

Produktkodeliste
Product Code List

82109

Kendall SCD
SmartFlow
Compression System
med indisk
stremkabeladapter
Kendall SCD
SmartFlow
Compression System
with India power cord
adapter

063014000000000000005436X

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9
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DUTCH

DECLARATION OF CONFORMITY

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

CONFORMITEITSVERKLARING

Nummer conformiteitsverklaring
Declaration of Conformity Number

RE00222095

Nummer technische documentatie
Technical Documentation Number

RE00217172

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

Notified body’s Name and
Identification Number

BSI Group The Netherlands B.V.

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

Identificatienummer: 2797

Nummer CE-markering
CE Certificate Number

MDR 784266

Productcategorie

Pneumatische compressieapparatuur [2120607]

Product Code, Trade Name and
Description

Product Category Pneumatic Compression Equipment [Z120607]
Basis UDI-DI 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN 2120607

Productcode, handelsnaam en

beschrijving Zie Bijlage |

Refer to Attachment 1

Beoogd doel
Intended Purpose

De KENDALL SCD regeleenheden zijn bedoeld om
periodieke pneumatische compressie toe te passen om de
veneuze bloedstroom bij risicopatiénten te verhogen,
teneinde diepveneuze trombose en longembolie te helpen
voorkomen.

The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Classificatie en regel
Classification and Rule

Klasse: lla
Regel: 9
Class: lla
Rule: 9

Algemene specificities
Common Specifications

Niet van toepassing
Not Applicable
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CONFORMITEITSVERKLARING
DECLARATION OF CONFORMITY

Voeg, indien van toepassing, de Wij, Cardinal Health 200 LLC, verklaren hierbij dat het/de
toepasselijke wetgeving van de Unie | hierboven genoemde medische hulpmiddel(en)
toe voldoet/voldoen aan:
Where appropriate, add applicable
Union legislation
Conformiteitsbeoordeling
Conformity Assessment

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

Waukegan, IL 60085 USA
Soumtitra Shilotr|

Soumitra Shilotri (Mar 4, 2025 19:15 EST)

Soumitra Shilotri
Regulatory Affairs
Regelgevingszaken

RoHS 2011/65/EU
Bijlage 1X Hoofdstuk I en 111/ Annex IX Chapters | and 111

Plaats van afgifte
Place of Issue
Handtekening/Datum
Signature/ Date

Naam en functie
Name and Function

BIJLAGE |
ATTACHMENT 1

Produktkodeliste
Product Code List

Productcode Handelsr]ga_m en _ Classificatie
Product beschrijving Bas!s UDI-DI EMDN en _rggel_
Trade Name and Basic UDI-DI Classification
Code -
Description and Rule
Kendall SCD 700
sequentieel
compressiesysteem Klasse: 1la
(met Amerikaans Regel: 9
29525 netsnoer) 063014000000000000001546G | 2120607 Cl 3
ass: lla
Kendall SCD 700 Rule: 9
Sequential :
Compression System
(with U.S. power cord)
Kendall SCD 700
sequentieel
compressiesysteem
(met Europees Klasse: lla
netsnoer) Regel: 9
295250 Kendall SCD 700 063014000000000000001546G | 2120607 Class: Ila
Sequential Rule: 9
Compression System
(with E.U. power
cord)
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Kendall SCD 700
sequentieel
compressiesysteem .
(met Brits netsnoer) E(Ieasesle.:.glla
295251 Kendall SCD 700 063014000000000000001546G | 2120607 Clzgss: la
Sequential .
. Rule: 9
Compression System
(with U.K. power
cord)
Kendall SCD 700
sequentieel
compressiesysteem
(met Australisch Klasse: lla
netsnoer) Regel: 9
295255 Kendall SCD 700 063014000000000000001546G | 2120607 Class: Ila
Sequential Rule: 9
Compression System
(with Australian power
cord)
Kendall SCD 700
sequentieel
compressiesysteem Klasse: Il
(met Japans netsnoer) Regel: 9
295257 Kendall SCD 700 063014000000000000001546G | 2120607 Class: la
Sequential N
. Rule: 9
Compression System
(with Japanese power
cord)
Kendall SCD 700
sequentieel
compressiesysteem
(met Braziliaans Klasse: lla
netsnoer) Regel: 9
295258 Kendall SCD 700 063014000000000000001546G | 2120607 Class: 1la
Sequential Rule: 9
Compression System
(with Brazilian power
cord)
Kendall SCD 700
sequentieel
compressiesysteem Klasse: 1la
(met Indiaas netsnoer) Regel: 9
295259 Kendall SCD 700 063014000000000000001546G | 2120607 ClaSS'. la
Sequential Rule:
. ule: 9
Compression System
(with India power
cord)
Kendall SCD E(Ieaseslg.glla
82100 SmartFlow- 063014000000000000005436X | 2120607 Clz?ss-. la
compressiesysteem Rule:.9
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met med Europees
netsnoeradapter
Kendall SCD
SmartFlow
Compression System
with EU power cord
adapter

82101

Kendall SCD
SmartFlow-
compressiesysteem
met Britse
netsnoeradapter
Kendall SCD
SmartFlow
Compression System
with UK power cord
adapter

063014000000000000005436X

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82102

Kendall SCD
SmartFlow-
compressiesysteem
met Zwitserse
netsnoeradapter
Kendall SCD
SmartFlow
Compression System
with Swiss power cord
adapter

063014000000000000005436X

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82105

Kendall SCD
SmartFlow-
compressiesysteem
met Australische
netsnoeradapter
Kendall SCD
SmartFlow
Compression System
with Australia power
cord adapter

063014000000000000005436X

7120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82107

Kendall SCD
SmartFlow-
compressiesysteem
met Japanse
netsnoeradapter
Kendall SCD
SmartFlow
Compression System
with Japan power cord
adapter

063014000000000000005436X

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82108

Kendall SCD
SmartFlow-
compressiesysteem
met Braziliaanse

063014000000000000005436X

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9
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netsnoeradapter
Kendall SCD
SmartFlow
Compression System
with Brazil power cord

Compression System
with India power cord
adapter

adapter

Kendall SCD

SmartFlow-

compressiesysteem

met Indiase Klasse: lla

netsnoeradapter Regel: 9
82109 Kendall SCD 063014000000000000005436X | 2120607 Class: la

SmartFlow Rule: 9
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FINNISH

VAATIMUSTENMUKAISUUSVAKUUTUS
DECLARATION OF CONFORMITY
MDR: Me, Cardinal Health 200 LLC, vakuutamme, etta tdssa EU-

vaatimustenmukaisuusvakuutuksessa kuvatut tuotteet tayttavat
Ca rd ina | H ea |th laakintélaiteasetuksen (EU) 2017/745 vaatimukset.

VAATIMUSTENMUKAISUUSVAKUUTUS
Declaration of Conformity Number

RE00222095

Teknisen dokumentin numero
Technical Documentation Number

RE00217172

Valmistajan nimi
Manufacturer’s Name

Cardinal Health 200, LLC

Valmistajan osoite
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Yksittainen rekisterinumero
Single Registration Number

US-MF-000006765

Valtuutetun edustajan nimi ja osoite
Authorized Representative’s Name and

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

Address Tullamore, County Offaly, Ireland

lImoitetun laitoksen nimi ja BSI Group The Netherlands B.V.
tunnusnumero Say Building, John M. Keynesplein 9, 1066 EP
Notified body’s Name and Identification Amsterdam

Number Tunnusnumero: 2797

CE-sertifikaatin numero
CE Certificate Number

MDR 784266

Tuotekategoria

Pneumaattiset kompressiolaitteet [2120607]

Product Category Pneumatic Compression Equipment [Z2120607]
\ljl[;sll_lglll;nen laitemallin tunniste (Basic 82281388888888888888532)6(

Basic UDI-DI

EMDN 2120607

Tuotekoodi, kauppanimi ja kuvaus Katso liite |

Product Code, Trade Name and Description | Refer to Attachment 1

Kayttotarkoitus
Intended Purpose

Kendall SCD -ohjaimet on tarkoitettu antamaan
jaksoittaista pneumaattista kompressiohoitoa
laskimoverenkierron lisddmiseksi riskipotilailla ja
siten syvén laskimotukoksen ja keuhkoembolian
ehkéisemiseksi.

The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase
venous blood flow in at-risk patients in order to help
prevent deep vein thrombosis and pulmonary
embolism.

Common Specifications

Luokka: lla
Luokittelu ja sdanto Saanto: 9
Classification and Rule Class: lla

Rule: 9
Yleiset tekniset tiedot Ei sovellu

Not Applicable
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VAATIMUSTENMUKAISUUSVAKUUTUS
DECLARATION OF CONFORMITY

Lisaa tarvittaessa soveltuva unionin
lainsdadanto

Where appropriate, add applicable Union
legislation

Me, Cardinal Health 200 LLC, vakuutamme taten, etta
yll& luetellut 1adkinn&lliset laitteet vastaavat seuraavia:

RoHS 2011/65/EU

Vaatimustenmukaisuuden arviointi
Conformity Assessment

Liite IX kappaleet I ja 111/ Annex IX Chapters | and 111

ALLEKIRJOITUSOSIO

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

Paikka
Place of Issue

Waukegan, IL 60085 USA

Allekirjoitus/

Soumitra Shitotr

Paivamaara
Signature/ Date

Soumitra Shilotri (Mar 4,2025 19:15 EST)

Soumitra Shilotri
Regulatory Affairs
Saantelyasiat

Nimi ja asema
Name and Function

LIITE I

ATTACHMENT 1

Tuotekoodiluettelo
Product Code List

Tuotekoodi | Kauppanimi ja kuvaus Yksil6llinen laitemallin L.:Zgg;igu
Product Trade Name and tunniste (Basic UDI-DI) EMDN Ja saantc
. : Classification
Code Description Basic UDI-DI
and Rule
Kendall SCD 700 -
sekventiaalinen
kompressmjarjestelma Luokka: 1la
(yhdysvaltalaisella SHANtG: 9
29525 virtajohdolla) 063014000000000000001546G | 2120607 .
Class: lla
Kendall SCD 700 .
. . Rule: 9
Sequential Compression
System (with U.S. power
cord)
Kendall SCD 700 -
sekventiaalinen
kompressiojarjestelma Luokka: Ila
(EU-virtajohdolla) Saanto: 9
295250 Kendall SCD 700 063014000000000000001546G | 2120607 Class: Il
Sequential Compression Rule: 9
System (with E.U. power
cord)
Kendall SCD 700 - Luokka: Ila
295251 sekventiaalinen 063014000000000000001546G | 2120607 | S&anto: 9
kompressiojérjestelmé Class: lla
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Tuotekoodiluettelo
Product Code List

(brittilaisella Rule: 9
virtajohdolla)
Kendall SCD 700
Sequential Compression
System (with U.K. power
cord)
Kendall SCD 700 -
sekventiaalinen
kompre_ssm_Jarjestelma Luokka: 11a
(australialaisella SHANtG: 9
295255 virtajohdolla) 063014000000000000001546G | 2120607 O
Class: lla
Kendall SCD 700 -
. . Rule: 9
Sequential Compression
System (with Australian
power cord)
Kendall SCD 700 -
sekventiaalinen
k_ompr_es§|01arjestelma Luokka: 1la
(japanilaisella SEANtS: 9
295257 virtajohdolla) 063014000000000000001546G | 2120607 o
Class: lla
Kendall SCD 700 -
. . Rule: 9
Sequential Compression
System (with Japanese
power cord)
Kendall SCD 700 -
sekventiaalinen
komprfesspjarjestelma Luokka: 11
(brasilialaisella SHANtG: 9
295258 virtajohdolla) 063014000000000000001546G | 2120607 O
Class: lla
Kendall SCD 700 i
. . Rule: 9
Sequential Compression
System (with Brazilian
power cord)
Kendall SCD 700 -
sekventiaalinen
k_orr_1pre_55|01arjestelma Luokka: l1a
(intialaisella SHANtG: 9
295259 virtajohdolla) 063014000000000000001546G | 2120607 O
Class: lla
Kendall SCD 700 i
. . Rule: 9
Sequential Compression
System (with India power
cord)
Kendall SCD SmartFlow
-kompressiojérjestelma .
EU virtajohtoadapterilla Is_;;ri:t?gl la
82100 Kendall SCD SmartFlow | 063014000000000000005436X | 2120607 Class: ila
Compression System Rule'.9
with EU power cord '
adapter
82101 Kendall SCD SmartFlow | 5341 4000000000000005436X | z120607 | SuoKka: 11a
-kompressiojérjestelma S&anto: 9
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Tuotekoodiluettelo
Product Code List

brittilaisella Class: lla

virtajohtoadapterilla Rule: 9

Kendall SCD SmartFlow

Compression System

with UK power cord

adapter

Kendall SCD SmartFlow

-kompressiojérjestelma

sveitsilaiselld Luokka: lla

virtajohtoadapterilla Saanto: 9
82102 Kendall SCD SmartElow 063014000000000000005436X | 2120607 Class: 1la

Compression System Rule: 9

with Swiss power cord

adapter

Kendall SCD SmartFlow

-kompressiojérjestelma

australialaisella Luokka: lla

virtajohtoadapterilla Saanto: 9
82105 Kendall SCD SmartFlow 063014000000000000005436X | 2120607 Class: 1la

Compression System Rule: 9

with Australia power

cord adapter

Kendall SCD SmartFlow

-kompressiojarjestelma

japanilaisella Luokka: lla

virtajohtoadapterilla Saanto: 9
82107 Kendall SCD SmartFlow 063014000000000000005436X | 2120607 Class: 1la

Compression System Rule: 9

with Japan power cord

adapter

Kendall SCD SmartFlow

-kompressiojarjestelma

brasilialaisella Luokka: lla

virtajohtoadapterilla Saanto: 9
82108 Kendall SCD SmartFlow 063014000000000000005436X | 2120607 Class: 1a

Compression System Rule: 9

with Brazil power cord

adapter

Kendall SCD SmartFlow

-kompressiojérjestelma

intialaisella Luokka: Ila
82109 virtajohtoadapterilla 063014000000000000005436X | 7120607 | S34Nt0: 9

Kendall SCD SmartFlow Class: lla

Compression System Rule: 9

with India power cord

adapter
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FRENCH

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 reglement (UE) 2017/745 sur
CardinalHealth e d?spositifs médicaux. i ’ “o
Numeéro de la déclaration de
conformité RE00222095
Declaration of Conformity Number
Numéro de la documentation
technique RE00217172
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

Cardinal Health 200, LLC

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

Cardinal Health Ireland Manufacturing Limited, Tullamore

agrée X

Authorized Representative’s Name and 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 Amsterdam

Identification Number Numéro d'identification: 2797

Numéro de certificat CE

CE Certificate Number MDR 784266

Catégorie de produit Dispositifs de compression pneumatique [Z2120607]
Product Category Pneumatic Compression Equipment [2120607]
UDI-DI de base 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN 2120607

Code, nom commercial et

description du produit Voir PJ |

Product Code, Trade Name and Refer to Attachment 1

Description

Les controleurs Kendall SCD sont destinés a exercer une
compression pneumatique intermittente pour accroitre le
débit sanguin veineux chez des patients a risque afin d’aider
a prévenir une thrombose veineuse profonde et une embolie
pulmonaire.

The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Usage prévuc
Intended Purpose

Classification et régle C[assg. Ila
e Regle:9
Classification and Rule ]
Class:lla
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DECLARATION DE CONFORMITE
DECLARATION OF CONFORMITY

Rule: 9

Caracteéristiques communes
Common Specifications

Sans objet
Not Applicable

Le cas échéant, ajouter la législation
de I'Union européenne en vigueur
Where appropriate, add applicable
Union legislation

Nous, Cardinal Health 200 LLC, déclarons par la présente
que les dispositifs médicaux répertoriés ci-dessus sont

conformes a:

RoHS 2011/65/EU

Evaluation de la conformité
Conformity Assessment

Annexe IX, Chapitres | et I11/ Annex IX Chapters | and 111

SECTION SIGNATURE
SIGNATURE SECTION

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

Lieu de délivrance
Place of Issue

Waukegan, IL 60085 USA

Signature/Date

Soumtitra Shitotr

Signature/Date

Soumitra Shilotri (Mar 4, 2025 19:15 EST)

Nom et function
Name and Function

Soumitra Shilotri
Regulatory Affairs
Affaires réglementaires

ATTACHMENT 1

PJ I

Liste de reférence produit
Product Code List

Cgﬁle Nom commercial et Classification
. description du produit UDI-DI de base et regle
FIEeIIE Trade Name and Basic UDI-DI EMDN Classification
Product -
Description and Rule
Code
Systéme de compression
séquentielle
Kendall SCD 700 (avec .
e . Classe: lla
cordon d’alimentation Réale:9
29525 | norme américaine) 063014000000000000001546G | 2120607 g )
Class: lla
Kendall SCD 700 .
. . Rule: 9
Sequential Compression
System (with U.S. power
cord)
Systeme_z de compression Classe: Ila
séquentielle Régle:9
295250 | Kendall SCD 700 (avec 063014000000000000001546G | 2120607 Clzgss: la
cordon d’alimentation -
) Rule: 9
norme européenne)
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Kendall SCD 700

Sequential Compression
System (with E.U. power
cord)

295251

Systéme de compression
séquentielle

Kendall SCD 700 (avec
cordon d’alimentation
norme anglaise)

Kendall SCD 700
Sequential Compression
System (with U.K. power
cord)

063014000000000000001546G

2120607

Classe: lla
Regle:9
Class: lla
Rule: 9

295255

Systéeme de compression
séquentielle

Kendall SCD 700 (avec
cordon d’alimentation
norme australienne)
Kendall SCD 700
Sequential Compression
System (with Australian
power cord)

063014000000000000001546G

2120607

Classe: lla
Régle:9
Class: lla
Rule: 9

295257

Systéeme de compression
séquentielle

Kendall SCD 700 (avec
cordon d’alimentation
norme japonaise)
Kendall SCD 700
Sequential Compression
System (with Japanese
power cord)

063014000000000000001546G

7120607

Classe: lla
Regle:9
Class: lla
Rule: 9

295258

Systéme de compression
séquentielle

Kendall SCD 700 (avec
cordon d’alimentation
norme brésilienne)
Kendall SCD 700
Sequential Compression
System (with Brazilian
power cord)

063014000000000000001546G

2120607

Classe: lla
Regle:9
Class: lla
Rule: 9

295259

Systeme de compression
séquentielle

Kendall SCD 700 (avec
cordon d’alimentation
norme indienne)

Kendall SCD 700
Sequential Compression
System (with India power
cord)

063014000000000000001546G

7120607

Classe: lla
Régle:9
Class: lla
Rule: 9

82100

Systéme de compression
Kendall SCD SmartFlow

063014000000000000005436X

72120607

Classe: lla
Regle:9
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avec adaptateur de cordon Class: lla
d’alimentation norme Rule: 9
européenne
Kendall SCD SmartFlow
Compression System with
EU power cord adapter
Systéme de compression
Kendall SCD SmartFlow
avec adaptateur de cordon Classe: lla
g2101 | 4 alimentation norme 063014000000000000005436X | 7120607 | Re9le:9
anglaise Class: lla
Kendall SCD SmartFlow Rule: 9
Compression System with
UK power cord adapter
Systéeme de compression
Kendall SCD SmartFlow )
Classe: lla
avec adaptateur de cordon Regle:9
82102 | d’alimentation norme suisse | 063014000000000000005436X | 2120607 g ;
Class: lla
Kendall SCD SmartFlow i
) . Rule: 9
Compression System with
Swiss power cord adapter
Systéeme de compression
Kendall SCD SmartFlow
avec adaptateur de cordon ,
s o1 . Classe: lla
d’alimentation norme Réale:9
82105 | australienne 063014000000000000005436X | 2120607 g 3
Class: lla
Kendall SCD SmartFlow i
) . Rule: 9
Compression System with
Australia power cord
adapter
Systéme de compression
Kendall SCD SmartFlow
avec adaptateur de cordon Classe: lla
g2107 | 4 alimentation norme 063014000000000000005436X | 2120607 | ~c9le:d
japonaise Class: lla
Kendall SCD SmartFlow Rule: 9
Compression System with
Japan power cord adapter
Systéme de compression
Kendall SCD SmartFlow
avec adaptateur de cordon Classe: lla
g210g | ¢ alimentation norme 063014000000000000005436X | 2120607 | ~c91:9
brésilienne Class: lla
Kendall SCD SmartFlow Rule: 9
Compression System with
Brazil power cord adapter
Systéme de compression ,
Kendall SCD SmartFlow %aslf_é“a
82109 avec adaptateur de cordon 063014000000000000005436X | Z120607 Clagss: la
d’alimentation norme .
- Rule: 9
indienne
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Kendall SCD SmartFlow
Compression System with
India power cord adapter

Liste de référence produit

Product Code List

I
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GERMAN

— e MDR: Wir, Cardinal Health 200 LLC, erklaren, dass die Produkte,
die in dieser EU-Konformitatserklarung behandelt werden, den
Bestimmungen der Medizinprodukteverordnung (EU) 2017/745

Technical Documentation Number

CardinalHealth entsprechen.
Nummer der Konformitatserklarung
Declaration of Conformity Number RE00222095
Technische Dokumentennummer RE00217172

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
bevollmachtigten Vertreters
Authorized Representative’s Name and
Address

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

Name und Identifikationsnummer
der benannten Stelle

Notified body’s Name and
Identification Number

BSI Group The Netherlands B.V.

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

Identifikationsnummer: 2797

CE-Zertifikat-Nummer
CE Certificate Number

MDR 784266

Produktkategorie

Pneumatische Kompressionsvorrichtung [Z2120607]

Product Category Pneumatic Compression Equipment [2120607]
Grundlegende UDI-DI 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN 2120607

Produktcode, Handelsname und
Beschreibung

Product Code, Trade Name and
Description

Siehe Anhang |
Refer to Attachment 1

Verwendungszweck
Intended Purpose

Kendall SCD Steuergeréte sind fiir die Anwendung von
intermittierender pneumatischer Kompression zur
Erhohung des Durchflusses des vendsen Blutes bei
Risikopatienten vorgesehen, um tiefe
Beinvenenthrombosen und Lungenembolien zu verhindern.
The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Klassifizierung und Richtlinie
Classification and Rule

Klasse: lla
Regel: 9
Class: lla
Rule: 9
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Allgemeine Spezifikationen
Common Specifications

Nicht zutreffend
Not Applicable

Gegebenenfalls anwendbare
Rechtsvorschriften der
Gewerkschaft hinzufiigen

Where appropriate, add applicable
Union legislation

Wir, Cardinal Health 200 LLC, erklaren hiermit, dass
das/die oben genannte(n) Medizinprodukt(e) den folgenden

Anforderungen entspricht/entsprechen:

RoHS 2011/65/EU

Konformitatsbewertung
Conformity Assessment

Anhang IX Kapitel I und 111/ Annex IX Chapters | and 111

UNTERSCHRIFTSABSCHNITT
SIGNATURE SECTION

Diese EU-Konformitatserklarung wird fir und im Namen und unter der alleinigen
Verantwortung des oben angegebenen rechtméaRigen Herstellers ausgestellt.

Ausstellungsort
Place of Issue

Waukegan, IL 60085 USA

Unterschrift

Name and Function

/Datum IR ot
Signature/Date

Name und Soumitra Shilotri
Funktion Regulatory Affairs

Zulassungsangelegenheiten

ANHANG 1
ATTACHMENT 1

Produktcode Handelanme und Klassif_izier_ur)g
Product Beschreibung Grundlegende UDI-DI EMDN und Richtlinie
Trade Name and Basic UDI-DI Classification
Code o
Description and Rule

Kendall SCD 700

Sequenzielles

Kompressionssystem )

(mit US-Netzkabel) E(Iaaseslg.glla
29525 Kendall SCD 700 063014000000000000001546G | 2120607 Clsss: la

Sequential N

. Rule: 9

Compression System

(with U.S. power

cord)

Kendall SCD 700

Sequenzielles Klasse: lla

Kompressionssystem Regel: 9
295250 (mit EU-Netzkabel) 063014000000000000001546G | 2120607 Class: Il

Kendall SCD 700 Rule: 9

Sequential
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Compression System
(with E.U. power
cord)

295251

Kendall SCD 700
Sequenzielles
Kompressionssystem
(mit GB-Netzkabel)
Kendall SCD 700
Sequential
Compression System
(with U.K. power
cord)

063014000000000000001546G

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

295255

Kendall SCD 700
Sequenzielles
Kompressionssystem
(mit Netzkabel fur
Australien)

Kendall SCD 700
Sequential
Compression System
(with Australian
power cord)

063014000000000000001546G

7120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

295257

Kendall SCD 700
Sequenzielles
Kompressionssystem
(mit Netzkabel fir
Japan)

Kendall SCD 700
Sequential
Compression System
(with Japanese
power cord)

063014000000000000001546G

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

295258

Kendall SCD 700
Sequenzielles
Kompressionssystem
(mit Netzkabel fir
Brasilien)

Kendall SCD 700
Sequential
Compression System
(with Brazilian
power cord)

063014000000000000001546G

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

295259

Kendall SCD 700
Sequenzielles
Kompressionssystem
(mit Netzkabel fur
Indien)

Kendall SCD 700
Sequential
Compression System

063014000000000000001546G

72120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9
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(with India power
cord)

82100

Kendall SCD
SmartFlow
Kompressionssystem
mit
Netzkabeladapter fur
EU

Kendall SCD
SmartFlow
Compression System
with EU power cord
adapter

063014000000000000005436X

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82101

Kendall SCD
SmartFlow
Kompressionssystem
mit
Netzkabeladapter fur
GB

Kendall SCD
SmartFlow
Compression System
with UK power cord
adapter

063014000000000000005436X

7120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82102

Kendall SCD
SmartFlow
Kompressionssystem
mit
Netzkabeladapter fur
die Schweiz

Kendall SCD
SmartFlow
Compression System
with Swiss power
cord adapter

063014000000000000005436X

7120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82105

Kendall SCD
SmartFlow
Kompressionssystem
mit
Netzkabeladapter fur
Australien

Kendall SCD
SmartFlow
Compression System
with Australia power
cord adapter

063014000000000000005436X

7120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82107

Kendall SCD
SmartFlow
Kompressionssystem
mit
Netzkabeladapter fur

063014000000000000005436X

7120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

CONFIDENTIAL INFORMATION

SHEET 34 OF 76



DOCUMENT NO: | RE00222095

REVISION:

Japan

Kendall SCD
SmartFlow
Compression System
with Japan power
cord adapter

Kendall SCD
SmartFlow
Kompressionssystem
mit

Compression System
with India power
cord adapter

. Klasse: lla
Netzkabeladapter fur Regel: 9
82108 Brasilien 063014000000000000005436X | 2120607 g ;
Class: lla
Kendall SCD Rule: 9
SmartFlow '
Compression System
with Brazil power
cord adapter
Kendall SCD
SmartFlow
Kompressionssystem
mit Klasse: lla
Netzkabeladapter fur Re el'.9
82109 Indien 063014000000000000005436X | 2120607 g ;
Class: lla
Kendall SCD Rule: 9
SmartFlow '
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GREEK
AHAQYH XYMMOP®QYXHXE
DECLARATION OF CONFORMITY

— o MDR: Epeig, n Cardinal Health 200 LLC, énidvovue 61t ta

TPOTOVTO OV KOAVTTOVTOL TNV Tapovca ANimon coppdpemong EE
. mANpovv Tig datdselg tov Kavoviopot (EE) 2017/745 v ta
Ca rdlnaIHealth TPOTEYVOLOYIKA TTPOIOVTAL.

AprOpog oNrmons cuppopeeng

Declaration of Conformity Number RE00222095

Ap1Opdg TevIKoD paKELOV RE00217172

Technical Documentation Number

‘Ovopo KOTOGKEVOOTN
Manufacturer’s Name

Cardinal Health 200, LLC

Algv0vvon KoTaoKELUOTI|
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Evwaiog apiOpég kataydpiong
Single Registration Number

US-MF-000006765

‘Ovopo. ko 61800vvon
€E0V61000TNUEVOV UVTITTPOGHOTOV
Authorized Representative’s Name and
Address

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

Ovopo kon aplOpdég avayvopiong
KOLVOTTOULEVOV 0PYAVIGHOD
Notified body’s Name and
Identification Number

BSI Group The Netherlands B.V.

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

AplBuog avayvwplong: 2797

Ap1Opég motomomtikov CE
CE Certificate Number

MDR 784266

Katnyopia mpoiévrog

[Mvevpotikdg eEomiopog cvumieong [Z120607]

Product Category Pneumatic Compression Equipment [2120607]
Baowé UDI-DI 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN 7120607

K®owog wpoidvroc, epmopuxi)
EMOVOPIN KOl TEPLYPOON
Product Code, Trade Name and
Description

Avoatpéére oto [pocapmua |
Refer to Attachment 1

IIpooprlopuevog ckomog
Intended Purpose

On gkeyktég Kendall SCD npoopilovron yio trv epappoyn
SLOAEITOVGOC TVEVUATIKNG GUUTTIEGNG YO TV ADENGN TNG
QAP ponc aipatog og acbeveic mov datpéyov
KivoLVOo, TPOKEWEVOL VO GUUBAALOVY GTNV TPOANYT TNG
ev 1o Padel pAePixng OpouPwong Kot TG TVELUOVIKNG
eppolng.

The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Ta&wvopnon ko kavovag
Classification and Rule

Katnyopia: lla
Kavovag: 9
Class: lla
Rule: 9
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Kowég mpooraypapéc
Common Specifications

AHAQYXH XYMMOPOQXHX

DECLARATION OF CONFORMITY

Agv 1oyvet
Not Applicable

Union legislation

‘Omov appolel, tpocdicte TV
gpappootéa vopodesio g Evaoong
Where appropriate, add applicable

RoHS 2011/65/EU

Epueic, n Cardinal Health 200 LLC, &1 tng mapovong
dnAmvoope 6t To(Ta) TPOoVAPEPOUEVO(DL)
TPOTEXVOLOYKO(() TPOidV(TQ)
GUULOPOOVETOL GLLLLOPPDVOVTAL) LLE:

Conformity Assessment

Adohdynon g cuppdpeoong

Hopaptnua IX Kepdioia I xon 111/ Annex IX Chapters [
and 111

ENOTHTA YIIOI'PA®HX

SIGNATURE SECTION

H mapovca Aimon coppdpewcng EE ekoideTal 670 6vopa Kot yio A0YoplaGHo Kol e TNV
ATOKAELGTIKTY €V0UVN TOV NOUIOV KOTUGKEVUGTY] TOV THVTOTOLEITOL TOPUTAVE.

Signature/Date

Toémog £ékdoong
Place of Issue Waukegan, IL 60085 USA
Yroypagii/Huspopnvia | Sommitrg Srilotr

Soumitra Shilotri (Mar 4,2025 19:15 EST)

Ovopo ko Aertovpyia
Name and Function

Soumitra Shilotri
Regulatory Affairs

PuOuiotikég vmobéoelg

ITPOXAPTHMA I
ATTACHM ENT 1

Koowog Epmopui] emovopio Ta&wvépnon
TPOIOVTOg KoL TEPLY PO Baowo UDI-DI EMDN | K& Kavovag
Product Trade Name and Basic UDI-DI Classification
Code Description and Rule
ZHoTnHe S1d0YIKNG
ovpmieong Kendall SCD -
700 (ue xaA®dd10 ﬁ:myopw.
29525 Tpopodosios HIIA) 063014000000000000001546G | 2120607 | Kavovac: 9
Kendall SCD 700 )
. . Class: lla
Sequential Compression Rule: 9
System (with U.S. power ‘
cord)
YHoTnHe S100YIKNG -
ovumieong Kendall SCD ﬁgm“{oma.
205250 | /00 (e kokddt0 063014000000000000001546G | Z120607 | Kavévag: 9
tpopodociog EE) Class: 1la
Kendall SCD 700 N
. . Rule: 9
Sequential Compression
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System (with E.U. power
cord)
YHoTue S10d0 KNG
ovumieong Kendall SCD
700 (pe xaAdoo Katnyopia:
tpopodociog Hvapévov lla
295251 Baotieiov) 063014000000000000001546G | Z120607 | Kavovag: 9
Kendall SCD 700 Class: lla
Sequential Compression Rule: 9
System (with U.K. power
cord)
YHoTUe 1000 KNG
ocvumnieong Kendall SCD
700 (ue xaAmdo10 Komyopia:
TPOPOdOsiaG lla
295255 Avotpaiiog) 063014000000000000001546G | 2120607 | Kavovag: 9
Kendall SCD 700 Class: lla
Sequential Compression Rule: 9
System (with Australian
power cord)
2HoTnHe S1doYIKNG
ovumieong Kendall SCD .
700 (ue xaA®o10 ﬁgmyopta.
tpopodociog lamwviag) N
295257 er n(pdall SC[g) 700 g 063014000000000000001546G | 2120607 Kavo.vag. 9
. . Class: lla
Sequential Compression Rule: 9
System (with Japanese ’
power cord)
SHoTUe O10O0YIKNG
ovumieong Kendall SCD .
700 (pe xaAdoo ﬁgmyopta.
295058 | TPO®odosias Bpatitiag) | 452014000000000000001546G | 7120607 | Kavévog: 9
Kendall SCD 700 )
. . Class: lla
Sequential Compression Rule: 9
System (with Brazilian ’
power cord)
SHoT U OO0 KNG
ovumieong Kendall SCD .
700 (pe xaAdoo ﬁgmyoma.
205259 | TPO@0d0siag Ivdiag) 063014000000000000001546G | 2120607 | Kavovac: 9
Kendall SCD 700 )
. . Class: lla
Sequential Compression Rule: 9
System (with India '
power cord)
Vot cupmieong
Kendall SCD SmartFlow Komyopia:
pe TpocapuoyEa lla
82100 KaAwdiov Tpogodociag | 063014000000000000005436X | Z120607 | Kavovac: 9
EE Class: lla
Kendall SCD SmartFlow Rule: 9
Compression System
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with EU power cord
adapter
Voo cupmieong
Kendall SCD SmartFlow
L€ TPOGAPUOYEN Katnyopia:
KaA®diov TpoPodociog lla
82101 Hvouévov Bactieiov 063014000000000000005436X | 2120607 | Kavovag: 9
Kendall SCD SmartFlow Class: lla
Compression System Rule: 9
with UK power cord
adapter
Voo cupmieong
Kendall SCD SmartFlow
LLE TPOGAPLOYED Katyopia:
KoA®Siov TPOoPOdOGiag lla
82102 EABetiog 063014000000000000005436X | Z120607 | Kavovog: 9
Kendall SCD SmartFlow Class: lla
Compression System Rule: 9
with Swiss power cord
adapter
2HoTN e GVUTIESTG
Kendall SCD SmartFlow
LLE TPOGAPLOYED Katyopia:
KaA®diov TpoPodociog lla
82105 Avotpariog 063014000000000000005436X | 2120607 | Kavovag: 9
Kendall SCD SmartFlow Class: lla
Compression System Rule: 9
with Australia power
cord adapter
Voo cupmieong
Kendall SCD SmartFlow
LLE TPOGAPLOYED Koatnyopia:
KoA®Siov TPoPodociog lla
82107 lomwviog 063014000000000000005436X | Z120607 | Kavovog: 9
Kendall SCD SmartFlow Class: lla
Compression System Rule: 9
with Japan power cord
adapter
Voo cupTieoTg
Kendall SCD SmartFlow
LLE TPOGAPLOYED Katnyopia:
KoA®Siov TPoPodociag lla
82108 Bpalihiog 063014000000000000005436X | 2120607 | Kavovag: 9
Kendall SCD SmartFlow Class: lla
Compression System Rule: 9
with Brazil power cord
adapter
Vot cupmieong Katnyopia:
g2109 | endall SCD SmartFlow | 465414000000000000005436x | z120607 | 112
LLE TPOGAPLOYED Kavovag: 9
KaA®SIov TpoPodoGing Class: lla
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Koatahoyog KoOK®OV TpoidvTog

Product Code List
Ivéiag Rule: 9
Kendall SCD SmartFlow
Compression System
with India power cord
adapter
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ITALIAN

DICHIARAZIONE DI CONFORMITA
DECLARATION OF CONFORMITY

=g e 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

Declaration of Conformity Number

CardinalHealth (ug) 2017/745.
Numero della dichiarazione di
conformita RE00222095

Numero di documentazione tecnica
Technical Documentation Number

RE00217172

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

Notified body’s Name and
Identification Number

BSI Group The Netherlands B.V.

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

Numero di identificazione: 2797

Numero di certificato CE
CE Certificate Number

MDR 784266

Categoria di prodotto

Attrezzatura di compressione pneumatica [2120607]

Product Category Pneumatic Compression Equipment [2120607]
UDI-DI di base 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN 2120607

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

Consultare I'Allegato |
Refer to Attachment 1

Destinazione d'uso
Intended Purpose

Il dispositivo di controllo Kendall SCD é progettato per
applicare una compressione pneumatica intermittente per
aumentare il flusso sanguigno venoso nei pazienti a rischio,
al fine di aiutare a prevenire la trombosi venosa profonda e
I’embolia polmonare.

The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Classificazione e regola
Classification and Rule

Classe: lla
Regola: 9
Class: lla
Rule: 9
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DICHIARAZIONE DI CONFORMITA
DECLARATION OF CONFORMITY

Specifiche comuni
Common Specifications

Non applicabile
Not Applicable

Ove necessario, aggiungere la
legislazione pertinente dell'Unione
Where appropriate, add applicable
Union legislation

conformi a;

RoHS 2011/65/EU

Con la presente noi sottoscritti, Cardinal Health 200 LLC,
dichiariamo che i dispositivi medici sopra indicati sono

Valutazione della conformita
Conformity Assessment

Allegato IX, Capitoli I e 111/ Annex IX Chapters I and IlI

SEZIONE FIRMA
SIGNATURE SECTION

La presente Dichiarazione di conformita UE é stata prodotta per, a nome e sotto esclusiva

responsabilita del fabbricante legale sopra indicato.

Luogo di rilascio
Place of Issue

Waukegan, IL 60085 USA

Firma/Data
Signature/Date

Soumitra Shilotri

Soumitra Shilotri (Mar 4, 2025 19:15 EST)

Function

Nome e mansion
Name and

Soumitra Shilotri
Regulatory Affairs
Affari regolatori

ALLEGATO 1
ATTACHMENT 1

Elenco codice prodotto
Product Code List

. Denominazione e
Codice commerciale e Classificazione
prodotto . UDI-DI di base e regola
descrizione . EMDN -
Product Basic UDI-DI Classification
Trade Name and
Code - and Rule
Description
Sistema di compressione
sequenziale Kendall SCD
700 (con cavo di Classe: lla
alimentazione USA) Regola: 9
29525 Kendall SCD 700 063014000000000000001546G | 2120607 Class: |1a
Sequential Compression Rule: 9
System (with U.S. power
cord)
Sistema di compressione
sequenziale Kendall SCD Classe: lla
205250 | /00 (con cavo d 063014000000000000001546G | 2120607 | edola: 9
alimentazione U.E.) Class: lla
Kendall SCD 700 Rule: 9
Sequential Compression
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Elenco codice prodotto
Product Code List

System (with E.U. power
cord)
Sistema di compressione
sequenziale Kendall SCD
700 (con cavo di .
. X . Classe: lla
alimentazione per il Reqola: 9
295251 | Regno Unito) 063014000000000000001546G | Z2120607 g oy
Class: lla
Kendall SCD 700 -
. . Rule: 9
Sequential Compression
System (with U.K. power
cord)
Sistema di compressione
sequenziale Kendall SCD
700 (con cavo di .
. X Classe: lla
alimentazione Reqola: 9
295255 | australiano) 063014000000000000001546G | 2120607 g o
Class: lla
Kendall SCD 700 -
. . Rule: 9
Sequential Compression
System (with Australian
power cord)
Sistema di compressione
sequenziale Kendall SCD
7QO (con cavo di Classe: lla
alimentazione Regola: 9
295257 | giapponese) 063014000000000000001546G | 2120607 g oy
Class: lla
Kendall SCD 700 i
. . Rule: 9
Sequential Compression
System (with Japanese
power cord)
Sistema di compressione
sequenziale Kendall SCD
700 (con cavo di Classe: lla
alimentazione brasiliano) Regola: 9
295258 Kendall SCD 700 063014000000000000001546G | 2120607 Class: I1a
Sequential Compression Rule: 9
System (with Brazilian
power cord)
Sistema di compressione
sequenziale Kendall SCD
700 (con cavo di Classe: lla
alimentazione indiano) Regola: 9
295259 Kendall SCD 700 063014000000000000001546G | 2120607 Class: I1a
Sequential Compression Rule: 9
System (with India power
cord)
Sistema di compressione Classe: lla
go100 | Kendall SCD SmartFlow | 56414000000000000005436x | z120607 | Re90M: 9
con adattatore per cavo di Class: lla
alimentazione U.E Rule: 9
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Elenco codice prodotto
Product Code List

Kendall SCD SmartFlow
Compression System with
EU power cord adapter
Sistema di compressione
Kendall SCD SmartFlow
con adattatore per cavo di Classe: lla
go101 | &limentazione per il 063014000000000000005436X | 2120607 | <edola: 9
Regno Unito Class: lla
Kendall SCD SmartFlow Rule: 9
Compression System with
UK power cord adapter
Sistema di compressione
Kendall SCD SmartFlow
con adattatore per cavo di Classe: lla
alimentazione svizzero Regola: 9
82102 Kendall SCD SmartElow 063014000000000000005436X | 2120607 Class: |1a
Compression System with Rule: 9
Swiss power cord
adapter
Sistema di compressione
Kendall SCD SmartFlow
con adattatore per cavo di Classe: lla
alimentazione australiano Regola: 9
82105 Kendall SCD SmartElow 063014000000000000005436X | 2120607 Class: |1a
Compression System with Rule: 9
Australia power cord
adapter
Sistema di compressione
Kendall SCD SmartFlow
con adattatore per cavo di .
. . Classe: lla
alimentazione Regola: 9
82107 giapponese 063014000000000000005436X | 2120607 Class: I.I
Kendall SCD SmartFlow ass_. a
. . Rule: 9
Compression System with
Japan power cord
adapter
Sistema di compressione
Kendall SCD SmartFlow
con adattatore per cavo di Classe: lla
alimentazione brasiliano Regola: 9
82108 Kendall SCD SmartElow 063014000000000000005436X | 2120607 Class: |1a
Compression System with Rule: 9
Brazil power cord
adapter
Sistema di compressione
Kendall SCD SmartFlow .
. Classe: lla
con adattatore per cavo di Regola: 9
82109 alimentazione indiano 063014000000000000005436X | 72120607 o
Kendall SCD SmartFlow Clas§. lla
) . Rule: 9
Compression System with
India power cord adapter
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NORWEGIAN

DECLARATION OF CONFORMITY

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

SAMSVARSERKLARING

Samesvarserklaeringsnummer
Declaration of Conformity Number

RE00222095

Teknisk dokumentasjonsnummer
Technical Documentation Number

RE00217172

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

Notified body’s Name and
Identification Number

BSI Group The Netherlands B.V.

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

Identifikasjonsnummer: 2797

CE-sertifikathummer
CE Certificate Number

MDR 784266

Product Code, Trade Name and
Description

Produktkategori Utstyr for pneumatisk kompresjon [Z2120607]
Product Category Pneumatic Compression Equipment [Z120607]
Grunnleggende UDI-DI 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN 2120607

Produktkode, handelsnavn og

beskrivelse Se Tillegg |

Refer to Attachment 1

Tiltenkt formal
Intended Purpose

Kendall SCD-kontrollenhetene er beregnet for a gi
intermitterende trykkluftkompresjon for & gke
blodgjennomstrgmningen i venene hos risikopasienter for a
bidra til & forhindre dyp venetrombose og lungeemboli.
The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Klassifisering og regel
Classification and Rule

Klasse: lla
Regel: 9
Class: lla
Rule: 9

Vanlige spesifikasjoner
Common Specifications

Ikke relevant
Not Applicable
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det er relevant

SAMSVARSERKLAERING
DECLARATION OF CONFORMITY

Legg til gjeldende EU-lovgivning der

Where appropriate, add applicable
Union legislation

RoHS 2011/65/EU

Vi, Cardinal Health 200 LLC, erklzerer herved at det
ovennevnte medisinske utstyret er i samsvar med:

Samsvarsvurdering
Conformity Assessment

Tillegg IX, kapittel I og 111/ Annex 1X Chapters | and 111

SIGNATURDEL

SIGNATURE SECTION

Denne EU-samsvarserkleringen 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
Signature/Date

Soumtitra Shitotr

Soumitra Shilotri (Mar 4, 2025 19:15 EST)

Navn og funksjon
Name and Function

Soumitra Shilotri

Juridisk avdeling

Regulatory Affairs

TILLEGG I
ATTACHMENT 1

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

Kendall SCD 700

sekvensielt

kompresjonssystem

(med amerikansk Klasse: lla

stremledning) Regel: 9
29525 Kendall SCD 700 063014000000000000001546G | 2120607 Class: lla

Sequential Rule: 9

Compression System

(with U.S. power

cord)

Kendall SCD 700

sekvensielt

kompresjonssystem Klasse: lla
295250 (med europeisk 063014000000000000001546G | 2120607 | ~e9el- 9

strgmledning) Class: lla

Kendall SCD 700 Rule: 9

Sequential

Compression System
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(with E.U. power
cord)

295251

Kendall SCD 700
sekvensielt
kompresjonssystem
(med britisk
strgmledning)
Kendall SCD 700
Sequential
Compression System
(with U.K. power
cord)

063014000000000000001546G

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

295255

Kendall SCD 700
sekvensielt
kompresjonssystem
(med australsk
strgmledning)
Kendall SCD 700
Sequential
Compression System
(with Australian
power cord)

063014000000000000001546G

72120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

295257

Kendall SCD 700
sekvensielt
kompresjonssystem
(med japansk
stremledning)
Kendall SCD 700
Sequential
Compression System
(with Japanese power
cord)

063014000000000000001546G

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

295258

Kendall SCD 700
sekvensielt
kompresjonssystem
(med brasiliansk
strgmledning)
Kendall SCD 700
Sequential
Compression System
(with Brazilian power
cord)

063014000000000000001546G

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

295259

Kendall SCD 700
sekvensielt
kompresjonssystem
(med indisk
strgmledning)
Kendall SCD 700
Sequential
Compression System

063014000000000000001546G

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9
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(with India power
cord)

82100

Kendall SCD
SmartFlow-
kompresjonssystem
med adapter for
europeisk
strgmledning
Kendall SCD
SmartFlow
Compression System
with EU power cord
adapter

063014000000000000005436X

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82101

Kendall SCD
SmartFlow-
kompresjonssystem
med adapter for
britisk stremledning
Kendall SCD
SmartFlow
Compression System
with UK power cord
adapter

063014000000000000005436X

72120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82102

Kendall SCD
SmartFlow-
kompresjonssystem
med adapter for
sveitsisk
strgmledning
Kendall SCD
SmartFlow
Compression System
with Swiss power
cord adapter

063014000000000000005436X

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82105

Kendall SCD
SmartFlow-
kompresjonssystem
med adapter for
australsk
strgmledning
Kendall SCD
SmartFlow
Compression System
with Australia power
cord adapter

063014000000000000005436X

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82107

Kendall SCD
SmartFlow-
kompresjonssystem
med adapter for
japansk strgmledning
Kendall SCD

063014000000000000005436X

2120607

Klasse: Ila
Regel: 9
Class: lla
Rule: 9
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SmartFlow

Compression System
with Japan power
cord adapter

82108

Kendall SCD
SmartFlow-
kompresjonssystem
med adapter for
brasiliansk
strgmledning
Kendall SCD
SmartFlow
Compression System
with Brazil power
cord adapter

063014000000000000005436X

2120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9

82109

Kendall SCD
SmartFlow-
kompresjonssystem
med adapter for
indisk stremledning
Kendall SCD
SmartFlow
Compression System
with India power
cord adapter

063014000000000000005436X

72120607

Klasse: lla
Regel: 9
Class: lla
Rule: 9
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POLISH

DEKLARACJA ZGODNOSCI
DECLARATION OF CONFORMITY
' —— MDR: My, Cardinal Health 200 LLC, o$wiadczamy, ze produkty

objete Deklaracja zgodnosci UE spetniaja wymagania rozporzadzenia

CardinalHealth W sprawie wyrobéw medycznych (EU) 2017/745.

Numer Deklaracji zgodnoSci
Declaration of Conformity Number

RE00222095

Numer dokumentacji technicznej
Technical Documentation Number

RE00217172

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
Notified body’s Name and
Identification Number

BSI Group The Netherlands B.V.

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

Numer identyfikacyjny: 2797

Numer certyfikatu CE
CE Certificate Number

MDR 784266

Kategoria produktuc
Product Category

Pneumatyczne wyposazenie uciskowe [Z120607]
Pneumatic Compression Equipment [2120607]

Podstawowy unikalny identyfikator
urzgdzenia UDI-DI

063014000000000000001546G
063014000000000000005436X

Description

Basic UDI-DI

EMDN 7120607

Kod produktu, nazwa handlowa i

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

Przeznaczenie
Intended Purpose

Kendall SCD Controllers jest przeznaczony do stosowania
przerywanej kompresji pneumatycznej w celu zwigkszenia
przeptywu krwi zylnej u pacjentow z grupy ryzyka, co
sprzyja zapobieganiu zakrzepicy zyl glebokich i
zatorowosci ptucne;.

The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Klasyfikacja i regula
Classification and Rule

Klasa: lla
Reguta: 9
Class: lla
Rule: 9

CONFIDENTIAL INFORMATION

SHEET 51 OF 76




DOCUMENT NO:

RE00222095

REVISION:

DEKLARACJA ZGODNOSCI
DECLARATION OF CONFORMITY

Wspdlne specyfikacje
Common Specifications

Nie dotyczy
Not Applicable

W stosownych przypadkach doda¢
obowiazujgce przepisy unijne
Where appropriate, add applicable
Union legislation

RoHS 2011/65/EU

My, Cardinal Health 200 LLC, niniejszym o$wiadczamy, ze
wyzej wymienione wyroby medyczne s3 zgodne z:

Ocena zgodnoSci
Conformity Assessment

Zatacznik IX, rozdziaty 1 i lIl/ Annex IX Chapters I and III

SEKCJA PODPISOW
SIGNATURE SECTION

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

Miejsce wydania
Place of Issue

Waukegan

, IL 60085 USA

Podpis/Data
Signature/Date

Soumitra Shitotr

Soumitra Shilotri (Mar 4, 2025 19:15 EST)

Imie i nazwisko oraz
stanowisko
Name and Function

Regulatory

Soumitra Shilotri

Affairs

Dziat spraw regulacyjnych

ZALACZNIK 1

ATTACHMENT 1

Lista kodéw produktu
Product Code List

Kod N Podstawowy unikalny Klasyfikacja
Nazwa handlowa i opis . . .
produktu identyfikator urzadzenia i regula
Trade Name and EMDN -
Product Descrition UDI-DI Classification
Code P Basic UDI-DI and Rule
System sekwencyjnego
ucisku pneumatycznego
Kendall SCD 700 (z
przewodem zasilajacym Klasa: lla
29505 | Stosowanymw Stanach | 46441 1000000000000001546G | z120607 | Regua: 9
Zjednoczonych) Class: lla
Kendall SCD 700 Rule: 9
Sequential Compression
System (with U.S. power
cord)
System sekwencyjnego
ucisku pneumatycznego .
Kendall SCD 700 (z lasa 18
295250 przewodem zasilajagcym 063014000000000000001546G | Z120607 Clea%;' I.Ia
stosowanym w Unii N
A Rule: 9
Europejskiej)
Kendall SCD 700
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Sequential Compression
System (with E.U. power
cord)

295251

System sekwencyjnego
ucisku pneumatycznego
Kendall SCD 700 (z
przewodem zasilajacym
stosowanym w Wielkiej
Brytanii)

Kendall SCD 700
Sequential Compression
System (with U.K. power
cord)

063014000000000000001546G

2120607

Klasa: lla
Reguta: 9
Class: lla
Rule: 9

295255

System sekwencyjnego
ucisku pneumatycznego
Kendall SCD 700 (z
przewodem zasilajacym
stosowanym w Australii)
Kendall SCD 700
Sequential Compression
System (with Australian
power cord)

063014000000000000001546G

2120607

Klasa: lla
Reguta: 9
Class: lla
Rule: 9

295257

System sekwencyjnego
ucisku pneumatycznego
Kendall SCD 700 (z
przewodem zasilajacym
stosowanym w Japonii)
Kendall SCD 700
Sequential Compression
System (with Japanese
power cord)

063014000000000000001546G

7120607

Klasa: lla
Reguta: 9
Class: lla
Rule: 9

295258

System sekwencyjnego
ucisku pneumatycznego
Kendall SCD 700 (z
przewodem zasilajacym
stosowanym w Brazylii)
Kendall SCD 700
Sequential Compression
System (with Brazilian
power cord)

063014000000000000001546G

2120607

Klasa: lla
Reguta: 9
Class: lla
Rule: 9

295259

System sekwencyjnego
ucisku pneumatycznego
Kendall SCD 700 (z
przewodem zasilajagcym
stosowanym w Indiach)
Kendall SCD 700
Sequential Compression
System (with India power
cord)

063014000000000000001546G

7120607

Klasa: lla
Reguta: 9
Class: lla
Rule: 9

82100

System uciskowy
KENDALL SCD

063014000000000000005436X

72120607

Klasa: lla
Reguta: 9
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SmartFlow z adapterem Class: lla
przewodu zasilajacego Rule: 9
stosowanym w Unii
Europejskiej Kendall SCD
SmartFlow Compression
System with EU power
cord adapter
System uciskowy
KENDALL SCD
SmartFlow z adapterem .
o Klasa: lla
przewodu zasﬂajq_ceg(_) _ Reguta: 9
82101 stosowanym w Wielkiej 063014000000000000005436X | Z120607 Class: I'Ia
Brytanii N
Kendall SCD SmartFlow Rule: 9
Compression System with
UK power cord adapter
System uciskowy
KENDALL SCD
SmartFlow z adapterem Klasa: lla
82102 | Przewodu zasilajacego 1 469014000000000000005436X | z120607 | Resuta: 9
stosowanym w Szwajcarii Class: lla
Kendall SCD SmartFlow Rule: 9
Compression System with
Swiss power cord adapter
System uciskowy
KENDALL SCD
SmartFlow z adapterem ,
rae Klasa: lla
przewodu zasilajacego B Reguta: 9
82105 stosowanym w Australii 063014000000000000005436X | 2120607 Class: I.Ia
Kendall SCD SmartFlow -
) . Rule: 9
Compression System with
Australia power cord
adapter
System uciskowy
KENDALL SCD
SmartFlow z adapterem Klasa: lla
g2107 | Preewodu zasilajacego | 46001 1000000000000005436X | z120607 | Reguta: 9
stosowanym w Japonii Class: lla
Kendall SCD SmartFlow Rule: 9
Compression System with
Japan power cord adapter
System uciskowy
KENDALL SCD
SmartFlow z adapterem Klasa: lla
g2108 | Preewodu zasilajacego | 46001 1000000000000005436X | z120607 | Resuta: 9
stosowanym w Brazylii Class: lla
Kendall SCD SmartFlow Rule: 9
Compression System with
Brazil power cord adapter
System uciskowy Klasa: lla
82109 KENDALL SCD 063014000000000000005436X | 2120607 Reguta: 9
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SmartFlow z adapterem
przewodu zasilajacego
stosowanym w Indiach
Kendall SCD SmartFlow
Compression System with
India power cord adapter

Class: lla
Rule: 9
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PORTUGUESE
DECLARAC}AO DE CONFORMIDADE
DECLARATION OF CONFORMITY
3 e MDR: Nos, Cardinal Health 200 LLC, declaramos que os produtos
abrangidos por esta Declaragdo de Conformidade da UE cumprem a
- disposicao do Regulamento relativo a dispositivos médicos (UE)
CardinalHealth 2017/745.

Numero de Declaragao de
Conformidade RE00222095

Declaration of Conformity Number

Numero de documentacao técnica
Technical Documentation Number

RE00217172

Nome do fabricante
Manufacturer’s Name

Cardinal Health 200, LLC

Endereco do fabricante
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Numero Unico de registo
Single Registration Number

US-MF-000006765

Nome e endereco do representante
autorizado

Authorized Representative’s Name and
Address

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

Nome e nimero de identificacdo do
organismo notificado

Notified body’s Name and
Identification Number

BSI Group The Netherlands B.V.

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

NUmero de identificacdo: 2797

NuUmero do certificado CE
CE Certificate Number

MDR 784266

Categoria do produto

Equipamento de Compressdo Pneumatica [2120607]

Product Code, Trade Name and
Description

Product Category Pneumatic Compression Equipment [2120607]
UDI-DI bésico 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN 2120607

Cddigo, nome comercial e descricéo

do produto Consultar o Anexo |

Refer to Attachment 1

Finalidade
Intended Purpose

O Kendall SCD Controllers foi feito para aplicar
compressdo pneumatica intermitente para aumentar o fluxo
de sangue venoso em pacientes de risco de modo a ajudar a
prevenir a trombose venosa profunda e a embolia
pulmonar.

The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Classificagéo e regra
Classification and Rule

Classe: lla
Regra: 9
Class: lla
Rule: 9
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Especificacbes comuns
Common Specifications

DECLARA(}AO DE CONFORMIDADE
DECLARATION OF CONFORMITY

Néo aplicavel

Not Applicable

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

Union legislation

conformidade com:

RoHS 2011/65/EU

Nos, Cardinal Health 200 LLC, declaramos pelo presente
que o(s) dispositivo(s) médico(s) acima esta/estdo em

Avaliacao de conformidade

Conformity Assessment

Anexo IX, Capitulos I e 111 / Annex IX Chapters I and IlI

SECCAO DE ASSINATURA
SIGNATURE SECTION

Esta Declaragdo de Conformidade da UE é emitida em nome e sob a responsabilidade exclusiva

do Fabricante legal identificado acima.

Local de emissao
Place of Issue

Waukegan, IL 60085 USA

Assinatura/Data
Signature/Date

Soumtitra Shiltotr!

Soumitra Shilotri (Mar 4, 2025 19:15 EST)

Nome e cargo
Name and Function

Soumitra Shilotri
Regulatory Affairs
Assuntos Regulamentares

ANEXO1
ATTACHMENT 1

Lista de cddigos dos produtos

Product Code List

el Nome comercial e Classificagédo
rc?ccl)uto descricao UDI-DI bésico EMDN e regra
P Trade Name and Basic UDI-DI Classification
Product -
Description and Rule
Code
Sistema de Compressdo
Kendall SCD 700
Sequential (com cabo de Classe: lla
alimentagéo dos EUA) Regra: 9
29525 Kendall SCD 700 063014000000000000001546G | 2120607 Class: la
Sequential Compression Rule: 9
System (with U.S. power
cord)
Sistema de Compressdo
Kendall SCD 700 Classe: lla
295250 | Sequential (com cabode | 15311.4600000000000001546G | z120607 | Re9ra 9
alimentacgéo da UE) Class: lla
Kendall SCD 700 Rule: 9
Sequential Compression
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System (with E.U. power
cord)
Sistema de Compressao
Kendall SCD 700
Sequential (com cabo de .
. . . Classe: lla
alimentacdo do Reino Regra: 9
295251 | Unido) 063014000000000000001546G | 2120607 | ,'”
Kendall SCD 700 Class: lla
. . Rule: 9
Sequential Compression
System (with U.K. power
cord)
Sistema de Compressao
Kendall SCD 700
Sequential (com cabo de Classe: lla
alimentag&o australiano) Regra: 9
295255 Kendall SCD 700 063014000000000000001546G | 2120607 Class: la
Sequential Compression Rule: 9
System (with Australian
power cord)
Sistema de Compressdo
Kendall SCD 700
Sequential (com cabo de Classe: lla
alimentag&o japonés) Regra: 9
295257 Kendall SCD 700 063014000000000000001546G | 2120607 Class: la
Sequential Compression Rule: 9
System (with Japanese
power cord)
Sistema de Compressdo
Kendall SCD 700
Sequential (com cabo de Classe: lla
alimentac&o brasileiro) Regra: 9
295258 Kendall SCD 700 063014000000000000001546G | 2120607 Class: la
Sequential Compression Rule: 9
System (with Brazilian
power cord)
Sistema de Compressdo
Kendall SCD 700
Sequential (com cabo de Classe: lla
alimentacg&o indiano) Regra: 9
295259 Kendall SCD 700 063014000000000000001546G | 2120607 Class: l1a
Sequential Compression Rule: 9
System (with India power
cord)
Sistema de Compressdo
Kendall SCD SmartFlow Classe 1a
com adaptador de cabo de Regra'. 9
82100 alimentacdo da UE 063014000000000000005436X | 2120607 | ,'”
Kendall SCD SmartFlow C as§. a
) . Rule: 9
Compression System with
EU power cord adapter
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Sistema de Compressdo
Kendall SCD SmartFlow
com adaptador de cabo de Classe: lla
g2101 | alimentagdo do Reino 063014000000000000005436X | 7120607 | ~e9ra: 9
Unido Class: lla
Kendall SCD SmartFlow Rule: 9
Compression System with
UK power cord adapter
Sistema de Compressdo
Kendall SCD SmartFlow Classe: 11
com adaptador de cabo de Re ra'. 9
82102 alimentag&o da Suica 063014000000000000005436X | Z120607 Cle?ss-- la
Kendall SCD SmartFlow 5
) . Rule: 9
Compression System with
Swiss power cord adapter
Sistema de Compressdo
Kendall SCD SmartFlow
com adaptador de cabo de Classe: lla
alimentac&do da Australia Regra: 9
82105 Kendall SCD SmartFlow 063014000000000000005436X | 2120607 Class: la
Compression System with Rule: 9
Australia power cord
adapter
Sistema de Compressdo
Kendall SCD SmartFlow Classe: 11a
com adaptador de cabo de Re ra'. 9
82107 alimentag&o do Japéo 063014000000000000005436X | 2120607 g ;
Class: lla
Kendall SCD SmartFlow -
) . Rule: 9
Compression System with
Japan power cord adapter
Sistema de Compressdo
Kendall SCD SmartFlow Classe: 11a
com adaptador de cabo de Re ra'. 9
82108 alimentag&o do Brasil 063014000000000000005436X | 2120607 g ;
Class: lla
Kendall SCD SmartFlow Rule: 9
Compression System with :
Brazil power cord adapter
Sistema de Compresséo
Kendall SCD SmartFlow Classe: Ila
com adaptador qle cabo de Re ra'- 9
82109 alimentacdo da India 063014000000000000005436X | 2120607 g ;
Class: lla
Kendall SCD SmartFlow -
) . Rule: 9
Compression System with
India power cord adapter
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DECLARATIE DE CONFORMITATE
DECLARATION OF CONFORMITY

MDR: Noi, Cardinal Health 200 LLC, declardm ca produsele
acoperite in aceastd Declaratie de conformitate UE respecta

prevederile Regulamentului privind dispozitivele medicale (UE)

Technical Documentation Number

CardinalHealth 2017/74s.
Numar declaratie de conformitate
Declaration of Conformity Number RE00222095
Numar documentatie tehnica RE00217172

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

Notified body’s Name and
Identification Number

BSI Group The Netherlands B.V.

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

Numar de identificare: 2797

Numarul certificatului CE
CE Certificate Number

MDR 784266

Categoria de produs

Echipamente de compresie pneumatica [Z120607]

Product Category Pneumatic Compression Equipment [Z120607]
UDI-DI de baza 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN 2120607

Cod produs, Nume comercial si
Descriere

Product Code, Trade Name and
Description

Consultati Anexa |
Refer to Attachment 1

Destinatia utilizarii
Intended Purpose

Controlerele Kendall SCD sunt destinate aplicarii
compresiei pneumatice intermitente in vederea cresterii
fluxului sanguin venos la pacientii cu risc, cu scopul de a
preveni tromboza venoasa profunda si embolia pulmonara.
The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Clasificare si regula
Classification and Rule

Clasa: Ila
Regula: 9
Class: lla
Rule: 9

Specificatii commune
Common Specifications

Nu este cazul
Not Applicable
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DECLARATIE DE CONFORMITATE
DECLARATION OF CONFORMITY

Cand este cazul, adiugati legislatia
aplicabila din Uniune

Where appropriate, add applicable
Union legislation

RoHS 2011/65/EU

Noi, Cardinal Health 200 LLC, prin prezenta declaram ca
dispozitivul/dispozitivele medicale enumerate mai sus
respecta:

Evaluarea de conformitate
Conformity Assessment

Anexa IX, Capitolele I si III/ Annex IX Chapters | and 111

SECTIUNEA DE SEMNATURI
SIGNATURE SECTION

Producatorului Legal identificat mai sus.

Aceasta Declaratie de conformitate UE este emisa in numele si sub responsabilitatea exclusiva a

Signature/Date

Loculemiterii |\, kegan, IL 60085 USA
Place of Issue
Semnitura/Data | Opitq Spiloty|

Soumitra Shilotri (Mar 4,2025 19:15 EST)

Nume si functie
Name and
Function

Soumitra Shilotri
Regulatory Affairs

Afaceri de reglementare

ANEXA 1
ATTACHMENT 1

Lista cu Coduri de produse
Product Code List

Cod Nume comerecial si Clasificare si
produs descriere UDI-DI de baza EMDN regula
Product Trade Name and Basic UDI-DI Classification

Code Description and Rule

Sistem de compresie
secventiala Kendall SCD Clasi: Tl
700 (cu cablu de alimentare R 1 9
29525 | pentru SUA) 063014000000000000001546G | Z120607 | ~ro o
. Class: lla
Kendall SCD 700 Sequential Rule: 9
Compression System (with '
U.S. power cord)
Sistem de compresie
secventiala Kendall SCD Clasa: Tla
700 (cu cablu de alimentare R 1 9
295250 | pentru UE) 063014000000000000001546G | Z120607 Cfgu_a'
. ass: lla
Kendall SCD 700 Sequential Rule: 9
Compression System (with '
E.U. power cord)
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Sistem de compresie
secventiala Kendall SCD Clasi: Tla
700 (cu cablu de alimentare Re ul'é' 9
295251 | pentru Regatul Unit) 063014000000000000001546G | 2120607 suia.
. Class: lla
Kendall SCD 700 Sequential i
) : Rule: 9
Compression System (with
U.K. power cord)
Sistem de compresie
secventiala Kendall SCD Clasa: 11
700 (cu cablu de alimentare Reasljlfé- g
295255 | pentru Australia) 063014000000000000001546G | 2120607 suta:
. Class: lla
Kendall SCD 700 Sequential Rule: 9
Compression System (with '
Australian power cord)
Sistem de compresie
secventiala Kendall SCD Clasi: TI
700 (cu cablu de alimentare Reasjfé' 3
295257 | pentru Japonia) 063014000000000000001546G | 2120607 suia.
. Class: lla
Kendall SCD 700 Sequential Rule: 9
Compression System (with '
Japanese power cord)
Sistem de compresie
secventiala Kendall SCD Clasa: Tla
700 (cu cablu de alimentare Re 1'5‘ 9
295258 | pentru Brazilia) 063014000000000000001546G | 2120607 swia.
. Class: lla
Kendall SCD 700 Sequential Rule: 9
Compression System (with '
Brazilian power cord)
Sistem de compresie
secventiala Kendall SCD Clasi: Tl
700 (cu cablu de alimentare Re 1'5‘ 9
295259 | pentru India) 063014000000000000001546G | 2120607 swia.
. Class: lla
Kendall SCD 700 Sequential Rule: 9
Compression System (with '
India power cord)
Sistem de compresie
Kendall SCD SmartFlow cu Clasi: Tla
adaptor pentru cablu de Re ul.é' 9
82100 alimentare pentru UE 063014000000000000005436X | 2120607 suia.
Class: lla
Kendall SCD SmartFlow :
) . Rule: 9
Compression System with
EU power cord adapter
Sistem de compresie
Kendall SCD SmartFlow cu
adaptor pentru cablu de Clasa: ITa
go101 | &limentare pentruMarea | 55114000000000000005436X | z120607 | Reguld: 9
Britanie Class: lla
Kendall SCD SmartFlow Rule: 9
Compression System with
UK power cord adapter
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Sistem de compresie
Kendall SCD SmartFlow cu <
Clasa: Ila
adaptor pentru cablu de Reouli: 9
82102 alimentare pentru Elvetia 063014000000000000005436X | Z120607 gu_ ’
y Class: lla
Kendall SCD SmartFlow i
) . Rule: 9
Compression System with
Swiss power cord adapter
Sistem de compresie
Kendall SCD SmartFlow cu
adaptor pentru cablu de Clasa: ITa
alimentare pentru Australia Regula: 9
82105 Kendall SCD SmartFlow 063014000000000000005436X | 2120607 Class: 11
Compression System with Rule: 9
Australia power cord
adapter
Sistem de compresie
Kendall SCD SmartFlow cu <
Clasa: Ila
adaptor pentru cablu de Reould: 9
82107 alimentare pentru Japonia 063014000000000000005436X | Z120607 gu_ ’
Class: lla
Kendall SCD SmartFlow i
) . Rule: 9
Compression System with
Japan power cord adapter
Sistem de compresie
Kendall SCD SmartFlow cu Clasi: Tla
adaptor pentru cablu de Re ufa' 9
82108 alimentare pentru Brazilia 063014000000000000005436X | 2120607 & oy
Class: lla
Kendall SCD SmartFlow i
) . Rule: 9
Compression System with
Brazil power cord adapter
Sistem de compresie
Kendall SCD SmartFlow cu <
Clasa: Ila
adaptor pentru cablu de Reould: 9
82109 alimentare pentru India 063014000000000000005436X | 2120607 £ AN
Class: lla
Kendall SCD SmartFlow i
) . Rule: 9
Compression System with
India power cord adapter
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SLOVAK

VYHLASENIE O ZHODE
DECLARATION OF CONFORMITY
N — MDR: Vyhlasujeme, Cardinal Health 200 LLC, Ze produkty uvedené
v tomto vyhlaseni o zhode EU spiflajﬁ ustanovenia nariadenia o

CardinalHealth zdravotnickych poméackach (EU) 2017/745.

Cislo vyhlasenia o zhode
Declaration of Conformity Number

RE00222095

Cislo technickej dokumenticie
Technical Documentation Number

RE00217172

N&zov vyrobcu
Manufacturer’s Name

Cardinal Health 200, LLC

Adresa vyrobcu
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Jednotné registracné ¢islo
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
Notified body’s Name and
Identification Number

BSI Group The Netherlands B.V.

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

Identifikacné ¢islo: 2797

Cislo certifikatu CE
CE Certificate Number

MDR 784266

Katego6ria vyrobku

Pneumatické kompresné zariadenie [Z2120607]

Product Category Pneumatic Compression Equipment [2120607]
Zakladné UDI-DI 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN 7120607

Kaéd vyrobku, obchodny nazov

a popis Pozrite si Prilohu |

Product Code, Trade Name and Refer to Attachment 1

Description

ZamyslPany ucel
Intended Purpose

Ovladace Kendall SCD st urcené na aplikaciu prerusovane;j
pneumatickej kompresie s cielom zvysit’ prietok venoznej
krvi u rizikovych pacientov s cielom zabranit’ hlbokej
zilovej tromboze a plicnej embolii.

The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Klasifikacia a pravidlo
Classification and Rule

Trieda: lla
Pravidlo: 9
Class: lla
Rule: 9

Bezné Specifikacie
Common Specifications

Nevzt'ahuje sa
Not Applicable
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DECLARATION OF CONFORMITY
V pripade potreby dopliite prislusné | Cardinal Health 200 LLC, Tymto vyhlasujeme, Ze uvedené
pravne predpisy Unie zdravotnicke pomocky su v sulade s:

Where appropriate, add applicable
Union legislation

RE00222095

RoHS 2011/65/EU

Posudenie zhody
Conformity Assessment

PODPISOVA SEKCIA
SIGNATURE SECTION
Toto vyhlasenie o zhode EU sa vydava pre zakonného vyrobcu, v jeho mene a na jeho vyhradnu

zodpovednost’.

Waukegan, IL 60085 USA

Priloha IX, kapitoly I a I1l/ Annex IX Chapters | and IlI

Miesto vydania
Place of Issue
Podpis/ Datum
Signature/Date

Soumtitra Shitotr

Soumitra Shilotri (Mar 4, 2025 19:15 EST)
Soumitra Shilotri
Regulatory Affairs
Regulacné zalezitosti

Meno a pozicia
Name and Function

PRILOHU I

Xe Obchodny nazov a popi il G
vyrobku y PopIS Z&kladné UDI-DI a pravidlo
Trade Name and . EMDN e
Product Description Basic UDI-DI Classification
Code and Rule
Sekvencny kompresny
systém Kendall SCD 700
(s napajacim kablom pre Trieda: lla
USA) Pravidlo: 9
29525 Kendall SCD 700 063014000000000000001546G | 2120607 Class: lla
Sequential Compression Rule: 9
System (with U.S. power
cord)
Sekvencny kompresny
systém Kendall SCD 700
(s napajacim kablom pre Trieda: lla
EU) Pravidlo: 9
295250 Kendall SCD 700 063014000000000000001546G | 2120607 Class: lla
Sequential Compression Rule: 9
System (with E.U. power
cord)
Sekvenény kompresny Trieda: lla
295251 | System Kendall SCD 700} 5541 4600000000000001546G | z120607 | Pravidio: 9
(s napajacim kablom pre Class: lla
Spojené kralovstvo) Rule: 9

CONFIDENTIAL INFORMATION

SHEET 65 OF 76


https://cardinalhealth.na1.adobesign.com/verifier?tx=CBJCHBCAABAAlvD1yvePuP91DAm0rQCq8ToP9ctlZl1t

DOCUMENT NO: | RE00222095 REVISION: | 2

Kendall SCD 700
Sequential Compression
System (with U.K. power
cord)
Sekvenény kompresny
systém Kendall SCD 700
(s napajacim kéblom pre Trieda: lla
Austréaliu) Pravidlo: 9
295255 Kendall SCD 700 063014000000000000001546G | Z2120607 Class: lla
Sequential Compression Rule: 9
System (with Australian
power cord)
Sekvenény kompresny
systém Kendall SCD 700
(s napajacim kéblom pre Trieda: lla
Japonsko) Pravidlo: 9
295257 Kendall SCD 700 063014000000000000001546G | 2120607 Class: lla
Sequential Compression Rule: 9
System (with Japanese
power cord)
Sekvenény kompresny
systém Kendall SCD 700
(s napajacim kablom pre Trieda: lla
Braziliu) Pravidlo: 9
295258 Kendall SCD 700 063014000000000000001546G | 2120607 Class: lla
Sequential Compression Rule: 9
System (with Brazilian
power cord)
Sekvenény kompresny
systém Kendall SCD 700
(s napajacim kablom pre Trieda: lla
Indiu) Pravidlo: 9
295259 Kendall SCD 700 063014000000000000001546G | Z120607 Class: 1la
Sequential Compression Rule: 9
System (with India power
cord)
Kompresny systém Kendall
SCD SmartFlow .
) L . Trieda: lla
s adaptérom pre napajaci Pravidlo: 9
82100 kabel pre EU 063014000000000000005436X | 2120607 lass: ”'
Kendall SCD SmartFlow C ass_. a
) : Rule: 9
Compression System with
EU power cord adapter
Kompresny systém Kendall
SCD SmartFlow
s adaptérom pre napajaci Trieda: lla
g2101 | Kabel pre Spojen 063014000000000000005436X | z120607 | ~ravidio: 9
kralovstvo Class: lla
Kendall SCD SmartFlow Rule: 9
Compression System with
UK power cord adapter
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Kompresny systém Kendall
SCD SmartFlow .
. . Trieda: lla
s adaptérom pre napajaci Pravidlo: 9
82102 kabel pre Svaj¢iarsko 063014000000000000005436X | 2120607 s
Class: lla
Kendall SCD SmartFlow -
) A Rule: 9
Compression System with
Swiss power cord adapter
Kompresny systém Kendall
SCD SmartFlow
s adaptérom pre napéjaci Trieda: lla
kabel pre Australiu Pravidlo: 9
82105 Kendall SCD SmartElow 063014000000000000005436X | 2120607 Class: lla
Compression System with Rule: 9
Australia power cord
adapter
Kompresny systém Kendall
SCD SmartFlow Lo
, . Trieda: lla
s adaptérom pre napéjaci Pravidlo: 9
82107 kabel pre Japonsko 063014000000000000005436X | 2120607 o
Class: lla
Kendall SCD SmartFlow -
) A Rule: 9
Compression System with
Japan power cord adapter
Kompresny systém Kendall
SCD SmartFlow Trieda: 1la
s adaptérom pre napajaci Pravi di0' 9
82108 kabel pre Braziliu 063014000000000000005436X | 2120607 s
Class: lla
Kendall SCD SmartFlow i
) . Rule: 9
Compression System with
Brazil power cord adapter
Kompresny systém Kendall
SCD SmartFlow N
) g . Trieda: lla
s adaptérom pre napajaci Pravidlo: 9
82109 kabel pre Indiu 063014000000000000005436X | 2120607 s
Class: lla
Kendall SCD SmartFlow i
) . Rule: 9
Compression System with
India power cord adapter
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SPANISH

DECLARACION DE CONFORMIDAD
DECLARATION OF CONFORMITY

— e MDR: Nosotros, Cardinal Health 200 LLC, declaramos que los
productos contemplados en la presente Declaracion de conformidad de
la UE cumplen con la disposicion del Reglamento sobre productos

Technical Documentation Number

CardinalHealth sanitarios (UE) 2017/745.
Numero de declaracion de conformidad
Declaration of Conformity Number RE00222095
NUmero de documentacion técnica RE00217172

Nombre del fabricante
Manufacturer’s Name

Cardinal Health 200, LLC

Direccion del fabricante
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

NuUmero 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 niumero de identificacion
del organismo notificado

Notified body’s Name and
Identification Number

BSI Group The Netherlands B.V.

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

Numero de identificacién: 2797

NUmero de certificado CE
CE Certificate Number

MDR 784266

Categoria del product

Equipos de compresion neumatica [2120607]

Product Category Pneumatic Compression Equipment [2120607]
UDI-DI bésico 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN 2120607

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

Consulte el Archivo adjunto |
Refer to Attachment 1

Proposito
Intended Purpose

Los controladores Kendall SCD estan disefiados para aplicar
compresion neumatica intermitente para aumentar el flujo
sanguineo venoso en pacientes que corren riesgo de
desarrollar trombosis venosa profunda y embolia pulmonar,
a fin de ayudar a prevenirlas.

The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Clasificacion y regla
Classification and Rule

Clase: lla
Regla: 9
Class: lla
Rule: 9
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DECLARACION DE CONFORMIDAD
DECLARATION OF CONFORMITY

Especificaciones communes
Common Specifications

No corresponde
Not Applicable

Cuando proceda, afiada la

legislacion de la Union Europea

applicable

Where appropriate, add applicable

Union legislation

Nosotros, Cardinal Health 200 LLC, por la presente
declaramos que la lista de dispositivos médicos enumerados
anteriormente cumplen con lo siguiente:

RoHS 2011/65/EU

Evaluacion de conformidad
Conformity Assessment

Anexo IX capitulos 1 'y 111/ Annex IX Chapters | and 111

SECCION DE FIRMA
SIGNATURE SECTION

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

Lugar de emission
Place of Issue

Waukegan, IL 60085 USA

Firma / Fecha
Signature/Date

Soumitra Shilotr]

Soumitra Shilotri (Mar 4, 2025 19:15 EST)

Nombre y funcién
Name and Function

Soumitra Shilotri
Regulatory Affairs
Asuntos normativos

ARCHIVO ADJUNTO I
ATTACHMENT 1

Lista de codigos del product

Product Code List

Clolge Nombre comercial y Clasificacion
ol descripcion UDI-DI bésico y regla
POTIE Trade Name and Basic UDI-DI SUBA Classification
Product "
Description and Rule
Code
Sistema de compresion
secuencial
Kendall SCD 700 (con .
. . Clase: lla
cable de alimentacion de los Reala: 9
29525 EE. UU.) 063014000000000000001546G | 2120607 g )
Class: lla
Kendall SCD 700 i
. . Rule: 9
Sequential Compression
System (with U.S. power
cord)
Sistema de compresion
secuencial Clase: lla
295250 | Kendall SCD 700 (con 063014000000000000001546G | 2120607 | 69l 9
cable de alimentacion de la Class: lla
UE) Rule: 9
Kendall SCD 700

CONFIDENTIAL INFORMATION

SHEET 69 OF 76



https://cardinalhealth.na1.adobesign.com/verifier?tx=CBJCHBCAABAAlvD1yvePuP91DAm0rQCq8ToP9ctlZl1t

DOCUMENT NO: | RE00222095

REVISION:

Sequential Compression
System (with E.U. power
cord)
Sistema de compresion
secuencial
Kendall SCD 700 (con )
; . Clase: lla
cable de alimentacion del Reala: 9
295251 | Reino Unido) 063014000000000000001546G | 2120607 g )
Class: lla
Kendall SCD 700 Rule: 9
Sequential Compression ’
System (with U.K. power
cord)
Sistema de compresion
secuencial
Kendall SCD 700 (gon Clase: Ila
cable de alimentacién de Regla: 9
295255 | Australia) 063014000000000000001546G | 2120607 g )
Class: lla
Kendall SCD 700 i
. . Rule: 9
Sequential Compression
System (with Australian
power cord)
Sistema de compresion
secuencial
Kendall SCD 700 (con Clase: Ila
cable de alimentacion de Re Ia.' 9
295257 | Japon) 063014000000000000001546G | 2120607 g 3
Class: lla
Kendall SCD 700 i
. . Rule: 9
Sequential Compression
System (with Japanese
power cord)
Sistema de compresion
secuencial
Kendall SCD 700 (con .
; 1 Clase: lla
cable de alimentacion de Regla: 9
295258 | Brasil) 063014000000000000001546G | 2120607 Cla?ss: la
Kendall SCD 700 N
. . Rule: 9
Sequential Compression
System (with Brazilian
power cord)
Sistema de compresion
secuencial
Kendall SCD 700 (con ,
; 1 Clase: lla
cable de alimentacion de Reala: 9
295259 | India) 063014000000000000001546G | 2120607 9 ;
Class: lla
Kendall SCD 700 -
. . Rule: 9
Sequential Compression
System (with India power
cord)
Sistema de compresion Clase: lla
82100 063014000000000000005436X | 2120607 | Regla: 9
Kendall SCD SmartFlow Class: Ila
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con cable de alimentacién Rule: 9
de la UE
Kendall SCD SmartFlow
Compression System with
EU power cord adapter
Sistema de compresion
Kendall SCD SmartFlow _
. L Clase: lla
con cable de alimentacion Regla: 9
82101 del Reino Unido 063014000000000000005436X | 2120607 C|E?SS'. la
Kendall SCD SmartFlow 5
) . Rule: 9
Compression System with
UK power cord adapter
Sistema de compresion
Kendall SCD SmartFlow _
. ., Clase: lla
con cable de alimentacion Reala: 9
82102 de Suiza 063014000000000000005436X | 2120607 g )
Class: lla
Kendall SCD SmartFlow -
. . Rule: 9
Compression System with
Swiss power cord adapter
Sistema de compresion
Kendall SCD SmartFlow
con cable de alimentacion Clase: lla
de Australia Regla: 9
82105 Kendall SCD SmartElow 063014000000000000005436X | Z120607 Class: 1a
Compression System with Rule: 9
Australia power cord
adapter
Sistema de compresion
Kendall SCD SmartFlow .
. ., Clase: lla
con cable de alimentacién Reala: 9
82107 de Japon 063014000000000000005436X | 2120607 g )
Class: lla
Kendall SCD SmartFlow -
. . Rule: 9
Compression System with
Japan power cord adapter
Sistema de compresion
Kendall SCD SmartFlow Clase: Ila
con cable de alimentacién Re Ia.' 9
82108 de Brasil 063014000000000000005436X | 2120607 g )
Class: lla
Kendall SCD SmartFlow i
) . Rule: 9
Compression System with
Brazil power cord adapter
Sistema de compresion
Kendall SCD SmartFlow )
. L Clase: lla
con cable de alimentacién Reala: 9
82109 de India 063014000000000000005436X | Z120607 9 ;
Class: lla
Kendall SCD SmartFlow -
) . Rule: 9
Compression System with
India power cord adapter
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SWEDISH

CardinalHealth

MDR: Vi, Cardinal Health 200 LLC, forsékrar hdrmed att
produkterna som omfattas av denna EU-forsédkran om
Overensstammelse uppfyller bestdmmelserna om medicintekniska
produkter i forordning (EU) 2017/745.

Nummer pa forsakran om

Technical Documentation Number

Overensstammelse RE00222095
Declaration of Conformity Number
Nummer pa teknisk documentation RE00217172

Tillverkarens namn
Manufacturer’s Name

Cardinal Health 200, LLC

Tillverkarens address
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Unikt registreringsnummer
Single Registration Number

US-MF-000006765

Namn pa auktoriserad representant
och address

Authorized Representative’s Name and
Address

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

Namn pa anmalt organ och
identifikationsnummer
Notified body’s Name and
Identification Number

BSI Group The Netherlands B.V.

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

Identifikationsnummer: 2797

Nummer pa CE-certifikat
CE Certificate Number

MDR 784266

Product Code, Trade Name and
Description

Produktkategori Pneumatisk kompressionsutrustning [2120607]
Product Category Pneumatic Compression Equipment [2120607]
Grundlaggande UDI-DI 063014000000000000001546G

Basic UDI-DI 063014000000000000005436X

EMDN Z120607

Produktkod, handelsnamn och

beskrivning medfdljande dokument |

Refer to Attachment 1

Avsedd anvandning
Intended Purpose

Kendall SCD styrenheter ar konstruerade for att applicera
intermittent pneumatisk kompression for att 6ka det vendsa
blodflédet hos riskpatienter och forhindra djup ventrombos
och lungemboli.

The Kendall SCD Controllers is intended to apply
intermittent pneumatic compression to increase venous
blood flow in at-risk patients in order to help prevent deep
vein thrombosis and pulmonary embolism.

Klassificering och regel
Classification and Rule

Klass: Illa
Regel: 9
Class: lla
Rule: 9
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Gemensamma specifikationer
Common Specifications

Ej tillampligt
Not Applicable

Where appropriate, a
Union legislation

Lagg till tillamplig EU-lagstiftning

RoHS 2011/65/EU

Vi, Cardinal Health 200 LLC, forsékrar harmed att
ovannamnda medicinteknisk(a) produkt(er) uppfyller kraven
dd applicable i

Beddmning av Gverensstammelse
Conformity Assessment

Bilaga 1X kapitel 1 och 11/ Annex IX Chapters | and 111

SEKTION FOR UNDERSKRIFT
SIGNATURE SECTION

Denna EU-forsakran om 6verensstammelse utfardas for och pa uppdrag av och under eget

ansvar av den juridiska tillverkaren som anges ovan.

Plats for utfardande
Place of Issue

Waukegan, IL 60085 USA

Underskrift/ Datum

Signature/Date

SMM/L‘/(/a Sh/lotr/')

Soumitra Shilotri (Mar 4, 2025 19:15 EST

Namn och function
Name and Function

Soumitra Shilotri
Regulatory Affairs
Myndighetsarenden

DOKUMENT I
ATTACHMENT 1

Lista de codigos del product

Product Code List

Klassificering

Produktkod Handelsnamn och .
Product beskrivning Trade Grundlaggande 2IDIRD) EMDN OCh. (ege_l
-~ Basic UDI-DI Classification
Code Name and Description
and Rule
Kendall SCD 700
Sequential
kompressu?nssystem Klass: Il
(med amerikansk Regel: 9
29525 natsladd) 063014000000000000001546G | 2120607 g )
Class: lla
Kendall SCD 700 i
. Rule: 9
Sequential
Compression System
(with U.S. power cord)
Kendall SCD 700
Sequential Klass: Illa
kompressionssystem Regel: 9
295250 (med EU-nitsladd) 063014000000000000001546G | 2120607 Class: Il
Kendall SCD 700 Rule: 9
Sequential

CONFIDENTIAL INFORMATION

SHEET 73 OF 76


https://cardinalhealth.na1.adobesign.com/verifier?tx=CBJCHBCAABAAlvD1yvePuP91DAm0rQCq8ToP9ctlZl1t

DOCUMENT NO:

RE00222095

REVISION:

Compression System

(with E.U. power cord)

Kendall SCD 700

Sequential

kompressionssystem Klass: lla

(med brittisk natsladd) Regel: 9
295251 Kendall SCD 700 063014000000000000001546G | 2120607 Class: lla

Sequential Rule: 9

Compression System

(with U.K. power cord)

Kendall SCD 700

Sequential

kompressionssystem

(med australiensisk Klass: lla

natsladd) Regel: 9
295255 Kendall SCD 700 063014000000000000001546G | 2120607 Class: Il

Sequential Rule: 9

Compression System

(with Australian power

cord)

Kendall SCD 700

Sequential

kompressionssystem ,

(med japansk natsladd) géaisl'_ Igla
295257 Kendall SCD 700 063014000000000000001546G | 2120607 Clz?ss-. la

Sequential R -

. ule: 9

Compression System

(with Japanese power

cord)

Kendall SCD 700

Sequential

kompressionssystem

(med brasiliansk Klass: lla

natsladd) Regel: 9
295258 Kendall SCD 700 063014000000000000001546G | 2120607 Class: Il

Sequential Rule: 9

Compression System

(with Brazilian power

cord)

Kendall SCD 700

Sequential

kompressionssystem Klass: Illa

(med indisk né&tsladd) Regel: 9
295259 Kendall SCD 700 063014000000000000001546G | 2120607 Class: lla

Sequential Rule: 9

Compression System

(with India power cord)

Kendall SCD Rlass: e
82100 SmartFlow 063014000000000000005436X | 2120607 Clagss: la

kompressionssystem Rule'.9
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EU adapter till natsladd
Kendall SCD
SmartFlow
Compression System
with EU power cord
adapter

82101

Kendall SCD
SmartFlow
kompressionssystem
med

brittisk adapter till
natsladd

Kendall SCD
SmartFlow
Compression System
with

UK power cord adapter

063014000000000000005436X

2120607

Klass: lla
Regel: 9
Class: lla
Rule: 9

82102

Kendall SCD
SmartFlow
kompressionssystem
med schweizisk adapter
till natsladd

Kendall SCD
SmartFlow
Compression System
with Swiss power cord
adapter

063014000000000000005436X

2120607

Klass: lla
Regel: 9
Class: lla
Rule: 9

82105

Kendall SCD
SmartFlow
kompressionssystem
med australiensisk
adapter till natsladd
Kendall SCD
SmartFlow
Compression System
with Australia power
cord adapter

063014000000000000005436X

2120607

Klass: lla
Regel: 9
Class: lla
Rule: 9

82107

Kendall SCD
SmartFlow
kompressionssystem
med japansk adapter till
natsladd

Kendall SCD
SmartFlow
Compression System
with Japan power cord
adapter

063014000000000000005436X

7120607

Klass: lla
Regel: 9
Class: lla
Rule: 9

82108

Kendall SCD
SmartFlow
kompressionssystem

063014000000000000005436X

7120607

Klass: lla
Regel: 9
Class: lla
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med brasiliansk adapter
till natsladd

Kendall SCD
SmartFlow
Compression System
with Brazil power cord
adapter

82109

Kendall SCD
SmartFlow
kompressionssystem
med indisk adapter till
natsladd

Kendall SCD
SmartFlow
Compression System
with India power cord
adapter

063014000000000000005436X

2120607

Klass: lla
Regel: 9
Class: lla
Rule: 9
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