DECLARATION OF CONFORMITY

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

CardinalHealth 2017745

Declaration of Conformity Number

RE00189740

Technical Documentation Number

RE00168520

Manufacturer’s Name

Cardinal Health 200, LLC also trading as Cardinal Health

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

Not Applicable

CE Certificate Number

Not Applicable

Product Category

Biomedical Electrodes

Basic UDI-DI

Refer to Attachment 1

EMDN

Refer to Attachment 1

Product Code, Trade Name and
Description

Refer to Attachment 1

Intended Purpose

(1) Electrocardiogram (ECQ) electrodes are used to transmit the
electrical activity produced by the heart via attached lead wires to an
ECG monitor; (2) For use in passive sensing of bio-electric signals
(such as ECG, EEG, EMG, and respiration)

Classification and Rule

Refer to Attachment 1

Common Specifications Not Applicable
Where ap.prol')rlate, add applicable Not Applicable
Union legislation

Conformity Assessment Self Declared

SIGNATURE SECTION

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

Manufacturer identified above.

Place of Issue

Mansfield, MA 02048 USA

Signature/ Date

Brcizre 9&%&»

Electronically signed
by: Brian Johnson
Reason: Approved
Date: Jan 26, 2022
11.47 CST

Name and Function

Brian Johnson, Regulatory Affairs
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https://cardinalhealth.na1.echosign.com/verifier?tx=CBJCHBCAABAA2yvjLQHv_9rDpidFI4oD_QrWk8T3VVrQ

Product
Code

ATTACHMENT 1

Product Code List

Product Description

Basic UDI-DI

Classification
and Rule

222002

Kendall™ Neonatal-Pediatric
Monitoring Electrode, Prewired,
Square, Reflective Backing,
Radiolucent

063014000000000000003196Q

C020501

Class I, Rule
1

222002A

Kendall™ Neonatal-Pediatric
Monitoring Electrode with Aloe,
Prewired, Square, Reflective
Backing, Radiolucent

063014000000000000003186N

C020501

Class I, Rule
1

2293003

Kendall™ Adult 930 Foam
Electrodes, Prewired, 3 Lead,
Conductive Adhesive Hydrogel,
Radiolucent

063014000000000000003326G

C020501

Class I, Rule
1

2293005

Kendall™ Adult 930 Foam
Electrodes, Prewired, 5 Lead,
Conductive Adhesive Hydrogel,
Radiolucent

063014000000000000003326G

C020501

Class I, Rule
1

31424780

Kendall™ 1041PTS Neonatal
Electrodes, Prewired, Round,
Clear Tape Radiolucent

063014000000000000003256K

C020501

Class I, Rule
1

31424785

Kendall™ 1042PTS Neonatal
Electrodes, Prewired, Square,
Clear Tape Radiolucent

063014000000000000003256K

C020501

Class I, Rule
1

31424786

Kendall™ 1042PTS54 Neonatal
Electrodes, Prewired, Square,
Clear Tape, Radiolucent

063014000000000000003256K

C020501

Class I, Rule
1

31424768

Kendall™ 1050NPSM Neonatal
Electrodes, Prewired, Small Cloth

063014000000000000003226D

C020501

Class I, Rule
1

EP00777

Kendall™ 1050NPM Neonatal
Electrodes, Prewired, Small
Cloth, 0.08 Socket

063014000000000000003236F

C020501

Class I, Rule
1

EP00779

Kendall™ 1050NPSMR40
Neonatal Electrodes, Prewired,
Small Cloth, 40" RWBL

063014000000000000003246H

C020501

Class I, Rule
1
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Product Code List

Product
Code

Product Description

Basic UDI-DI

Classification
and Rule

31424743

Kendall™ 1051NPSM Neonatal
Electrodes, Prewired, Small
Cloth, Radiolucent

063014000000000000003276P

C020501

Class I, Rule
1

31424735

Kendall™ 1052NPSM Neonatal
Electrodes, Prewired, Large Cloth

063014000000000000003226D

C020501

Class I, Rule
1

31424719

Kendall™ 1053NPSM Neonatal
Electrodes, Prewired, Large
Cloth, Radiolucent

063014000000000000003276P

C020501

Class I, Rule
1

30710001

Kendall™ Neonatal Electrodes,
Foam, Hydrogel, 1.5mm Socket,
Monitoring

063014000000000000003176L

C020501

Class I, Rule
1

31086575

Kendall™ Neonatal Electrodes,
Foam, Hydrogel, 1.5mm Socket,
Monitoring

063014000000000000003176L

C020501

Class I, Rule
1

31368072

Kendall™ Neonatal Electrodes,
4203, Foam, Prewired

0630140000000000000032069

C020501

Class I, Rule
1

EP01350

Kendall™ 10714PM Foam
Neonatal Electrodes, Prewired,
0.08 Socket

063014000000000000003216B

C020501

Class I, Rule
1

EP30016

Kendall™ L36-LB Cloth Limb
Band Neonatal Electrodes,
Prewired

063014000000000000003266M

C020501

Class I, Rule
1

31.5032.26

Kendall™ H203PG Neonatal
ECG Electrodes Non-woven,
Clear Gel, 4 mm Socket 22 x 30
mm

063014000000000000003536Q

C020501

Class I, Rule
1

31.5033.26

Kendall™ H203PGK Neonatal
ECG Electrodes Non-woven,
Clear Gel, 4 mm Socket 22 x 30
mm

063014000000000000003526N

C020501

Class I, Rule
1

31.5039124

Kendall™ H203PGT Neonatal
ECG Electrodes Non-woven,
Clear Gel, 4 mm Socket,
Radiolucent 22 x 30 mm

063014000000000000003516L

C020501

Class I, Rule
1

31.5072.03

Kendall™ H207PG/F Neonatal
ECG Electrodes Non-woven,
Clear Gel, 1,5 mm DIN
Connector 22 x 30 mm

063014000000000000003486X

C020501

Class I, Rule
1

31.5072824

Kendall™ H207PGT Neonatal
ECG Electrodes, Non-woven,
Clear Gel, 1,5 mm DIN
Connector, Radiolucent 22 x 30
mm

063014000000000000003496Z

C020501

Class I, Rule
1
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Product Code List

Product . . EMDN Classification
Code Product Description Basic UDI-DI Code and Rule

Kendall™ H87H/F Neonatal

ECG Electrodes Non-woven, Class I, Rule
31.3876.04 Hydrogel, 1,5 mm DIN Connector 063014000000000000003556U C020501 )

30 mm

Kendall™ H87PG/F Neonatal

ECG Electrodes Non-woven, Class I, Rule
31.5872.04 Clear Gel, 1.5 mm DIN 063014000000000000003556U C020501 )

Connector 30 mm

Kendall™ H207H Neonatal ECG

Electrodes Non-woven, Hydrogel, Class I, Rule
31.3076.26 1.5 mm DIN Connector 22 x 30 063014000000000000003556U C020501 )

mm

Kendall™ H27H/F Neonatal

ECG Electrodes Non-woven, Class I, Rule
31.3276.03 Hydrogel. 1,5 mm DIN Connector 063014000000000000003496Z C020501 |

24 mm

Kendall™ H207LG/F60 Sleep

Laboratory Electrodes Foam, Wet N01010202, || Class I, Rule
31.6071.26 Gel. 1.5 mm DIN Connector 33 x 063014000000000000003576Y N010101 )

24 mm

Kendall™ H207LGN Sleep

Laboratory Electrodes Foam, Wet N01010202, || Class I, Rule
31.6072.26 Gel. 1,5 mm DIN Connector 33 x 063014000000000000003576Y N010101 )

24 mm

Kendall™ H207LG/F150 Sleep

Laboratory Electrodes Foam, Wet N01010202, || Class I, Rule
31.6073.26 Gel. 1.5 mm DIN Connector 33 x 063014000000000000003576Y N010101 |

24 mm

Kendall™ H207LG/F200 Sleep

Laboratory Electrodes Foam, Wet N01010202, || Class I, Rule
31.6074.26 Gel, 1,5 mm DIN Connector 33 x 063014000000000000003576Y NO10101 1

24 mm
31118733 | Kendall™ 100 Foam Electrodes, | 6341.4000000000000003286R | 020501 | 1258 1 Rule

Conductive Adhesive Hydrogel 1

™

31112496 | Kendall™ 130 Foam Electrodes, | 0541.4000000000000003286R | 020501 | 1258 1 Rule

Conductive Adhesive Hydrogel 1

™

31439725 | Kendall™ 133 Foam Electrodes, | 03414000000000000003286R | 020501 | 1258 1 Rule

Conductive Adhesive Hydrogel 1
31439766 | Kondall'™ 135 Foam Electrodes, | 03414000000000000003286R | 020501 | C1ass L Rule

Conductive Adhesive Hydrogel 1
31050522 | Kendall™ 200 Foam Electrodes, | 03414000000000000003286R | 020501 | C1ass L Rule

Conductive Adhesive Hydrogel 1
31499204 | Kendall™ 210 Foam Electrodes, | 03414000000000000003286R | 020501 | C1ass L Rule

Conductive Adhesive Hydrogel 1
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Product
Code

Product Code List

Product Description

Basic UDI-DI

Classification
and Rule

31078135

Kendall™ 230 Foam Electrodes,
Conductive Adhesive Hydrogel

063014000000000000003286R

C020501

Class I, Rule
1

31478368

Kendall™ 233 Foam Electrodes,
Conductive Adhesive Hydrogel

063014000000000000003286R

C020501

Class I, Rule
1

31478376

Kendall™ 235 Foam Electrodes,
Conductive Adhesive Hydrogel

063014000000000000003286R

C020501

Class I, Rule
1

22300

Kendall™ 300 Foam Electrodes,
Conductive Adhesive Hydrogel

063014000000000000003286R

C020501

Class I, Rule
1

22450

Kendall™ 450 Foam Electrodes,
Conductive Adhesive Hydrogel

063014000000000000003286R

C020501

Class I, Rule
1

22453

Kendall™ 453 Foam Electrodes,
Conductive Adhesive Hydrogel

063014000000000000003286R

C020501

Class I, Rule
1

22455

Kendall™ 455 Foam Electrodes,
Conductive Adhesive Hydrogel

063014000000000000003286R

C020501

Class I, Rule
1

22500

Kendall™ 500 Foam Electrodes,
Conductive Adhesive Hydrogel

063014000000000000003286R

C020501

Class I, Rule
1

31013926

Kendall™ 530 Foam Electrodes,
Conductive Adhesive Hydrogel

063014000000000000003286R

C020501

Class I, Rule
1

31115796

Kendall™ Electrodes, 533 Foam
Conductive Adhesive Hydrogel

063014000000000000003286R

C020501

Class I, Rule
1

31115788

Kendall™ Electrodes, 535 Foam
Conductive Adhesive Hydrogel

063014000000000000003286R

C020501

Class I, Rule
1

40000013

Kendall™ 600 Foam Electrodes,
Conductive Adhesive Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Class I, Rule
1

40000003

Kendall™ 630 Foam Electrodes,
Conductive Adhesive Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Class I, Rule
1

22700

Kendall™ 700 Clear Tape
Electrodes, Conductive Adhesive
Hydrogel

063014000000000000003306C

C020501

Class I, Rule
1

22733

Kendall™ 733 Clear Tape
Electrodes, Conductive Adhesive
Hydrogel

063014000000000000003306C

C020501

Class I, Rule
1

22735

Kendall™ 735 Clear Tape
Electrodes, Conductive Adhesive
Hydrogel

063014000000000000003306C

C020501

Class I, Rule
1

22750

Kendall™ 750 Clear Tape
Electrodes, Conductive Adhesive
Hydrogel, Radiolucent

063014000000000000003316E

C020501

Class I, Rule
1

22850

Kendall™ 850 Foam Electrodes,
Conductive Adhesive Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Class I, Rule
1
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Product
Code

Product Code List

Product Description

Basic UDI-DI

Classification
and Rule

22853

Kendall™ 853 Foam Electrodes,
Conductive Adhesive Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Class I, Rule
1

22855

Kendall™ 855 Foam Electrodes,
Conductive Adhesive Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Class I, Rule
1

22900

Kendall™ 900 Foam Electrodes,
Conductive Adhesive Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Class I, Rule
1

22930

Kendall™ 930 Foam Electrodes,
Conductive Adhesive Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Class I, Rule
1

22933

Kendall™ 933 Foam Electrodes,
Conductive Adhesive Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Class I, Rule
1

22935

Kendall™ 935 Foam Electrodes,
Conductive Adhesive Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Class I, Rule
1

31452389

Kendall™ SF3040.50 Foam
Electrodes, Conductive Adhesive
Hydrogel, Radiolucent

063014000000000000003296T

C020501

Class I, Rule
1

50007305

Kendall™ 7305 Foam Electrodes,
Conductive Adhesive Hydrogel

063014000000000000003286R

C020501

Class I, Rule
1

31043170

Kendall™ 7605 Cloth Electrodes,
Conductive Adhesive Hydrogel

063014000000000000003356N

C020501

Class I, Rule
1

31043063

Kendall™ Cloth Electrodes, 7663
Conductive Adhesive Hydrogel

063014000000000000003356N

C020501

Class I, Rule
1

31043055

Kendall™ Cloth Electrodes, 7665
Conductive Adhesive Hydrogel

063014000000000000003356N

C020501

Class I, Rule
1

ES40030

Kendall™ H49P Cloth
Electrodes, Repositionable
Conductive Adhesive Hydrogel

063014000000000000003366Q

C020501

Class I, Rule
1

ES40036

Kendall™ 1093 Cloth Electrodes,
Repositionable, Conductive
Adhesive Hydrogel

063014000000000000003366Q

C020501

Class I, Rule
1

ES40076

Kendall™ H59P Cloth
Electrodes, Repositionable
Conductive Adhesive Hydrogel

063014000000000000003366Q

C020501

Class I, Rule
1

ES40281

Kendall™ H69P Cloth
Electrodes, Repositionable
Conductive Adhesive Hydrogel

063014000000000000003366Q

C020501

Class I, Rule
1

RR3305

Kendall™ Radiolucent
Repositionable Cloth Electrodes,
Conductive Adhesive Hydrogel

063014000000000000003376S

C020501

Class I, Rule
1
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Product Code List

Product
Code

Product Description

Basic UDI-DI

Classification
and Rule

31.1245.21

Kendall™ H124SG ECG
Electrodes Foam, Hydrogel 30 x
24 mm

063014000000000000003386U

C020501

Class I, Rule
1

31.1355.21

Kendall™ H135SG ECG
Electrodes Foam, Hydrogel 43 x
35 mm

063014000000000000003386U

C020501

Class I, Rule
1

31.1914.21

Kendall™ H914SG ECG
Electrodes Foam, Hydrogel 4 mm
Banana Adapter 57 x 34 mm

063014000000000000003426K

C020501

Class I, Rule
1

31.1925.21

Kendall™ H92SG ECG
Electrodes Foam, Hydrogel, 57 x
34 mm

063014000000000000003386U

C020501

Class I, Rule
1

31.1925.30

Kendall™ H92SG ECG
Electrodes Foam, Hydrogel
57x34 mm

0630140000000000000035872

C020501

Class I, Rule
1

31.1935.21

Kendall™ H93SG ECG
Electrodes Foam, Hydrogel, 42 x
24 mm

063014000000000000003386U

C020501

Class I, Rule
1

31.1917.21

Kendall™ H91SSG ECG
Electrodes Foam, Hydrogel,
Stress 57 x 34 mm

063014000000000000003386U

C020501

Class I, Rule
1

31.1946.21

Kendall™ H34SG ECG
Electrodes Foam, Hydrogel,
Stress, Radiolucent 50 x 45 mm

063014000000000000003406F

C020501

Class I, Rule
1

31.1355821

Kendall™ H135TSG ECG
Electrodes Foam, Hydrogel
Radiolucent 43 x 35 mm

063014000000000000003416H

C020501

Class I, Rule
1

31.1914821

Kendall™ H914TSG ECG
Electrodes Foam, Hydrogel 4 mm
Banana Adapter, Radiolucent 57
X 34 mm

063014000000000000003436M

C020501

Class I, Rule
1

31.1915821

Kendall™ H91TSG ECG
Electrodes Foam, Hydrogel,
Radiolucent 57 x 34 mm

063014000000000000003416H

C020501

Class I, Rule
1

31.1986.21

Kendall™ H98SG ECG
Electrodes Non-woven, Hydrogel
55 mm

063014000000000000003546S

C020501

Class I, Rule
1

31.1996.21

Kendall™ H99SG ECG
Electrodes Cloth, Hydrogel 55
mm

063014000000000000003466T

C020501

Class I, Rule
1

31.1663.21

Kendall™ H66LG ECG
Electrodes Foam, Wet Gel 55 mm

063014000000000000003446P

C020501

Class I, Rule
1

31.1664.21

Kendall™ H664LG ECG
Electrodes Foam, Wet Gel, 4 mm
Banana Adapter 55 mm

063014000000000000003456R

C020501

Class I, Rule
1
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Product Code List

Product . . EMDN Classification
Code Product Description Basic UDI-DI Code and Rule
Kendall™ HIS8LG ECG Class I Rule
31.1985.21 | Electrodes Non-woven, Wet Gel | 063014000000000000003566W | 020501 ; u
55 mm
Kendall™ H99LG ECG Class I, Rule
31199521 | 2o tes Cloth, Wet Gel 55 mm | 063014000000000000003476V | - C020501 |
Kendall™ H34LG ECG Class I. Rul
31.1345.21 | Electrodes Foam, Wet Gel, Stress | 063014000000000000003446P | C020501 ass v uie
50 x 45 mm
™ ] 3
31433538 | Kendall™ 5400 Diagnostic Tab | .4, 10000000000000033367 | Co20501 | C1ass L Rule
Electrodes 1
™ ] 3
30807732 | Kendall™ 5500 Diagnostic Tab | .4, 10000000000000033367 | Co20501 | C1ass L Rule
Electrodes 1
EF00066 | endall™ CA310 Diagnostic Tab | 0441 1000000000000003336) | co20501 | Class L Rule
Electrodes 1
— . .
EFo0149 | Kendall™ CAS10 Diagnostic Tab | 051 4000000000000003336) | 020501 | €12ss L Rule
Electrodes 1
31447793 | Kendall™ CA610 Diagnostic Tab | <414000000000000003336] | 020501 | Cass L Rule
Electrodes 1
ERsgoo7 | Kendall™ Nutab Diagnostic Tab | -1 1000000000000003346L | Co20501 | C1ass L Rule
Electrodes 1
Neonatal ECG Electrodes Non- Class 1. Rule
31.3872.02 | woven, Clear Gel, 1,5 mm DIN | 063014000000000000003556U | C020501 ’

Connector 30 mm

1
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CROATIAN

IZJAVA O SUKLADNOSTI
DECLARATION OF CONFORMITY

CardinalHealth 2017/74s.

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

Broj izjave o sukladnosti
Declaration of Conformity Number

RE00189740

Broj tehnicke dokumentacije
Technical Documentation Number

RE00168520

Naziv proizvodaca
Manufacturer’s Name

Cardinal Health 200, LLC poznat i kao Cardinal Health

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

Nije primjenjivo

Broj certifikata CE

Nije primjenjivo

CE Certificate Number
Kategorija proizvoda Biomedicinske elektrode
Product Category
Osnovni UDI-DI . .
Basic UDI-DI Pogledajte Prilog I
EMDN Pogledajte Prilog I
Kéd, trgovacki naziv i opis proizvoda
Product Code, Trade Name and Pogledajte Prilog I
Description
(1) Elektrokardiogramske (EKG) elektrode koriste se za prijenos
Namjena elektriénu aktivnost koju srce proizvodi putem pri¢vrSéenih olovnih Zica
Intended Purpose na EKG monitor; (2) Za uporabu u pasivnom senzoru bioelektricnih

signala (kao $to su EKG, EEG, EMG i disanje)

Klasifikacija i pravilo
Classification and Rule

Pogledajte Prilog I

Zajednicke specifikacije
Common Specifications

Nije primjenjivo

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

Nije primjenjivo.

Ocjena sukladnosti
Conformity Assessment

Samoproglaseno/ Self Declared
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ODJELJAK S POTPISIMA

SIGNATURE S

TION

proizvodaca.

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

Place of Issue

Mjesto izdavanja

Mansfield, MA 02048 USA

Potpis/ Datum

Signature/ Date

Breizs 9&@4&%

Electronically signed
by: Brian Johnson
Reason: Approved
Date: Jan 26, 2022
11:47 CST

Ime i funkcija

Name and Function

Brian Johnson, Odjel za regulatorna pitanja

PRILOGI

Popis kodova proizvoda

Product Code List
Kod Klasifikacija i
proizvoda Trgovacki naziv i opis Osnovni UDI-DI EMDN pravilo

Product Trade Name and Description Basic UDI-DI Classification

Code and Rule
Kendall™ neonatalno-

220002 | Pedijatrijska nadzorna elektroda, 5541 4600000000000003196Q | 020501 Klasa I/
prewired, kvadratna, reflektirajuca Pravilol
pozadina, radiolucentna
Kendall™ neonatalno-
pedijatrijske nadzorne elektrode s Klasa I/

222002A | Aloe, Prewired, Square, 063014000000000000003186N C020501 .
L, . Pravilol
Reflektirajuca pozadina,
Radiolucentna
Kendall™ odraslih 930 pjenastih
2293003 | Clektroda, prewired, 3 olovo, 063014000000000000003326G | C020501 Klasa I/
vodljivo ljepilo hidrogel, Pravilol
radiolucentno
Kendall™ odraslih 930 pjenastih
2293005 | Clektroda, prewired, 5 olovo, 063014000000000000003326G | C020501 Klasa I/
vodljivo ljepilo hidrogel, Pravilol
radiolucentno
Kendall™ 1041PTS neonatalne Klasa I/
31424780 | elektrode, prewired, okrugli, 063014000000000000003256K C020501 Pravilol
prozirna traka radiolucentna
Kendall™ 1042PTS neonatalne Klasa I/
31424785 || elektrode, prewired, square, clear | 063014000000000000003256K C020501 Pravilo]
tape radiolucent
Kendall™ 1042PTS54 Klasa I/
31424786 | Neonatalne elektrode, Prewired, 063014000000000000003256K C020501 .
. Pravilol
Square, Clear Tape, Radiolucent
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Popis kodova proizvoda

Product Code List
Kod Klasifikacija i
proizvoda Trgovacki naziv i opis Osnovni UDI-DI EMDN pravilo
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
31424768 | Kendall™ 10S0NPSM neonatalne | 31 4600000000000003226D | 020501 Klasa I
elektrode, prewired, mala tkanina Pravilol
Kendall™ 1050NPM neonatalne Klasa I/
EP00777 | elektrode, prewired, mala tkanina, | 063014000000000000003236F C020501 .
e Pravilol
0,08 uti¢nica
Kendall™ 1050NPSMR40 Klasa I/
EP00779 || neonatalne elektrode, prewired, 063014000000000000003246H C020501 Pravilol
mala tkanina, 40" RWBL
Kendall™ 1051NPSM neonatalne Klasa I/
31424743 || elektrode, prewired, mala tkanina, || 063014000000000000003276P C020501 Pravilo]
radiolucentna
Kendall™ 1052NPSM neonatalne Klasa I/
31424735 || elektrode, prewired, velika 063014000000000000003226D C020501 Pravilol
tkanina
Kendall™ 1053NPSM neonatalne Klasa I/
31424719 | elektrode, prewired, velika 063014000000000000003276P C020501 S
. . Pravilol
tkanina, radiolucentna
Kendall™ neonatalne elektrode, Klasa I/
30710001 | pjena, hidrogel, uti¢nica od 1,5 063014000000000000003176L C020501 Pravilo]
mm, pracenje
Kendall™ neonatalne elektrode, Klasa I/
31086575 | pjena, hidrogel, uti¢nica od 1,5 063014000000000000003176L C020501 Pra\filol
mm, pracenje
™
31368072 | K<endall™ neonatalne elektrode, - ¢31140000000000000032069 | 020501 Klasa I/
4203, pjena, prewired Pravilol
Kendall™ 10714 Pjene Klasa I/
EP01350 | neonatalne elektrode, prewired, 063014000000000000003216B C020501 .
. Pravilol
0.08 Uticnica
Kendall™ L36-LB cloth limb Klasa I/
EP30016 | band neonatalne elektrode, 063014000000000000003266M C020501 Pravilol
prewired
Kendall™ H203PG Neonatalne Klasa I/
31.5032.26 | EKG elektrode netkane, prozirni 063014000000000000003536Q C020501 .
s Pravilol
gel, uti¢nica od 4 mm 22 x 30 mm
Kendall™ H203PGK Neonatalne Klasa I/
31.5033.26 || EKG elektrode netkane, prozirni 063014000000000000003526N C020501 .
. Pravilol
gel, uti¢nica od 4 mm 22 x 30 mm
Kendall™ H203PGT Neonatalne
31.5039124 | EXG elektrode netkane, prozimi | 5541 40000000000000035161 | 020501 Klasa I/
gel, uti¢nica od 4 mm, Pravilol

radiolucentna 22 x 30 mm
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Popis kodova proizvoda

Product Code List
Kod Klasifikacija i
proizvoda Trgovacki naziv i opis Osnovni UDI-DI EMDN pravilo
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
Kendall™ H207PG / F
31.5072.03 | Neonatalne ERG elektrode 063014000000000000003486X | €020501 Klasa I
netkane, prozirni gel, 1,5 mm DIN Pravilol
konektor 22 x 30 mm
Kendall™ neonatalne EKG
elektrode H207PGT, netkane, Klasa I/
31.5072824 || prozirni gel, 1,5 mm DIN 063014000000000000003496Z C020501 .
. . Pravilol
konektor, radiolucentni 22 x 30
mm
Kendall™ neonatalne EKG Klasa I/
31.3876.04 | elektrode netkane, Hidrogel, 1,5 063014000000000000003556U C020501 .
Pravilol
mm DIN konektor 30 mm
Kendall™ H87PG / F Neonatalne Klasa I/
31.5872.04 | EKG elektrode netkane, prozirni 063014000000000000003556U C020501 Pravilo]
gel, 1,5 mm DIN konektor 30 mm
Kendall™ H207H Neonatalne
EKG clektrode Netkane, Klasa I/
31.3076.26 Hydrogel, 1,5 mm DIN Konektor 063014000000000000003556U C020501 Pravilol
22 x 30 mm
Kendall™ neonatalne EKG
elektrode H27H/F netkane, Klasa I/
31.3276.03 Hidrogel, 1,5 mm DIN Konektor 063014000000000000003496Z C020501 Pravilol
24 mm
Kendall™ H207LG / F60 pjena za
31.6071.26 | spavanje, mokri gel, 1,5 mm DIN || 063014000000000000003576Y || NO1010202, ) Klasa I/
NO010101 Pravilol
konektor 33 x 24 mm
Kendall™ H207LGN Laboratorij
za spavanje Pjena od elektroda, N01010202, Klasa I/
31.6072.26 Mokri gel, 1,5 mm DIN Konektor 063014000000000000003576Y N010101 Pravilol
33 x 24 mm
Kendall™ H207LG / F150 Pjena
31.6073.26 | za spavanje, mokri gel, 1,5 mm || 063014000000000000003576Y NI(\)I})%OI%?Z’ fflas.? Ii
DIN konektor 33 x 24 mm raviio
Kendall™ H207LG /F200 Pjena
za laboratorijske elektrode za N01010202, Klasa I/
31.6074.26 spavanie, mokri gel, 1,5 mm DIN 063014000000000000003576Y NO010101 Pravilol
konektor 33 x 24 mm
Kendall™ 100 pjenastih Klasa I/
31118733 || elektroda, vodljivi ljepljivi 063014000000000000003286R C020501 .
. Pravilol
hidrogel
Kendall™ 130 pjenastih Klasa I/
31112496 || elektroda, vodljivi ljepljivi 063014000000000000003286R C020501 Pra\fﬂol

hidrogel
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Popis kodova proizvoda

Product Code List
Kod Klasifikacija i
proizvoda Trgovacki naziv i opis Osnovni UDI-DI EMDN pravilo
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
31439725 | Kendall™ 133 pienaste elektrode, | ¢5414000000000000003286R | 020501 Klasa I/
vodljivo ljepilo Hydrogel Pravilol
Kendall™ 135 pjenastih Klasa I/
31439766 || elektroda, vodljivi ljepljivi 063014000000000000003286R C020501 .
. Pravilol
hidrogel
Kendall™ 200 pjenastih Klasa I/
31050522 | elektroda, vodljivi ljepljivi 063014000000000000003286R C020501 .
. Pravilol
hidrogel
Kendall™ 210 pjenastih Klasa I/
31499224 || elektroda, vodljivi ljepljivi 063014000000000000003286R C020501 .
. Pravilol
hidrogel
Kendall™ 230 pjenastih Klasa I/
31078135 | elektroda, vodljivo ljepilo 063014000000000000003286R C020501 .
. Pravilol
Hidrogel
™ 1
31478368 | Kendall™ 233 penaste elektrode, | ¢5414000000000000003286R | C020501 Klasa I/
vodljivo ljepilo Hidrogel Pravilo1
Kendall™ 235 pjenastih Klasa I/
31478376 | elektroda, vodljivo ljepilo 063014000000000000003286R C020501 .
. Pravilol
Hidrogel
Kendall™ 300 pjenastih Klasa I/
22300 elektroda, vodljivi ljepljivi 063014000000000000003286R C020501 .
. Pravilol
hidrogel
Kendall™ 450 pjenastih Klasa I/
22450 elektroda, vodljivo ljepilo 063014000000000000003286R C020501 .
. Pravilol
Hidrogel
™ 1
22453 | Kendall™ 453 pienaste elektrode, | ¢5414000000000000003286R | C020501 Klasa I/
vodljivi ljepljivi hidrogel Pravilol
Kendall™ 455 pjenastih Klasa I/
22455 elektroda, vodljivi ljepljivi 063014000000000000003286R C020501 .
. Pravilol
hidrogel
Kendall™ 500 pjenastih Klasa I/
22500 elektroda, vodljivo ljepilo 063014000000000000003286R C020501 .
. Pravilol
Hidrogel
Kendall™ 530 pjenastih Klasa I/
31013926 | elektroda, vodljivi ljepljivi 063014000000000000003286R C020501 S
. Pravilol
hidrogel
™ 1
31115796 | Kendall™ elekirode, 333 pjenasto | ¢314000000000000003286R | 020501 Klasa I/
vodljivo ljepilo Hidrogel Pravilol
™ 1
31115788 | Kendall™ elekirode, 335 pjenasto | ¢5414000000000000003286R | C020501 Klasa I/
vodljivo ljepilo Hidrogel Pravilol
Kendall™ 600 pjenastih Klasa I/
40000013 | elektroda, vodljivo ljepilo 063014000000000000003296T C020501 .
. Pravilol
Hydrogel, radiolucentno
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Popis kodova proizvoda

Product Code List
Kod Klasifikacija i
proizvoda Trgovacki naziv i opis Osnovni UDI-DI EMDN pravilo
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
Kendall™ 630 pjenastih Klasa I/
40000003 | elektroda, vodljivo ljepilo 063014000000000000003296T C020501 .
; Pravilol
Hydrogel, Radiolucentno
Kendall™ 700 prozirnih trakastih Klasa I/
22700 elektroda, vodljivi ljepljivi 063014000000000000003306C C020501 .
. Pravilol
hidrogel
22733 | Kendall™ 733 prozime clektrode ) <51 4000000000000003306C | 020501 Klasa I/
trake, vodljivi ljepljivi hidrogel Pravilol
Kendall™ 735 prozirnih trakastih Klasa I/
22735 elektroda, vodljivi ljepljivi 063014000000000000003306C C020501 .
. Pravilol
hidrogel
Kendall™ 750 prozirnih trakastih Klasa I/
22750 elektroda, vodljivo ljepilo 063014000000000000003316E C020501 asa
. Pravilol
Hydrogel, radiolucentno
Kendall™ 850 pjenastih Klasa I/
22850 elektroda, vodljivo ljepilo 063014000000000000003296T C020501 asa
; Pravilol
Hydrogel, Radiolucentno
Kendall™ 853 pjenaste elektrode, Klasa I/
22853 vodljivo ljepilo Hydrogel, 063014000000000000003296T C020501 .
: Pravilol
Radiolucent
Kendall™ 855 pjenastih Klasa I/
22855 | elektroda, vodljivo ljepilo 063014000000000000003296T | C020501 asa
. Pravilol
Hydrogel, radiolucentno
Kendall™ 900 pjenastih Klasa I/
22900 elektroda, vodljivo ljepilo 063014000000000000003296T C020501 .
. Pravilol
Hydrogel, radiolucentno
Kendall™ 930 pjenastih Klasa I/
22930 elektroda, vodljivo ljepilo 063014000000000000003296T C020501 .
. Pravilol
Hydrogel, radiolucentno
Kendall™ 933 pjenaste elektrode, Klasa I/
22933 vodljivo ljepilo Hydrogel, 063014000000000000003296T C020501 .
: Pravilol
Radiolucent
Kendall™ 935 pjenastih Klasa I/
22935 elektroda, vodljivo ljepilo 063014000000000000003296T C020501 .
; Pravilol
Hydrogel, Radiolucentno
Kendall™ SF3040.50 pjenaste Klasa I/
31452389 | elektrode, vodljivo ljepilo 063014000000000000003296T C020501 .
; Pravilol
Hydrogel, Radiolucent
Kendall™ 7305 pjenastih Klasa I/
50007305 | elektroda, vodljivo ljepilo 063014000000000000003286R C020501 .
) Pravilol
Hidrogel
Kendall™ 7605 platnene Klasa I/
31043170 | elektrode, vodljivo ljepilo 063014000000000000003356N C020501 Pra\?ilol

Hidrogel
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Popis kodova proizvoda

Product Code List
Kod Klasifikacija i
proizvoda Trgovacki naziv i opis Osnovni UDI-DI EMDN pravilo
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
Kendall™ platnene elektrode, Klasa I/
31043063 7663 Vodljivo liepilo Hidrogel 063014000000000000003356N C020501 Pravilol
Kendall™ platnene elektrode, Klasa I/
31043055 7665 Vodljivo liepilo Hydrogel 063014000000000000003356N C020501 Pravilol
Kendall™ H49P platnene Klasa I/
ES40030 | elektrode, repozicionirajuce 063014000000000000003366Q C020501 .
S Pravilol
vodljivo ljepilo Hydrogel
Kendall™ 1093 platnene Klasa I/
ES40036 | elektrode, repozicionirajuce, 063014000000000000003366Q C020501 :
AR . Pravilol
vodljive ljepljive hidrogel
Kendall™ H59P platnene Klasa I/
ES40076 | elektrode, repozicionirajuce 063014000000000000003366Q C020501 .
e . Pravilol
vodljivo ljepilo Hidrogel
Kendall™ H69P platnene Klasa I/
ES40281 | elektrode, repozicionirajuée 063014000000000000003366Q C020501 .
e . Pravilol
vodljivo ljepilo Hidrogel
Kendall™ radiolucentne
RR3305 | [epozicionirajuce platnene 063014000000000000003376S | C020501 Klasa I/
elektrode, vodljivi ljepljivi Pravilol
hidrogel
Kendall™ H124SG ECG Klasa I/
31.1245.21 | elektrode Pjena, Hydrogel 30 x 24 || 063014000000000000003386U C020501 Pra\filol
mm
Kendall™ H135SG PJENA EKG Klasa I/
31.1355.21 elektroda, Hydrogel 43 x 35 mm 063014000000000000003386U C020501 Pravilo]
Kendall™ H914SG ECG Klasa I/
31.1914.21 | elektrode Pjena, Hydrogel 4 mm || 063014000000000000003426K C020501 .
Pravilol
Adapter za banane 57 x 34 mm
™
31.1925.21 | Kendall™ H928G ECG elektrode | ¢54) 4000000000000003386U | 020501 Klasa I/
Pjena, Hydrogel, 57 x 34 mm Pravilol
Kendall™ H92SG PJENA EKG Klasa I/
31.1925.30 elektroda, Hydrogel 57x34 mm 0630140000000000000035872 C020501 Pravilol
31.1935.21 | Kendall™ H93SG ECG elektrode | 5541 4000000000000003386U | 020501 Klasa I/
Pjena, Hydrogel, 42 x 24 mm Pravilol
Kendall™ H91SSG ECG Klasa I/
31.1917.21 | elektrode Pjena, Hidrogel, 063014000000000000003386U C020501 .
. Pravilol
Naprezanje 57 x 34 mm
Kendall™ H34SG ECG elektrode Klasa I/
31.1946.21 | Pjena, Hidrogel, Stres, 063014000000000000003406F C020501 .
. Pravilol
Radiolucent 50 x 45 mm
Kendall™ H135TSG ECG Klasa I/
31.1355821 || elektrode pjena, Hidrogel 063014000000000000003416H C020501 .
. Pravilol
radiolucent 43 x 35 mm
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Popis kodova proizvoda

Product Code List
Kod Klasifikacija i
proizvoda Trgovacki naziv i opis Osnovni UDI-DI EMDN pravilo
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
Kendall™ H914TSG ECG
31.1914821 | clektrode Pjena, Hydrogel 4mm 4, /51 4600000000000003436M | 020501 Klasa I/
Adapter za banane, Radiolucent Pravilo1
57 x 34 mm
Kendall™ H91TSG EKG Klasa I/
31.1915821 | elektrode Pjena, Hidrogel, 063014000000000000003416H | 020501 asa
. Pravilol
Radiolucent 57 x 34 mm
™
31.1986.21 | Kendall™ H98SG EKG elektrode | 051 10000000000000035468 | 020501 Klasa I/
Netkane, Hydrogel 55 mm Pravilol
31.1996.21 | Kendall™ H99SG EKG elektrode | 51 1000000000000003466T | C020501 Klasa I/
Tkanina, Hydrogel 55 mm Pravilol
31.1663.21 | Kendall™ H66LG ECG Elektrode | 241.4000000000000003446P | 020501 Klasa I/
Pjena, Mokri gel 55 mm Pravilol
Kendall™ H664LG PJENA EKG aca 1
31.1664.21 | clektroda, mokri gel, adapter za || 063014000000000000003456R | C020501 :
Pravilol
banane od 4 mm 55 mm
™
31.1985.21 | Kendall™ H98LG EKG elektrode | 051 1000000000000003566W | 020501 Klasa I/
Netkane, mokri gel 55 mm Pravilol
™ 1
31.1995.21 | Kendall™ HO9LG ECG tkanina 1} o c241.4000000000000003476V | 020501 Klasa I/
od elektroda, mokri gel 55 mm Pravilo1
Kendall™ H34LG EKG elektrode Klasa I/
31.1345.21 | pjena, mokri gel, stres 50 x 45 063014000000000000003446P | 020501 sl
mm
31433538 | Kendall™ 5400 dijagnostickih 1 04, 10000000000000033367 | 020501 Klasa
kartica Pravilol
— _ __
30807732 | Kendall™ 5500 dijagnostickih 063014000000000000003336] | C020501 Klasa I/
elektroda Pravilol
= . _
EF00066 | [cendall™ CA310 Dijagnosticke | <1414000000000000003336) | €020501 Klasa I/
kartice Pravilol
— . _
EF00149 | Kendall™ CAS10 Dijagnosticke | 241.4000000000000003336] | 020501 Klasa I/
kartice Pravilol
31447793 | Kendall™ CA610 Dijagnosticke | 5414000000000000003336] | 020501 Klasa
kartice Pravilol
ER8g0o7 | Kendall™ Nutab dijagnosticke | 041 1000000000000003346L | 020501 Klasa I/
kartice elektrode Pravilol
Neonatalne EKG elektrode Klasa I/
31.5872.04 | netkane, prozirni gel, 1,5 mm DIN | 063014000000000000003556U | 020501 pasa

konektor 30 mm
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CZECH

PROHLASENI O SHODE

CONFORMITY

CardinalHealth

MDR: Nase spole¢nost, Cardinal Health 200 LLC, prohlaSuje, Ze vyrobky uvedené v
tomto EU prohlasSeni o shod¢ spliiuji ustanoveni nafizeni (EU) 2017/745 o
zdravotnickych prostfedcich.

Cislo prohlaseni o shod&
Declaration of Conformity Number

RE00189740

Cislo technické dokumentace
Technical Documentation Number

RE00168520

Nazev vyrobce
Manufacturer’s Name

Cardinal Health 200, LLC obchodujici téZ pod nazvem Cardinal Health

Adresa vyrobce
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Jediné registracni cislo
Single Registration Number

US-MF-000006765

Nazev a adresa autorizovaného zastupce

Authorized Representative’s Name and
Address

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

Nazev a identifikacni ¢islo oznameného
subjektu

Notified body’s Name and Identification
Number

Nelze uplatnit

Cislo certifikatu CE

Nelze uplatnit

Description

CE Certificate Number

Kategorie vyrobku . C,

S Biomedicinské elektrody
Ziakladni UDI-DI N

Basic UDI-DI Viz Priloha |

EMDN Viz Priloha |

Kéd, obchodni nazev a popis vyrobku

Product Code, Trade Name and Viz Ptiloha I

Ukel pouziti
Intended Purpose

(1) Elektrokardiogramové (EKG) elektrody se pouZzivaji k pfenosu
elektrické aktivity produkované srdcem pomoci ptipojenych olovénych
vodict k monitor EKG; (2) Pro pouziti pti pasivnim snimani
bioelektrickych signall (jako je EKG, EEG, EMG a dychéni)

Klasifikace a pravidlo
Classification and Rule

Viz Priloha I

Obecna specifikace
Common Specifications

Nelze uplatnit

Dle potreby dopliite prislusny predpis
Unie

Where appropriate, add applicable Union
legislation

Nelze uplatnit

Posouzeni shody
Conformity Assessment

Vlastni prohlaseni/ Self Declared
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PODPISOVA CA
SIGNATURE SECTI

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

vyse.
Misto vydani Mansfield, MA 02048 USA
Place of Issue
. . Electronically signed
depls / Datum Faciiz QpMm Reoon: Approsed
Signature/ Date Date a1 26, 2022

Jméno a funkce

Name and Function

Brian Johnson, Oddéleni regulacnich zalezitosti

Priloha 1

Seznam kédi vyrobkii

Product Code List
Kaéd Klasifikace a
vyrobku Obchodni nazev a popis Zakladni UDI-DI EMDN pravidlo
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
Kendall™ Neonatalni pediatricka
222002 | Monitorovaci elektroda, pfedpind, | 53414000000000000003196Q | 020501 | Klasifikace I
¢tvercova, reflexni opérka, Pravidlo 1
radiolucentni
Kendall™ Novorozenecko-
pediatrickd monitorovaci Klasifikace I/
222002A | elektroda s aloe, pfepojena, 063014000000000000003186N C020501 .
< . A~ Pravidlo 1
¢tvercova, reflexni opérka,
radiolucentni
Kendall™ Dospélé 930 pénové
2293003 | Sekirody, predpinaci, 3 olovo, - ¢3414000000000000003326G | Co20501 | Klasifikace I
vodivé lepidlo Hydrogel, Pravidlo 1
Radiolucentni
Kendall™ dospélé 930 pénové
2093005 | Clektrody, predpinaci, 5 Olovéné, | ¢3014000000000000003326G | co20s01 | Klasifikace U
vodivé lepidlo Hydrogel, Pravidlo 1
Radiolucentni
Kendall™ 1041PTS Neonatalni Klasifikace I/
31424780 | elektrody, Pfedpinaci, Kulaté, 063014000000000000003256K C020501 .
. . . Pravidlo 1
Jasné pasky Radiolucentni
Kendall™ 1042PTS Neonatalni Klasifikace T/
31424785 | elektrody, Piedpinaci, Ctvercové, | 063014000000000000003256K C020501 .
o . , Pravidlo 1
Jasné pasky Radiolucentni
Kendall™ 1042PTS54 Neonatalni Klasifikace I/
31424786 | elektrody, Pfedpinaci, Ctvercové, | 063014000000000000003256K C020501 .
%o 4 . . Pravidlo 1
Ciré pasky, Radiolucentni
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https://cardinalhealth.na1.echosign.com/verifier?tx=CBJCHBCAABAA2yvjLQHv_9rDpidFI4oD_QrWk8T3VVrQ

Seznam kdédu vyrobkii

Product Code List
Kod Klasifikace a
vyrobku Obchodni nazev a popis Zakladni UDI-DI EMDN pravidlo
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
Kendall™ 1050NPSM Neonatalni Klasifikace I/
31424768 | elektrody, Predviizené, Malé 063014000000000000003226D C020501 Pravidlo 1
tkaniny
Kendall™ 1050NPM Neonatalni Klasifikace I/
EP00777 | elektrody, Predvratkove, Mala 063014000000000000003236F C020501 .
. , Pravidlo 1
tkanina, Zasuvka 0.08
Kendall™ 1050NPSMR40
Neonatalni elektrody, Klasifikace I/
EP00779 Predviizené, Malé hadiiky, 40" 063014000000000000003246H C020501 Pravidlo 1
RWBL
Kendall™ 1051NPSM Neonatalni Klasifikace I/
31424743 || elektrody, Predpinaci, Mala 063014000000000000003276P C020501 stikace
. . , Pravidlo 1
tkanina, Radiolucentni
Kendall™ 1052NPSM Neonatalni Klasifikace I/
31424735 || elektrody, Predviizené, Velké 063014000000000000003226D C020501 Pravidlo 1
tkaniny
Kendall™ 1053NPSM Neonatalni .
. ) Klasifikace I/
31424719 || elektrody, Pfedpinaci, Velké 063014000000000000003276P C020501 .
. . , Pravidlo 1
tkaniny, Radiolucentni
Kendall™ Neonatalni elektrody, .
. , Klasifikace I/
30710001 || Péna, Hydrogel, Zasuvka 1,5 mm, | 063014000000000000003176L C020501 .
P Pravidlo 1
Monitoring
Kendall™ Neonatalni elektrody, Klasifikace I/
31086575 | Péna, Hydrogel, Zasuvka 1,5 mm, || 063014000000000000003176L C020501 stirkace
2 Pravidlo 1
Monitoring
™ A 1 1
31368072 | K<endall™ Neonatdlni elektrody, | ¢31140000000000000032069 | co20501 | Klasifikace U
4203, Péna, Prepocitané Pravidlo 1
Kendall™ 10714PM Pénové Klasifikace I/
EP01350 | novorozenecké elektrody, 063014000000000000003216B C020501 .
PN . Pravidlo 1
predviizené, 0.08 Zasuvka
Kendall™ L.36-LB Latkové Klasifikace I/
EP30016 | koncetiny Neonatalni elektrody, 063014000000000000003266M C020501 .
M M Pravidlo 1
Predpovédné
Kendall™ H203PG Neonatalni .
. e Klasifikace I/
31.5032.26 | EKG elektrody Netkané, Ciry gel, || 063014000000000000003536Q C020501 .
, Pravidlo 1
4 mm Zasuvka 22 x 30 mm
Kendall™ H203PGK Neonatalni Klasifikace I/
31.5033.26 | EKG elektrody Netkané, Ciry gel, || 063014000000000000003526N C020501 .
. Pravidlo 1
Zasuvka 4 mm 22 x 30 mm
Kendall™ H203PGT Neonatalni
EKG elektrody Netkané, Ciry gel, Klasifikace I/
31.5039124 Zésuvka 4 mm, Radiolucent 22 x 063014000000000000003516L C020501 Pravidlo 1

30 mm
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Seznam kdédu vyrobkii

Product Code List
Kéd Klasifikace a
vyrobku Obchodni nazev a popis Zakladni UDI-DI EMDN pravidlo
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
Kendall™ H207PG/F Neonatalni
EKG elektrody Netkané, Ciry gel, Klasifikace I/
31.5072.03 1.5 mm DIN konektor 22 x 30 063014000000000000003486X C020501 Pravidlo 1
mm
Kendall™ H207PGT Neonatalni
EKG elektrody, Netkané, Ciry Klasifikace I/
31.5072824 gel, 1,5 mm DIN konektor, 063014000000000000003496Z C020501 Pravidlo 1
Radiolucent 22 x 30 mm
Kendall™ H87H/F Neonatalni
EKG elektrody Netkané, Klasifikace I/
31.3876.04 Hydrogel, 1,5 mm DIN konektor 063014000000000000003556U C020501 Pravidlo 1
30 mm
Kendall™ H87PG/F Neonatalni Klasifikace I/
31.5872.04 | EKG elektrody Netkané, Ciry gel, || 063014000000000000003556U C020501 .
Pravidlo 1
1,5 mm DIN konektor 30 mm
Kendall™ H207H Neonatalni
EKG elektrody Netkané, Klasifikace I/
31.3076.26 Hydrogel, 1,5 mm DIN konektor 063014000000000000003556U C020501 Pravidlo 1
22 x 30 mm
Kendall™ H27H/F Neonatalni
EKG elektrody Netkané, Klasifikace I/
31.3276.03 Hydrogel, 1,5 mm DIN konektor 063014000000000000003496Z C020501 Pravidlo 1
24 mm
Kendall™ H207LG/F60
Spankova laboratorni elektrody N01010202, | Klasifikace I/
31.6071.26 Péna, Mokry gel, 1,5 mm DIN 063014000000000000003576Y N010101 Pravidlo 1
konektor 33 x 24 mm
Kendall™ H207LGN Spankova
laboratorni elektrodova péna, N01010202, | Klasifikace I/
31.6072.26 mokry gel, 1,5 mm DIN konektor 063014000000000000003576Y NO010101 Pravidlo 1
33 x 24 mm
Kendall™ H207LG/F150
Spankova laboratorni elektrodova N01010202, | Klasifikace I/
31.6073.26 péna, mokry gel, 1,5 mm DIN 063014000000000000003576Y NO010101 Pravidlo 1
konektor 33 x 24 mm
Kendall™ H207LG/F200
Spankové laboratorni elektrody N01010202, | Klasifikace I/
31.6074.26 Péna, Mokry gel, 1,5 mm DIN 063014000000000000003576Y NO010101 Pravidlo 1
konektor 33 x 24 mm
™ a A 1
31118733 | Kendall™ 100 pénové elekirody, | ¢5414000000000000003286R | Co20s01 | Klasifikace I
vodivé lepidlo Hydrogel Pravidlo 1
™ a A 1
31112496 | Kendall™ 130 pénové elekirody, | 63414000000000000003286R | co20s01 | Klasifikace I
vodivé lepidlo Hydrogel Pravidlo 1
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Seznam kdédu vyrobkii

Product Code List
Kod Klasifikace a
vyrobku Obchodni nazev a popis Zakladni UDI-DI EMDN pravidlo
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
31439725 | Kendall™ 133 pénové elektrody, | 4414000000000000003286R | Co20501 | Klasifikacel/
vodivé lepidlo Hydrogel Pravidlo 1
™ SNOVE ;
31439766 | K<endall™ 135 pénové elektrody, i ¢414000000000000003286R | Co20501 | Klasifikacel/
vodivé lepidlo Hydrogel Pravidlo 1
31050522 | Kendall™ 200 pénové elektrody, 1 4314000000000000003286R | Co20501 | Klasifikacel/
vodivé lepidlo Hydrogel Pravidlo 1
™ SNOVE ;
31499204 | Kendall™ 210 pénove elektrody, 1 ¢414000000000000003286R | Co20501 | Klasifikace U
vodivé lepidlo Hydrogel Pravidlo 1
™ SNOVE ;
31078135 | Kendall™ 230 pénove elektrody, | ¢4014000000000000003286R | Co20501 | Klasifikace U
vodivé lepidlo Hydrogel Pravidlo 1
™ -3 A 1
31478368 | Kendall™ 233 pénové elekirody, | 4414000000000000003286R | 020501 | lasifikace I
vodivé lepidlo Hydrogel Pravidlo 1
™ -3 A 1
31478376 | Kendall™ 235 penové elektrody, | ¢414000000000000003286R | Co20501 | Klasifikace D/
vodivé lepidlo Hydrogel Pravidlo 1
22300 | Kendall™ 300 pénove elekirody, -} 65014000000000000003286R | 020501 | Klasifikace U
vodivé lepidlo Hydrogel Pravidlo 1
22450 | Kendall™ 450 pénove elekirody, 1 55414000000000000003286R | Co20s01 | Klasifikace U
vodivé lepidlo Hydrogel Pravidlo 1
20453 | Kendall™ 433 pénové elektrody, | 55414000000000000003286R | 020501 | Klasifikace I
vodivé lepidlo Hydrogel Pravidlo 1
™ SNOVE ;
20455 | Kendall™ 455 pénové elekirody, | 5514000000000000003286R | Co20501 | Klasifikace I
vodivé lepidlo Hydrogel Pravidlo 1
2500 | Kendall™ 500 pénové elektrody, | 55414000000000000003286R | 020501 | Klasifikace I
vodivé lepidlo Hydrogel Pravidlo 1
™ SNOVE ;
31013926 | endall™ 330 pénove elektrody, 1 ¢414000000000000003286R | Co20501 | Klasifikace U
vodivé lepidlo Hydrogel Pravidlo 1
™ SNOVE ;
31115796 | <endall™ Elektrody, 533 Penové i 314600000000000003286R | Co20501 | Klasifikace/
vodivé lepidlo Hydrogel Pravidlo 1
™ P-4 A ]
31115788 | Kendall™ Elektrody, 535 Penove | ¢314000000000000003286R | cCo20501 | Klasifikace
vodivé lepidlo Hydrogel Pravidlo 1
Kendall™ 600 pénové elektrody, Klasifikace T/
40000013 | vodivé lepidlo Hydrogel, 063014000000000000003296T | C020501 |
. , Pravidlo 1
Radiolucentni
Kendall™ 630 pénové elektrody, Klasifikace I/
40000003 | vodivé lepidlo Hydrogel, 063014000000000000003296T | 020501 .
. , Pravidlo 1
Radiolucentni
Kendall™ 700 Ciré paskové Klasifikace I
22700 | elektrody, vodivé lepidlo 063014000000000000003306C | 020501 :
Pravidlo 1
Hydrogel
Kendall™ 733 Ciré paskové Klasifikace I
22733 | elektrody, vodivé lepidlo 063014000000000000003306C | 020501 sifikace
Hydrogel Pravidlo 1
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Seznam kdédu vyrobkii

Product Code List
Kaéd Klasifikace a
vyrobku Obchodni nazev a popis Zakladni UDI-DI EMDN pravidlo
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
Kendall™ 735 Ciré paskové Klasifikace I/
22735 elektrody, vodivé lepidlo 063014000000000000003306C C020501 .
Pravidlo 1
Hydrogel
Kendall™ 750 Ciré paskové Klasifikace I
22750 elektrody, vodivé lepidlo 063014000000000000003316E C020501 .
. Pravidlo 1
Hydrogel, Radiolucent
Kendall™ 850 Pénové elektrody, Klasifikace I/
22850 vodivé lepidlo Hydrogel, 063014000000000000003296T C020501 .
. , Pravidlo 1
Radiolucentni
Kendall™ 853 Pénové elektrody, Klasifikace T/
22853 vodivé lepidlo Hydrogel, 063014000000000000003296T C020501 .
. . Pravidlo 1
Radiolucentni
Kendall™ 855 Pénové elektrody, Klasifikace I/
22855 vodivé lepidlo Hydrogel, 063014000000000000003296T C020501 .
. , Pravidlo 1
Radiolucentni
Kendall™ 900 pénové elektrody, Klasifikace I/
22900 vodivé lepidlo Hydrogel, 063014000000000000003296T C020501 .
. . Pravidlo 1
Radiolucentni
Kendall™ 930 pénové elektrody, Klasifikace T/
22930 vodivé lepidlo Hydrogel, 063014000000000000003296T C020501 .
. , Pravidlo 1
Radiolucentni
Kendall™ 933 Pénové elektrody, Klasifikace I/
22933 vodivé lepidlo Hydrogel, 063014000000000000003296T C020501 .
. . Pravidlo 1
Radiolucentni
Kendall™ 935 Pénové elektrody, Klasifikace I/
22935 vodivé lepidlo Hydrogel, 063014000000000000003296T C020501 .
. , Pravidlo 1
Radiolucentni
Kendall™ Pénové elektrody Klasifikace I/
31452389 || SF3040.50, vodivé lepidlo 063014000000000000003296T C020501 .
. . Pravidlo 1
Hydrogel, Radiolucentni
Kendall™ 7305 Pénové Klasifikace I/
50007305 | elektrody, vodivé lepidlo 063014000000000000003286R C020501 .
Pravidlo 1
Hydrogel
Kendall™ 7605 Léatkové Klasifikace I/
31043170 || elektrody, vodivé lepidlo 063014000000000000003356N C020501 .
Pravidlo 1
Hydrogel
Kendall™ latkové elektrody, Klasifikace I/
31043063 7663 Vodivé lepidlo Hydrogel 063014000000000000003356N C020501 Pravidlo 1
Kendall™ latkové elektrody, Klasifikace 1/
31043055 7665 Vodivé lepidlo Hydrogel 063014000000000000003356N C020501 Pravidlo 1
Kendall™ H49P latkové Klasifikace I/
ES40030 | elektrody, pfemistitelné vodivé 063014000000000000003366Q C020501 .
. Pravidlo 1
lepidlo Hydrogel
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Seznam kdédu vyrobkii

Product Code List
Kod Klasifikace a
vyrobku Obchodni nazev a popis Zakladni UDI-DI EMDN pravidlo
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
Kendall™ 1093 Latkové Klasifikace I/
ES40036 | elektrody, premistitelné, vodivé 063014000000000000003366Q C020501 .
. Pravidlo 1
lepidlo Hydrogel
Kendall™ H59P latkové Klasifikace I/
ES40076 | elektrody, pfemistitelné vodivé 063014000000000000003366Q C020501 .
. Pravidlo 1
lepidlo Hydrogel
Kendall™ H69P latkové Klasifikace I/
ES40281 | elektrody, premistitelné vodivé 063014000000000000003366Q C020501 .
. Pravidlo 1
lepidlo Hydrogel
Kendall™ Radiolucentni Klasifikace I/
RR3305 repoziéni latkové elektrody, 063014000000000000003376S C020501 .
., . Pravidlo 1
vodivé lepidlo Hydrogel
Kendall™ H124SG EKG Klasifikace I/
31.1245.21 | elektrody Péna, Hydrogel 30 x 24 | 063014000000000000003386U C020501 Pravidlo 1
mm
Kendall™ H135SG EKG Klasifikace I/
31.1355.21 || elektrody Péna, Hydrogel 43 x 35 || 063014000000000000003386U C020501 Pravidlo 1
mm
Kendall™ H914SG EKG Klasifikace T/
31.1914.21 | elektrody Péna, Hydrogel 4 mm 063014000000000000003426K C020501 .
. , ) Pravidlo 1
Bananovy adaptér 57 x 34 mm
Kendall™ H92SG EKG elektrody Klasifikace I/
31.1925.21 Péna, Hydrogel, 57 x 34 mm 063014000000000000003386U C020501 Pravidlo 1
31.1925.30 | Kendall™ H92S8G EKG elektrody | 04140000000000000035872 | co20s01 | Klasifikace I
Péna, Hydrogel 57x34 mm Pravidlo 1
Kendall™ H93SG EKG elektrody Klasifikace 1/
31.1935.21 Péna, Hydrogel, 42 x 24 mm 063014000000000000003386U C020501 Pravidlo 1
Kendall™ H91SSG EKG Klasifikace I/
31.1917.21 | elektrody Péna, Hydrogel, Napéti || 063014000000000000003386U C020501 .
Pravidlo 1
57 x 34 mm
Kendall™ H34SG EKG elektrody Klasifikace I/
31.1946.21 | Péna, Hydrogel, Napéti, 063014000000000000003406F C020501 .
. Pravidlo 1
Radiolucent 50 x 45 mm
Kendall™ H135TSG EKG Klasifikace I/
31.1355821 || elektrody Péna, Hydrogel 063014000000000000003416H C020501 silikace
. Pravidlo 1
Radiolucent 43 x 35 mm
Kendall™ H914TSG EKG
elektrody Péna, Hydrogel 4 mm Klasifikace I/
31.1914821 Bandnovy adaptér, Radiolucent 57 063014000000000000003436M C020501 Pravidlo 1
X 34 mm
Kendall™ H91TSG EKG Klasifikace I/
31.1915821 | elektrody Péna, Hydrogel, 063014000000000000003416H C020501 .
. Pravidlo 1
Radiolucent 57 x 34 mm
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Seznam kdédu vyrobkii

Product Code List
Kod Klasifikace a
vyrobku Obchodni nazev a popis Zakladni UDI-DI EMDN pravidlo
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
31.1986.21 | Kendall™ EKG elektrody 063014000000000000003546S | 020501 | Klasifikace I/
netkané, Hydrogel 55 mm Pravidlo 1
™ 1
31.1996.21 | Kendall™ H99SG EKG elektrody |} 51.4000000000000003466T | co20s01 | Klasifikace I
Tkanina, Hydrogel 55 mm Pravidlo 1
31.1663.21 | Kendall™ H66LG EKG elektrody | 741 4000000000000003446P | co20501 | Klasifikace I/
Péna, Mokry gel 55 mm Pravidlo 1
Kendall™ H664LG EKG Klasifikace I/
31.1664.21 | elektrody Péna, Mokry gel, 4 mm | 063014000000000000003456R C020501 silikace
. , , Pravidlo 1
Bananovy adaptér 55 mm
Kendall™ EKG elektrody H98LG Klasifikace 1/
31.1985.21 Netkané, Mokry gel 55 mm 063014000000000000003566 W C020501 Pravidlo 1
Kendall™ H99LG EKG Klasifikace I/
31.1995.21 | Elektrody Hadtik, Mokry gel 55 063014000000000000003476V C020501 Pravidlo 1
mm
Kendall™ H34LG EKG elektrody .
N , . Klasifikace I/
31.1345.21 || Péna, Mokry gel, Napéti 50 x 45 063014000000000000003446P C020501 Pravidlo 1
mm
1 1 A ™ 1
31433538 | Diagnosticke elektrody Kendall™ 1 -1 10000000000000033367 | co2oso1 | Klasifikace U
5400 Pravidlo 1
- — — =
30807732 | Diagnosticke elekirody Kendall™ 1 <, 10000000000000033367 | co20s01 | Klasifikace U
5500 Pravidlo 1
Kendall™ Diagnostické karty Klasifikace I/
EF00066 elektrody CA310 063014000000000000003336J C020501 Pravidlo 1
Kendall™ Diagnostické karty Klasifikace I/
EF00149 elektrody CAS10 063014000000000000003336J C020501 Pravidlo 1
Kendall™ Diagnostické karty Klasifikace I/
31447793 elektrody CA610 063014000000000000003336J C020501 Pravidlo 1
— — =
ERrsgooy | Kendall™ Diagnostické elektrody | ¢3614000000000000003346L | co20s01 | Klasifikace I
Nutab Pravidlo 1
Neonatalni EKG elektrody Klasifikace I/
31.3872.02 [ Netkané, Cir}'/ gel, 1,5 mm DIN 063014000000000000003556U C020501 Pravidlo 1

konektor 30 mm
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DANISH

PROHLASENI O SHODE
DECLARATION OF CONFORMITY

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

Ca rd i na I Hea |th medicinsk udstyr.
Overensstemmelseserkleringsnummer
Declaration of Conformity Number RE00189740
Teknisk dokumentationsnummer
Technical Documentation Number
Producentens navn
Manufacturer’s Name
Producentens adresse
Manufacturer’s Address
Enkelt registreringsnummer
Single Registration Number
Navn og adresse pa godkendt
repraesentant Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Authorized Representative’s Name and Technology Park R35 H903, Tullamore, County Offaly, Ireland
Address
Navn og identifikationsnummer pa Ikke relevant
bemyndiget organ
Notified body’s Name and Identification

RE00168520

Cardinal Health 200, LLC, der ogsa driver forretning som Cardinal Health

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

Number
CE-certificationsnummer Ikke relevant
CE Certificate Number
Produktkategori . ..
1ot Clegsay Biomedicinske elektroder
Grundlzeggende UDI-DI .
Basic UDI-DI Se bilag 1
EMDN Se bilag I
Produktkode(r), handelsnavn og
beskrivelse .
Product Code, Trade Name and Se bilag I/Refer to Attachment 1
Description
(1) Elektrokardiogram (EKG) elektroder anvendes til at overfore
Tilteenkt formal elektrisk aktivitet produceret af hjertet via fastgjorte ledninger til en
Intended Purpose EKG-skeerm; (2) Til brug ved passiv sensing af bioelektriske signaler

(sasom EKG, EEG, EMG og respiration)

Klassificering og regel

Classification and Rule

Fzlles specifikationer

Common Specifications

Hvor relevant, tilfej gaeldende union-
lovgivning

Where appropriate, add applicable Union
legislation
Overensstemmelsesvurdering
Conformity Assessment

Se bilag I

Ikke relevant

Ikke relevant

Egendeklaration/ Self Declared
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SIGNATURAFSNIT
SIGNATURE SECTION

Denne EU-overensstemmelseserklzering er udstedt for og pa vegne af og under eneansvar for den juridiske

producent, der er identificeret ovenfor.

Udstedelsessted

Mansfield, MA 02048 USA
Place of Issue relds
. . Electronically signed
Underskrift/Dato | 5, 7, %Mm
Signature/ Date Trarcer 2%

Navn og function

Name and Function

Brian Johnson, Lovgivningsanliggender

BILAG I

Produktkodeliste

Product Code List

Produktkode
Product Code

Handelsnavn og beskrivelse
Trade Name and Description

Grundlzeggende UDI-DI Basic
UDI-DI

Klassificering
og regel
Classification
and Rule

222002

Kendall™ Neonatal-Padiatrisk
Overvagning Electrode,
Praewired, Square,
Reflekterende Opbakning,
Radiolucent

063014000000000000003196Q

C020501

Klasse I/Regel 1

222002A

Kendall™ Neonatal-Padiatrisk
Overvagning Electrode med
Aloe, Prewired, Square,
Reflekterende Opbakning,
Radiolucent

063014000000000000003186N

C020501

Klasse I/Regel 1

2293003

Kendall™ Voksen 930 Skum
elektroder, Prewired, 3 Bly,
ledende klabemiddel Hydrogel,
Radiolucent

063014000000000000003326G

C020501

Klasse I/Regel 1

2293005

Kendall™ Voksen 930 Skum
elektroder, Prewired, 5 Bly,
ledende Klabemiddel Hydrogel,
Radiolucent

063014000000000000003326G

C020501

Klasse I/Regel 1

31424780

Kendall™ 1041PTS Neonatal
Elektroder, Praeewired, Runde,
Clear Tape Radiolucent

063014000000000000003256K

C020501

Klasse I/Regel 1

31424785

Kendall™ 1042PTS Neonatal
Elektroder, Preewired, Square,
Clear Tape Radiolucent

063014000000000000003256K

C020501

Klasse I/Regel 1

31424786

Kendall™ 1042PTS54 Neonatal
Elektroder, Preewired, Square,
Clear Tape, Radiolucent

063014000000000000003256K

C020501

Klasse I/Regel 1

31424768

Kendall™ 1050NPSM Neonatal
Elektroder, Prewired, Lille Klud

063014000000000000003226D

C020501

Klasse I/Regel 1
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Produktkodeliste

Product Code List

Produktkode
Product Code

Handelsnavn og beskrivelse
Trade Name and Description

Grundlzeggende UDI-DI Basic
UDI-DI

Klassificering
og regel
Classification
and Rule

EP0O0777

Kendall™ 1050NPM Neonatal
elektroder, prewired, lille klud,
0,08 Socket

063014000000000000003236F

C020501

Klasse I/Regel 1

EP00779

Kendall™ 1050NPSMR40
Neonatale elektroder, preewired,
lille klud, 40 " RWBL

063014000000000000003246H

C020501

Klasse I/Regel 1

31424743

Kendall™ 1051NPSM Neonatal
Elektroder, Praewired, Lille
Klud, Radiolucent

063014000000000000003276P

C020501

Klasse I/Regel 1

31424735

Kendall™ 1052NPSM Neonatal
Elektroder, Prewired, Stor Klud

063014000000000000003226D

C020501

Klasse I/Regel 1

31424719

Kendall™ 1053NPSM Neonatal
Elektroder, Prewired, Stor
Klud, Radiolucent

063014000000000000003276P

C020501

Klasse I/Regel 1

30710001

Kendall™ Neonatal Elektroder,
Skum, Hydrogel, 1,5 mm
socket, Overvagning

063014000000000000003176L

C020501

Klasse I/Regel 1

31086575

Kendall™ Neonatal Elektroder,
Skum, Hydrogel, 1,5 mm
socket, Overvagning

063014000000000000003176L

C020501

Klasse I/Regel 1

31368072

Kendall™ Neonatal Elektroder,
4203, Skum, Prewired

0630140000000000000032069

C020501

Klasse I/Regel 1

EP01350

Kendall™ 10714PM Skum
Neonatal Elektroder, Prewired,
0,08 Socket

063014000000000000003216B

C020501

Klasse I/Regel 1

EP30016

Kendall™ 1L.36-LB Cloth Limb
Band Neonatal Elektroder,
Prewired

063014000000000000003266M

C020501

Klasse I/Regel 1

31.5032.26

Kendall™ H203PG Neonatal
EKG elektroder Ikke-vevede,
Clear Gel, 4 mm Socket 22 x 30
mm

063014000000000000003536Q

C020501

Klasse I/Regel 1

31.5033.26

Kendall™ H203PGK Neonatal
EKG Elektroder Ikke-vevede,
Clear Gel, 4 mm Socket 22 x 30
mm

063014000000000000003526N

C020501

Klasse I/Regel 1

31.5039124

Kendall™ H203PGT Neonatal
EKG elektroder Ikke-vaevede,
Klar Gel, 4 mm Socket,
Radiolucent 22 x 30 mm

063014000000000000003516L

C020501

Klasse I/Regel 1

31.5072.03

Kendall™ H207PG/F Neonatal
EKG Elektroder Ikke-vevede,
Clear Gel, 1,5 mm DIN-stik 22
x 30 mm

063014000000000000003486X

C020501

Klasse I/Regel 1
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Produktkodeliste

Product Code List

Produktkode
Product Code

Handelsnavn og beskrivelse
Trade Name and Description

Grundlzeggende UDI-DI Basic
UDI-DI

Klassificering
og regel
Classification
and Rule

31.5072824

Kendall™ H207PGT Neonatal
EKG elektroder, ikke-vavede,
Klar Gel, 1,5 mm DIN-stik,
Radiolucent 22 x 30 mm

063014000000000000003496Z

C020501

Klasse I/Regel 1

31.3876.04

Kendall™ H87H/F Neonatal
EKG Elektroder Ikke-vavede,
Hydrogel, 1,5 mm DIN-stik 30
mm

063014000000000000003556U

C020501

Klasse I/Regel 1

31.5872.04

Kendall™ H87PG/F Neonatal
EKG Elektroder Ikke-vevede,
Clear Gel, 1,5 mm DIN-stik 30
mm

063014000000000000003556U

C020501

Klasse I/Regel 1

31.3076.26

Kendall™ H207H Neonatal
EKG Elektroder Ikke-vevede,
Hydrogel, 1,5 mm DIN-stik 22
X 30 mm

063014000000000000003556U

C020501

Klasse I/Regel 1

31.3276.03

Kendall™ H27H/F Neonatal
EKG Elektroder Ikke-vevede,
Hydrogel, 1,5 mm DIN-stik 24
mm

063014000000000000003496Z

C020501

Klasse I/Regel 1

31.6071.26

Kendall™ H207LG/F60 Sleep
Laboratory Elektroder Skum,
Vad Gel, 1,5 mm DIN-stik 33 x
24 mm

063014000000000000003576Y

N01010202,
N010101

Klasse I/Regel 1

31.6072.26

Kendall™ H207LGN Sleep
Laboratory Elektroder Skum,
Vad Gel, 1,5 mm DIN-stik 33 x
24 mm

063014000000000000003576Y

N01010202,
N010101

Klasse I/Regel 1

31.6073.26

Kendall™ H207LG/F150 Sleep
Laboratory Elektroder Skum,
Vad Gel, 1,5 mm DIN-stik 33 x
24 mm

063014000000000000003576Y

N01010202,
N010101

Klasse I/Regel 1

31.6074.26

Kendall™ H207LG/F200 Sleep
Laboratory Elektroder Skum,
Vad gel, 1,5 mm DIN-stik 33 x
24 mm

063014000000000000003576Y

N01010202,
N010101

Klasse I/Regel 1

31118733

Kendall™ 100 skum elektroder,
ledende klabemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

31112496

Kendall™ 130 skum elektroder,
ledende klabemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

31439725

Kendall™ 133 skum elektroder,
ledende klabemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

31439766

Kendall™ 135 skum elektroder,
ledende klabemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1
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Produktkodeliste

Product Code List

Produktkode
Product Code

Handelsnavn og beskrivelse
Trade Name and Description

Grundlzeggende UDI-DI Basic
UDI-DI

Klassificering
og regel
Classification
and Rule

31050522

Kendall™ 200 skum elektroder,
ledende klebemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

31499224

Kendall™ 210 skum elektroder,
ledende klebemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

31078135

Kendall™ 230 skum elektroder,
ledende klabemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

31478368

Kendall™ 233 skumelektroder,
ledende klabemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

31478376

Kendall™ 235 skum elektroder,
ledende klabemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

22300

Kendall™ 300 skum elektroder,
ledende klabemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

22450

Kendall™ 450 skum elektroder,
ledende klebemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

22453

Kendall™ 453 Skum elektroder,
ledende klebemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

22455

Kendall™ 455 skum elektroder,
ledende klaebemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

22500

Kendall™ 500 skum elektroder,
ledende klebemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

31013926

Kendall™ 530 skum elektroder,
ledende klebemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

31115796

Kendall™ Elektroder, 533
Skum ledende klaebemiddel
Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

31115788

Kendall™ elektroder, 535 skum
ledende klebemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

40000013

Kendall™ 600 skum elektroder,
ledende klebemiddel Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Klasse I/Regel 1

40000003

Kendall™ 630 skum elektroder,
ledende klabemiddel Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Klasse I/Regel 1

22700

Kendall™ 700 Clear Tape
Elektroder, ledende
klaebemiddel Hydrogel

063014000000000000003306C

C020501

Klasse I/Regel 1

22733

Kendall™ 733 Clear Tape
Elektroder, ledende
kleebemiddel Hydrogel

063014000000000000003306C

C020501

Klasse I/Regel 1

22735

Kendall™ 735 Clear Tape
Elektroder, ledende
klaebemiddel Hydrogel

063014000000000000003306C

C020501

Klasse I/Regel 1
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Produktkodeliste

Product Code List

Produktkode
Product Code

Handelsnavn og beskrivelse
Trade Name and Description

Grundlzeggende UDI-DI Basic
UDI-DI

Klassificering
og regel
Classification
and Rule

22750

Kendall™ 750 Clear Tape
Elektroder, ledende
klaebemiddel Hydrogel,
Radiolucent

063014000000000000003316E

C020501

Klasse I/Regel 1

22850

Kendall™ 850 skum elektroder,
ledende klabemiddel Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Klasse I/Regel 1

22853

Kendall™ 853 Skum elektroder,
ledende klebemiddel Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Klasse I/Regel 1

22855

Kendall™ 855 Skum elektroder,
ledende klabemiddel Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Klasse I/Regel 1

22900

Kendall™ 900 skum elektroder,
ledende klebemiddel Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Klasse I/Regel 1

22930

Kendall™ 930 Skum elektroder,
ledende klabemiddel Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Klasse I/Regel 1

22933

Kendall™ 933 Skum elektroder,
ledende klebemiddel Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Klasse I/Regel 1

22935

Kendall™ 935 Skum elektroder,
ledende klabemiddel Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Klasse I/Regel 1

31452389

Kendall™ SF3040.50 Skum
elektroder, ledende
klaebemiddel Hydrogel,
Radiolucent

063014000000000000003296T

C020501

Klasse I/Regel 1

50007305

Kendall™ 7305 Skum
elektroder, ledende
klaebemiddel Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel 1

31043170

Kendall™ 7605 Klud
elektroder, ledende
kleebemiddel Hydrogel

063014000000000000003356N

C020501

Klasse I/Regel 1

31043063

Kendall™ Klud Elektroder,
7663 Ledende Klabemiddel
Hydrogel

063014000000000000003356N

C020501

Klasse I/Regel 1

31043055

Kendall™ Klud Elektroder,
7665 ledende klaebemiddel
Hydrogel

063014000000000000003356N

C020501

Klasse I/Regel 1

ES40030

Kendall™ H49P Klud
Elektroder, Repositionable
ledende klaebemiddel Hydrogel

063014000000000000003366Q

C020501

Klasse I/Regel 1
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Produktkodeliste

Product Code List

Produktkode
Product Code

Handelsnavn og beskrivelse
Trade Name and Description

Grundlzeggende UDI-DI Basic
UDI-DI

Klassificering
og regel
Classification
and Rule

ES40036

Kendall™ 1093 Klud
elektroder, repositionerbare,
ledende klabemiddel Hydrogel

063014000000000000003366Q

C020501

Klasse I/Regel 1

ES40076

Kendall™ H59P Klud
Elektroder, Repositionable
ledende klabemiddel Hydrogel

063014000000000000003366Q

C020501

Klasse I/Regel 1

ES40281

Kendall™ H69P Klud
Elektroder, Repositionable
ledende klebemiddel Hydrogel

063014000000000000003366Q

C020501

Klasse I/Regel 1

RR3305

Kendall™ Radiolucent
Repositionable Cloth
Elektroder, ledende
klaebemiddel Hydrogel

063014000000000000003376S

C020501

Klasse I/Regel 1

31.1245.21

Kendall™ H124SG EKG
elektroder skum, Hydrogel 30 x
24 mm

063014000000000000003386U

C020501

Klasse I/Regel 1

31.1355.21

Kendall™ H135SG EKG
elektroder skum, Hydrogel 43 x
35 mm

063014000000000000003386U

C020501

Klasse I/Regel 1

31.1914.21

Kendall™ H914SG EKG
elektroder skum, Hydrogel 4
mm bananadapter 57 x 34 mm

063014000000000000003426K

C020501

Klasse I/Regel 1

31.1925.21

Kendall™ H92SG EKG
elektroder skum, Hydrogel, 57 x
34 mm

063014000000000000003386U

C020501

Klasse I/Regel 1

31.1925.30

Kendall™ H92SG EKG
elektroder skum, Hydrogel
57x34 mm

0630140000000000000035872

C020501

Klasse I/Regel 1

31.1935.21

Kendall™ H93SG EKG EKG
elektroder skum, Hydrogel, 42 x
24 mm

063014000000000000003386U

C020501

Klasse I/Regel 1

31.1917.21

Kendall™ H91SSG EKG EKG
Elektroder Skum, Hydrogel,
Stress 57 x 34 mm

063014000000000000003386U

C020501

Klasse I/Regel 1

31.1946.21

Kendall™ H34SG EKG
elektroder skum, Hydrogel,
Stress, Radiolucent 50 x 45 mm

063014000000000000003406F

C020501

Klasse I/Regel 1

31.1355821

Kendall™ H135TSG EKG
EKG elektroder skum, Hydrogel
Radiolucent 43 x 35 mm

063014000000000000003416H

C020501

Klasse I/Regel 1

31.1914821

Kendall™ H914TSG EKG
EKG elektroder skum, Hydrogel
4 mm bananadapter, radiolucent
57 x 34 mm

063014000000000000003436M

C020501

Klasse I/Regel 1
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Produktkodeliste

Product Code List
Klassificering
Produktkode | Handelsnavn og beskrivelse || Grundleggende UDI-DI Basic EMDN og regel
Product Code | Trade Name and Description UDI-DI Classification
and Rule
Kendall™ H91TSG EKG EKG
31.1915821 | Elektroder Skum, Hydrogel, 063014000000000000003416H | C020501 | Klasse I/Regel 1
Radiolucent 57 x 34 mm
Kendall™ H98SG EKG-
31.1986.21 | elektroder Ikke-vaevede, 063014000000000000003546S C020501 Klasse I/Regel 1
Hydrogel 55 mm
Kendall™ H99SG EKG
31.1996.21 | elektroder klud, Hydrogel 55 | 063014000000000000003466T | €020501 | Klasse I/Regel 1
mm
™
31.1663.21 | Kendal™HO6LG EKG 063014000000000000003446P | 020501 | Klasse I/Regel 1
elektroder skum, vad gel 55 mm
Kendall™ H664LG EKG
31.1664.21 || elektroder skum, vad gel, 4 mm | 063014000000000000003456R C020501 Klasse I/Regel 1
bananadapter 55 mm
™ _
31198521 | Kendall™ EKG-clekiroder uden | /51 4000000000000003566W | 020501 | Klasse URegel 1
vaevede, vad gel 55 mm
Kendall™ H99LG EKG
31199521 | Lo fer Klud, Vad Gel 55 mm | 063014000000000000003476V | C020501 | Klasse IRegel 1
Kendall™ H34LG EKG
31.1345.21 || elektroder skum, vad gel, stress || 063014000000000000003446P C020501 Klasse I/Regel 1
50 x 45 mm
™ 1 1
31433538 | Kendall™ 5400 Diagnostisk 063014000000000000003336] | 020501 | Klasse I/Regel 1
Tab Elektroder
30807732 || Kendall™ 5500 Diagnostisk 1 ¢3414000000000000003336) | 020501 | Klasse I/Regel 1
Tab Elektroder
™ 1 1
EF00066 | endall™ CA310 Diagnostisk | ¢34 40000000000000033367 | 020501 | Klasse URegel 1
Tab Elektroder
™ 1 1
EFo0149 | Kendall™ CASI10 Diagnostisk | ¢30140000000000000033367 | 020501 | Klasse URegel 1
Tab Elektroder
™ 1 1
31447793 | Kendall™ CA610 Diagnostisk | ¢34;40000000000000033367 | 020501 | Klasse URegel 1
Tab Elektroder
™ 1 1
ERegoo7 | Kendall™ Nutab Diagnostisk | 55414000000000000003346L, | €020501 | Klasse IRegel 1
Tab Elektroder
Neonatal EKG Elektroder Tkke-
31.3872.02 | vaevede, Clear Gel, 1,5 mm 063014000000000000003556U | C020501 | Klasse I/Regel 1

DIN-stik 30 mm
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DUTCH

CONFORMITEITSVERKLARING
DECLARATION OF CONFORMITY

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

CardinalHealth medische hulpmiddelen.

Nummer conformiteitsverklaring
Declaration of Conformity Number

RE00189740

Nummer technische documentatie
Technical Documentation Number

RE00168520

Naam fabrikant
Manufacturer’s Name

Cardinal Health 200, LLC ook handelend als Cardinal Health

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

Niet van toepassing

Nummer CE-markering

Niet van toepassing

Product Code, Trade Name and
Description

CE Certificate Number

Productcategorie . .

Progtnes ey Biomedische elektroden
Basis UDI-DI . e

Basic UDI-DI Zie Bijlage I

EMDN Zie Bijlage 1
Productcode, handelsnaam en

beschrijving Zie Bijlage T

Beoogd doel
Intended Purpose

(1) Elektrocardiogram (ECG) elektroden worden gebruikt om de
elektrische activiteit geproduceerd door het hart via bevestigde draden naar
een ECG-monitor; (2) Voor gebruik bij passieve detectie van bio-
elektrische signalen (zoals ECG, EEG, EMG en adembhaling)

Classificatie en regel
Classification and Rule

Zie Bijlage I

Algemene specificities
Common Specifications

Niet van toepassing

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

Niet van toepassing

Conformiteitsbeoordeling
Conformity Assessment

Zelfverklaard
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HANDTEKENINGGEDEELTE
SIGNATURE SECTION

fabrikant afgegeven.

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

Plaats van afgifte

Mansfield, MA 02048 USA
Place of Issue i
. . Electronically signed
Handtekening/Datum | =, -, 9&@@% by B Jfror,
Signature/ Date i er 20

Naam en functie
Name and Function

Brian Johnson, Regelgevingszaken

BIJLAGE I

Produktkodeliste

Product Code List

Productcode
Product
Code

Handelsnaam en beschrijving
Trade Name and Description

Basis UDI-DI
Basic UDI-DI

Classificatie
en regel
Classification
and Rule

222002

Kendall™ Neonatale-
pediatrische
monitoringelektrode,
voorbedraad, vierkant,
reflecterende achterkant,
radiolucent

063014000000000000003196Q

C020501

Klasse I/Regel
1

222002A

Kendall™ Neonatale-
pediatrische monitoringelektrode
met Alo€, Voorbedraad,
Vierkant, Reflecterende
achterkant, Radiolucent

063014000000000000003186N

C020501

Klasse I/Regel
1

2293003

Kendall™ Volwassen 930
Schuim Elektroden,
Voorbedraad, 3 Lood,
Geleidende Zelfklevende
Hydrogel, Radiolucent

063014000000000000003326G

C020501

Klasse I/Regel
1

2293005

Kendall™ Volwassen 930
schuimelektroden, voorbedraad,
5 lood, geleidende lijm hydrogel,
radiolucent

063014000000000000003326G

C020501

Klasse I/Regel
1

31424780

Kendall™ 1041PTS Neonatale
Elektroden, Voorbedraad, Rond,
Clear Tape Radiolucent

063014000000000000003256K

C020501

Klasse I/Regel
1

31424785

Kendall™ 1042PTS Neonatale
Elektroden, Voorbedraad,
Vierkant, Clear Tape

Radiolucent

063014000000000000003256K

C020501

Klasse I/Regel
1
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Produktkodeliste

Product Code List

Productcode
Product
Code

Handelsnaam en beschrijving
Trade Name and Description

Basis UDI-DI
Basic UDI-DI

Classificatie
en regel
Classification
and Rule

31424786

Kendall™ 1042PTS54
Neonatale elektroden,
Voorbedraad, Vierkant,
Doorzichtige Tape, Radiolucent

063014000000000000003256K

C020501

Klasse I/Regel
1

31424768

Kendall™ 1050NPSM
Neonatale elektroden,
voorbedraad, klein doek

063014000000000000003226D

C020501

Klasse I/Regel
1

EP00777

Kendall™ 1050NPM Neonatale
elektroden, voorbedraad, klein
doek, 0.08 socket

063014000000000000003236F

C020501

Klasse I/Regel
1

EP00779

Kendall™ 1050NPSMR40
Neonatale elektroden,
Voorbedraad, Klein doek, 40"
RWBL

063014000000000000003246H

C020501

Klasse I/Regel
1

31424743

Kendall™ 1051NPSM
Neonatale elektroden,
voorbedraad, klein doek,
radiolucent

063014000000000000003276P

C020501

Klasse I/Regel
1

31424735

Kendall™ 1052NPSM
Neonatale elektroden,
voorbedraad, grote doek

063014000000000000003226D

C020501

Klasse I/Regel
1

31424719

Kendall™ 1053NPSM
Neonatale elektroden,
voorbedraad, groot doek,
radiolucent

063014000000000000003276P

C020501

Klasse I/Regel
1

30710001

Kendall™ Neonatale elektroden,
Schuim, Hydrogel, 1,5 mm
socket, monitoring

063014000000000000003176L

C020501

Klasse I/Regel
1

31086575

Kendall™ Neonatale elektroden,
Schuim, Hydrogel, 1,5 mm
socket, monitoring

063014000000000000003176L

C020501

Klasse I/Regel
1

31368072

Kendall™ Neonatale
Elektroden, 4203, Schuim,
Voorbedraad

0630140000000000000032069

C020501

Klasse I/Regel
1

EP01350

Kendall™ 10714PM Schuim
Neonatale Elektroden,
Voorbedraad, 0.08 Socket

063014000000000000003216B

C020501

Klasse I/Regel
1

EP30016

Kendall™ L36-LB doek
ledemaat band neonatale
elektroden, voorbedraad

063014000000000000003266M

C020501

Klasse I/Regel
1

31.5032.26

Kendall™ H203PG Neonatale
ECG-elektroden Non-woven,
Clear Gel, 4 mm Socket 22 x 30
mm

063014000000000000003536Q

C020501

Klasse I/Regel
1
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Produktkodeliste

Product Code List

Productcode
Product
Code

Handelsnaam en beschrijving
Trade Name and Description

Basis UDI-DI
Basic UDI-DI

Classificatie
en regel
Classification
and Rule

31.5033.26

Kendall™ H203PGK Neonatale
ECG-elektroden Non-woven,
Clear Gel, 4 mm Socket 22 x 30
mm

063014000000000000003526N

C020501

Klasse I/Regel
1

31.5039124

Kendall™ H203PGT Neonatale
ECG-elektroden Non-woven,
Clear Gel, 4 mm Socket,
Radiolucent 22 x 30 mm

063014000000000000003516L

C020501

Klasse I/Regel
1

31.5072.03

Kendall™ H207PG/F Neonatale
ECG-elektroden Non-woven,
Clear Gel, 1,5 mm DIN
Connector 22 x 30 mm

063014000000000000003486X

C020501

Klasse I/Regel
1

31.5072824

Kendall™ H207PGT Neonatale
ECG-elektroden, Non-woven,
Clear Gel, 1,5 mm DIN
Connector, Radiolucent 22 x 30
mm

063014000000000000003496Z

C020501

Klasse I/Regel
1

31.3876.04

Kendall™ H87H/F Neonatale
ECG-elektroden Non-woven,
Hydrogel, 1,5 mm DIN
Connector 30 mm

063014000000000000003556U

C020501

Klasse I/Regel
1

31.5872.04

Kendall™ H87PG/F Neonatale
ECG-elektroden Non-woven,
Clear Gel, 1,5 mm DIN
Connector 30 mm

063014000000000000003556U

C020501

Klasse I/Regel
1

31.3076.26

Kendall™ H207H Neonatale
ECG Elektroden Non-woven,
Hydrogel, 1,5 mm DIN
Connector 22 x 30 mm

063014000000000000003556U

C020501

Klasse I/Regel
1

31.3276.03

Kendall™ H27H/F Neonatale
ECG-elektroden Non-woven,
Hydrogel, 1,5 mm DIN
Connector 24 mm

063014000000000000003496Z

C020501

Klasse I/Regel
1

31.6071.26

Kendall™ H207LG/F60 Sleep
Laboratory Electrodes Foam,
Wet Gel, 1,5 mm DIN
Connector 33 x 24 mm

063014000000000000003576Y

N01010202,
N010101

Klasse I/Regel
1

31.6072.26

Kendall™ H207LGN Sleep
Laboratory Electrodes Foam,
Wet Gel, 1,5 mm DIN
Connector 33 x 24 mm

063014000000000000003576Y

N01010202,
N010101

Klasse I/Regel
1
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Produktkodeliste

Product Code List

Productcode
Product
Code

Handelsnaam en beschrijving
Trade Name and Description

Basis UDI-DI
Basic UDI-DI

Classificatie
en regel
Classification
and Rule

31.6073.26

Kendall™ H207LG/F150 Sleep
Laboratory Electrodes Foam,
Wet Gel, 1,5 mm DIN
Connector 33 x 24 mm

063014000000000000003576Y

N01010202,
NO010101

Klasse I/Regel
1

31.6074.26

Kendall™ H207LG/F200 Sleep
Laboratory Electrodes Foam,
Wet Gel, 1,5 mm DIN
Connector 33 x 24 mm

063014000000000000003576Y

N01010202,
N010101

Klasse I/Regel
1

31118733

Kendall™ 100
schuimelektroden, geleidende
lijm hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

31112496

Kendall™ 130
schuimelektroden, geleidende
lijm hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

31439725

Kendall™ 133
schuimelektroden, geleidende
lijm hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

31439766

Kendall™ 135
schuimelektroden, geleidende
lijm Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

31050522

Kendall™ 200
schuimelektroden, geleidende
lijm hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

31499224

Kendall™ 210
schuimelektroden, geleidende
lijm hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

31078135

Kendall™ 230
schuimelektroden, geleidende
lijm hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

31478368

Kendall™ 233
schuimelektroden, geleidende
lijm hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

31478376

Kendall™ 235
schuimelektroden, geleidende
lijm hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

22300

Kendall™ 300
schuimelektroden, geleidende
lijm hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

22450

Kendall™ 450
schuimelektroden, geleidende
lijm hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

22453

Kendall™ 453
schuimelektroden, geleidende
lijm Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1
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Produktkodeliste

Product Code List

Productcode
Product
Code

Handelsnaam en beschrijving
Trade Name and Description

Basis UDI-DI
Basic UDI-DI

Classificatie
en regel
Classification
and Rule

22455

Kendall™ 455
schuimelektroden, geleidende
lijm hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

22500

Kendall™ 500
schuimelektroden, geleidende
lijm hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

31013926

Kendall™ 530
schuimelektroden, geleidende
lijm hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

31115796

Kendall™ Elektroden, 533
Schuim geleidende lijm
Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

31115788

Kendall™ Elektroden, 535
Schuimgeleidende Lijm
Hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

40000013

Kendall™ 600
schuimelektroden, geleidende
lijm hydrogel, radiolucent

063014000000000000003296T

C020501

Klasse I/Regel
1

40000003

Kendall™ 630
schuimelektroden, geleidende
lijm hydrogel, radiolucent

063014000000000000003296T

C020501

Klasse I/Regel
1

22700

Kendall™ 700 doorzichtige
tape-elektroden, geleidende
zelfklevende hydrogel

063014000000000000003306C

C020501

Klasse I/Regel
1

22733

Kendall™ 733 doorzichtige
tape-elektroden, geleidende
kleefstof hydrogel

063014000000000000003306C

C020501

Klasse I/Regel
1

22735

Kendall™ 735 doorzichtige
tape-elektroden, geleidende
kleefstof hydrogel

063014000000000000003306C

C020501

Klasse I/Regel
1

22750

Kendall™ 750 doorzichtige
tape-elektroden, geleidende
zelfklevende hydrogel,
radiolucent

063014000000000000003316E

C020501

Klasse I/Regel
1

22850

Kendall™ 850
schuimelektroden, geleidende
lijm hydrogel, radiolucent

063014000000000000003296T

C020501

Klasse I/Regel
1

22853

Kendall™ 853
schuimelektroden, geleidende
lijm hydrogel, radiolucent

063014000000000000003296T

C020501

Klasse I/Regel
1

22855

Kendall™ 855
schuimelektroden, geleidende
zelfklevende hydrogel,
radiolucent

063014000000000000003296T

C020501

Klasse I/Regel
1
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Produktkodeliste

Product Code List

Productcode
Product
Code

Handelsnaam en beschrijving
Trade Name and Description

Basis UDI-DI
Basic UDI-DI

Classificatie
en regel
Classification
and Rule

22900

Kendall™ 900
schuimelektroden, geleidende
zelfklevende hydrogel,
radiolucent

063014000000000000003296T

C020501

Klasse I/Regel
1

22930

Kendall™ 930
schuimelektroden, geleidende
zelfklevende hydrogel,
radiolucent

063014000000000000003296T

C020501

Klasse I/Regel
1

22933

Kendall™ 933
schuimelektroden, geleidende
kleefstof hydrogel, radiolucent

063014000000000000003296T

C020501

Klasse I/Regel
1

22935

Kendall™ 935
schuimelektroden, geleidende
lijm hydrogel, radiolucent

063014000000000000003296T

C020501

Klasse I/Regel
1

31452389

Kendall™ SF3040.50
schuimelektroden, geleidende
zelfklevende hydrogel,
radiolucent

063014000000000000003296T

C020501

Klasse I/Regel
1

50007305

Kendall™ 7305
schuimelektroden, geleidende
lijm hydrogel

063014000000000000003286R

C020501

Klasse I/Regel
1

31043170

Kendall™ 7605 doekelektroden,
geleidende zelfklevende
hydrogel

063014000000000000003356N

C020501

Klasse I/Regel
1

31043063

Kendall™ doekelektroden, 7663
geleidende zelfklevende
hydrogel

063014000000000000003356N

C020501

Klasse I/Regel
1

31043055

Kendall™ doekelektroden, 7665
geleidende zelfklevende
hydrogel

063014000000000000003356N

C020501

Klasse I/Regel
1

ES40030

Kendall™ H49P
doekelektroden,
herpositioneerbare geleidende
kleefstof Hydrogel

063014000000000000003366Q

C020501

Klasse I/Regel
1

ES40036

Kendall™ 1093 doekelektroden,
herpositioneerbaar, geleidende
kleefstof hydrogel

063014000000000000003366Q

C020501

Klasse I/Regel
1

ES40076

Kendall™ H59P
doekelektroden,
herpositioneerbare geleidende
lijm Hydrogel

063014000000000000003366Q

C020501

Klasse I/Regel
1
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Produktkodeliste

Product Code List

Productcode
Product
Code

Handelsnaam en beschrijving
Trade Name and Description

Basis UDI-DI
Basic UDI-DI

Classificatie
en regel
Classification
and Rule

ES40281

Kendall™ H69P
doekelektroden,
herpositioneerbare geleidende
kleefstof Hydrogel

063014000000000000003366Q

C020501

Klasse I/Regel
1

RR3305

Kendall™ radiolucente
herpositioneerbare
doekelektroden, geleidende lijm
hydrogel

063014000000000000003376S

C020501

Klasse I/Regel
1

31.1245.21

Kendall™ H124SG ECG
Elektroden Schuim, Hydrogel 30
X 24 mm

063014000000000000003386U

C020501

Klasse I/Regel
1

31.1355.21

Kendall™ H135SG ECG
Elektroden Schuim, Hydrogel 43
x 35 mm

063014000000000000003386U

C020501

Klasse I/Regel
1

31.1914.21

Kendall™ H914SG ECG
Elektroden Schuim, Hydrogel 4
mm Banana Adapter 57 x 34
mm

063014000000000000003426K

C020501

Klasse I/Regel
1

31.1925.21

Kendall™ H92SG ECG
Elektroden Schuim, Hydrogel,
57 x 34 mm

063014000000000000003386U

C020501

Klasse I/Regel
1

31.1925.30

Kendall™ H92SG ECG
Elektroden Schuim, Hydrogel
57x34 mm

0630140000000000000035872

C020501

Klasse I/Regel
1

31.1935.21

Kendall™ H93SG ECG
Elektroden Schuim, Hydrogel,
42 x 24 mm

063014000000000000003386U

C020501

Klasse I/Regel
1

31.1917.21

Kendall™ H91SSG ECG
Elektroden Schuim, Hydrogel,
Spanning 57 x 34 mm

063014000000000000003386U

C020501

Klasse I/Regel
1

31.1946.21

Kendall™ H34SG ECG
Elektroden Schuim, Hydrogel,
Spanning, Radiolucent 50 x 45
mm

063014000000000000003406F

C020501

Klasse I/Regel
1

31.1355821

Kendall™ H135TSG ECG
Elektroden Schuim, Hydrogel
Radiolucent 43 x 35 mm

063014000000000000003416H

C020501

Klasse I/Regel
1

31.1914821

Kendall™ H914TSG ECG
Elektroden Schuim, Hydrogel 4
mm Banaan Adapter,
Radiolucent 57 x 34 mm

063014000000000000003436M

C020501

Klasse I/Regel
1

31.1915821

Kendall™ H91TSG ECG
Elektroden Schuim, Hydrogel,
Radiolucent 57 x 34 mm

063014000000000000003416H

C020501

Klasse I/Regel
1
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Produktkodeliste

Product Code List
Productcode Classificatie
Product Handelsnaam en beschrijving Basis UDI-DI EMDN en regel
Trade Name and Description Basic UDI-DI Classification
Code
and Rule
Kendall™ H98SG ECG Klasse [Rogel
31.1986.21 | Elektroden Non-woven, 063014000000000000003546S | C020501 | &
Hydrogel 55 mm
Kendall™ H99SG ECG Klasse UResl
31.1996.21 | Elektroden Doek, Hydrogel 55 | 063014000000000000003466T | 020501 | &
mm
Kendall™ H66LG ECG Klasse I/Regel
31.1663.21 | Elektroden Schuim, Natte Gel 55 || 063014000000000000003446P | C020501 | &
mm
Kendall™ H664LG ECG Klasse URescl
31.1664.21 | Elektroden Foam, Wet Gel, 4 063014000000000000003456R | C020501 assel cge
mm Banana Adapter 55 mm
Kendall™ H98LG ECG Klasse I/Regel
31.1985.21 | Elektroden Non-woven, Wet Gel || 063014000000000000003566W | C020501 Ssel cge
55 mm
Kendall™ H99LG ECG Klasse I/Regel
31.1995.21 | Elektroden Doek, Natte Gel 55 || 063014000000000000003476V | €020501 | &
mm
Kendall™ H34LG ECG Ki /Regel
31.1345.21 | Elektroden Schuim, Natte Gel, || 063014000000000000003446P | C020501 assel cge
Spanning 50 x 45 mm
™ 1 ]
31433538 | <endall™ 5400 diagnostische 1 041 40000000000000033361 | 020501 | Klasse IRegel
tabelektroden 1
30807732 | Kendall™ 5500 diagnostische | 041 40000000000000033361 | 020501 | Klasse IRegel
tabelektroden 1
EF00066 | Kendall™ CA310 diagnostische | c54140000000000000033365 | 020501 || Klasse VRegel
tab elektroden 1
™ 1 ]
EFo0149 | Kendall™ CASIO diagnostische | c54140000000000000033365 | co20s01 || Klasse VRegel
tabbladelektroden 1
31447793 | Kendall™ CAG10 diagnostische | )0+ 1000000000000003336) | co20501 | Klasse VRegel
tab elektroden 1
ERgg007 | Kendall™ Nutab diagnostische |  <2614000000000000003346L | Co20501 | Klasse URegel
tab elektroden 1
Neonatale ECG-elektroden Non- Klasse I/Regel
31.3872.02 | woven, Clear Gel, 1,5mm DIN || 063014000000000000003556U | C020501 sse Uiege

Connector 30 mm

1
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FINNISH

VAATIMUSTENMUKAISUUSVAKUUTUS

DECLARATION OF CONFORMITY

MDR: Me, Cardinal Health 200 LLC, vakuutamme, ettd tdssd EU-
vaatimustenmukaisuusvakuutuksessa kuvatut tuotteet tayttavét ladkintédlaiteasetuksen

CardinaIHealth (EU) 2017/745 vaatimukset.
VAATIMUSTENMUKAISUUSVAKUUTUS
Declaration of Conformity Number REQ0189740
Teknisen dokumentin numero
Technical Documentation Number
Valmistajan nimi
Manufacturer’s Name
Valmistajan osoite
Manufacturer’s Address
Yksittdinen rekisterinumero
Single Registration Number
Valtuutetun edustajan nimi ja osoite
Authorized Representative’s Name and
Address
Ilmoitetun laitoksen nimi ja tunnusnumero | Ei sovellu
Notified body’s Name and Identification
Number
CE-sertifikaatin numero
CE Certificate Number
Tuotekategoria
Product Category
Yksilollinen laitemallin tunniste (Basic
UDI-DI) Katso liite I
Basic UDI-DI

EMDN Katso liite I

RE00168520

Cardinal Health 200, LLC

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

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

Ei sovellu

Biolaiketieteelliset elektrodit

Tuotekoodi, kauppanimi ja kuvaus

Product Code, Trade Name and Description Katso liite I

(1) Elektrokardiogrammielektrodeja kdytetdén

Kiyttotarkoitus syddmen tuottama séhkoinen aktiivisuus kiinnitetyilld lyijylangailla
Intended Purpose EKG-monitori; (2) Bioséhkosignaalien passiiviseen aistimiseen
(kuten EKG, EEG, EMG ja hengitys)

Luokittelu ja siinto
Classification and Rule
Yleiset tekniset tiedot

Katso liite I

Common Specifications Ei sovellu
Liséda tarvittaessa soveltuva unionin
lainsidadéanto Ei sovellu
Where appropriate, add applicable Union
legislation
Vaatlmu.stenmukalsuuden arviointi Itse ilmoitettu/ Self Declared
Conformity Assessment
ALLEKIRJOITUSOSIO
SIGNATURE SECTION
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Timi EU-vaatimustenmukaisuusvakuutus on annettu edelli mainitun laillisen valmistajan puolesta ja sen
omalla, yksinomaisella vastuulla.

Paikka

Place of Issue Mansfield, MA 02048 USA

Allekirjoitus/
Piivimairi
Signature/ Date

Electronically signed
by: Brian Johnson
Reason: Approved
Date: Jan 26, 2022
11:47 CST

Facizn mem

Nimi ja asema

. Brian Johnson, Sdintelyasiat
Name and Function Johnson, § clyas

LIITE I

Tuotekoodiluettelo

Product Code List
Tuotekoodi Kauohanimi i kuvaus Yksilollinen laitemallin e
Product PP ] s tunniste (Basic UDI-DI) Basic | EMDN anto.
Code Trade Name and Description UDLDI Classification
and Rule
Kendall™ vastasyntyneiden
222002 | lasten seurantaclektrodi, 063014000000000000003196Q | Co20501 | uokkal
esijohdollinen, nelid, heijastava Saanto 1
tausta, radiolucent
Kendall™ vastasyntyneiden
2220024 | 1asten seurantaclektrodi Aloella, 51 4000000000000003186N | 020501 Luokka I/
prewired, nelid, heijastava tausta, Saanto 1
radiolucent
Kendall™ Adult 930
2293003 |~ aahtoelektrodit, Prewired, 3 ) ¢314000000000000003326G | co20501 | Luokkal
johto, Johtava liima hydrogeeli, Saéanto 1
Radiolucent
Kendall™ Adult 930
2293005 | ¥ aahtoelektrodit, Prewired, 5 ) ¢6314000000000000003326G | co20501 | Luokkal
johto, Johtava liima Hydrogeel, Saanto 1
Radiolucent
Kendall™ 1041PTS
31424780 | Vastasyntyneiden elektrodit, 063014000000000000003256K | 020501 Luokka I/
esijohdotettu, pyored, kirkas Saanto 1
teippi radiolucent
Kendall™ 1042PTS
31424785 | vaStasyntyneiden elektrodit, o 0514600000000000003256K | 020501 Luokka I/
esijohdotettu, nelid, kirkas teippi Saanto 1
radiolucent
Kendall™ 1042PTS54
Vastasyntyneet elektrodit, Luokka I/
31424786 Esijohdotettu, Nelio, Kirkas 063014000000000000003256K C020501 SEANCS 1
teippi, Radiolucent
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https://cardinalhealth.na1.echosign.com/verifier?tx=CBJCHBCAABAA2yvjLQHv_9rDpidFI4oD_QrWk8T3VVrQ

Tuotekoodiluettelo

Product Code List
Tuotekoodi Kaupoanimi ia kava Yksil6llinen laitemallin L““'.;g;‘t’l..“ 12
Product upp Ja kuvaus tunniste (Basic UDI-DI) Basic | EMDN saatto
Trade Name and Description Classification
Code UDI-DI
and Rule
Kendall™ 1050NPSM Luokka I/
31424768 | vastasyntyneiden elektrodit, 063014000000000000003226D C020501 e
. .. Saanto 1
esijohdotut, pieni kangas
Kendall™ 1050NPM
Epoo777 | Vastasyntyneiden elekirodit, 063014000000000000003236F | 020501 Luokka I/
esijohdotut, pieni kangas, 0,08 Saanto 1
pistorasia
Kendall™ 1050NPSMR40
EPO0779 | Vastasyntyneiden elekirodit, 063014000000000000003246H | 020501 Luokka I/
esijohdotut, pieni kangas, 40 Saanto 1
RWBL
Kendall™ 1051NPSM
31424743 | vastasyntyneiden elektrodit, 063014000000000000003276P | 020501 Luokka I/
esijohdotut, pieni kangas, Saanto 1
radiolucent
Kendall™ 1052NPSM Luokka I/
31424735 | vastasyntyneiden elektrodit, 063014000000000000003226D C020501 e
.. . Saanto 1
esijohdotut, suuri kangas
Kendall™ 1053NPSM
31424719 | Vastasyntyneiden elektrodit, 063014000000000000003276P | 020501 Luokka I/
esijohdotut, suuri kangas, Saanto 1
radiolucent
Kendall™ vastasyntyneiden Luokka I/
30710001 | elektrodit, vaahto, hydrogeeli, 063014000000000000003176L C020501 Slziéinté') 1
1,5mm pistorasia, valvonta
Kendall™ vastasyntyneiden Luokka I/
31086575 | elektrodit, vaahto, hydrogeeli, 063014000000000000003176L C020501 SEAntS 1
1,5mm pistorasia, valvonta
Kendall™ vastasyntyneiden Luokka 1/
31368072 | elektrodit, 4203, Vaahto, 0630140000000000000032069 C020501 oKk
.. Saanto 1
Esijohdotut
Kendall™ 10714PM vaahto Luokka I/
EP01350 | vastasyntyneiden elektrodit, 063014000000000000003216B | C020501 nocea
.. . . Saanto 1
esijohdotut, 0,08 pistorasia
Kendall™ 1.36-LB
kangasraajanauha Luokka I/
EP30016 . . 063014000000000000003266M || C020501 e
vastasyntyneiden elektrodit, Saanto 1
esijohdotut
Kendall™ H203PG
31.5032.26 | Vastasyntyneiden EKG-elektrodit | 53014000000000000003536Q | coz0s01 | Luokkal
Kuitukangas, Kirkas geeli, 4 mm Saanto 1

hylsy 22 x 30 mm
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Tuotekoodiluettelo

Product Code List
Tuotekoodi Kaupoanimi ia kava Yksil6llinen laitemallin L““'.;g;‘t’l..“ 12
Product upp Ja kuvaus tunniste (Basic UDI-DI) Basic | EMDN saatto
Trade Name and Description Classification
Code UDI-DI
and Rule
Kendall™ H203PGK
31503326 | Vastasyntyneiden ERG-elektrodit | 55,1 4600000000000003526N | C020501 Luokka I/
Kuitukangas, Kirkas geeli, 4 mm Saanto 1
hylsy 22 x 30 mm
Kendall™ H203PGT
31.5039124 | Vastasyntyneiden EKG-elektrodit | 054 4000000000000003516L | 020501 Luokka I/
Kuitukangas, Kirkas geeli, 4 mm Saanto 1
hylsy, Radiolucent 22 x 30 mm
Kendall™ H207PG/F
31507203 | Vastasyntyneet EKG-elektrodit | 5551 4600000000000003486X | 020501 Luokka I/
Kuitukangas, Kirkas geeli, 1,5 Saianto 1
mm DIN-liitin 22 x 30 mm
Kendall™ H207PGT
Vastasyntyneiden EKG- Luokka I/
31.5072824 | elektrodit, Kuitukangas, Kirkas || 063014000000000000003496Z | C020501 St 1
geeli, 1,5 mm DIN-liitin,
Radiolucent 22 x 30 mm
Kendall™ H87H/F
31.3876.04 | Yastasyntyneiden EKG-elektrodit | 0541 4000000000000003556U | 020501 Luokka I/
Kuitukangas, Hydrogeeli, 1,5 mm Saéanto 1
DIN-liitin 30 mm
Kendall™ H87PG/F
31.5872.04 | Vastasyntyneet EKG-elektrodit | 5551 4600000000000003556U | 020501 Luokka I/
Kuitukangas, Kirkas geeli, 1,5 Saanto 1
mm DIN-liitin 30 mm
Kendall™ H207H
31.3076.26 | Yastasyntyneiden EKG-elektrodit | 554 4000000000000003556U | 020501 Luokka I/
Kuitukangas, Hydrogeeli, 1,5 mm Saanto 1
DIN-liitin 22 x 30 mm
Kendall™ H27H/F
31.3276.03 | Vastasyntyneet EKG-elektrodit | 5341.40000000000000034962 | 020501 Luokka I/
Kuitukangas, Hydrogeeli, 1,5 mm Saanto 1
DIN-liitin 24 mm
Kendall™ H207LG/F60
Unilaboratorio Elektrodit Vaahto, N01010202, Luokka I/
31607126 |\ tarics Geeli, 1,5 mm DIN-liitin | 002014000000000000003576Y |~ 010 S&anto 1
33 x 24 mm
Kendall™ H207LGN
Unilaboratorio Elektrodit Vaahto, N01010202, Luokka I/
31.6072.26 | \rarics Geeli, 1,5 mm DIN-liitin | 002014000000000000003576Y | * 510101 Séidnts 1
33 x 24 mm
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Tuotekoodiluettelo

Product Code List
Tuotekoodi Kaupoanimi ia kava Yksilollinen laitemallin L““‘.;g;‘t’l..“ 1a
Product upp Ja kuvaus tunniste (Basic UDI-DI) Basic | EMDN saatto
Trade Name and Description Classification
Code UDI-DI
and Rule
Kendall™ H207LG/F150
Unilaboratorio Elektrodit Vaahto, N01010202, Luokka I/
31-6073-26 4 \pivics geeli, 1,5 mm DIN-liitin | 003014000000000000003576Y 4 "5 10101 7 | saiants 1
33 x 24 mm
Kendall™ H207LG/F200 Sleep
Laboratory Elektrodit Vaahto, N01010202, Luokka I/
31607426 | \pirk geeli, 1,5 mm DIN-liitin | 0020 1#000000000000003576Y “g19101 | sants 1
33 x 24 mm
™ 1
31118733 | endall™ 100 vaahtoelektrodia, | ) <414000000000000003286R | 020501 Luokka I/
johtava liima hydrogeeli Saanto 1
31112496 | endall™ 130 vaahtoelektrodia, | ) <314000000000000003286R | 020501 Luokka I/
johtava liima hydrogeeli Saanto 1
31439725 | Kendall™ 133 vaahtoelektrodit, |, <314000000000000003286R | 020501 Luokka I/
johtava liima hydrogeeli Saédnto 1
™ 1
31439766 || endall™ 135 vaahtoelektrodit, -, <3414000000000000003286R | 020501 Luokka I/
johtava liima hydrogeeli Sadnto 1
31050522 | Kendall™ 200 vaahtoelektrodia, 1 5¢5414000000000000003286R | 020501 Luokka I/
johtava liima hydrogeeli Saénto 1
31499224 | Kendall™ 210 vaahtoelektrodit, | <+014000000000000003286R | 020501 Luokka I
johtava liima hydrogeeli Sadnto 1
31078135 | Kendall™ 230 vaahtoelektrodit, 1 5541 1000000000000003286R | C020501 Luokka I/
johtava liima hydrogeeli Saanto 1
31478368 | endall™ 233 vaahtoelektrodit, | <1014000000000000003286R | 020501 Luokka I
johtava liima hydrogeeli Saanto 1
31478376 | endall™ 235 vaahtoelektrodit, | <+014000000000000003286R | 020501 Luokka I/
johtava liima hydrogeeli Saanto 1
™ 1
20300 | Kendall™ 300 vaahtoelektrodia, | -+, 1000000000000003286R | C020501 Luokka I/
johtava liima hydrogeeli Saanto 1
20450 | Kendall™ 450 vaahtoelektrodia, | .+, 1000000000000003286R | C020501 Luokka I/
johtava liima hydrogeeli Saanto 1
20453 | Kendall™ 453 vaahtoelektrodit, | .+, 1000000000000003286R | C020501 Luokka I/
johtava liima hydrogeeli Saédnto 1
™ 1
20455 | Kendall™ 455 vaahtoelektrodit, | .+, 1000000000000003286R | 020501 Luokka I/
johtava liima hydrogeeli Saanto 1
22500 | Kendall™ 500 vaahtoelektrodia, | 04 1000000000000003286R | 020501 Luokka I/
johtava liima hydrogeeli Sadnto 1
31013926 || endall™ 530 vaahtoelektrodia, | ¢014000000000000003286R | 020501 Luokka I
johtava liima hydrogeeli Saédnto 1
Kendall™ elektrodit, 533 Luokka I/
3ILIST96 | yert v hiona hima flydrogel | 063014000000000000003286R | C020501 ok
™ 1
31115788 | endall™ elektrodit, 535 vaahtoa | <201 4000000000000003286R | 020501 Luokka I
johtava liima Hydrogel Saanto 1
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Tuotekoodiluettelo

Product Code List
Tuotekoodi Kaupoanimi ia kava Yksil6llinen laitemallin L““‘.;g;‘t’l..“ 12
Product upp Ja kuvaus tunniste (Basic UDI-DI) Basic | EMDN saatto
Trade Name and Description Classification
Code UDI-DI
and Rule
Kendall™ 600 vaahtoelektrodia, Luokka I/
40000013 | johtava liimahydrogeeli, 063014000000000000003296T C020501 e
: Saanto 1
radiolucent
Kendall™ 630 Vaahtoelektrodit, Luokka I/
40000003 | Johtava liimahydrogeeli, 063014000000000000003296T C020501 uokka
) Saanto 1
Radiolucent
Kendall™ 700 kirkasta Luokka I/
22700 teippielektrodia, johtava 063014000000000000003306C C020501 v aue
. . Saanto 1
liimahydrogeeli
Kendall™ 733 Kirkas Luokka I/
22733 teippielektrodit, Johtava liima 063014000000000000003306C C020501 e
; Saanto 1
hydrogeeli
Kendall™ 735 Kirkas Luokka I/
22735 teippielektrodit, Johtava liima 063014000000000000003306C C020501 HOKKE
. Saanto 1
hydrogeeli
Kendall™ 750 Kirkas Luokka I/
22750 teippielektrodit, Johtava 063014000000000000003316E C020501 e
.. ; . Saanto 1
liimahydrogeeli, Radiolucent
Kendall™ 850 Vaahtoelektrodit, Luokka I/
22850 Johtava liimahydrogeeli, 063014000000000000003296T C020501 e
) Saanto 1
Radiolucent
Kendall™ 853 Vaahtoelektrodit, Luokka I/
22853 Johtava liimahydrogeeli, 063014000000000000003296T C020501 LokKe
; Saanto 1
Radiolucent
Kendall™ 855 Vaahtoelektrodit, Luokka I/
22855 Johtava liimahydrogeeli, 063014000000000000003296T C020501 e
) Saanto 1
Radiolucent
Kendall™ 900 Vaahtoelektrodit, Luokka I/
22900 Johtava liimahydrogeeli, 063014000000000000003296T C020501 HOKKe
; Saanto 1
Radiolucent
Kendall™ 930 Vaahtoelektrodit, Luokka I/
22930 Johtava liimahydrogeeli, 063014000000000000003296T C020501 e
; Saanto 1
Radiolucent
Kendall™ 933 Vaahtoelektrodit, Luokka I/
22933 Johtava liimahydrogeeli, 063014000000000000003296T C020501 HOKKE
) Saanto 1
Radiolucent
Kendall™ 935 Vaahtoelektrodit, Luokka I/
22935 Johtava liimahydrogeeli, 063014000000000000003296T C020501 e
. Saanto 1
Radiolucent
Kendall™ SF3040.50 Luokka I/
31452389 [ Vaahtoelektrodit, Johtava 063014000000000000003296T C020501 HOKKE
.. . . Saanto 1
liimahydrogeeli, radiolucent
™ 1
50007305 | <endall™ 7305 Vaahtoelektrodit, | o414000000000000003286R | 020501 Luokka I/
Johtava liima hydrogeeli Saanto 1
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Tuotekoodiluettelo

Product Code List
Tuotekoodi Kaupoanimi ia kava Yksil6llinen laitemallin L““‘.;g;‘t’l..“ 12
Product upp Ja kuvaus tunniste (Basic UDI-DI) Basic | EMDN saatto
Trade Name and Description Classification
Code UDI-DI
and Rule

31043170 | Kendall™ 7605 Kangaselektrodit, | :514000000000000003356N | 020501 Luokka I/

Johtava liima hydrogeeli Saanto 1
™ 1

31043063 | Kendall™ kangaselektrodit, 7663 551 4000000000000003356N | €020501 Luokka I/
Johtava liima hydrogeeli Saanto 1

31043055 | Kendall'™ kangaselektrodit, 7665 ) 654 4000000000000003356N | co20s01 | Luokkal/
Johtava liima Hydrogeeli Saanto 1
Kendall™ H49P-

ES40030 | kangaselektrodit, 063014000000000000003366Q | 020501 Luokka I/
uudelleenasennettava johtava Saanto 1
liima hydrogeeli
Kendall™ 1093 Kangaselektrodit, Luokka I/

ES40036 [ uudelleenasennettavat, johtava 063014000000000000003366Q C020501 e

.. . Saanto 1
liimahydrogeeli
Kendall™ H59P

ES40076 | <angaselektrodit, 063014000000000000003366Q | 020501 Luokka I/
uudelleenasennettava johtava Saanto 1
liima hydrogeeli
Kendall™ H69P

ES4028] | kangaselektrodit, 063014000000000000003366Q | 020501 Luokka I/
uudelleenasennettava johtava Saéanto 1
liima hydrogeeli
Kendall™ Radiolucent Luokka I/

RR3305 | Repositionable Kangaselektrodit, | 063014000000000000003376S C020501 o

.. Saanto 1
Johtava liima Hydrogel
Kendall™ H124SG EKG Luokka I/
31.1245.21 | elektrodit Vaahto, Hydrogeeli 30 | 063014000000000000003386U C020501 SEANCS 1
X 24 mm aanto
Kendall™ H135SG EKG Luokka 1/
31.1355.21 || elektrodit Vaahto, Hydrogeeli 43 | 063014000000000000003386U C020501 Sl;iéinté 1
x 35 mm
Kendall™ H914SG EKG Luokka I/
31.1914.21 | elektrodit Vaahto, Hydrogel 4 063014000000000000003426K C020501 e
. 4 Saanto 1
mm Banaani adapteri 57 x 34 mm
Kendall™ H92SG EKG Luokka 1/
31.1925.21 | Elektrodit Vaahto, Hydrogeeli, 57 | 063014000000000000003386U C020501 Slziéinté') 1
x 34 mm
Kendall™ H92SG EKG Luokka I/
31.1925.30 || elektrodit Vaahto, Hydrogeeli 0630140000000000000035872 C020501 e
Saanto 1
57x34 mm
Kendall™ H93SG EKG Luokka 1/
31.1935.21 | Elektrodit Vaahto, Hydrogeeli, 42 | 063014000000000000003386U C020501 Sl;iéinté 1

X 24 mm
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Tuotekoodiluettelo

Product Code List
Tuotekoodi Kaupoanimi ia kava Yksil6llinen laitemallin L““‘.;g;‘t’l..“ 12
Product upp Ja kuvaus tunniste (Basic UDI-DI) Basic | EMDN saatto
Trade Name and Description Classification
Code UDI-DI
and Rule
Kendall™ H91SSG EKG Luokka I/
31.1917.21 | elektrodit Vaahto, Hydrogeeli, 063014000000000000003386U C020501 ereae
; Saanto 1
Stressi 57 x 34 mm
Kendall™ H34SG EKG Luokka I/
31.1946.21 | Elektrodit Vaahto, Hydrogeeli, 063014000000000000003406F C020501 e
. . Saanto 1
Stressi, Radiolucent 50 x 45 mm
Kendall™ H135TSG EKG Luokka I/
31.1355821 || elektrodit Vaahto, Hydrogeeli 063014000000000000003416H C020501 v ae
. Saanto 1
radiolucent 43 x 35 mm
Kendall™ H914TSG EKG
31.191482] | Elektrodit Vaahto, Hydrogeeli 4} 0541 4600000000000003436M | C020501 Luokka I/
mm banaani adapteri, Radiolucent Saanto 1
57 x 34 mm
Kendall™ H91TSG EKG Luokka I/
31.1915821 | elektrodit Vaahto, Hydrogeeli, 063014000000000000003416H C020501 e ae
; Saanto 1
Radiolucent 57 x 34 mm
Kendall™ H98SG EKG- Luokka I/
31.1986.21 | elektrodit Kuitukangas, 063014000000000000003546S C020501 Lok«
. Saanto 1
Hydrogeeli 55 mm
Kendall™ H99SG EKG Luokka I/
31.1996.21 || elektrodit kangas, hydrogeeli 55 063014000000000000003466T C020501 SEAntS 1
mm
Kendall™ H66LG EKG Luokka I/
31.1663.21 || elektrodit vaahto, mérkd geeli 55 || 063014000000000000003446P C020501 Slzi(é)inté') |
mm
Kendall™ H664LG EKG Luokka I/
31.1664.21 || elektrodit vaahto, mérka geeli, 4 063014000000000000003456R C020501 e ae
. . Saanto 1
mm banaani adapteri 55 mm
Kendall™ H98LG EKG Luokka I/
31.1985.21 | Elektrodit Kuitukangas, Mérkéa 063014000000000000003566W C020501 Lok
; Saanto 1
Geeli 55 mm
Kendall™ H99LG EKG Luokka I/
31.1995.21 || elektrodit kangas, marka geeli 55 || 063014000000000000003476V C020501 SAnts 1
mm
Kendall™ H34LG EKG Luokka I/
31.1345.21 | elektrodit vaahto, mérka geeli, 063014000000000000003446P C020501 e ae
; Saanto 1
stressi 50 x 45 mm
31433538 | Kendall™ 5400 diagnostiset 063014000000000000003336] | 020501 Luokka I/
vililehtielektrodit Saianto 1
— - -
30807732 | Kendall™ 5500 diagnostiset 063014000000000000003336] | 020501 Luokka I/
vililehtielektrodit Saanto 1
— - =
EF00066 || <endall™ CA310 Diagnostiset | 53414000000000000003336) | 020501 Luokka I/
vililehtielektrodit Saianto 1
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Tuotekoodiluettelo

Product Code List
Tuotekoodi Kaupoanimi ia kava Yksilollinen laitemallin L““'.;g;i‘..“ 1a
Product upp Ja kuvaus tunniste (Basic UDI-DI) Basic | EMDN saatto
Trade Name and Description Classification
Code UDI-DI
and Rule
™ 1 1
EFo0149 | Kendall™ CASI0 Diagnostiset | ) <3414000000000000003336] | 020501 Luokka I/
vililehtielektrodit Saanto 1
— . .
31447793 | Kendall™ CAGI0 Diagnostiset | <3414000000000000003336) | 020501 Luokka I/
vililehtielektrodit Saanto 1
ER8g007 | Kendall™ Nutab Diagnostiset | 041 1000000000000003346L | 020501 Luokka I/
valilehtielektrodit Saanto 1
Vastasyntyneet EKG-elektrodit Luokka I/
31.3872.02 | Kuitukangas, Kirkas geeli, 1,5 063014000000000000003556U | 020501 S‘;ﬁnw |

mm DIN-liitin 30 mm
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FRENCH

MDR: Nous, Cardinal Health 200 LLC, déclarons que les produits couverts par la
présente déclaration de conformité de 1'Union européenne satisfont a la disposition du
Ca rd ina | He 3 |th réglement (UE) 2017/745 sur les dispositifs médicaux.

Numéro de la déclaration de

Technical Documentation Number

conformité RE00189740
Declaration of Conformity Number
Numéro de la documentation technique RE00168520

Nom du fabricant
Manufacturer’s Name

Cardinal Health 200, LLC, exercant également sous le nom de Cardinal
Health

Adresse du fabricant
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Numéro d’enregistrement unique
Single Registration Number

US-MF-000006765

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

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

Product Code, Trade Name and
Description

Nom et numéro d’identification de Sans objet
I’organisme notifié

Notified body’s Name and Identification

Number

Numéro de certificat CE Sans obiet
CE Certificate Number .
Catcgorie de produit Electrodes biomédicales
Product Category

UDI-DI de base .

Basic UDI-DI Voir PI1
EMDN Voir PJ I
Code, nom commercial et description

du produit Voir PJ I

Usage prévuc
Intended Purpose

(1) Des électrodes d’électrocardiogramme (ECG) sont utilisées pour
transmettre le activité électrique produite par le cceur via des fils de plomb
attachés a un Moniteur ECG; (2) Pour une utilisation dans la détection
passive de signaux bioélectriques (tels que ’ECG, ’EEG, 'EMG et la
respiration)

Classification et régle

Where appropriate, add applicable Union
legislation

Classification and Rule Voir PI1
Caractéristiques communes .
: . Sans objet
Common Specifications
Le cas échéant, ajouter la législation de
"Uni . . .
Union européenne en vigueur Sans objet
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DECLARATION DE CONFORMITE
DECLARATION OF CONFORMITY

Evaluation de la conformité

e v — Auto-déclaré/ Self Declared

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.

Mansfield, MA 02048 USA

Lieu de délivrance
Place of Issue
R C Y
Signature/Date Date: Jan 26, 2022
Nom et function
Name and Function

Brian Johnson, Affaires réglementaires

PJI

Liste de référence produit

Product Code List
e Nom commercial et description R
produit . P UDI-DI de base et regle
du produit . EMDN : .
Product L Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ Electrode de
surveillance néonatale- Classification
222002 pédiatrique, précablée, carrée, 063014000000000000003196Q C020501 I/ Regle |
support réfléchissant, radiolucente
Kendall™ Electrode de
2200024 | Surveillance néonatale-pédiatrique || ¢514000000000000003186N | Co20501 | Classification
avec aloes, précablée, carrée, I/ Regle 1
support réfléchissant, radiolucide
Kendall™ Electrodes en mousse
2293003 | 2dulte 930, précablées, 3 plombs, | 414000000000000003326G | Co20s01 | Classification
hydrogel adhésif conducteur, I/ Régle 1
radiolucent
Kendall™ Electrodes en mousse
2293005 | 230 adultes, précablées, 5 plombs, || 341 4000000000000003326G | 020501 | Classification
hydrogel adhésif conducteur, I/ Régle 1
radiolucent
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Liste de référence produit

Product Code List
(lte Gl Nom commercial et description Slesshienn
produit . P UDI-DI de base et regle
du produit . EMDN . .
Product L Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ Electrodes néonatales Classification
31424780 | 1041PTS, précablées, rondes, 063014000000000000003256K C020501 I Reele 1
transparentes radiolucentes &
Kendall™ Electrodes néonatales Classification
31424785 || 1042PTS, précablées, carrées, 063014000000000000003256K C020501 I Reele 1
transparentes radiolucentes &
Kendall™ 1042PTS54 Electrodes Classification
31424786 || néonatales, précablées, carrées, 063014000000000000003256K C020501 I/ Reele 1
transparentes, radiolucentes g
Kendall™ Electrodes néonatales Classification
31424768 || 1050NPSM, précablées, petit 063014000000000000003226D C020501 \
; I/ Reégle 1
chiffon
Kendall™ Electrodes néonatales Classification
EP00777 || 1050NPM, précablées, petit 063014000000000000003236F C020501 \
. . I/ Régle 1
chiffon, prise 0.08
KendallTM 1050NPSMR40 Classification
EP00779 | Electrodes néonatales, précablées, || 063014000000000000003246H C020501 I Reole 1
petit chiffon, 40 » RWBL &
Kendall™ Electrodes néonatales Classification
31424743 || 1051NPSM, précablées, petit 063014000000000000003276P C020501 \
. ; I/ Régle 1
chiffon, radiolucentes
Kendall™ Electrodes néonatales Classification
31424735 || 1052NPSM, précablées, grand 063014000000000000003226D C020501 I/ Regle 1
tissu
Kendall™ Electrodes néonatales Classification
31424719 || 1053NPSM, précablées, grand 063014000000000000003276P C020501 I Reele 1
tissu, radiolucentes £
Kendall™ Electrodes néonatales, Classification
30710001 | Mousse, Hydrogel, Douille de 1,5 | 063014000000000000003176L C020501 I Reele 1
mm, Surveillance &
Kendall™ Electrodes néonatales, Classification
31086575 || Mousse, Hydrogel, Douille de 1,5 | 063014000000000000003176L C020501 I Reele 1
mm, Surveillance g
Kendall™ Electrodes néonatales, Classification
31368072 4203, Mousse, Précablé 0630140000000000000032069 C020501 I/ Régle 1
Kendall™ Electrodes néonatales Classification
EP01350 | en mousse 10714PM, précablées, | 063014000000000000003216B | C020501 ssiticatio
. I/ Régle 1
douille 0,08
Kendall™ L36-LB Electrodes Classificati
EP30016 | néonatales a bande de membre en || 063014000000000000003266M | C020501 Ijslilégz ‘10“

tissu, précablées
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Liste de référence produit

Product Code List
Lzl Nom commercial et description bl e
produit . P UDI-DI de base et régle
du produit . EMDN . .
Product L Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ H203PG Electrodes
ECG néonatales Non tissées, Gel Classification
31.5032.26 transparent, douille de 4 mm 22 x 063014000000000000003536Q C020501 I/ Regle 1
30 mm
Kendall™ H203PGK Electrodes
31.5033.26 | ECU neonatales Non tissées, Gel | 514600000000000003526N | Co20501 | Classification
transparent, douille de 4 mm 22 x I/ Régle 1
30 mm
Kendall™ H203PGT Electrodes
315039124 | ECO néonatales Non tissées, Gel | 55414000000000000003516L | Co20501 | Classification
transparent, Douille de 4 mm, I/ Régle 1
Radiolucent 22 x 30 mm
Kendall™ H207PG / F Electrodes
ECG néonatales Non tissées, Gel Classification
31.5072.03 transparent, Connecteur DIN 1,5 063014000000000000003486X C020501 I/ Regle 1
mm 22 x 30 mm
Kendall™ ¢lectrodes ECG
31.5072824 | néonatales H2O7PGT, non tisse, | 55414000000000000003496Z | Co20501 | Classification
gel transparent, connecteur DIN I/ Régle 1
1,5 mm, radiolucent 22 x 30 mm
Kendall™ H87H/F Electrodes
ECG néonatales Non tissées, Classification
31.3876.04 Hydrogel, Connecteur DIN 1,5 063014000000000000003556U C020501 I/ Regle 1
mm 30 mm
Kendall™ H87PG/ F Electrodes
ECG néonatales Non tissées, Gel Classification
31.5872.04 transparent, Connecteur DIN 1,5 063014000000000000003556U C020501 I/ Regle 1
mm 30 mm
Kendall™ H207H Electrodes
ECG néonatales Non tissées, Classification
31.3076.26 Hydrogel, Connecteur DIN 1,5 063014000000000000003556U C020501 I/ Regle 1
mm 22 x 30 mm
Kendall™ H27H/F Electrodes
ECG néonatales Non tissées, Classification
31.3276.03 Hydrogel, Connecteur DIN 1,5 0630140000000000000034967Z C020501 I/ Regle 1
mm 24 mm
Kendall™ H207LG/F60
Electrodes de laboratoire du . .
31.6071.26 | sommeil Mousse, Gel humide, 063014000000000000003576Y | NOL010202, ] Classification
NO010101 I/ Regle 1

Connecteur DIN 1,5 mm 33 x 24
mm
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Liste de référence produit

Product Code List
(lte Gl Nom commercial et description bl e
produit d duit UDI-DI de base EMDN et regle
Product uprocuit Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ H207LGN Electrodes
de laboratoire du sommeil N01010202, | Classification
31.6072.26 Mousse, Gel humide, Connecteur 063014000000000000003576Y NO010101 I/ Régle 1
DIN 1,5 mm 33 x 24 mm
KendallTM H207LG/F150
Electrodes de laboratoire du . .
31.6073.26 | sommeil Mousse, Gel humide, 063014000000000000003576Y Ngi)%%?z’ Clljsfs{fclzt‘lon
Connecteur DIN 1,5 mm 33 x 24 &
mm
Kendall™ H207LG/F200 Sleep
Laboratory Electrodes Mousse, N01010202, || Classification
31.6074.26 Gel humide, Connecteur DIN 1,5 063014000000000000003576Y NO010101 I/ Regle 1
mm 33 x 24 mm
Kendall™ 100 électrodes en Classification
31118733 || mousse, hydrogel adhésif 063014000000000000003286R C020501 I/ Regle 1
conducteur
Kendall™ 130 électrodes en Classification
31112496 || mousse, hydrogel adhésif 063014000000000000003286R C020501 I/ Régle 1
conducteur
Kendall™ 133 électrodes en Classification
31439725 || mousse, hydrogel adhésif 063014000000000000003286R C020501 I/ Regle 1
conducteur
Kendall™ 135 électrodes en Classification
31439766 || mousse, hydrogel adhésif 063014000000000000003286R C020501 I/ Régle 1
conducteur
Kendall™ 200 électrodes en Classification
31050522 || mousse, hydrogel adhésif 063014000000000000003286R C020501 I/ Regle 1
conducteur
Kendall™ 210 électrodes en Classification
31499224 || mousse, hydrogel adhésif 063014000000000000003286R C020501 I Reele 1
conducteur g
Kendall™ 230 électrodes en Classification
31078135 || mousse, hydrogel adhésif 063014000000000000003286R C020501 I/ Régle 1
conducteur
Kendall™ 233 électrodes en Classification
31478368 || mousse, hydrogel adhésif 063014000000000000003286R C020501 I/ Regle 1
conducteur
Kendall™ 235 électrodes en Classification
31478376 | mousse, hydrogel adhésif 063014000000000000003286R C020501 I/ Regle 1
conducteur
Kendall™ 300 électrodes en Classification
22300 mousse, hydrogel adhésif 063014000000000000003286R C020501 I/ Regle 1

conducteur
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Liste de référence produit

Product Code List
e Nom commercial et description R
produit . P UDI-DI de base et régle
du produit . EMDN . .
Product L Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ 450 électrodes en Classification
22450 mousse, hydrogel adhésif 063014000000000000003286R C020501 .
I/ Reégle 1
conducteur
Kendall™ 453 électrodes en Classificati
22453 | mousse, hydrogel adhésif 063014000000000000003286R | 020501 Ij‘slil, ‘Cl"‘ ‘10“
conducteur el
Kendall™ 455 électrodes en Classification
22455 mousse, hydrogel adhésif 063014000000000000003286R C020501 I Reole 1
conducteur g
Kendall™ 500 électrodes en Classification
22500 mousse, hydrogel adhésif 063014000000000000003286R C020501 \
I/ Reégle 1
conducteur
Kendall™ 530 ¢lectrodes en Classification
31013926 | mousse, hydrogel adhésif 063014000000000000003286R C020501 I Reele 1
conducteur &
Kendall™ Electrodes, Hydrogel Classification
31115796 adhésif conducteur de mousse 533 063014000000000000003286R C020501 I/ Régle 1
Kendall™ Electrodes, Hydrogel Classification
31115788 adhésif conducteur de mousse 535 063014000000000000003286R C020501 I/ Régle 1
Kendall™ 600 électrodes en Classification
40000013 || mousse, hydrogel adhésif 063014000000000000003296T C020501 .
. I/ Reégle 1
conducteur, radiolucent
Kendall™ 630 électrodes en Classification
40000003 || mousse, hydrogel adhésif 063014000000000000003296T C020501 .
3 I/ Reégle 1
conducteur, radiolucent
Kendall™ 700 électrodes a ruban Classification
22700 transparent, hydrogel adhésif 063014000000000000003306C C020501 I Reole 1
conducteur &
Kendall™ 733 Electrodes & ruban Classification
22733 transparent, hydrogel adhésif 063014000000000000003306C C020501 I Reele 1
conducteur &
Kendall™ 735 Electrodes a ruban Classification
22735 transparent, hydrogel adhésif 063014000000000000003306C C020501 I Reele 1
conducteur &
Kendall™ 750 Electrodes a ruban Classification
22750 transparent, Hydrogel adhésif 063014000000000000003316E C020501 .
. I/ Reégle 1
conducteur, Radiolucent
Kendall™ 850 électrodes en Classification
22850 mousse, hydrogel adhésif 063014000000000000003296T C020501 \
. I/ Régle 1
conducteur, radiolucent
Kendall™ 853 Electrodes en Classification
22853 mousse, Hydrogel adhésif 063014000000000000003296T C020501 I/ Régle 1

conducteur, Radiolucent
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Liste de référence produit

Product Code List
(lte Gl Nom commercial et description bl e
produit . P UDI-DI de base et régle
du produit . EMDN . .
Product L Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ 855 Electrodes en Classification
22855 mousse, Hydrogel adhésif 063014000000000000003296T C020501 \
) I/ Reégle 1
conducteur, Radiolucent
Kendall™ 900 électrodes en Classification
22900 mousse, hydrogel adhésif 063014000000000000003296T C020501 \
. I/ Régle 1
conducteur, radiolucent
Kendall™ 930 Electrodes en Classification
22930 mousse, Hydrogel adhésif 063014000000000000003296T C020501 \
) I/ Régle 1
conducteur, Radiolucent
Kendall™ 933 Electrodes en Classification
22933 mousse, Hydrogel adhésif 063014000000000000003296T C020501 \
) I/ Reégle 1
conducteur, Radiolucent
Kendall™ 935 Electrodes en Classification
22935 mousse, Hydrogel adhésif 063014000000000000003296T C020501 \
) I/ Régle 1
conducteur, Radiolucent
Kendall™ ELECTRODES EN Classification
31452389 || MOUSSE SF3040.50, Hydrogel 063014000000000000003296T C020501 \
L. . I/ Regle 1
adhésif conducteur, Radiolucent
Kendall™ 7305 Electrodes en Classification
50007305 | mousse, Hydrogel adhésif 063014000000000000003286R C020501 I Reele 1
conducteur &
Kendall™ 7605 Electrodes en Classification
31043170 || tissu, Hydrogel adhésif 063014000000000000003356N C020501 I Reele 1
conducteur &
Kendall™ Electrodes en tissu, Classification
31043063 || Hydrogel adhésif conducteur 063014000000000000003356N C020501 \
7663 I/ Régle 1
Kendall™ Electrodes en tissu, Classification
31043055 || Hydrogel adhésif conducteur 063014000000000000003356N C020501 \
7665 I/ Reégle 1
Kendall™ ¢lectrodes en tissu Classification
ES40030 || H49P, hydrogel adhésif 063014000000000000003366Q C020501 I Reele 1
conducteur repositionnable &
Kendall™ 1093 Electrodes en Classification
ES40036 | tissu, hydrogel adhésif conducteur || 063014000000000000003366Q C020501 I Reole 1
repositionnable g
Kendall™ ¢lectrodes en tissu Classification
ES40076 || H59P, hydrogel adhésif 063014000000000000003366Q C020501 \
Q. I/ Régle 1
conducteur repositionnable
Kendall™ électrodes en tissu Classification
ES40281 || H69P, hydrogel adhésif 063014000000000000003366Q C020501 I/ Régle 1

conducteur repositionnable
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Liste de référence produit

Product Code List
Code du Nom commercial et description R
produit . P UDI-DI de base et régle
du produit . EMDN . .
Product L Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ Electrodes en tissu Classification
RR3305 | repositionnables radiolucides, 063014000000000000003376S C020501 .
L I/ Reégle 1
hydrogel adhésif conducteur
Kendall™ H124SG ECG Classificati
31.1245.21 | Electrodes Mousse, Hydrogel 30 | 063014000000000000003386U | C020501 assiication
I/ Régle 1
X 24 mm
Kendall™ H135S8G ECG Classification
31.1355.21 | Electrodes Mousse, Hydrogel 43 || 063014000000000000003386U C020501 I Reole 1
X 35 mm £
Kendall™ H914SG ECG Classification
31.1914.21 | Electrodes Mousse, Hydrogel 4 063014000000000000003426K C020501 X
I/ Reégle 1
mm Banana Adapter 57 x 34 mm
Kendall™ H92SG ECG Classification
31.1925.21 | Electrodes Mousse, Hydrogel, 57 | 063014000000000000003386U C020501 .
I/ Régle 1
X 34 mm
Kendall™ H92SG ECG Classification
31.1925.30 | Electrodes Mousse, Hydrogel 0630140000000000000035872 C020501 .
I/ Reégle 1
57x34 mm
Kendall™ H93SG ECG Classification
31.1935.21 | Electrodes Mousse, Hydrogel, 42 || 063014000000000000003386U C020501 .
I/ Régle 1
X 24 mm
Kendall™ H91SSG ECG Classification
31.1917.21 | Electrodes Mousse, Hydrogel, 063014000000000000003386U C020501 .
. I/ Reégle 1
Contrainte 57 x 34 mm
Kendall™ H34SG ECG Classification
31.1946.21 | Electrodes Mousse, Hydrogel, 063014000000000000003406F C020501 .
. I/ Régle 1
Stress, Radiolucent 50 x 45 mm
Kendall™ HI35TSG ECG Classification
31.1355821 || Electrodes Mousse, Hydrogel 063014000000000000003416H C020501 .
. I/ Reégle 1
Radiolucent 43 x 35 mm
Kendall™ H914TSG ECG
Electrodes Mousse, Hydrogel 4 Classification
31.1914821 mm Banana Adapter, Radiolucent 063014000000000000003436M || C020501 I/ Regle 1
57 x 34 mm
Kendall™ HI1TSG ECG Classification
31.1915821 || Electrodes Mousse, Hydrogel, 063014000000000000003416H C020501 .
. I/ Reégle 1
Radiolucent 57 x 34 mm
Kendall™ H98SG ECG Classification
31.1986.21 | Electrodes Non tissées, Hydrogel | 063014000000000000003546S C020501 I Reele 1
55 mm £
Kendall™ H99SG ECG Classification
31.1996.21 | Electrodes Tissu, Hydrogel 55 063014000000000000003466T C020501 I/ Régle 1
mm
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Liste de référence produit

Product Code List
Code du Nom commercial et description Classification
produit . P UDI-DI de base et régle
du produit . EMDN . .
Product L Basic UDI-DI Classification
Trade Name and Description
Code and Rule
KendallTM H66LG ECG Classification
31.1663.21 || Electrodes Mousse, Gel Humide || 063014000000000000003446P | C020501 U Réslo 1
55 mm g
Kendall™ H664LG ECG Classificat
31.1664.21 | Electrodes Mousse, Gel Humide, || 063014000000000000003456R | C020501 assitication
I/ Régle 1
4 mm Adaptateur Banane 55 mm
KendallTM HI8LG ECG Classification
31.1985.21 || Electrodes Non tissées, Gel 063014000000000000003566W | C020501 A
. I/ Régle 1
humide 55 mm
Kendall™ H99LG ECG Classifica
31.1995.21 || Electrodes Tissu, Gel humide 55 || 063014000000000000003476V | C020501 Ijslilégz ‘10“
mm
Kendall™ H34LG ECG Classification
31.1345.21 | Electrodes Mousse, Gel humide, | 063014000000000000003446P | C020501 sstiicatio
I/ Régle 1
Stress 50 x 45 mm
™ v A " 5
31433538 | Kendall™ 5400 Electrodes a 063014000000000000003336] | 020501 | Classification
onglet de diagnostic I/ Reégle 1
™ v 5 " .
30807732 | Kendall™ 5500 Electrodes a 063014000000000000003336] | 020501 | Classification
onglet de diagnostic I/ Régle 1
Kendall™ ¢lectrodes a onglet de Classification
EF00066 | 4o ostic CA310 063014000000000000003336] | C020501 U Regle |
Kendall™ ¢lectrodes a onglet de Classification
EF00149 | o0 ostic CAS10 063014000000000000003336] | C020501 U Regle |
Kendall™ ¢lectrodes a onglet de Classification
31447793 dingmostic CA610 063014000000000000003336] | C020501 I Regle |
™ T A " =
ER8g007 | endall™ Electrodes a ongletde | c5014000000000000003346L | 020501 | Classification
diagnostic Nutab I/ Régle 1
Electrodes ECG néonatales Non Classification
31.3872.02 | tissées, Gel transparent, 063014000000000000003556U | €020501 . /st{ég‘ie 10

Connecteur DIN 1,5 mm 30 mm
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GERMAN

KONFORMITATSERKLARUNG

DECLARATION OF CON.

' MDR: Wir, Cardinal Health 200 LLC, erkldren, dass die Produkte, die in dieser EU-
Konformitétserkldrung behandelt werden, den Bestimmungen der
Ca rd ina | H ea |th Medizinprodukteverordnung (EU) 2017/745 entsprechen.

Nummer der Konformititserklirung
Declaration of Conformity Number

RE00189740

Technische Dokumentennummer
Technical Documentation Number

RE00168520

Name des Herstellers
Manufacturer’s Name

Cardinal Health 200, LLC, handelt auch unter dem Namen Cardinal Health

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
bevollmichtigten 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 | Nicht zutreffend
benannten Stelle

Notified body’s Name and Identification

Number

CE-Zertifikat-Nummer .

CE Certificate Number Nicht zutreffend
LRI EEHN G Biomedizinische Elektroden
Product Category

Grundlegende UDI-DI .

Basic UDLDI Siehe Anhang I
EMDN Siehe Anhang I
Produktcode, Handelsname und

eile Siehe Anhang I

Product Code, Trade Name and
Description

Verwendungszweck
Intended Purpose

(1) Elektrokardiogramm (EKG) Elektroden werden verwendet, um die
elektrische Aktivitit, die vom Herzen iiber befestigte Bleidrdhte an einem
EKG-Monitor; (2) Zur Verwendung bei der passiven Erfassung
bioelektrischer Signale (wie EKG, EEG, EMG und Atmung)

Klassifizierung und Richtlinie

Classification and Rule Siche Anhang I
Allgemeine Spemfikanonen Nicht zutreffend
Common Specifications

Gegebenenfalls anwendbare

Rechtsvorschriften der Gewerkschaft

hinzufiigen Nicht zutreffend

Where appropriate, add applicable Union
legislation
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KONFORMITATSERKLARUNG
DECLARATION OF CONFORMITY

Konformititsbewertung
Conformity Assessment

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

Selbst erkldrt/ Self Declared

Ausstellungsort

Mansfield, MA 02048 USA
Place of Issue i
. . Electronically signed
Unterschrift/Datum | %, 7, 9&%}@
Signature/Date Traresr 2%

Name und Funktion

. Bri h Zul legenheit
Name and Function rian Johnson, Zulassungsangelegenheiten

ANHANG 1

Produktcodeliste

Product Code List

Klassifizierung
Grundlegende UDI-DI und Richtlinie

Basic UDI-DI Classification and
Rule

Produktcode Handelsname und
Product Beschreibung
Code Trade Name and Description

Kendall™ Neonatal-Pediatric
Monitoring Electrode,
222002 Vorverdrahtet, Quadratisch, 063014000000000000003196Q C020501
Reflektierender Riicken,
Radioluzent

Kendall™ Neonatal-
pédiatrische

Uberwachungselektrode mit 063014000000000000003 186N C020501 Klasse I/ Richtlinie
Aloe, vorverdrahtet, 1
quadratisch, reflektierender

Riicken, radioluzent
Kendall™ 930-
Schaumelektroden fiir
2293003 Erwachsene, vorverdrahtet, 3 063014000000000000003326G C020501
Blei, leitfahiges Klebehydrogel,
radioluzent

Kendall™ 930-
Schaumelektroden fiir

2293005 Erwachsene, vorverdrahtet, 5 063014000000000000003326G C020501
Blei, leitfahiges Klebehydrogel,
radioluzent

Klasse I/ Richtlinie
1

222002A

Klasse I/ Richtlinie
1

Klasse I/ Richtlinie
1
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Produktcodeliste

Product Code List

Produktcode
Product
Code

Handelsname und
Beschreibung
Trade Name and Description

Grundlegende UDI-DI
Basic UDI-DI

Klassifizierung
und Richtlinie
Classification and
Rule

31424780

Kendall™ 1041PTS Neonatal
Elektroden, vorverdrahtet, rund,
Clear Tape Radiolucent

063014000000000000003256K

C020501

Klasse I/ Richtlinie
1

31424785

Kendall™ 1042PTS Neonatal
Elektroden, vorverdrahtet,
quadratisch, Clear Tape
Radiolucent

063014000000000000003256K

C020501

Klasse I/ Richtlinie
1

31424786

Kendall™ 1042PTS54
Elektroden fiir Neugeborene,
vorverdrahtet, Quadratisch,
Klares Klebeband, Radioluzent

063014000000000000003256K

C020501

Klasse I/ Richtlinie
1

31424768

Kendall™ 1050NPSM
Elektroden fiir Neugeborene,
vorverdrahtet, kleines Tuch

063014000000000000003226D

C020501

Klasse I/ Richtlinie
1

EP00777

Kendall™ 1050NPM Neonatal
Elektroden, vorverdrahtet,
kleines Tuch, 0,08 Sockel

063014000000000000003236F

C020501

Klasse I/ Richtlinie
1

EP00779

Kendall™ 1050NPSMR40
Elektroden fiir Neugeborene,
vorverdrahtet, kleines Tuch, 40"
RWBL

063014000000000000003246H

C020501

Klasse I/ Richtlinie
1

31424743

Kendall™ 1051NPSM
Elektroden fiir Neugeborene,
vorverdrahtet, kleines Tuch,
radioluzent

063014000000000000003276P

C020501

Klasse I/ Richtlinie
1

31424735

Kendall™ 1052NPSM
Elektroden fiir Neugeborene,
vorverdrahtet, grofles Tuch

063014000000000000003226D

C020501

Klasse I/ Richtlinie
1

31424719

Kendall™ 1053NPSM
Elektroden fiir Neugeborene,
vorverdrahtet, grof3es Tuch,
radioluzent

063014000000000000003276P

C020501

Klasse I/ Richtlinie
1

30710001

Kendall™ Elektroden fiir
Neugeborene, Schaum,
Hydrogel, 1,5-mm-Sockel,
Uberwachung

063014000000000000003176L

C020501

Klasse I/ Richtlinie
1

31086575

Kendall™ Elektroden fiir
Neugeborene, Schaum,
Hydrogel, 1,5-mm-Sockel,
Uberwachung

063014000000000000003176L

C020501

Klasse I/ Richtlinie
1

31368072

Kendall™ Elektroden fiir
Neugeborene, 4203,
Schaumstoff, vorverdrahtet

0630140000000000000032069

C020501

Klasse I/ Richtlinie
1
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Produktcodeliste

Product Code List

Produktcode
Product
Code

Handelsname und
Beschreibung
Trade Name and Description

Grundlegende UDI-DI
Basic UDI-DI

Klassifizierung
und Richtlinie
Classification and
Rule

EP01350

Kendall™ 10714PM Schaum-
Neonatalelektroden,
vorverdrahtet, 0,08 Sockel

063014000000000000003216B

C020501

Klasse I/ Richtlinie
1

EP30016

Kendall™ L36-LB Cloth Limb
Band Neonatal Elektroden,
vorverdrahtet

063014000000000000003266M

C020501

Klasse I/ Richtlinie
1

31.5032.26

Kendall™ H203PG Neonatal
EKG Elektroden Vlies, Clear
Gel, 4 mm Sockel 22 x 30 mm

063014000000000000003536Q

C020501

Klasse I/ Richtlinie
1

31.5033.26

Kendall™ H203PGK Neonatal
EKG-Elektroden Vlies, Klares
Gel, 4 mm Sockel 22 x 30 mm

063014000000000000003526N

C020501

Klasse I/ Richtlinie
1

31.5039124

Kendall™ H203PGT Neonatal
EKG-Elektroden Vlies, Klares

Gel, 4 mm Sockel, Radioluzent
22 x 30 mm

063014000000000000003516L

C020501

Klasse I/ Richtlinie
1

31.5072.03

Kendall™ H207PG/F EkG-
Elektroden fiir Neugeborene
Vlies, Clear Gel, 1,5 mm DIN-
Anschluss 22 x 30 mm

063014000000000000003486X

C020501

Klasse I/ Richtlinie
1

31.5072824

Kendall™ H207PGT Neonatal
EKG-Elektroden, Vlies, Klares
Gel, 1,5 mm DIN-Stecker,
Radioluzent 22 x 30 mm

063014000000000000003496Z

C020501

Klasse I/ Richtlinie
1

31.3876.04

Kendall™ H87H/F EkG-
Elektroden fiir Neugeborene
Vliesstoffe, Hydrogel, 1,5 mm
DIN-Stecker 30 mm

063014000000000000003556U

C020501

Klasse I/ Richtlinie
1

31.5872.04

Kendall™ H87PG/F EKG-
Elektroden fiir Neugeborene
Vlies, Klares Gel, 1,5 mm DIN-
Anschluss 30 mm

063014000000000000003556U

C020501

Klasse I/ Richtlinie
1

31.3076.26

Kendall™ H207H EkG-
Elektroden fiir Neugeborene
Vliesstoffe, Hydrogel, 1,5 mm
DIN-Anschluss 22 x 30 mm

063014000000000000003556U

C020501

Klasse I/ Richtlinie
1

31.3276.03

Kendall™ H27H/F Neonatal
EKG-Elektroden Vlies,
Hydrogel, 1,5 mm DIN-Stecker
24 mm

063014000000000000003496Z

C020501

Klasse I/ Richtlinie
1

31.6071.26

Kendall™ H207LG/F60
Schlaflaborelektroden Schaum,
Nassgel, 1,5 mm DIN-Stecker
33 x 24 mm

063014000000000000003576Y

N01010202,
N010101

Klasse I/ Richtlinie
1
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Produktcodeliste

Product Code List

Produktcode
Product
Code

Handelsname und
Beschreibung
Trade Name and Description

Grundlegende UDI-DI
Basic UDI-DI

Klassifizierung
und Richtlinie
Classification and
Rule

31.6072.26

Kendall™ H207LGN
Schlaflaborelektroden Schaum,
Nassgel, 1,5 mm DIN-Stecker
33 x 24 mm

063014000000000000003576Y

N01010202,
N010101

Klasse I/ Richtlinie
1

31.6073.26

Kendall™ H207LG/F150
Schlaflaborelektroden Schaum,
Nassgel, 1,5 mm DIN-Stecker
33 x 24 mm

063014000000000000003576Y

N01010202,
NO010101

Klasse I/ Richtlinie
1

31.6074.26

Kendall™ H207LG/F200
Schlaflaborelektroden Schaum,
Nassgel, 1,5 mm DIN-Stecker
33 x 24 mm

063014000000000000003576Y

N01010202,
N010101

Klasse I/ Richtlinie
1

31118733

Kendall™ 100
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

31112496

Kendall™ 130
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

31439725

Kendall™ 133
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

31439766

Kendall™ 135
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

31050522

Kendall™ 200
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

31499224

Kendall™ 210
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

31078135

Kendall™ 230
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

31478368

Kendall™ 233
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

31478376

Kendall™ 235
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

22300

Kendall™ 300
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1
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Produktcodeliste

Product Code List

Produktcode
Product
Code

Handelsname und
Beschreibung
Trade Name and Description

Grundlegende UDI-DI
Basic UDI-DI

Klassifizierung
und Richtlinie
Classification and
Rule

22450

Kendall™ 450
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

22453

Kendall™ 453
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

22455

Kendall™ 455
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

22500

Kendall™ 500
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

31013926

Kendall™ 530
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

31115796

Kendall™ Elektroden, 533
Foam Conductive Adhesive
Hydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

31115788

Kendall™ Elektroden, 535
Foam Conductive Adhesive
Hydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

40000013

Kendall™ 600
Schaumelektroden, leitfahiges
Klebehydrogel, radioluzent

063014000000000000003296T

C020501

Klasse I/ Richtlinie
1

40000003

Kendall™ 630
Schaumelektroden, leitfahiges
Klebehydrogel,
strahlendurchlissig

063014000000000000003296T

C020501

Klasse I/ Richtlinie
1

22700

Kendall™ 700 Clear Tape
Elektroden, leitfahiges
Klebehydrogel

063014000000000000003306C

C020501

Klasse I/ Richtlinie
1

22733

Kendall™ 733 Clear Tape
Elektroden, leitfahiges
Klebehydrogel

063014000000000000003306C

C020501

Klasse I/ Richtlinie
1

22735

Kendall™ 735 Clear Tape
Elektroden, leitfahiges
Klebehydrogel

063014000000000000003306C

C020501

Klasse I/ Richtlinie
1

22750

Kendall™ 750 Clear Tape
Elektroden, leitfahiges
Klebehydrogel, radioluzent

063014000000000000003316E

C020501

Klasse I/ Richtlinie
1

22850

Kendall™ 850
Schaumelektroden, leitfahiges
Klebehydrogel, radioluzent

063014000000000000003296T

C020501

Klasse I/ Richtlinie
1
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Produktcodeliste

Product Code List

Produktcode
Product
Code

Handelsname und
Beschreibung
Trade Name and Description

Grundlegende UDI-DI
Basic UDI-DI

Klassifizierung
und Richtlinie
Classification and
Rule

22853

Kendall™ 853
Schaumelektroden, leitfahiges
Klebehydrogel, radioluzent

063014000000000000003296T

C020501

Klasse I/ Richtlinie
1

22855

Kendall™ 855
Schaumelektroden, leitfahiges
Klebehydrogel, radioluzent

063014000000000000003296T

C020501

Klasse I/ Richtlinie
1

22900

Kendall™ 900
Schaumelektroden, leitfahiges
Klebehydrogel, radioluzent

063014000000000000003296T

C020501

Klasse I/ Richtlinie
1

22930

Kendall™ 930
Schaumelektroden, leitfahiges
Klebehydrogel,
strahlendurchlissig

063014000000000000003296T

C020501

Klasse I/ Richtlinie
1

22933

Kendall™ 933
Schaumelektroden, leitfahiges
Klebehydrogel, radioluzent

063014000000000000003296T

C020501

Klasse I/ Richtlinie
1

22935

Kendall™ 935
Schaumelektroden, leitfahiges
Klebehydrogel, radioluzent

063014000000000000003296T

C020501

Klasse I/ Richtlinie
1

31452389

Kendall™ SF3040.50
Schaumelektroden, leitfahiges
Klebehydrogel, radioluzent

063014000000000000003296T

C020501

Klasse I/ Richtlinie
1

50007305

Kendall™ 7305
Schaumelektroden, leitfahiges
Klebehydrogel

063014000000000000003286R

C020501

Klasse I/ Richtlinie
1

31043170

Kendall™ 7605
Stoffelektroden, leitfahiges
Klebehydrogel

063014000000000000003356N

C020501

Klasse I/ Richtlinie
1

31043063

Kendall™ Stoffelektroden,
7663 Leitfahiger Klebstoff
Hydrogel

063014000000000000003356N

C020501

Klasse I/ Richtlinie
1

31043055

Kendall™ Stoffelektroden,
7665 Leitfahiger Klebstoff
Hydrogel

063014000000000000003356N

C020501

Klasse I/ Richtlinie
1

ES40030

Kendall™ H49P
Stoffelektroden,
repositionierbares leitfdhiges
Klebe-Hydrogel

063014000000000000003366Q

C020501

Klasse I/ Richtlinie
1

ES40036

Kendall™ 1093
Stoffelektroden,
repositionierbar, leitfdhiges
Klebehydrogel

063014000000000000003366Q

C020501

Klasse I/ Richtlinie
1
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Produktcodeliste

Product Code List

Produktcode
Product
Code

Handelsname und
Beschreibung
Trade Name and Description

Grundlegende UDI-DI
Basic UDI-DI

Klassifizierung
und Richtlinie
Classification and
Rule

ES40076

Kendall™ H59P
Stoffelektroden,
repositionierbares leitfdhiges
Klebehydrogel

063014000000000000003366Q

C020501

Klasse I/ Richtlinie
1

ES40281

Kendall™ H69P
Stoffelektroden,
repositionierbares leitfdhiges
Klebe-Hydrogel

063014000000000000003366Q

C020501

Klasse I/ Richtlinie
1

RR3305

Kendall™ Radioluzente
repositionierbare
Stoffelektroden, leitfahiges
Klebehydrogel

063014000000000000003376S

C020501

Klasse I/ Richtlinie
1

31.1245.21

Kendall™ H124SG EKG
Elektroden Schaum, Hydrogel
30 x 24 mm

063014000000000000003386U

C020501

Klasse I/ Richtlinie
1

31.1355.21

Kendall™ H135SG EKG-
Elektroden Schaum, Hydrogel
43 x 35 mm

063014000000000000003386U

C020501

Klasse I/ Richtlinie
1

31.1914.21

Kendall™ H914SG EKG
Elektroden Schaum, Hydrogel 4
mm Bananenadapter 57 x 34
mm

063014000000000000003426K

C020501

Klasse I/ Richtlinie
1

31.1925.21

Kendall™ H92SG EKG-
Elektroden Schaum, Hydrogel,
57 x 34 mm

063014000000000000003386U

C020501

Klasse I/ Richtlinie
1

31.1925.30

Kendall™ H92SG EKG
Elektroden Schaum, Hydrogel
57x34 mm

0630140000000000000035872

C020501

Klasse I/ Richtlinie
1

31.1935.21

Kendall™ H93SG EKG-
Elektroden Schaum, Hydrogel,
42 x 24 mm

063014000000000000003386U

C020501

Klasse I/ Richtlinie
1

31.1917.21

Kendall™ H91SSG EKG-
Elektroden Schaum, Hydrogel,
Spannung 57 x 34 mm

063014000000000000003386U

C020501

Klasse I/ Richtlinie
1

31.1946.21

Kendall™ H34SG EKG-
Elektroden Schaum, Hydrogel,
Spannung, Radioluzent 50 x 45
mm

063014000000000000003406F

C020501

Klasse I/ Richtlinie
1

31.1355821

Kendall™ H135TSG EKG-
Elektroden Schaum, Hydrogel
Radioluzent 43 x 35 mm

063014000000000000003416H

C020501

Klasse I/ Richtlinie
1
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Produktcodeliste

Product Code List
Klassifizierung
Produktcode Handelsname und Grundlegende UDI-DI und Richtlinie
Product Beschreibung : EMDN : .
o Basic UDI-DI Classification and
Code Trade Name and Description Rule
Kendall™ H914TSG EKG-
31.1914821 | Plektroden Schaum, Hydrogel 4§ 514600000000000003436M | 020501 | Klasse U Richtlinie
mm Bananenadapter, 1
Radioluzent 57 x 34 mm
Kendall™ H91TSG EKG- Kl I/ Richtlini
31.1915821 | Elektroden Schaum, Hydrogel, | 063014000000000000003416H | C020501 asse | tehtinie
radioluzent 57 x 34 mm
Kendall™ H985G EKG- Klasse I/ Richtlinie
31.1986.21 | Elektroden Vlies, Hydrogel 55 | 063014000000000000003546S | C020501 |
mm
Kendall™ H99SG EKG Klasse I/ Richtlinie
31.1996.21 | Elektroden Tuch, Hydrogel 55 | 063014000000000000003466T | C020501 |
mm
Kendall™ H66LG EKG- Klasse I/ Richtlinie
31.1663.21 | Elektroden Schaum, Nassgel 55 | 063014000000000000003446P | C020501 |
mm
Kendall™ H664LG EKG- Klasse 1/ Richtlini
31.1664.21 | Elektroden Schaum, Nassgel, 4 | 063014000000000000003456R | C020501 ss¢ | chtiinie
mm Bananenadapter 55 mm
Kendall™ H98LG EKG- Klasse I/ Richtlinie
31.1985.21 | Elektroden Vlies, Nassgel 55 063014000000000000003566W | C020501 |
mm
Kendall™ H99LG EKG- Klasse 1/ Richtlini
31.1995.21 | Elektroden Tuch, Nassgel 55 063014000000000000003476V | C020501 s5¢ | chtiinie
mm
Kendall™ H34LG EKG- Klasse I/ Richtlinie
31.1345.21 | Elektroden Schaum, Nassgel, | 063014000000000000003446P | 020501 |
Spannung 50 x 45 mm
= . — —
31433538 | Kendall™ 5400 Diagnose-Tab- | 041 40000000000000033361 | 020501 | Klasse I/ Richlinie
Elektroden 1
— . e —
30807732 | Kendall™ 5500 Diagnose-Tab- | o411 4000000000000003336] | 020501 | Klasse I/ Richtlinie
Elektroden 1
EF00066 | endall™ CA310 Diagnose- | ¢3414000000000000003336) | 020501 | Flasse I Richtlinie
Tab-Elektroden 1
EF00149 | Kendall™ CASI0 Diagnose- | ¢3414000000000000003336] | 020501 | Klasse I Richtlinie
Tab-Elektroden 1
31447793 | Kendall™ CAG610 Diagnose- | 041 4000000000000003336] | 020501 | Klasse I/ Richtlinie
Tab-Elektroden 1
ERgg007 | Kendall™ Nutab Diagnostic | 53414000000000000003346L | co20s01 | Klasse I Richtlinie
Tab Elektroden 1
EKG-Elektroden fiir Klasse I/ Richtlinie
31.3872.02 | Neugeborene Vlies, Klares Gel, | 063014000000000000003556U | 020501
1
1,5 mm DIN-Anschluss 30 mm
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AHAQYXH XYMMOPOQXHX

RATION OF CONFORMITY

MDR: Epeig,  Cardinal Health 200 LLC, dnAdvovpe 4Tt T0. TpoidvTo o
KOADTTOVTOL GTNV Tapovcso AAwon cvupdpewong EE minpobv tig datdéelc tov
CardinalHealth Kevoviopot (EE) 2017/745 yia to wtpoteyvoloyucd Tpoidvra.
ApOpog oimong soppépemong
Declaration of Conformity Number RE00189740
ApOpog TEvIKoD QaKELOL

Technical Documentation Number RE00168520
‘Ovopo KOTaoKELOOTY Cardinal Health 200, LLC mov dpactnplonoeitar eniong wg Cardinal
Manufacturer’s Name Health

Alev0vvon KaTaoKEVAGTI
Manufacturer’s Address
Evwaiog apiOpog kataympiong
Single Registration Number
‘Ovopa ko d1ev0vven
£E0VGL000TINHEVOV AVTUTPOGATOV Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Authorized Representative’s Name and Technology Park R35 H903, Tullamore, County Offaly, Ireland
Address
‘Ovopa kou apOpog avayvopiong Agv 1oy0eL
KOLVOTTOULEVOV 0PYAVIGHOV

Notified body’s Name and Identification

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

Number

i

g}i‘l";:lyctt) pcivgt:; : :: VoS Biototucd Hiektpodia
]lz;z:izxgg Il_)ll)-]DI AvatpéEte oto IIpocdptnua 1
EMDN Avatpé€te oto [Ipocdptnua I

Kmowkog mpoidvroc, epmwopuki)
ETOVOPLN KO TEPLYPAPT]
Product Code, Trade Name and
Description

Avatpé€te oto [Ipocdptnua |

(1) Ta Hiextpddia nhektpokapdioypapnpatog (HKT) ypnoiponotovvol
Y0 TN NAEKTPIKT dPAGTNPIOTNTO TTOV TOPAYETAL GO TNV KAPALL HECH
ouvdedeEvov kadlmdiov podvfdov oe O06vn HKT'. (2) o ypnion oty
madntikn aviyvevon Proniextpikdv onuatov (6nwg HKI, HET, HMI kot
ovomTvon)

M pooprlopevog ckomog
Intended Purpose

Tagvopnon Kot Kavovag

Classification and Rule

Kowég tpodraypapéc

Common Specifications

‘Onov appoler, tpocOicte TNV
gpappoctéa vopodeoio g Evoong
Where appropriate, add applicable Union
legislation

AvatpéEre oto [Ipocdptnua |

Agv 1oy0eL

Agv 1oy0¢L
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AHAQYXH XYMMOPOQXHX
DECLARATION OF CONFORMITY

A&oloynen TG CLPROPYOSIG

ozl Ao Avtodnrovpevn/ Self Declared

ENOTHTA YIHOTPA®HX
SIGNATURE SECTION
H mapovoa Afroon coppépomong EE ekdidetor 610 Gvopa Kot Y10 LoYOpLacHl KoL PE TV OTOKAELGTIKI] £v0UVY

70V NOUII0V KOTOCKEVUGTI] TOV TOVTOTOLEITOL TUPATAVO.

Mansfield, MA 02048 USA

Tomog ékdoomng
Place of Issue
Ynoypagi)/Huepopnvia : by B oo
Signature/Date Grcir QMM ?E%i”%ﬁ}’f?’%??
‘Ovopa ko Aertovpyia
Name and Function

Brian Johnson, PvOuictikég vroféceig

MHNPOXAPTHMA I

Kotdroyos K@OK®OV TPoiovTog

Product Code List
K(x)fi’u(og Epmopikn) enovopio ko q Ta?‘;wou,ncn
TPOiovTOg TEPLYPOOT Baowo UDI-DI EMDN KOl Kavovog
Product pvrp .. Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ Neoyvika-TToadiotpikd
HAextpddwa [MapakorovOnong, ue Korrvooio I/
222002 Ipoeykateompévo Koiddo, 063014000000000000003196Q C020501 "op
. , Kavovag 1
Tetpdywva, Avarxhootikn
Enévduon Aktivodiamepatd
Kendall™ Neoyvika-TToadiotpikd
HAextpddwa [MapakorovOnong, ue

2220024 | AMM e Tlposyoreompéva 063014000000000000003186N | Co20501 | <emyopia
Koiood, Tetpdyova, Koavovag 1
Avaxhaotikny Enévooon
Aktvodiamepotd
Kendall™ 930 Agppddn
HAextpdoro Evniikwv,

2293003 || LIPOSYKUTEGTILEVO Z0ppa, 3 063014000000000000003326G | Co20501 | <emyopia
Anayoyodv, Ayoyyn Kavovag 1
AvtokdAnt Towia Ydpoyéing,

Aktvodiamepotd
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KotdAhoyos KOOK®OV TPpoidvTog

Product Code List
K(x)firmog Epmopuci] em@vopio ko , Ta?‘;wop,ncn
TPOiovTOg TEPLYPOOT Baowo UDI-DI EMDN KOl Kavovog
Product pvrp .. Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ 930 Appddn
Hlextpodio Evnkikmv,

2293005 | IPOEYKATEOTHEVO 2Oppa, 5 063014000000000000003326G | 020501 | Kovmropial/
Anayoyov, Aydyn Kavovag 1
Avtokolnt Tawia Ydpoyéing,

AKTIVOSATTEPOITA
Kendall™ 1041PTS Neoyvikd
HAextpdodua, pe K @l
31424780 | Tpoeykateompévo Sopa, 063014000000000000003256K | C020501 ariropla
. . , Kavovag 1
Ztpoyyvrd, pe Awaeovn Towia,
Aktvodiamepotd
Kendall™ 1042PTS Neoyvikd
HAextpdoua, pe Karmyooia I/
31424785 | Ipoeykateompévo Zopua, 063014000000000000003256K C020501 "op
. . , Kavovag 1
ZTpoyyvrd, pe Ardpavn Towvia,
AKTIVOOTTEPOTA
Kendall™ 1042PTS54 Neoyvikd
HAextpdodua, pe Kamyooia I/
31424786 | IIpogykatestnuévo Zoppa, 063014000000000000003256K C020501 Tyop
. . . Kavovag 1
ZTpoyyvrd, pe Ardpavn Towvia,
Aktvodiamepotd
Kendall™ 1050NPSM Neoyvucd

31424768 | HAskTPOOWG, 8 063014000000000000003226D | Co20s01 | Kewmopial/
IIpogykateotnuévo oppa, Kavovag 1
Muwpd Y pooudtiva
Kendall™ 1050NPM Neoyvikd

EPOO777 | AEKTPOOW, pE 063014000000000000003236F | 020501 | <ovmropial/
IIpogykateotnuévo oppa, Kavovag 1
Muwpd Y pacpdtva, HpiCa 0,08
Kendall™ 1050NPSMR40

EP00779 || Neovvwa HAzktposuw, pe 063014000000000000003246H | 020501 | <ovmropial/
IIpogykoateotnuévo oppua, Kavovag 1
Muwpd Y paoudrtive, RWBL 40"

Kendall™ 1051NPSM Neoyvucd
HAextpdoua, pe Kamyooia I/
31424743 | Ipoeykateompévo Zopua, 063014000000000000003276P C020501 "Yop
. . Kavovag 1
Muepd Y paopdtiva,
AKTIVOSATTEPOTA
Kendall™ 1052NPSM Neoyvucd

31424735 | HAekmpodw, pe - 063014000000000000003226D | C020501 | Kewmopial
IIpogykoatestnuévo Xoppa, Kavovog 1
Meydia Ypacpdativa
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KotdAhoyos KOOK®OV TPpoidvTog

Product Code List
K(x)firmog Epmopuci] em@vopio ko , Tuﬁwop,ncn
TTPOLOVTOG TEOLYDUON Baowé UDI-DI EMDN KOl KOvOvOGg
Product prpaen Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ 1053NPSM Neoyvikd
HAextpdodua, pe Konvopia I/
31424719 | Tipogykoreomuévo Topua, 063014000000000000003276P | C020501 TTyop
i . Kavovag 1
Meydra Yoaoudtvo,
Aktvodiamepotd
Kendall™ Neoyvikd Hiektpodia Kotrvooio I/
30710001 || Appmdn, YopoyéAn, Yrodoyn 1,5 || 063014000000000000003176L C020501 Ka%vg |
mm, TopaKoAoVONoNg 5
Kendall™ Neoyvikcd Hiektpdoa Kamyooia I/
31086575 || Appmdn, YopoyéAn, Yrodoyn 1,5 || 063014000000000000003176L C020501 KaT\]/Z’)vg 1
mm, TopakoAovOnong ©
Kendall™ Neoyvikd Hiektpodia Kotrvooio I/
31368072 || 4203, Appmon, pe 0630140000000000000032069 C020501 "op
j , Kavovag 1
IIpogykateotnuévo Xopua
Kendall™ 10714PM A@pmon
EPO1350 | Neovvwd HAsktposw, pe - 53414000000000000003216B | 020501 | <ovmropial/
Ipogykateomuévo Zoppa, [piCa Kavovag 1
0,08
Kendall™ L36-LB Yeaopdtwva
Neoyvikd Hiektpdora, Zynpotog Kotrvooio I/
EP30016 | Towiog, yia TomoBétnon og 063014000000000000003266M C020501 op
, , Kavovag 1
Axpa, pe Ipogykateotnuévo
Zopua
Kendall™ H203PG Neoyvika
HAextpoxapdoypapikd Kornvopio I/
31.5032.26 | HAiextpddia, un Yeavd, 063014000000000000003536Q C020501 Tyop
. . A Kavovog 1
Auwpavng I'éln, Ymodoyn 4 mm
22 x 30 mm
Kendall™ H203PGK Neoyvikd
HAextpokapdoypagikd Kotnyopio I/
31.5033.26 | HAiextpddia, un Yeavrd, 063014000000000000003526N C020501 "op
. . , Kavovag 1
Awpovng T'éln, Yrodoyn 4 mm
22 x 30 mm
Kendall™ H203PGT Neoyvika
HAextpokapdoypagikd Kormvopio I/
31.5039124 || HAextpddua, un Y Qovid, 063014000000000000003516L C020501 "op
. . , Kavovag 1
Avpovng I'én, Yrodoyn 4 mm,
Axtwvodamepotd 22 x 30 mm
Kendall™ H207PG/F Neoyvikd
HAextpokapdoypapikd Korrvooio I/
31.5072.03 | HAiextpddia, un Ypavrd, 063014000000000000003486X C020501 "op
. . , Kavovag 1
Avdpovng T'éln, Xovdéeopog DIN
1,5 mm 22 x 30 mm
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KotdAhoyos KOOK®OV TPpoidvTog

Product Code List
K(x)firmog Epmopiki) emovopio ko a Tuﬁwop,ncn
TPOIOVTOg TEPLYPOOT B(m'u.co UDI-DI EMDN Ko Kavovog
Product o Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ H207PGT Neoyvika
HAextpokapdoypagikd
31.5072824 | HAeKTPO3W, fm Yoovtd, 063014000000000000003496Z | 020501 | Kowmropial/
' Avdpovng I'éln, Xovdeopog DIN Koavovag 1
1,5 mm, Aktivodiamepotd 22 x 30
mm
Kendall™ H87H/F Neoyvikd
HAextpokapdoypagikd Kamyopia I/
31.3876.04 | Hhiextpoddia, pun Yoavtd, 063014000000000000003556U C020501 Kavovac 1
Yoépoyéln, Tovdeopog DIN 1,5
mm 30 mm
Kendall™ H87PG/F Neoyvikd
HAextpokapdoypapikd K @l
31.5872.04 | Hiextpodia, un Yoavid, 063014000000000000003556U | C020501 aTyopi
. . , Kavovag 1
Awpavng I'ékn, XHvdeopog DIN
1,5 mm 30 mm
Kendall™ H207H Neoyvikd
HAextpokapdoypagikd Kamyopia I/
31.3076.26 | Hiextpddia, pun Yoavtd, 063014000000000000003556U C020501 Kavovoe 1
Yopoyéln, Zovdeopog DIN 1,5 g
mm 22 x 30 mm
Kendall™ H27H/F
Hlextpoxapdoypapikd Neoyvikd Kammyopia I/
31.3276.03 | Hhiextpddio Mn voacuéva, 063014000000000000003496Z C020501 Kavovoc 1
Yopoyéln, Zovdeopog DIN 1,5
mm 24 mm
Kendall™ H207LG/F60, Appdon
Hlextpodia Epyastnpiov Yrvov, N01010202, | Katnyopia I/
31.6071.26 Yypi Téhn, Zovocopoc DIN 1,5 063014000000000000003576Y NO010101 Kavovog |
mm 33 x 24 mm
Kendall™ H207LGN, A@pdon
Hlextpodia Epyastnpiov Yrvov, N01010202, | Katnyopia I/
31.6072.26 Yypi Téhn, Zovocopoc DIN 1,5 063014000000000000003576Y NO010101 Kavovoc 1
mm 33 x 24 mm
Kendall™ H207LG/ Appddn
Hlextpodia Epyastnpiov Yrvov, N01010202, | Katnyopia I/
31.6073.26 Yypiy Téhn, Zovocopoc DIN 1.5 063014000000000000003576Y NO010101 Kavovag 1
mm 33 x 24 mm
Kendall™ H207LG/F200
Agpoon Haskrpodw - N01010202, | Kommyopia U
31.6074.26 || Epyaompiov Yavov, Yypn ['éAn, || 063014000000000000003576Y NO010101 Kavovog |

Xvvéeopog DIN 1,5 mm 33 x 24
mm
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KotdAhoyos KOOK®OV TPpoidvTog

Product Code List
K(x)firmog Epmopuci] em@vopio ko , Tuﬁwop,ncn
TTPOIOVTOG TEOLYDUON Baowo UDI-DI EMDN KOl KOvVOvog
Product prpaen Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ 100 Appddn Kornvopio I/
31118733 || HAektpddwr, pe Aydyyn 063014000000000000003286R C020501 myop
, . Kavovag 1
Avtokornt Ydpoyéin
Kendall™ 130 Agppddn Korrvooio I/
31112496 | HAektpddwr, pe Aydyyn 063014000000000000003286R C020501 "op
. . Koavovag 1
Avtokornt Ydpoyéin
Kendall™ 133 Appddn Korvopio I/
31439725 || Hiektpdduw, pe Aydyyn 063014000000000000003286R C020501 myop
. . Kavovag 1
AvtokoAntn Yopoyéin n
Kendall™ 135 Appddn Korrvooio I/
31439766 | HAektpddwr, pe Aydyyn 063014000000000000003286R C020501 "op
, . Kavovag 1
Avtokornt Ydpoyéin
Kendall™ 200 Appddn K @l
31050522 | Hhektpodia, pe Aydyyn 063014000000000000003286R | C020501 ariyopia
. . Kavovag 1
AvtokOANT Ydpoyéin
Kendall™ 210 Appddn Konvopia I/
31499224 | Hhekrpodia, pe Aydyym 063014000000000000003286R | C020501 myop
, . Kavovag 1
AvtokoAnt Ydpoyéin
Kendall™ 230 Agppddn Kornvooia I/
31078135 || HAektpddwr, pe Aydyyn 063014000000000000003286R C020501 "op
. . Kavovag 1
AvtokOAN T Ydpoyéin
Kendall™ 233 Appddn Kamyooia I/
31478368 | HAektpdduwr, pe Aydyyn 063014000000000000003286R C020501 myop
, . Kavovag 1
AvtokoAnt Ydpoyéin
Kendall™ 235 Appddn Kornvonia I/
31478376 | HAiektpddwr, pe Aydyyn 063014000000000000003286R C020501 "op
. . Kavovog 1
AvtokoAnt Ydpoyéin
Kendall™ 300 Appddn Konvopia I/
22300 HXextpodia, pe Aydyun 063014000000000000003286R C020501 "Yop
, . Kavovag 1
Avtokornt Ydpoyéin
Kendall™ 450 Appddn Korrvooio I/
22450 HXextpoodia, pe Aydyun 063014000000000000003286R C020501 "op
, . Kavovag 1
AvtokoAnT Ydpoyéin
Kendall™ 453 Appddn Kotnvopia I/
22453 || Hhexrpodia, pe Aydyym 063014000000000000003286R || C020501 "Yop
. . Kavovag 1
AvtokoAnT Ydpoyéin
Kendall™ 455 Appddn Korrvooio I/
22455 HXextpdodia, pe Aydyun 063014000000000000003286R C020501 "op
. . Kavovag 1
Avtokornt Ydpoyéin
Kendall™ 500 Appddn Kotnvopia I/
22500 HXextpodia, pe Aydyun 063014000000000000003286R C020501 "yop
, . Kavovag 1
AvtokoAnT Ydpoyéin
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KotdAhoyos KOOK®OV TPpoidvTog

Product Code List
K(x)firmog Epmopuci] em@vopio ko , Tuﬁwop,ncn
TTPOLOVTOG TEOLYDUON Baowo UDI-DI EMDN KOl KOvVOvog
Product prpaem Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ 530 Appddn Kammvooio I/
31013926 | HAektpdduwr, pe Aydyyn 063014000000000000003286R C020501 "Yop
, . Kavovag 1
Avtokornt Ydpoyéin
Kendall™ 533 Appddn Kammvooia I/
31115796 | Hhextpddwa, pe Aydyyn 063014000000000000003286R C020501 "op
. . Koavovag 1
Avtokornt Ydpoyéin
Kendall ™ 535 Appddn Kammvooio I/
31115788 | HAiektpdduwr, pe Aydyyn 063014000000000000003286R C020501 "Yop
. . Kavovag 1
AvtokoAnT Ydpoyéin
Kendall™ 600 Appddn
40000013 | HAeKTRO0WL, e Ay 063014000000000000003206T | Co20s01 | Kewmopial/
Avtokornt Ydpoyéin, Koavovag 1
Aktvodiamepotd
Kendall™ 630 Appddn
40000003 | LextpOduws, ne Avéyiun 063014000000000000003206T | co20s01 | Kevmopial/
AvtokorAnt Yopoyérn, Koavovag 1
AKTIVOOATTEPOTA
Kendall™ 700 HAektpodia o
22700 | Mopen Awgavng Tawiag, 063014000000000000003306C | 020501 | Kowmropial/
Ayoyyo, AvtokoAnt Tawvia Koavovag 1
Yopoyéing
Kendall™ 733 Hiektpodia o€
20733 | Mopen Awgowng Tawiag, 063014000000000000003306C | Co20501 | emvopia
Ayoyya, AvtokoAnt Tawvia Koavovag 1
Yopoyéing
Kendall™ 735 HAektpodia o
2735 | Mopen Awgavng Tawiag, 063014000000000000003306C | Co20501 | <emyopia
Ayoyyo, AvtokoAint Tawvia Koavovag 1
Yopoyéne
Kendall™ 750 HAektpodia o
20750 | Mopen Awgovn Tawiag, 063014000000000000003316E | 020501 | <ovmropial/
Ayoyyo, AvtokoAnt Tawvia Koavovag 1
Yopoyéine, Aktivodiamepatd
Kendall™ 850 Appddn
Hlextpodia, pe Aydyun Kamyopia I/
22850 . . 063014000000000000003296 T C020501 A
AvtokorAnt Yopoyérn, Koavovag 1
AKTIVOSATTEPOTA
Kendall™ 853 Appddn
20853 | HAsKTpOdwL, e Aydyym 063014000000000000003296T | C020501 | Kemyopia I/
Avtokorlntm Ydpoyéin, Koavovag 1
AKTIVOOUTTEPOTA
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KotdAhoyos KOOK®OV TPpoidvTog

Product Code List
K(x)firmog Epmopuci] em@vopio ko , Tuﬁwop,ncn
TTPOIOVTOG TEOLYDUON Baowo UDI-DI EMDN KOl KOvVOvog
Product prpaen Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ 855 Appddn
Hlextpodua, pe Aydyun Kamyopia I/
22855 . . 063014000000000000003296T C020501 .
Avtokorlntm Ydpoyéin, Koavovag 1
AKTIVOSATTEPOITA
Kendall™ 900 Appddn
HAextpdora, pe Aydyun Kamyopio I/
22900 . . 063014000000000000003296T C020501 .
Avtokorlnt Ydpoyéin, Koavovag 1
AKTIVOSATTEPOITA
Kendall™ 930 Agppddn
Hlextpodia, pe Aydyun Kamyopia I/
22930 . . 063014000000000000003296T C020501 .
Avtokorlnt Ydpoyéin, Koavovag 1
AKTIVOSATTEPOTA
Kendall™ 933 Appadn
22933 | Lhexpoown, e Avéyn 063014000000000000003206T | C020501 | Kewmopial
Avtokorntm Ydpoyéin, Koavovag 1
AKTIVOS1TTEPOITA
Kendall™ 935 Appddn
20935 | HAexTpoow, ue Avéyym 063014000000000000003296T | C020501 | <emyopia
Avtokorlnt Ydpoyéin, Koavovag 1
AKTIvod10mEPOTA
Kendall™ SF3040.50 Appddn
31452389 | HAekTpode, pe Aydyum 063014000000000000003206T | C020501 | <emyopia
AvtokOAN T YOpoyérn, Kavovag 1
AKTIVOS1TTEPOITA
Kendall™ 7305 Appmddn Kamyooia I/
50007305 | Hiextpodia, pe Aydyun 063014000000000000003286R C020501 Tyop
. . Kavovog 1
Avtokornt Ydpoyéin
Kendall™ 7605 Appmddn Karmyooia I/
31043170 | HAektpdduwr, pe Aydyyn 063014000000000000003356N C020501 "op
. . Kavovag 1
AvtokoAnt Ydpoyéin
Kendall™ Agpmon Hiektpddio Kotnvopia I/
31043063 | 7663, pe Aydyyn Avtokddnt || 063014000000000000003356N C020501 "op
. Kavovag 1
Yopoyéin
Kendall™ Appmddn Hiektpodia Karmyooia I/
31043055 | 7665, pe Aydyun Avtokoaint | 063014000000000000003356N C020501 "op
. Kavovag 1
Yopoyéin
Kendall™ H49P Y pacudtiva
ES40030 | AeKTpodu, Enavaromobemhiowia, | o4414000000000000003366Q | 020501 | Korropial/
pe Ayayn AvtokOAANT Koavovag 1
Yopoyéin
Kendall™ 1093 Yacpdtvo
ES40036 | AeKTpoduL, EnavaromobeTiowia, | o 3414000000000000003366Q | 020501 | Kovropial/
pe Ayoyyn AvtokOAANT Kavovag 1
Yopoyéin
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KotdAhoyos KOOK®OV TPpoidvTog

Product Code List
K(x)firmog Epmopuci] em@vopio ko , Ta?‘;wop,ncn
TTPOLOVTOG TEOLYDUON Baowé UDI-DI EMDN KOl KOvOvOGg
Product prpaen Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ H59P Y pacpdtva
ES40076 | [Aextpodi, Emavaroroetiowma, | ¢3014000000000000003366Q | Co20s01 | Kormoeial
pe Ayayn AvtokOAANT Koavovag 1
Yopoyéin
Kendall™ H69P Y pacpdtva
ES4028] | HAeKTpodu, Enavaromobemhowia, | o4414000000000000003366Q | 020501 | Kormropial/
pe Aydyn AvtokOAAN T Koavovag 1
Yopoyéin
Kendall™ Axtivodiomepatd
RR3305 | Y¢oonduva Hhektpodw, 0630140000000000000033768 | Co20s01 | Kevmopial/
EnavotonoBenowa, pe Aydyyn Kavovag 1
AvtokoAnT Ydpoyéin
Kendall™ H124SG,
31.1245.21 | HAeKpoxapdwoypagued Appdon | o53014000000000000003386U | Co20501 | Kewmopia l
’ ' HAextpdoia, Yopoyéin 30 x 24 Koavovag 1
mm
Kendall™ H135SG,
Hlextpoxapdioypapikd Appmdon Kamyopia I/
31.1355.21 Hextpodia, YSpoyéhn 43 x 35 063014000000000000003386U C020501 Kavévac |
mm
Kendall™ H914SG,
HAextpokapdoypagikd Appddn Kamvooio I/
31.1914.21 | Hiektpodia, Ypoyéhn 063014000000000000003426K | 020501 Thyop
. , Kavovag 1
IIpocappoyéag Tomov
«umavévacy 4 mm 57 x 34 mm
Kendall™ H92SG,
HAextpoxapdoypapikd Appddn Kamyopio I/
31.1925.21 Hoextpodia, Yopoyéhn 57 x 34 063014000000000000003386U C020501 Kavovoc 1
mm
Kendall™ H92SG,
HAgxtpoxapdoypagikd Appddn Kamyopio I/
31.1925.30 Hoextpodia, Yopoyéhn 57 x 34 0630140000000000000035872 C020501 Kavovoc 1
mm
Kendall™ H93SG,
Hlextpoxapdioypapikd Appmdon Kamyopia I/
31.1935.21 Hoextpodua, Yopoyéhn, 42 x 24 063014000000000000003386U C020501 Kavovoc 1
mm
Kendall™ H91SSG,
31.1917.21 | HASKTPOKAPIWOYPUQIKG AGPAIM | 53014000000000000003386U | Co20501 | Komropia I
HAextpdora, Yopoyein, Koavovag 1

Koatandvnong 57 x 34 mm
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KotdAhoyos KOOK®OV TPpoidvTog

Product Code List
K(x)firmog Epmopuci] em@vopio ko , Ta?‘;wop,ncn
TPOIOVTOG TEOLYDUON Baowé UDI-DI EMDN KOl KOvOvOGg
Product prpaem Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ H34SG,
HAextpokapdoypagikd Appddn Kammvooio I/
31.1946.21 | Hiextpddia, YOpoyérn, 063014000000000000003406F C020501 Thyop
. . Kavovag 1
Kotandvnong, Aktvodiamepotd
50 x 45 mm
Kendall™ H135TSG,
HAgxtpoxapdoypagikd Appddn Kamyopio I/
31.1355821 . g 063014000000000000003416H C020501 .
HAextpddia, Yopoyehn, Koavovag 1
Axktwvodamepotd 43 x 35 mm
Kendall™ H914TSG,
HAextpoxapdoypagikd Appddn
311914821 | HAextpoo, Yoporen, 063014000000000000003436M | 020501 | Kommropic V
IIpocappoyéag Tomov Kavovag 1
«umovavogy 4 mm
Axtwvodarepotd 57 x 34 mm
Kendall™ H91TSG,
HAextpoxapdoypapikd Appddn Kamyopio I/
31.1915821 X f 063014000000000000003416H C020501 .
HAextpddia, Yopoyein, Koavovag 1
Axtwvodamepotd 57 x 34 mm
Kendall™ H98SG
31.1986.21 | FASKTpOKEpOIOYpUQPIKE. 0630140000000000000035465 | C020501 | Kommropia U
HAextpddia, Mn Yeoavd, Koavovag 1
Yopoyéin 55 mm
Kendall™ H99SG,
31.1996.21 | HAeKTPOKGPSIOTPOGUG 063014000000000000003466T | 020501 | <ovmropial/
HAextpodia, Yopaoudrtiva, Koavovag 1
Yopoyéin 55 mm
Kendall™ H66LG, Kornvonia I/
31.1663.21 || Hiektpokapdoypapikd Appddn || 063014000000000000003446P C020501 m,( P
. L s Kavovag 1
HAextpdoua, Yypn ['éAn 55 mm
Kendall™ H664LG,
HAektpokapdoypagikd Appddn Karmyooia I/
31.1664.21 | Hiextpddia, Yypn ['éin 063014000000000000003456R C020501 op
. , Kavovag 1
IIpocappoyéag THmov
«umavévacy 4 mm 55 mm
Kendall™ H98LG
31.1985.21 | HAeKTpOKaPdOYPGQWE - 63014000000000000003566W | 020501 | Kewmropia U
HAextpddua, un Yoovtd, Yypn Koavovag 1
I'éAn 55 mm
Kendall™ H99LG,
31.1995.21 | HAeKTpoKapdoypaguca | 063014000000000000003476V | 020501 | Kemvopial
HAextpddua, Yopacpdativa, Yypn Koavovag 1
I'éAn 55 mm
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KotdAhoyos KOOK®OV TPpoidvTog

Product Code List
K(x)firucog Epmopuci] em@vopio ko , Ta?‘;wou,ncn
TTPOLOVTOG TEOLYDUON Baowé UDI-DI EMDN KOl KOvOvOGg
Product prpaen Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ H34LG,

31.1345.21 | HASKTPOKAPSIOYPAGUCE AQPOON | 04)14000000000000003446P | Co20501 | <emvopia
HAextpdowa, Yypn I'éhn, Koavovag 1
Koartanovnone 50 x 45 mm

™ A 1
31433538 | Kendall™ 3400 Awyveotid 063014000000000000003336] | 020501 | Kowmropial/
HAgktpdoro Tomov [MNwtrtidag Koavovag 1
— - >
30807732 | Kendall'™ 3500 Awyvootucd 063014000000000000003336] | 020501 | Kowmropial/
HAgktpddio Tomov Mattidag Koavovag 1
™ - p
EF00066 || cendall™ CASI0 Awvooticd 1 15,140000000000000033365 | 020501 | <owmropia
HAgktpddio Tomov Mwtridag Koavovag 1
e - >
EFO0149 | Kendall™ CASIO Awvwotikd ) 64140000000000000033365 | co20s01 | Kemyopia I
HAgktpdoro Tomov MNwtrtidag Koavovag 1
e - >
31447793 | Kendall™ CA6L0 Awryvooticd 6301 40000000000000033367 | Co20501 | Kermyopia I/
HAgktpdoro Tomov MNwtrtidag Koavovag 1
™ ; p
ERggoo7 | Kendall™ Nutab Awyvootucd ) 5014600000000000003346L | Co20501 | Kemvopial
HAgktpdora Tomov MNwtrtidag Koavovag 1
Neoyvikd Hiextpokapdioypopikd
HAextpdouwa, un Y povd, Kamyopio I/
31.3872.02 Atéipavne Tékn, Tovdeojioc DIN 063014000000000000003556U C020501 Kavéva 1

1,5 mm 30 mm
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ITALIAN

DICHIARAZIONE DI CONFORMITA

LARATION CONFORMITY

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

Numero della dichiarazione di

conformita RE00189740
Declaration of Conformity Number
Numero di documentazione tecnica RE00168520

Technical Documentation Number

Nome del fabbricante
Manufacturer’s Name

Cardinal Health 200, LLC opera anche come Cardinal Health

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

Non applicabile

Numero di certificato CE
CE Certificate Number

Non applicabile

Categoria di prodotto
Product Category

Elettrodi biomedicali

UDI-DI di base
Basic UDI-DI

Consultare I'Allegato [

EMDN

Consultare I'Allegato [

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

Consultare I'Allegato [

Destinazione d'uso
Intended Purpose

(1) Gli elettrodi per elettrocardiogramma (ECG) sono utilizzati per
trasmettere il attivita elettrica prodotta dal cuore tramite fili conduttori
collegati a un Monitor ECG; (2) Per I'uso nel rilevamento passivo di
segnali bioelettrici (come ECG, EEG, EMG e respirazione)

Classificazione e regola
Classification and Rule

Consultare I'Allegato [

Specifiche comuni

Common Specifications Non applicabile
Ove necessario, aggiungere la

At . Fgps
legislazione pertinente dell'Unione Non applicabile

Where appropriate, add applicable Union

legislation

Valutazione della conformita
Conformity Assessment

Autodichiarazione/ Self Declared
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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

Mansfield, MA 02048 USA
Place of Issue i
. . Elgctromca!/y signed
Firma/Data Frviz Qy@d 1 o i,
Signature/Date Date: Jan 26, 2022

Nome e mansion
Name and Function

Brian Johnson, Affari regolatori

ALLEGATO 1

Elenco codice prodotto

Product Code List

Codice
prodotto
Product
Code

Denominazione commerciale e
descrizione
Trade Name and Description

UDI-DI di base
Basic UDI-DI

Classificazione
e regola
Classification
and Rule

222002

Kendall™ Elettrodo di
monitoraggio neonatale-
pediatrico, precabato, quadrato,
supporto riflettente, radiolucido

063014000000000000003196Q

C020501

Classe I/Regola
1

222002A

Kendall™ Elettrodo di
monitoraggio neonatale-
pediatrico con Aloe, precabato,
quadrato, supporto riflettente,
radiolucido

063014000000000000003186N

C020501

Classe I/Regola
1

2293003

Kendall™ Elettrodi in schiuma
930 per adulti, precablati, 3
piombo, idrogel adesivo
conduttivo, radiolucido

063014000000000000003326G

C020501

Classe I/Regola
1

2293005

Kendall™ Elettrodi in schiuma
930 per adulti, precablati, 5
piombo, idrogel adesivo
conduttivo, radiolucido

063014000000000000003326G

C020501

Classe I/Regola
1

31424780

Kendall™ 1041PTS Elettrodi
neonatali, precablicato, rotondo,
nastro trasparente radiolucido

063014000000000000003256K

C020501

Classe I/Regola
1

31424785

Kendall™ 1042PTS Elettrodi
neonatali, precablicato, quadrato,
nastro trasparente radiolucido

063014000000000000003256K

C020501

Classe I/Regola
1

31424786

Kendall™ 1042PTS54 Elettrodi
neonatali, precablicato, quadrato,
nastro trasparente, radiolucido

063014000000000000003256K

C020501

Classe I/Regola
1
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https://cardinalhealth.na1.echosign.com/verifier?tx=CBJCHBCAABAA2yvjLQHv_9rDpidFI4oD_QrWk8T3VVrQ

Elenco codice prodotto

Product Code List

prodotto
Product
Code

Denominazione commerciale e
descrizione
Trade Name and Description

UDI-DI di base
Basic UDI-DI

Classificazione
e regola
Classification
and Rule

31424768

Kendall™ 1050NPSM Elettrodi
neonatali, precabati, piccolo
panno

063014000000000000003226D

C020501

Classe I/Regola
1

EP00777

Kendall™ Elettrodi neonatali
1050NPM, precablati, panno
piccolo, presa 0.08

063014000000000000003236F

C020501

Classe I/Regola
1

EP00779

Kendall™ 1050NPSMR40
Elettrodi neonatali, precablati,
piccolo panno, 40" RWBL

063014000000000000003246H

C020501

Classe I/Regola
1

31424743

Kendall™ 1051NPSM Elettrodi
neonatali, precabati, piccolo
panno, radiolucido

063014000000000000003276P

C020501

Classe I/Regola
1

31424735

Kendall™ 1052NPSM Elettrodi
neonatali, precabato, panno
grande

063014000000000000003226D

C020501

Classe I/Regola
1

31424719

Kendall™ 1053NPSM Elettrodi
neonatali, precabato, panno
grande, radiolucido

063014000000000000003276P

C020501

Classe I/Regola
1

30710001

Kendall™ Elettrodi neonatali,
Schiuma, Idrogel, Presa da 1,5
mm, Monitoraggio

063014000000000000003176L

C020501

Classe I/Regola
1

31086575

Kendall™ Elettrodi neonatali,
Schiuma, Idrogel, Presa da 1,5
mm, Monitoraggio

063014000000000000003176L

C020501

Classe I/Regola
1

31368072

Kendall™ Elettrodi neonatali,
4203, Schiuma, Precablati

0630140000000000000032069

C020501

Classe I/Regola
1

EP01350

Kendall™ 10714PM Elettrodi
neonatali in schiuma, precabati,
presa 0.08

063014000000000000003216B

C020501

Classe I/Regola
1

EP30016

Kendall™ [L.36-LB Panno Limb
Band FElettrodi Neonatali,
Precablati

063014000000000000003266M

C020501

Classe I/Regola
1

31.5032.26

Kendall™ H203PG Elettrodi
ECG Neonatali Non tessuto, Gel
trasparente, 4 mm Presa 22 x 30
mm

063014000000000000003536Q

C020501

Classe I/Regola
1

31.5033.26

Kendall™ H203PGK Elettrodi
ECG Neonatali Non tessuto, Gel
trasparente, 4 mm Presa 22 x 30
mm

063014000000000000003526N

C020501

Classe I/Regola
1

31.5039124

Kendall™ H203PGT Elettrodi
ECG Neonatali Non tessuto, Gel
trasparente, Presa da 4 mm,
Radiolucido 22 x 30 mm

063014000000000000003516L

C020501

Classe I/Regola
1
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Elenco codice prodotto

Product Code List

prodotto
Product
Code

Denominazione commerciale e
descrizione
Trade Name and Description

UDI-DI di base
Basic UDI-DI

Classificazione
e regola
Classification
and Rule

31.5072.03

Kendall™ H207PG/F Elettrodi
ECG Neonatali Non tessuto, Gel
trasparente, Connettore DIN 1,5
mm 22 x 30 mm

063014000000000000003486X

C020501

Classe I/Regola
1

31.5072824

Kendall™ H207PGT Elettrodi
ECG Neonatali, Non tessuto, Gel
Trasparente, Connettore DIN 1,5
mm, Radiolucido 22 x 30 mm

063014000000000000003496Z

C020501

Classe I/Regola
1

31.3876.04

Kendall™ H87H/F Elettrodi ECG
Neonatali Non tessuto, Idrogel,
Connettore DIN 1,5 mm 30 mm

063014000000000000003556U

C020501

Classe I/Regola
1

31.5872.04

Kendall™ H87PG/F Elettrodi
ECG Neonatali Non tessuto, Gel
trasparente, Connettore DIN 1,5
mm 30 mm

063014000000000000003556U

C020501

Classe I/Regola
1

31.3076.26

Kendall™ H207H Elettrodi ECG
Neonatali Non tessuto, Idrogel,
Connettore DIN 1,5 mm 22 x 30
mm

063014000000000000003556U

C020501

Classe I/Regola
1

31.3276.03

Kendall™ H27H/F Elettrodi ECG
Neonatali Non tessuto, Idrogel,
Connettore DIN 1,5 mm 24 mm

063014000000000000003496Z

C020501

Classe I/Regola
1

31.6071.26

Kendall™ H207LG/F60 Sleep
Laboratory Electrodes Foam, Wet
Gel, Connettore DIN 1,5 mm 33 x
24 mm

063014000000000000003576Y

N01010202,
N010101

Classe I/Regola
1

31.6072.26

Kendall™ H207LGN Sleep
Laboratory Electrodes Foam, Wet
Gel, Connettore DIN 1,5 mm 33 x
24 mm

063014000000000000003576Y

N01010202,
N010101

Classe I/Regola
1

31.6073.26

Kendall™ H207LG/F150 Sleep
Laboratory Electrodes Foam, Gel

umido, Connettore DIN 1,5 mm
33 x 24 mm

063014000000000000003576Y

N01010202,
N010101

Classe I/Regola
1

31.6074.26

Kendall™ H207LG/F200 Sleep
Laboratory Electrodes Foam, Gel
umido, Connettore DIN 1,5 mm
33 x 24 mm

063014000000000000003576Y

N01010202,
N010101

Classe I/Regola
1

31118733

Kendall™ 100 elettrodi di
schiuma, idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1

31112496

Kendall™ 130 Elettrodi di
schiuma, Idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1
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prodotto
Product
Code

Elenco codice prodotto

Product Code List

Denominazione commerciale e
descrizione
Trade Name and Description

UDI-DI di base
Basic UDI-DI

Classificazione
e regola
Classification
and Rule

31439725

Kendall™ 133 Elettrodi di
schiuma, Idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1

31439766

Kendall™ 135 Elettrodi di
schiuma, Idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1

31050522

Kendall™ 200 Elettrodi di
schiuma, Idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1

31499224

Kendall™ 210 Elettrodi di
schiuma, Idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1

31078135

Kendall™ 230 Elettrodi di
schiuma, Idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1

31478368

Kendall™ 233 Elettrodi di
schiuma, Idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1

31478376

Kendall™ 235 Elettrodi di
schiuma, Idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1

22300

Kendall™ 300 elettrodi in
schiuma, idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1

22450

Kendall™ 450 Elettrodi di
schiuma, Idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1

22453

Kendall™ 453 Elettrodi di
schiuma, Idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1

22455

Kendall™ 455 Elettrodi di
schiuma, Idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1

22500

Kendall™ 500 elettrodi di
schiuma, idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1

31013926

Kendall™ 530 Elettrodi di
schiuma, Idrogel adesivo
conduttivo

063014000000000000003286R

C020501

Classe I/Regola
1

31115796

Kendall™ Elettrodi, 533 Schiuma
Adesiva Conduttiva Idrogel

063014000000000000003286R

C020501

Classe I/Regola
1

31115788

Kendall™ Elettrodi, 535 Schiuma
Adesiva Conduttiva Idrogel

063014000000000000003286R

C020501

Classe I/Regola
1
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prodotto
Product
Code

Elenco codice prodotto

Product Code List

Denominazione commerciale e
descrizione
Trade Name and Description

UDI-DI di base
Basic UDI-DI

Classificazione
e regola
Classification
and Rule

40000013

Kendall™ 600 elettrodi di
schiuma, idrogel adesivo
conduttivo, radiolucido

063014000000000000003296T

C020501

Classe I/Regola
1

40000003

Kendall™ 630 Elettrodi di
schiuma, Idrogel adesivo
conduttivo, Radiolucido

063014000000000000003296T

C020501

Classe I/Regola
1

22700

Kendall™ 700 elettrodi a nastro
trasparente, idrogel adesivo
conduttivo

063014000000000000003306C

C020501

Classe I/Regola
1

22733

Kendall™ 733 Elettrodi a nastro
trasparente, idrogel adesivo
conduttivo

063014000000000000003306C

C020501

Classe I/Regola
1

22735

Kendall™ 735 Elettrodi a nastro
trasparente, idrogel adesivo
conduttivo

063014000000000000003306C

C020501

Classe I/Regola
1

22750

Kendall™ 750 Elettrodi a nastro
trasparente, Idrogel adesivo
conduttivo, Radiolucido

063014000000000000003316E

C020501

Classe I/Regola
1

22850

Kendall™ 850 Elettrodi di
schiuma, Idrogel adesivo
conduttivo, Radiolucido

063014000000000000003296T

C020501

Classe I/Regola
1

22853

Kendall™ 853 Elettrodi di
schiuma, Idrogel adesivo
conduttivo, Radiolucido

063014000000000000003296T

C020501

Classe I/Regola
1

22855

Kendall™ 855 Elettrodi di
schiuma, Idrogel adesivo
conduttivo, Radiolucido

063014000000000000003296T

C020501

Classe I/Regola
1

22900

Kendall™ 900 Elettrodi di
schiuma, Idrogel adesivo
conduttivo, Radiolucido

063014000000000000003296T

C020501

Classe I/Regola
1

22930

Kendall™ 930 Elettrodi di
schiuma, Idrogel adesivo
conduttivo, Radiolucido

063014000000000000003296T

C020501

Classe I/Regola
1

22933

Kendall™ 933 Elettrodi di
schiuma, Idrogel adesivo
conduttivo, Radiolucido

063014000000000000003296T

C020501

Classe I/Regola
1

22935

Kendall™ 935 Elettrodi di
schiuma, Idrogel adesivo
conduttivo, Radiolucido

063014000000000000003296T

C020501

Classe I/Regola
1

31452389

Kendall™ SF3040.50 Elettrodi in
schiuma, Idrogel adesivo
conduttivo, Radiolucido

063014000000000000003296T

C020501

Classe I/Regola
1
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Elenco codice prodotto

Product Code List
Ll Denominazione commerciale e Cllpsiiilenate
prodotto . . UDI-DI di base e regola
descrizione . EMDN . .
Product o Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ 7305 Elettrodi di Classe I/Regola
50007305 | schiuma, Idrogel adesivo 063014000000000000003286R C020501 1 g
conduttivo
™ 1 di
31043170 | Kendall'™ 7605 Elettrodidi - ) 55414600000000000003356N | 020501 | Classe VRegola
stoffa, Idrogel adesivo conduttivo 1
31043063 | Kendall™ Elettrodi di stoffa, 063014000000000000003356N | 020501 | C1asse VRegola
7663 Idrogel adesivo conduttivo 1
™ 1 di
31043055 | Kendall™ Eletirodi di stoffa, 063014000000000000003356N | 020501 | C1asse VRegola
7665 Idrogel adesivo conduttivo 1
Kendall™ elettrodi in tessuto Classe I/Regola
ES40030 || H49P, idrogel adesivo conduttivo || 063014000000000000003366Q C020501 1 g
riposizionabile
Kendall™ 1093 Elettrodi di Classe /Regola
ES40036 | stoffa, riposizionabile, idrogel 063014000000000000003366Q C020501 1 g
adesivo conduttivo
Kendall™ elettrodi in tessuto Classe I/Regola
ES40076 || H59P, idrogel adesivo conduttivo || 063014000000000000003366Q C020501 1 g
riposizionabile
Kendall™ H69P Panno Elettrodi, Classe I/Regola
ES40281 | Idrogel Adesivo Conduttivo 063014000000000000003366Q C020501 1 g
Riposizionabile
Kendall™ Elettrodi in tessuto Classe I/Regola
RR3305 | radiolucido riposizionabile, 063014000000000000003376S C020501 1 g
idrogel adesivo conduttivo
Kendall™ H124SG Elettrodi Classe I/Regola
31.1245.21 | ECG Schiuma, Idrogel 30 x 24 063014000000000000003386U C020501 1 g
mm
Kendall™ H135SG Elettrodi Classe I/Regola
31.1355.21 | ECG Schiuma, Idrogel 43 x 35 063014000000000000003386U C020501 1 g
mm
Kendall™ H914SG ECG Classe [/Regola
31.1914.21 | Elettrodi Schiuma, Idrogel 4 mm || 063014000000000000003426K C020501 g
1
Banana Adattatore 57 x 34 mm
™ 1
31.1925.21 [ Kendall™ HO2SG Elettrodi ECG 1 ¢3414000000000000003386U | 020501 | Classe VRegola
Schiuma, Idrogel, 57 x 34 mm 1
™ 1
31.1925.30 | Kendall™ HO2SG Elettrodi ECG 1 ¢34140000000000000035872 | 020501 | Classe VRegola
Schiuma, Idrogel 57x34 mm 1
™ 1
31.1935.21 | Kendall™ HO3SG Elettrodi ECG 1 ¢3414000000000000003386U | 020501 | Classe VRegola
Schiuma, Idrogel, 42 x 24 mm 1
Kendall™ H91SSG Elettrodi Classe I/Regola
31.1917.21 | ECG Schiuma, Idrogel, Stress 57 | 063014000000000000003386U C020501 1 g
X 34 mm
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Elenco codice prodotto

Product Code List
Ll Denominazione commerciale e Cllpsiiilenate
prodotto . . UDI-DI di base e regola
descrizione . EMDN . .
Product o Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Kendall™ H34SG ECG Elettrodi Classe I/Regola
31.1946.21 || Schiuma, Idrogel, Stress, 063014000000000000003406F | 020501 e
Radiolucido 50 x 45 mm
Kendall™ H135TSG ECG Classe UReaola
31.1355821 | Elettrodi Schiuma, Idrogel 063014000000000000003416H | 020501 /e
Radiolucido 43 x 35 mm
Kendall™ HO14TSG ECG
Elettrodi Schiuma, Idrogel 4 mm Classe I/Regola
31914821 | e e Radioeido &7 | 063014000000000000003436M | C020501 !
X 34 mm
Kendall™ H91TSG Elettrodi Classe I/Regola
31.1915821 | ECG Schiuma, Idrogel, 063014000000000000003416H | 020501 /Re
Radiolucido 57 x 34 mm
31.1986,21 | Kendall™ HO8SG Elettrodi ECG 1 ¢30140000000000000035465 | 020501 | Classe VRegola
Non tessuto, Idrogel 55 mm 1
31.1996.21 | Kendall™ H99SG ECG Elettrodi | ¢3414000000000000003466T | co20501 | Classe VRegola
Panno, Idrogel 55 mm 1
31.1663.21 | Kendall™ HO6LG Elettrodi ECG | 63014000000000000003446P | 020501 | Classe VRegola
Schiuma, Gel Umido 55 mm 1
Kendall™ H664LG Elettrodi Classe I/Regola
31.1664.21 | ECG Schiuma, Gel bagnato, 063014000000000000003456R | 020501 e
Adattatore banana 4 mm 55 mm
31.1985.21 | Kendall™ HO8LG Elettrodi ECG | ¢3414000000000000003566W | 020501 | Classe VRegola
Non tessuto, Gel umido 55 mm 1
31.1995.21 [ Kendall™ H99LG ECG Elettrodi | ¢30,4000000000000003476v | co20501 | Classe VRegola
Panno, Gel Umido 55 mm 1
Kendall™ H34LG ECG Elettrodi Classe I/Regola
31.1345.21 || Schiuma, Gel umido, Stress 50 x | 063014000000000000003446P | 020501 e
45 mm
31433538 | Kendall'™ 5400 Eletirodi a 063014000000000000003336] | 020501 | C1asse VRegola
scheda diagnostica 1
30807732 | Kendall’™ 5500 Eletirodi a 063014000000000000003336] | C020501 | C1sse VRegola
scheda diagnostica 1
™ 1
EF00066 | Kendall™ CA310 Elettrodia 063014000000000000003336] | 020501 | C1asse VRegola
scheda diagnostica 1
™ 1
EF00149 | Kendall™ CASI0 Elettrodia 063014000000000000003336] | 020501 | C1asse VRegola
scheda diagnostica 1
31447793 | Kendall™ CA610 Elettrodi 063014000000000000003336) | C020501 | C1asse VRegola
diagnostici a linguetta 1
™ 1 1
ERggoo7 | Kendall™ Nutab Diagnostic Tab | 53414000000000000003346L | 020501 | C1asse VRegola

Elettrodi

1
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Elenco codice prodotto

Product Code List
Ll Denominazione commerciale e Cllpsiiilenate
prodotto . . UDI-DI di base e regola
descrizione . EMDN . .
Product o Basic UDI-DI Classification
Trade Name and Description
Code and Rule
Elettrodi ECG Neonatali Non Classe I/Regola
31.3872.02 | tessuto, Gel trasparente, 063014000000000000003556U C020501 g

Connettore DIN 1,5 mm 30 mm

1
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NORWEGIAN

SAMSVARSERKLARING

DECLARATION OF CONFORMITY

' MDR: Vi, Cardinal Health 200 LLC, erklarer at produktene som dekkes i denne EU-
samsvarserkleringen oppfyller bestemmelsene i forordningen om medisinsk utstyr

CardinalHealth (EU)2017/745.

Samsvarserklaeringsnummer

Declaration of Conformity Number RE00189740

Teknisk dokumentasjonsnummer

Technical Documentation Number RE00168520

Produsentens navn Cardinal Health 200, LLC driver ogsa forretninger under navnet Cardinal
Manufacturer’s Name Health

Produsentens adresse
Manufacturer’s Address
Enkeltregistreringsnummer
Single Registration Number
Autorisert representants navn og
adresse Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Authorized Representative’s Name and Technology Park R35 H903, Tullamore, County Offaly, Ireland
Address
Teknisk kontrollorgans navn og Ikke relevant
identifikasjonsnummer

Notified body’s Name and Identification

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

Number

CE-sertifikatnummer Ikke relevant

CE Certificate Number

Produktkategori . ..

1ot Clegsay Biomedisinske elektroder

Grunnleggende UDI-DI .

Basic UDI-DI Se Tillegg 1

EMDN Se Tillegg [

Produktkode, handelsnavn og

beskrivelse Se Tilleo I

Product Code, Trade Name and &8

Description
(1) Elektrokardiogram (EKG)-elektroder brukes til & overfore

Tiltenkt formal elektrisk aktivitet produsert av hjertet via vedlagte ledninger til en

Intended Purpose EKG-skjerm; (2) For bruk ved passiv sensing av bioelektriske signaler
(for eksempel EKG, EEG, EMG og andedrett)

Klassifisering og regel Se Tillegg I

Classification and Rule

Vanlige spesifikasjoner

Common Specifications

Legg til gjeldende EU-lovgivning der
det er relevant

Where appropriate, add applicable Union
legislation

Ikke relevant

Ikke relevant

Samsvarsvurdering

Conformity Assessment Egenerklering/ Self Declared
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SIGNATURDEL
SIGNATURE SECTION

utelukkende under dennes ansvar.

Denne EU-samsvarserklaeringen utstedes for og pa vegne av den ovenfor identifiserte lomessige produsenten, og

LU Mansfield, MA 02048 USA
Place of Issue

. . Electronically signed
Signatur/Dato Bavizie QﬁMm o i ot
Signature/Date e s

Navn og funksjon
Name and Function

Brian Johnson, Juridisk avdeling

TILLEGG 1

Produktkodeliste

Product Code List

Produktkode
Product Code

Handelsnavn og beskrivelse
Trade Name and Description

Grunnleggende UDI-DI
Basic UDI-DI

Klassifisering
og regel
Classification
and Rule

222002

Kendall™ Neonatal-Pediatric
Monitoring Electrode, Prewired,
Square, Reflekterende Backing,
Radiolucent

063014000000000000003196Q

C020501

Klasse I/ Regel
1

222002A

Kendall™ Neonatal-Pediatric
Monitoring Electrode med Aloe,
Prewired, Square, Reflekterende
Backing, Radiolucent

063014000000000000003186N

C020501

Klasse I/ Regel
1

2293003

Kendall™ Voksen 930 Skum
Elektroder, Prewired, 3 Bly,
Ledende Lim Hydrogel,
Radiolucent

063014000000000000003326G

C020501

Klasse I/ Regel
1

2293005

Kendall™ Voksen 930 Skum
Elektroder, Prewired, 5 Bly,
Ledende Lim Hydrogel,
Radiolucent

063014000000000000003326G

C020501

Klasse I/ Regel
1

31424780

Kendall™ 1041PTS
neonatalelektroder,
forhandskoblet, rund, klar
taperadiolucent

063014000000000000003256K

C020501

Klasse I/ Regel
1

31424785

Kendall™ 1042PTS Neonatal
Elektroder, Prewired, Square,
Clear Tape Radiolucent

063014000000000000003256K

C020501

Klasse I/ Regel
1

31424786

Kendall™ 1042PTS54 Neonatal
Elektroder, Prewired, Square,
Clear Tape, Radiolucent

063014000000000000003256K

C020501

Klasse I/ Regel
1
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Produktkodeliste

Product Code List

Produktkode
Product Code

Handelsnavn og beskrivelse
Trade Name and Description

Grunnleggende UDI-DI
Basic UDI-DI

Klassifisering
og regel
Classification
and Rule

31424768

Kendall™ 1050NPSM
neonatalelektroder,
forhéndskoblet, liten klut

063014000000000000003226D

C020501

Klasse I/ Regel
1

EP00777

Kendall™ 1050NPM Neonatal
Elektroder, Prewired, Liten
Klut, 0.08 Socket

063014000000000000003236F

C020501

Klasse I/ Regel
1

EP00779

Kendall™ 1050NPSMR40
Neonatal-elektroder,
Forhandskoblet, Liten klut, 40"
RWBL

063014000000000000003246H

C020501

Klasse I/ Regel
1

31424743

Kendall™ 1051NPSM Neonatal
Elektroder, Prewired, Liten
Klut, Radiolucent

063014000000000000003276P

C020501

Klasse I/ Regel
1

31424735

Kendall™ 1052NPSM
neonatalelektroder,
forhandskoblet, stor klut

063014000000000000003226D

C020501

Klasse I/ Regel
1

31424719

Kendall™ 1053NPSM Neonatal
Elektroder, Prewired, Stor Klut,
Radiolucent

063014000000000000003276P

C020501

Klasse I/ Regel
1

30710001

Kendall™ Neonatal Elektroder,
Skum, Hydrogel, 1,5 mm
kontakt, Overvaking

063014000000000000003176L

C020501

Klasse I/ Regel
1

31086575

Kendall™ Neonatal Elektroder,
Skum, Hydrogel, 1,5 mm
kontakt, Overvaking

063014000000000000003176L

C020501

Klasse I/ Regel
1

31368072

Kendall™ Neonatal Electrodes,
4203, Skum, Prewired

0630140000000000000032069

C020501

Klasse I/ Regel
1

EP01350

Kendall™ 10714PM Skum
Neonatal Elektroder, Prewired,
0.08 Socket

063014000000000000003216B

C020501

Klasse I/ Regel
1

EP30016

Kendall™ L.36-LB Klut Limb
Band Neonatal Elektroder,
Prewired

063014000000000000003266M

C020501

Klasse I/ Regel
1

31.5032.26

Kendall™ H203PG Neonatal
EKG-elektroder Ikke-vevd, Klar
Gel, 4 mm Stikkontakt 22 x 30
mm

063014000000000000003536Q

C020501

Klasse I/ Regel
1

31.5033.26

Kendall™ H203PGK Neonatal
EKG-elektroder Ikke-vevd, Klar
Gel, 4 mm Stikkontakt 22 x 30
mm

063014000000000000003526N

C020501

Klasse I/ Regel
1
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Produktkodeliste

Product Code List

Produktkode
Product Code

Handelsnavn og beskrivelse
Trade Name and Description

Grunnleggende UDI-DI
Basic UDI-DI

Klassifisering
og regel
Classification
and Rule

31.5039124

Kendall™ H203PGT Neonatal
EKG-elektroder ikke-vevd, Klar
Gel, 4 mm Stikkontakt,
Radiolucent 22 x 30 mm

063014000000000000003516L

C020501

Klasse I/ Regel
1

31.5072.03

Kendall™ H207PG/F Neonatal
EKG-elektroder Ikke-vevd, Klar
Gel, 1,5 mm DIN-kontakt 22 x
30 mm

063014000000000000003486X

C020501

Klasse I/ Regel
1

31.5072824

Kendall™ H207PGT Neonatal
EKG-elektroder, Ikke-vevd,
Klar Gel, 1,5 mm DIN-kontakt,
Radiolucent 22 x 30 mm

063014000000000000003496Z

C020501

Klasse I/ Regel
1

31.3876.04

Kendall™ H87H/F Neonatal
EKG-elektroder ikke-vevd,
Hydrogel, 1,5 mm DIN-kontakt
30 mm

063014000000000000003556U

C020501

Klasse I/ Regel
1

31.5872.04

Kendall™ H87PG/F Neonatal
EKG-elektroder Ikke-vevd, Klar
Gel, 1,5 mm DIN-kontakt 30
mm

063014000000000000003556U

C020501

Klasse I/ Regel
1

31.3076.26

Kendall™ H207H Neonatal
EKG-elektroder ikke-vevd,
Hydrogel, 1,5 mm DIN-kontakt
22 x 30 mm

063014000000000000003556U

C020501

Klasse I/ Regel
1

31.3276.03

Kendall™ H27H/F Neonatal
EKG-elektroder ikke-vevd,
Hydrogel, 1,5 mm DIN-kontakt
24 mm

063014000000000000003496Z

C020501

Klasse I/ Regel
1

31.6071.26

Kendall™ H207LG/F60 Sleep
Laboratory Elektroder Skum,
Vat gel, 1,5 mm DIN-kontakt
33 x24 mm

063014000000000000003576Y

N01010202,
N010101

Klasse I/ Regel
1

31.6072.26

Kendall™ H207LGN Sleep
Laboratory Elektroder Skum,
Vit Gel, 1,5 mm DIN-kontakt
33 x24 mm

063014000000000000003576Y

N01010202,
N010101

Klasse I/ Regel
1

31.6073.26

Kendall™ H207LG/F150 Sleep
Laboratory Elektroder Skum,
Vat gel, 1,5 mm DIN-kontakt
33 x 24 mm

063014000000000000003576Y

N01010202,
NO010101

Klasse I/ Regel
1

31.6074.26

Kendall™ H207LG/F200 Sleep
Laboratory Elektroder Skum,
Vat gel, 1,5 mm DIN-kontakt
33x24 mm

063014000000000000003576Y

N01010202,
N010101

Klasse I/ Regel
1

Confidential Information
GS20000991 Attachment 5A - Generation and Maintenance of Technical Documentation
Rev 210 TEMPLATE

Page 92 of 148




Produktkodeliste

Product Code List
Klassifisering
Produktkode | Handelsnavn og beskrivelse Grunnleggende UDI-DI EMDN og regel
Product Code | Trade Name and Description Basic UDI-DI Classification
and Rule
31118733 | Kendall™ 100 skumelektroder, | c5414000000000000003286R | 020501 | Klasse I/ Regel
ledende limhydrgel 1
™
31112496 | Kendall™ 130 skumelektroder, | c5514000000000000003286R | 020501 | Klasse 1/ Regel
ledende limhydrgel 1
31439725 || Kendall™ 133 skumelektroder, || 4, 1000000000000003286R | C020501 | K1asse I/ Regel
ledende limhydrgel 1
™
31439766 | Kendall™ 135 skumelektroder, | c541.4000000000000003286R | 020501 | Klassel/ Regel
ledende limhydrgel 1
™
31050522 | Kendall™ 200 skumelektroder, | c5414000000000000003286R | 020501 | Klasse 1/ Regel
ledende limhydrgel 1
31499224 | Kendall™ 210 skumelektroder, | c+114000000000000003286R | 020501 | Klasse [/ Regel
ledende limhydrgel 1
31078135 | Kendall™ 230 skumelektroder, | c+114000000000000003286R | 020501 | Klasse [/ Regel
ledende limhydrgel 1
31478368 || Kendall™ 233 skumelektroder, || 04, 1000000000000003286R | 020501 | K1asse I/ Regel
ledende limhydrgel 1
31478376 | Kendall™ 235 skumelektroder, | c+114000000000000003286R | 020501 | Klasse [/ Regel
ledende limhydrgel 1
20300 | Kendall™ 300 skumelektroder, | ¢314000000000000003286R | Co20501 | Klasse I/ Regel
ledende limhydrgel 1
™
20450 | Kendall™ 450 skumelektroder, | < 4600000000000003286R | 020501 | Klasse I/ Regel
ledende limhydrgel 1
20453 | Kendall™ 453 skumelektroder, | < 4600000000000003286R | cCo020501 | Klasse I/ Regel
ledende limhydrgel 1
™
20455 | Kendall™ 455 skumelektroder, | <1 4600000000000003286R | co20501 | Klasse I/ Regel
ledende limhydrgel 1
™
22500 | Kendall™ 500 skumelektroder, | < 4600000000000003286R | co20501 | Klasse I/ Regel
ledende limhydrgel 1
31013926 || Kendall™ 530 skumelektroder, | 04, 1000000000000003286R | 020501 | K1asse I/ Regel
ledende limhydrgel 1
Kendall™ Elektroder, 533 Klasse I/ Regel
311579 | G0 donde Lom Hiydogel | 063014000000000000003286R | C020501 |
Kendall™ Elektroder, 535 Klasse I/ Regel
SIISTSS | got e Lo Hivdogel | 063014000000000000003286R | C020501 1
Kendall™ 600 skumelektroder, Kl I/ Regel
40000013 | ledende limhydrgel, 063014000000000000003296T | 020501 assel cee
Radiolucent
™
40000003 | endall™ 630 skumelektroder, i o511 4000000000000003206T | 020501 | Klasse [/ Regel
ledende limhydrgel, radiolucent 1
Kendall™ 700 Clear Tape K I/ Regel
22700 Electrodes, ledende lim 063014000000000000003306C | C020501 asse 1/ Rege

Hydrogel

1
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Produktkodeliste

Product Code List
Klassifisering
Produktkode | Handelsnavn og beskrivelse Grunnleggende UDI-DI EMDN og regel
Product Code | Trade Name and Description Basic UDI-DI Classification
and Rule
Kendall™ 733 Clear Tape Klasse I/ Regel
22733 Elektroder, Ledende Lim 063014000000000000003306C C020501 1
Hydrogel
Kendall™ 735 Clear Tape Klasse I/ Regel
22735 Electrodes, ledende lim 063014000000000000003306C C020501 | &
hydrogel
Kendall™ 750 Clear Tape Klasse I/ Regel
22750 Electrodes, ledende lim 063014000000000000003316E C020501 1
hydrogel, Radiolucent
22850 | Kendall!™ 850 skumelektroder, 1 6¢5414000000000000003206T | 020501 | Klasse I/ Regel
ledende limhydrgel, radiolucent 1
Kendall™ 853 Skumelektroder, Klasse I/ Reeel
22853 ledende limhydrgel, 063014000000000000003296T C020501 1 &
Radiolucent
Kendall™ 855 Skumelektroder, Klasse I/ Regel
22855 ledende limhydrgel, 063014000000000000003296T C020501 1 &
Radiolucent
Kendall™ 900 skumelektroder, Klasse I/ Reeel
22900 ledende limhydrgel, 063014000000000000003296T C020501 1 &
Radiolucent
Kendall™ 930 skumelektroder, Klasse I/ Regel
22930 ledende limhydrgel, 063014000000000000003296T C020501 1 &
Radiolucent
Kendall™ 933 Skumelektroder, Klasse I/ Regel
22933 ledende limhydrgel, 063014000000000000003296T C020501 | &
Radiolucent
Kendall™ 935 Skumelektroder, Klasse I/ Regel
22935 ledende limhydrgel, 063014000000000000003296T C020501 1 &
Radiolucent
Kendall™ SF3040.50 Klasse I/ Regel
31452389 Skumelektroder, ledende 063014000000000000003296T C020501 | &
limhydrgel, Radiolucent
Kendall™7305 Klasse I/ Regel
50007305 skumelektroder, ledende 063014000000000000003286R C020501 1 &
limhydrgel
31043170 | Kendall™ 7605 klutelektroder, i /5, 4000000000000003356N | 020501 || Klasse I/ Regel
ledende limhydrgel 1
Kendall™ Klut Elektroder, Klasse I/ Regel
31043063 7663 Ledende Lim Hydrogel 063014000000000000003356N C020501 |
31043055 | Kendall™ Kiut Elektroder, 063014000000000000003356N | 020501 | Klasse U Regel

7665 Ledende Lim Hydrogel

1
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Produktkodeliste

Product Code List

Produktkode
Product Code

Handelsnavn og beskrivelse
Trade Name and Description

Grunnleggende UDI-DI
Basic UDI-DI

Klassifisering
og regel
Classification
and Rule

ES40030

Kendall™ H49P klutelektroder,
reposisjonerbart ledende lim
hydrogel

063014000000000000003366Q

C020501

Klasse I/ Regel
1

ES40036

Kendall™ 1093 Klutelektroder,
Reposisjonerbare, ledende lim
Hydrogel

063014000000000000003366Q

C020501

Klasse I/ Regel
1

ES40076

Kendall™ H59P klutelektroder,
reposisjonerbart ledende lim
Hydrogel

063014000000000000003366Q

C020501

Klasse I/ Regel
1

ES40281

Kendall™ H69P klutelektroder,
reposisjonerbart ledende lim
Hydrogel

063014000000000000003366Q

C020501

Klasse I/ Regel
1

RR3305

Kendall™ Radiolucent
Reposisjonerbare klutelektroder,
ledende lim hydrogel

063014000000000000003376S

C020501

Klasse I/ Regel
1

31.1245.21

Kendall™ H124SG EKG-
elektroder Skum, Hydrogel 30 x
24 mm

063014000000000000003386U

C020501

Klasse I/ Regel
1

31.1355.21

Kendall™ H135SG EKG-
elektroder Skum, Hydrogel 43 x
35 mm

063014000000000000003386U

C020501

Klasse I/ Regel
1

31.1914.21

Kendall™ H914SG EKG-
elektroder Skum, Hydrogel 4
mm Banan Adapter 57 x 34 mm

063014000000000000003426K

C020501

Klasse I/ Regel
1

31.1925.21

Kendall™ H92SG EKG-
elektroder Skum, Hydrogel, 57
X 34 mm

063014000000000000003386U

C020501

Klasse I/ Regel
1

31.1925.30

Kendall™ H92SG EKG-
elektroder Skum, Hydrogel
57x34 mm

0630140000000000000035872

C020501

Klasse I/ Regel
1

31.1935.21

Kendall™ H93SG EKG-
elektroder Skum, Hydrogel, 42
X 24 mm

063014000000000000003386U

C020501

Klasse I/ Regel
1

31.1917.21

Kendall™ H91SSG EKG-
elektroder Skum, Hydrogel,
Stress 57 x 34 mm

063014000000000000003386U

C020501

Klasse I/ Regel
1

31.1946.21

Kendall™ H34SG EKG-
elektroder Skum, Hydrogel,
Stress, Radiolucent 50 x 45 mm

063014000000000000003406F

C020501

Klasse I/ Regel
1

31.1355821

Kendall™ H135TSG EKG-
elektroder Skum, Hydrogel
Radiolucent 43 x 35 mm

063014000000000000003416H

C020501

Klasse I/ Regel
1
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Produktkodeliste

Product Code List
Klassifisering
Produktkode | Handelsnavn og beskrivelse Grunnleggende UDI-DI EMDN og regel
Product Code | Trade Name and Description Basic UDI-DI Classification
and Rule
Kendall™ H914TSG EKG-
31.1914821 | Clektroder Skum, Hydrogel 4 51 4600000000000003436M | 020501 | Klasse I/ Reegel
mm Banan Adapter, 1
Radiolucent 57 x 34 mm
Kendall™ H91TSG EKG- Klasse I/ Rescl
31.1915821 | elektroder Skum, Hydrogel, 063014000000000000003416H | 020501 | g
Radiolucent 57 x 34 mm
Kendall™ H98SG EKG- Klasse I Rogel
31.1986.21 | elektroder ikke-vevd, Hydrogel | 063014000000000000003546S | C020501 | &
55 mm
Kendall™ H99SG EKG- Klasse I/ Regel
31.1996.21 | elektroder Klut, Hydrogel 55 063014000000000000003466T | 020501 |
mm
Kendall™ H66LG EKG- Klasse I/ Regel
31.1663.21 | elektroder Skum, Vat gel 55 063014000000000000003446P | 020501 | &
mm
Kendall™ H664LG EKG- Klasse 1/ Resel
31.1664.21 | elektroder Skum, Vat Gel, 4 063014000000000000003456R | 020501 | &
mm Banan Adapter 55 mm
Kendall™ H98LG EKG- Klasse I/ Regel
31.1985.21 | elektroder ikke-vevd, Vat gel 55 || 063014000000000000003566W | C020501 | &
mm
Kendall™ H99LG EKG- Klasse I/ Regel
31199521 | GOt ter Klut, Vit Gel 55 mm | 063014000000000000003476V | C020501 |
Kendall™ H34LG EKG- Klasse I/ Regel
31.134521 | elektroder Skum, Vat gel, Stress || 063014000000000000003446P | C020501 | &
50 x 45 mm
31433538 || Kendall™ 5400 diagnostiske 063014000000000000003336] | 020501 | Klasse I/ Regel
tab-elektroder 1
30807732 || Kendall™ 5500 diagnostiske 063014000000000000003336] | 020501 | Klasse I/ Regel
tab-elektroder 1
EF00066 || endall™ CA310 diagnostiske | ¢34 40000000000000033367 | co20s01 | Klasse U Regel
tab-elektroder 1
EFo0149 | Kendall™ CAS10 diagnostiske | ¢34 40000000000000033367 | co20s01 | Klasse I Regel
tab elektroder 1
31447793 | Kendall™ CA610 diagnostiske | c54140000000000000033365 | 020501 | Klasse [/ Regel
tab elektroder 1
ERsgoo7 || Kendall™ Nutab diagnostiske | c5414000000000000003346L | Co20501 | Klasse I/ Regel
tab elektroder 1
Neonatal EKG-elektroder Tkke- Klasse I/ Regel
31.3872.02 | vevd, Klar Gel, 1,5 mm DIN- || 063014000000000000003556U || 020501

kontakt 30 mm

1
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POLISH

DEKLARACJA ZGODNOSCI
DECLARATION OF CONFORMITY

MDR: My, Cardinal Health 200 LLC, o$wiadczamy, ze produkty objete Deklaracja
zgodnosci UE spelniajg wymagania rozporzadzenia w sprawie wyrobow medycznych

CardinalHealth (EU) 2017/745.
PR e RE00189740

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

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

Notified body’s Name and Identification

RE00168520

Cardinal Health 200, LLC dziata réwniez jako Cardinal Health

3651 Birchwood Drive Waukegan, IL 60085 USA

US-MF-000006765

Number
Numer certyfikatu CE .
CE Certificate Number Nie dotyczy
Kategoria produktuc .
1o Cletasany Elektrody biomedyczne
Podstawowy unikalny identyfikator
urzadzenia UDI-DI Patrz Zatacznik 1
Basic UDI-DI
EMDN Patrz Zatgcznik 1
Kod produktu, nazwa handlowa i opis
Product Code, Trade Name and Patrz Zatgcznik 1
Description
(1) Elektrody elektrokardiogramowe (EKG) sa uzywane do przesytania
Przeznaczenie aktywno$¢ elektryczna wytwarzana przez serce poprzez przymocowane
Intended Purpose przewody otowiane do Monitor EKG; (2) Do stosowania w pasywnym
p wykrywaniu sygnatow bioelektrycznych (takie jak EKG, EEG, EMG i
oddychanie)
Klasyfikacja i regula .
Classification and Rule Patrz Zalacznik 1
Wspolne specyfikacje .
Common Specifications Nie dotyczy
W stosownych przypadkach dodaé
obowiazujace przepisy unijne .
Where appropriate, add applicable Union Nie dotyczy
legislation
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DEKLARACJA ZGODNOSCI
DECLARATION OF CONFORMITY

Ocena zgodnosci

N — Deklaracja wtasna/ Self Declared

SEKCJA PODPISOW
SIGNATURE SECTION

Niniejsza deklaracja zgodnosci UE zostala wydana w imieniu i na wylaczna odpowiedzialnos¢ legalnego
producenta okreslonego powyzej.
2 ORI Mansfield, MA 02048 USA
Place of Issue
Podpis/Data i 9&%}& by S o
Signature/Date e s 2%
Imie i nazwisko oraz
stanowisko Brian Johnson, Dziat spraw regulacyjnych
Name and Function
ZAYACZNIK 1

Lista kodow produktu

Product Code List
Kod Podstawowy unikalny Klasyfikacja i
produktu Nazwa handlowa i opis identyfikator urzadzenia UDI- EMDN regula
Product Trade Name and Description DI Classification
Code Basic UDI-DI and Rule

Kendall™ Elektroda monitorujgca
noworodkowo-pediatryczna, Klasa 1./

222002 wstepnie okablowana, 063014000000000000003196Q || C020501 ’

Reguta 1

kwadratowa, odblaskowa,
radiolucenta
Kendall™ Elektroda monitorujaca
noworodkowo-pediatryczna z Klasa I/

222002A aloesem, wstepnie okablowana, 063014000000000000003186N || C020501 ’

Reguta 1

kwadratowa, odblaskowa,
radiolucenta
Kendall™ Adult 930 Foam

2203003 | Electrodes, Prewired, 3 Lead, 063014000000000000003326G | C020501 | X1asa L/
Przewodzacy hydrozel Reguta 1
samoprzylepny, Radiolucent
Kendall™ Adult 930 Foam

2203005 | Electrodes, Prewired, 5 Lead, 063014000000000000003326G | C020501 | K1asa 1/
Przewodzacy hydrozel Reguta 1
samoprzylepny, Radiolucent

Confidential Information Page 98 of 148

GS20000991 Attachment 5A - Generation and Maintenance of Technical Documentation
Rev 210 TEMPLATE


https://cardinalhealth.na1.echosign.com/verifier?tx=CBJCHBCAABAA2yvjLQHv_9rDpidFI4oD_QrWk8T3VVrQ

Lista kodoéw produktu

Product Code List

Kod Podstawowy unikalny Klasyfikacja i
produktu Nazwa handlowa i opis identyfikator urzadzenia UDI- EMDN regula
Product Trade Name and Description DI Classification
Code Basic UDI-DI and Rule
Kendall™ 1041PTS Elektrody
31424780 | RoWorodkowe, wsigpnie 063014000000000000003256K | Co20501 | Klasa L/
okablowane, okragte, Reguta 1
przezroczysta tasma radiolucent
Kendall™ 1042PTS Elektrody
noworodkowe, Wstepnie Klasa I,/
31424785 063014000000000000003256K || C020501
okablowane, Kwadratowe, Reguta 1
Przezroczysta taSma radiolucenta
Kendall™ 1042PTS54 Elektrody
noworodkowe, Wstepnie Klasa I,/
31424786 063014000000000000003256K || C020501
okablowane, Kwadratowe, Reguta 1
Przezroczysta tasma, Radiolucent
Kendall™ 1050NPSM Elektrody Klasa 1./
31424768 || noworodkowe, Wstepnie 063014000000000000003226D || C020501 ’
. Reguta 1
okablowane, Mata tkanina
Kendall™ 1050NPM Neonatal Klasa 1./
EP00777 Electrodes, Prewired, Small 063014000000000000003236F || C020501 Re ula’l
Cloth, 0.08 Socket g
Kendall™ 1050NPSMR40
EP00779 | Elekirody noworodkowe, 063014000000000000003246H | C020501 | K1asa L/
wstepnie okablowane, mata Reguta 1
tkanina, 40" RWBL
Kendall™ 1051NPSM Elektrody
noworodkowe, Wstepnie Klasa I,/
31424743 . 063014000000000000003276P || C020501
okablowane, Mata tkanina, Reguta 1
Radiolucent
Kendall™ 1052NPSM Elektrody Klasa L/
31424735 || noworodkowe, Wstepnie 063014000000000000003226D || C020501 ’
. . Reguta 1
okablowane, Duza tkanina
Kendall™ 1053NPSM Elektrody
noworodkowe, Wstepnie Klasa I,/
31424719 . . 063014000000000000003276P || C020501
okablowane, Duza tkanina, Reguta 1
Radiolucent
Kendall™ Elektrody Klasa I/
30710001 noworodkowe, Pianka, Hydrozel, | 063014000000000000003176L | C020501 ’
. . . Reguta 1
Gniazdo 1,5 mm, Monitorowanie
Kendall™ Elektrody Klasa L/
31086575 noworodkowe, Pianka, Hydrozel, | 063014000000000000003176L | C020501 ’
. . . Reguta 1
Gniazdo 1,5 mm, Monitorowanie
Kendall™ Elektrody Klasa 1./
31368072 || noworodkowe, 4203, Pianka, 0630140000000000000032069 || C020501 ’
. Reguta 1
Wstepnie okablowane
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Lista kodoéw produktu

Product Code List

Kod Podstawowy unikalny Klasyfikacja i
produktu Nazwa handlowa i opis identyfikator urzadzenia UDI- EMDN regula
Product Trade Name and Description DI Classification
Code Basic UDI-DI and Rule
Kendall™ 10714PM Piankowe Klasa 1./
EP01350 elektrody noworodkowe, wstepnie | 063014000000000000003216B | C020501 ’
. Reguta 1
okablowane, gniazdo 0.08
Kendall™ [.36-LB Tkanina Limb Klasa 1./
EP30016 Band Elektrody noworodkowe, 063014000000000000003266M || C020501 ’
. Reguta 1
wstepnie okablowane
Kendall™ H203PG Neonat ECG
31.5032.26 | Elektrody widkninowe, - 063014000000000000003536Q | C020s01 || Klasal/
Przezroczysty zel, 4 mm Gniazdo Reguta 1
22 x 30 mm
Kendall™ H203PGK Elektrody
31.5033.26 | ERG noworodkéw Widknina, 1 ¢3014000000000000003526N | co20s01 | Klasa L/
Przezroczysty zel, Gniazdo 4 mm Reguta 1
22 x 30 mm
Kendall™ H203PGT Elektrody
31.5039124 | EKG noworodkéw Wibknina, 536 4000000000000003516L | co20s01 | Klasa L/
Przezroczysty zel, Gniazdo 4 mm, Reguta 1
Radiolucent 22 x 30 mm
Kendall™ H207PG/F Elektrody
EKG noworodka W1oknina, Klasa I,/
31.5072.03 Przezroczysty zel, Ziacze DIN 1,5 063014000000000000003486X || C020501 Regula |
mm 22 x 30 mm
Kendall™ H207PGT Elektrody
31.5072824 | ERG noworodkowe, widknina, - 1 530;40000000000000034962 | coz0s01 | Klasa L/
przezroczysty zel, ztacze DIN 1,5 Reguta 1
mm, radiolucent 22 x 30 mm
Kendall™ H87H/F Neonat ECG Klasa L/
31.3876.04 || Elektrody wiokninowe, Hydrozel, | 063014000000000000003556U || C020501 53 %
Reguta 1
1,5 mm Ziacze DIN 30 mm
Kendall™ H87PG/F Neonatal
ECG Elektrody wtokninowe, Klasa I,/
31.5872.04 Przezroczysty 7el, Ztacze DIN 1,5 063014000000000000003556U || C020501 Regula 1
mm 30 mm
Kendall™ H207H Elektrody EKG
noworodkowe Wtoknina, Klasa I/
31.3076.26 Hydrozel, Zigcze DIN 1,5 mm 22 063014000000000000003556U || C020501 Regula 1
x 30 mm
Kendall™ H27H/F Neonat ECG Klasa I/
31.3276.03 || Elektrody wiokninowe, Hydrozel, | 063014000000000000003496Z || C020501 Re u1a,1
Ztacze DIN 1,5 mm 24 mm &
Kendall™ H207LG/F60 Sleep
Laboratory Electrodes Pianka, N01010202, || Klasa I,/
31.6071.26 mokry Zel, zlgeze DIN 1,5 mm 33 063014000000000000003576Y NO010101 Regula 1
X 24 mm
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Lista kodoéw produktu

Product Code List

Kod Podstawowy unikalny Klasyfikacja i
produktu Nazwa handlowa i opis identyfikator urzadzenia UDI- EMDN regula
Product Trade Name and Description DI Classification
Code Basic UDI-DI and Rule
Kendall™ H207LGN Sleep
Laboratory Electrodes Pianka, N01010202, || Klasa I,/
31607226 | oo, Ziacze DIN 1.5 mr 33 | 063014000000000000003576Y | (0101 | Reguta |
X 24 mm
Kendall™ H207LG/F150 Sleep
Laboratory Electrodes Foam, Wet N01010202, || Klasa I,/
31.6073.26 | Go1°1'S mom Zieze DIN 33 x 24| 063014000000000000003576Y | 010107 | Reguta
mm
Kendall™ H207LG/F200 Sleep
Laboratory Electrodes Pianka, N01010202, || Klasa I,/
31607426 | oL, ziacze DIN 1.5 mr 33 | 063014000000000000003576Y | (06101 | Reguta |
X 24 mm
31118733 | Kendall™ Elektrody piankowe 1 (3414600000000000003286R | co20s01 | Klasa L/
100, hydrozel przewodzacy Regula 1
™ ]
31112496 | Kendall™ Elektrody piankowe 063014000000000000003286R || C020501 Klasa 1/
130, hydrozel przewodzacy Regula 1
™ ]
31439725 | Kendall™ Elektrody piankowe 063014000000000000003286R || C020501 Klasa 1/
133, hydrozel przewodzacy Regula 1
™ ]
31439766 | Kendall™ Elektrody piankowe 1 ¢4, 1000000000000003286R [ Co20s01 || Klasa L/
135, hydrozel przewodzacy Regula |
Kendall™ 200 Elektrody Klasa L/
31050522 | piankowe, przewodzacy hydrozel | 063014000000000000003286R | C020501 | o Sulajl
samoprzylepny £
™ ]
31499204 | Kendall™ Elektrody piankowe 1 (3414600000000000003286R | co20s01 | Klasa L/
210, hydrozel przewodzacy Regula |
™ ]
31078135 | Kendall™ Elektrody piankowe 1 (3414600000000000003286R | co20s01 | Klasa L/
230, hydrozel przewodzacy Regula 1
™ ]
31478368 | Kendall™ Elektrody piankowe 063014000000000000003286R | C020501 Klasa 1/
233, hydrozel przewodzacy Regula 1
™ ]
31478376 | Kendall™ Elektrody piankowe 1 0411 1000000000000003286R [ co20s01 | Klasa L/
235, hydrozel przewodzacy Regula 1
22300 Kendall™ Elektrody piankowe | 5541 1000000000000003286R | Co20s01 | Klasa L/
300, hydrozel przewodzacy Regula |
™ ]
22450 Kendall™ Elektrody piankowe 063014000000000000003286R || C020501 Klasa 1/
450, hydrozel przewodzacy Regula 1
™ ]
22453 Kendall™ Elektrody piankowe | .41 1000000000000003286R | C0o20501 [ Klasa L/
453, hydrozel przewodzacy Regula 1
™ ]
22455 Kendall™ Elektrody piankowe | .41 1000000000000003286R | Co20501 [ Klasa L/
455, hydrozel przewodzacy Regula 1
™ ]
22500 Kendall™ Elektrody piankowe | 041 1000000000000003286R | Co20501 [ Klasa L/
500, hydrozel przewodzacy Regula 1
™ ]
31013926 | Kendall™ Elektrody piankowe 1 (2014600000000000003286R | co20501 | Klasa L/
530, hydrozel przewodzacy Regula 1
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Lista kodoéw produktu

Product Code List

Kod Podstawowy unikalny Klasyfikacja i
produktu Nazwa handlowa i opis identyfikator urzadzenia UDI- EMDN regula
Product Trade Name and Description DI Classification
Code Basic UDI-DI and Rule
™ v
31115796 | Kendall™ Elektrody, Hydrozel 555, 4000000000000003286R || co2os01 || Klasa 1/
przewodzacy pianke 533 Reguta 1
™ v
31115788 | Kendall™ Elektrody, Hydrozel —J 655;4000000000000003286R || cozos01 || Klasal/
przewodzacy pianke 535 Reguta 1
Kendall™ Elektrody piankowe Klasa 1./
40000013 || 600, Hydrozel przewodzacy, 063014000000000000003296T || C020501 ’
. Reguta 1
Radiolucent
Kendall™ Elektrody piankowe Klasa L/
40000003 || 630, Hydrozel przewodzacy, 063014000000000000003296T || C020501 ’
. Reguta 1
Radiolucent
Kendall™ 700 przezroczystych
22700 clekirod tasmowych, 063014000000000000003306C | co20s01 | Klasa 1/
przewodzacy hydrozel Reguta 1
samoprzylepny
Kendall™ 733 Przezroczyste Klasa L/
22733 elektrody tasmowe, przewodzacy | 063014000000000000003306C | C020501 Re Sulajl
hydrozel samoprzylepny £
Kendall™ 735 Przezroczyste Klasa I/
22735 elektrody tasmowe, przewodzacy | 063014000000000000003306C | C020501 Re u1a,1
hydrozel samoprzylepny &
Kendall™ 750 Przezroczyste Klasa L/
22750 elektrody tasmowe, przewodzacy | 063014000000000000003316E | C020501 53 %
. . . Reguta 1
hydrozel klejacy, radiolucenty
Kendall™ Elektrody piankowe Klasa 1/
22850 850, Hydrozel przewodzacy, 063014000000000000003296T || C020501 ’
. Reguta 1
Radiolucent
Kendall™ Elektrody piankowe Klasa 1./
22853 853, Hydrozel przewodzacy, 063014000000000000003296T || C020501 ’
. Reguta 1
Radiolucent
Kendall™ Elektrody piankowe Klasa L/
22855 855, Hydrozel przewodzacy, 063014000000000000003296T || C020501 53 %
. Reguta 1
Radiolucent
Kendall™ Elektrody piankowe Klasa I/
22900 900, Hydrozel przewodzacy, 063014000000000000003296T || C020501 ’
. Reguta 1
Radiolucent
Kendall™ Elektrody piankowe Klasa L/
22930 930, Hydrozel przewodzacy, 063014000000000000003296T || C020501 53 %
. Reguta 1
Radiolucent
Kendall™ Elektrody piankowe Klasa I/
22933 933, Hydrozel przewodzacy, 063014000000000000003296T | C020501 ’
. Reguta 1
Radiolucent
Kendall™ Elektrody piankowe Klasa L/
22935 935, Hydrozel przewodzacy, 063014000000000000003296T | C020501 53 %
. Reguta 1
Radiolucent
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Lista kodoéw produktu

Product Code List

Kod Podstawowy unikalny Klasyfikacja i
produktu Nazwa handlowa i opis identyfikator urzadzenia UDI- EMDN regula
Product Trade Name and Description DI Classification
Code Basic UDI-DI and Rule
Kendall™ SF3040.50 Elektrody Klasa 1./
31452389 | piankowe, hydrozel przewodzacy, || 063014000000000000003296T || C020501 Re lajl
radiolucenty gu
50007305 || Kendall™ Elektrody piankowe 5301 4000000000000003286R | co20s01 | Klasa L/
7305, hydrozel przewodzacy Regula 1
Kendall™ 7605 Elektrody Klasa I/
31043170 || materialowe, hydrozel 063014000000000000003356N || C020501 Regula’l
przewodzacy
Kendall™ Elektrody z tkaniny, Klasa L/
31043063 || 7663 Przewodzacy hydrozel 063014000000000000003356N || C020501 Regu1a’1
samoprzylepny
Kendall™ Elektrody z tkaniny, Klasa I/
31043055 || 7665 Przewodzacy hydrozel 063014000000000000003356N || C020501 Regula’l
samoprzylepny
Kendall™ H49P Elektrody z Klasa L/
ES40030 tkaniny, hydrozel przewodzacy do | 063014000000000000003366Q | C020501 Regulajl
zmiany potozenia
Kendall™ 1093 Elektrody
ES40036 | tkaninowe, zruchoma pozycja, | 5314000000000000003366Q | Co20501 | Klasa L/
przewodzacy hydrozel Reguta 1
samoprzylepny
ES40076 | endall™ HS9P Elektrody z 063014000000000000003366Q | co20s01 | Klasa L/
tkaniny, hydrozel przewodzacy Reguta 1
Kendall™ H69P Elektrody z Klasa 1./
ES40281 tkaniny, hydrozel przewodzacy do | 063014000000000000003366Q | C020501 Re ulajl
zmiany polozenia &
Kendall™ Radiolucent
RR3305 | Repozycjonowalne elekirody z 1 5140000000000000033768 | Co20s01 | Klasa L/
tkaniny, przewodzacy hydrozel Reguta 1
samoprzylepny
Kendall™ H124SG Elektrody Klasa I/
31.1245.21 || EKG Pianka, Hydrozel 30 x 24 063014000000000000003386U || C020501 Regula’l
mm
Kendall™ H135SG Pianka do Klasa L/
31.1355.21 | elektrod EKG, Hydrozel 43 x 35 || 063014000000000000003386U || C020501 Regu1a’1
mm
Kendall™ H914SG Pianka do Klasa I/
31.1914.21 || elektrod EKG, Hydrozel 4 mm 063014000000000000003426K || C020501 ’
Reguta 1
Adapter bananowy 57 x 34 mm
Kendall™ H92SG Pianka do Klasa L/
31.1925.21 | elektrod EKG, Hydrozel, 57 x 34 || 063014000000000000003386U || C020501 Regulajl
mm
Kendall™ H92SG Elektrody Klasa I/
31.1925.30 EKG Pianka, Hydrozel 57x34 mm 0630140000000000000035872 || C020501 Regula 1
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Lista kodoéw produktu

Product Code List

Kod Podstawowy unikalny Klasyfikacja i
produktu Nazwa handlowa i opis identyfikator urzadzenia UDI- EMDN regula
Product Trade Name and Description DI Classification
Code Basic UDI-DI and Rule
Kendall™ H93SG Pianka do Klasa 1./
31.1935.21 || elektrod EKG, Hydrozel, 42 x 24 | 063014000000000000003386U | C020501 Regulajl
mm
Kendall™ H91SSG Elektrody Klasa I/
31.1917.21 || EKG Pianka, Hydrozel, 063014000000000000003386U || C020501 ’
. Reguta 1
Naprezenie 57 x 34 mm
Kendall™ H34SG Elektrody
EKG Pianka, Hydrozel, Klasa I,/
31.1946.21 Naprezenie, Radiolucent 50 x 43 063014000000000000003406F || C020501 Regula 1
mm
Kendall™ H135TSG Pianka do Klasa 1./
31.1355821 | elektrod EKG, Hydrozel 063014000000000000003416H || C020501 ’
. Reguta 1
Radiolowy 43 x 35 mm
Kendall™ H914TSG Elektrody
31.191482] | EKC Pianka, Hydrozel 4 mm 063014000000000000003436M | 020501 | Klasa L/
Adapter bananowy, Radiolucent Reguta 1
57 x 34 mm
Kendall™ H91TSG Elektrody Klasa I/
31.1915821 || EKG Pianka, Hydrozel, 063014000000000000003416H || C020501 ’
. Reguta 1
Radiolucent 57 x 34 mm
Kendall™ H98SG Elektrody Klasa I,/
31.1986.21 EKG Wiknina, Hydrozel 55 mm 063014000000000000003546S || C020501 Regula 1
Kendall™ H99SG Sciereczka do Klasa I/
31.1996.21 elektrod EKG, Hydrozel 55 mm 063014000000000000003466T | C020501 Regula |
Kendall™ H66LG Elektrody Klasa I,/
31.1663.21 EKG Pianka, 7el mokry 55 mm 063014000000000000003446P || C020501 Regula |
Kendall™ H664LG Elektrody Klasa 1./
31.1664.21 || EKG Pianka, Mokry zel, 4 mm 063014000000000000003456R || C020501 ’
Reguta 1
Adapter bananowy 55 mm
Kendall™ H98LG Elektrody Klasa L/
31.1985.21 | EKG Wtoknina, Zel mokry 55 063014000000000000003566W || C020501 Regsiﬂajl
mm
™
31.1995.21 | Kendall™ HO9LG EKG EKG 063014000000000000003476V | C020501 | K1asa 1/
Sciereczka, zel mokry 55 mm Reguta 1
Kendall™ H34LG EcG Elektrody Klasa 1./
31.1345.21 || piankowe, zel mokry, naprgzenie | 063014000000000000003446P | C020501 ’
Reguta 1
50 x 45 mm
™ 1
31433538 | Kendall™ 5400 Diagnostyczne 1 530140000000000000033363 | co20s01 | Klasa L/
elektrody tabulatorowe Regula |
™ 1
30807732 | Kendall™ 3500 Diagnostyezne 1 530140000000000000033363 | cozoso1 | Klasa L/
elektrody tabulatorowe Reguta 1
™ 1
EF00066 | ‘endall™ CA310 Diagnostyezne | c30140000000000000033363 | coz0s01 || Klasa L/
elektrody tabulatorowe Regula 1
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Lista kodoéw produktu

Product Code List

Kod Podstawowy unikalny Klasyfikacja i
produktu Nazwa handlowa i opis identyfikator urzadzenia UDI- EMDN regula
Product Trade Name and Description DI Classification
Code Basic UDI-DI and Rule
™ 1
EF00149 | Kendall™ CASI0 Diagnostyezne | 554140000000000000033365 | Co20s01 | Klasa L/
elektrody tabulatorowe Reguta 1
™ 1
31447793 | Kendall™ CA610 Diagnostyczne | o4146000000000000033367 | cozos01 | Klasa L/
elektrody Reguta 1
ERggoo7 | Kendall™ Nutab Diagnostyezne | 53014000000000000003346L | co20501 | Klasa I/
elektrody Regula |
Neonatal ECG Elektrody Klasa 1./
31.3872.02 | widkninowe, Przezroczysty zel, 063014000000000000003556U || C020501 Regula’ 1

Ztacze DIN 1,5 mm 30 mm
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PORTUGUESE

DECLARACAO DE CONFORMIDADE

RATION OF CONFORMITY

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

CardinalHealth dispositivos médicos (UE) 2017/745.

Numero de Declaracio de

Conformidade RE00189740
Declaration of Conformity Number
Numero de documentagao técnica RE00168520

Technical Documentation Number

Nome do fabricante
Manufacturer’s Name

Cardinal Health 200, LLC também conhecida como Cardinal Health

Endereco do fabricante
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Nimero unico de registo
Single Registration Number

US-MF-000006765

Nome e endereco do representante
autorizado

Authorized Representative’s Name and
Address

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

Nome e nimero de identificaciao do
organismo notificado

Notified body’s Name and Identification
Number

Nao aplicavel

Numero do certificado CE
CE Certificate Number

Néo aplicavel

Categoria do produto
Product Category

Elétrodos Biomédicos

UDI-DI basico
Basic UDI-DI

Consultar o Anexo I

EMDN

Consultar o Anexo I

Codigo, nome comercial e descricio do
produto

Product Code, Trade Name and
Description

Consultar o Anexo I

Finalidade
Intended Purpose

(1) Os elétrodos eletrocardiograma (ECG) sdo utilizados para transmitir os
elétrodos atividade elétrica produzida pelo coragdo através de fios de
chumbo ligados a um Monitor ECG; (2) Para utilizag@o na detecdo passiva
de sinais bioeléctis (tais como ECG, EEG, EMG e respiracdo)

Classificacdo e regra
Classification and Rule

Consultar o Anexo I

Especificacées comuns
Common Specifications

Nao aplicavel

Se for o caso, adicione a legislacao
aplicavel ao nivel da Unido

Where appropriate, add applicable Union
legislation

Nao aplicavel
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DECLARACAO DE CONFORMIDADE
DECLARATION OF CONFORMITY

Avaliaciao de conformidade
Conformity Assessment

Autocertificado/ Self Declared

SECCAO DE ASSINATURA
SIGNATURE SECTIO

legal

identificado acima.

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

Local de emissao
Place of Issue

Mansfield, MA 02048 USA

Assinatura/Data
Signature/Date

Brcizn Q&Mm

Electronically signed
by: Brian Johnson
Reason: Approved
Date: Jan 26, 2022
11:47 CST

Nome e cargo
Name and Function

Brian Johnson, Assuntos Regulamentares

ANEXO 1

ATTACHMENT 1

Lista de codigos dos produtos

Product Code List

Codigo do Classificacao e
produto Nome comercial e descri¢io UDI-DI basico EMDN regra
Product Trade Name and Description Basic UDI-DI Classification

Code and Rule
Elétrodo de monitorizac¢do
e monttor
222002 ;‘;’:V“V?;zhpgg:f;g’;e ﬂi‘zlvdeaﬂ’ 063014000000000000003196Q | 020501 | Classe {/ Regra
Backing, Radiolucent
Elétrodo de monitorizacdo
e monttor
222002A ‘C‘ﬁfﬁiiﬂe‘"ﬁjﬁ;’j ’ Sclflf;‘eiaﬂ 063014000000000000003186N | 020501 | C1asse {/ Regra
Refletor, Radiolucent
Kendall™ Elétrodos de espuma
2293003 ﬁiﬁfgﬁf% diﬁ?fg%ﬂﬁﬁg;‘mbo’ 063014000000000000003326G | 020501 | €135%¢ {/ Regra
Radiolucent
Kendall™ Elétrodos de espuma
2293005 ﬁ%g’gﬁf% dlaersf;‘v”;ré‘i’n;ig‘;mb‘)’ 063014000000000000003326G | C020501 | C1asse {/ Regra
Radiolucent
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https://cardinalhealth.na1.echosign.com/verifier?tx=CBJCHBCAABAA2yvjLQHv_9rDpidFI4oD_QrWk8T3VVrQ

Lista de codigos dos produtos

Product Code List

Codigo do
produto
Product

Code

Nome comercial e descricio
Trade Name and Description

UDI-DI basico
Basic UDI-DI

Classificacao e
regra
Classification
and Rule

31424780

Kendall™ elétrodos neonatais
1041PTS, Pré-ligados, Redondos,
Réadiolulvia de Fita Clara

063014000000000000003256K

C020501

Classe I/ Regra
1

31424785

Kendall™ elétrodos neonatais
1042PTS, Pré-ligados, quadrados,
radiolucentes de fita clara

063014000000000000003256K

C020501

Classe I/ Regra
1

31424786

Kendall™ 1042PTS54 Elétrodos
Neonatais, Pré-ligados,
Quadrados, Fita Clara,
Radiolucent

063014000000000000003256K

C020501

Classe I/ Regra
1

31424768

Kendall™ elétrodos neonatais
1050NPSM, Prewired, Small
Cloth

063014000000000000003226D

C020501

Classe I/ Regra
1

EP00777

Kendall™ elétrodos neonatais
1050NPM, Prewired, Small Cloth,
0.08 Socket

063014000000000000003236F

C020501

Classe I/ Regra
1

EP00779

Kendall™ 1050NPSMR40
Elétrodos Neonatais, Pré-ligados,
Pano Pequeno, RWBL de 40"

063014000000000000003246H

C020501

Classe I/ Regra
1

31424743

Kendall™ elétrodos neonatais
1051NPSM, Prewired, Small
Cloth, Radiolucent

063014000000000000003276P

C020501

Classe I/ Regra
1

31424735

Kendall™ elétrodos neonatais
1052NPSM, Prewired, Pano
Grande

063014000000000000003226D

C020501

Classe I/ Regra
1

31424719

Kendall™ elétrodos neonatais
1053NPSM, Prewired, Big Cloth,
Radiolucent

063014000000000000003276P

C020501

Classe I/ Regra
1

30710001

Kendall™ Elétrodos Neonatal,
Espuma, Hidrogel, Tomada de 1,5
mm, Monitoriza¢ao

063014000000000000003176L

C020501

Classe I/ Regra
1

31086575

Kendall™ Elétrodos Neonatal,
Espuma, Hidrogel, Tomada de 1,5
mm, Monitorizagdo

063014000000000000003176L

C020501

Classe I/ Regra
1

31368072

Kendall™ Elétrodos Neonatal,
4203, Espuma, Prewired

0630140000000000000032069

C020501

Classe I/ Regra
1

EP01350

Kendall™ 10714PM Espuma
Elétrodos Neonatais, Pré-ligados,
0.08 Tomada

063014000000000000003216B

C020501

Classe I/ Regra
1

EP30016

Kendall™ [36-LB Cloth Limb
Band Elétrodos Neonatal, Pré-
ligados

063014000000000000003266M

C020501

Classe I/ Regra
1
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Lista de codigos dos produtos

Product Code List

Codigo do
produto
Product

Code

Nome comercial e descricio
Trade Name and Description

UDI-DI basico
Basic UDI-DI

Classificacao e
regra
Classification
and Rule

31.5032.26

Kendall™ H203PG Elétrodos
Neonatal ECG Nao tecidos, Gel
Claro, 4 mm Tomada 22 x 30 mm

063014000000000000003536Q

C020501

Classe I/ Regra
1

31.5033.26

Kendall™ H203PGK ECG
Elétrodos Néo Tecidos, Gel Claro,
4 mm Tomada 22 x 30 mm

063014000000000000003526N

C020501

Classe I/ Regra
1

31.5039124

Kendall™ H203PGT Elétrodos
Neonatal ECG Nao tecidos, Gel
Claro, 4 mm De Tomada,
Radiolucent 22 x 30 mm

063014000000000000003516L

C020501

Classe I/ Regra
1

31.5072.03

Kendall™ H207PG/F Elétrodos
Neonatal ECG Nio tecidos, Gel
Claro, 1,5 mm CONEctor DIN 22
X 30 mm

063014000000000000003486X

C020501

Classe I/ Regra
1

31.5072824

Elétrodos ECG neonatal de
Kendall™ H207PGT, néo tecidos,
Gel Claro, Conector DIN de 1,5
mm, Radiolucent 22 x 30 mm

063014000000000000003496Z

C020501

Classe I/ Regra
1

31.3876.04

Kendall™ H87H/F Elétrodos
Neonatal ECG Nio tecidos,
Hidrogel, 1,5 mm CONEctor DIN
30 mm

063014000000000000003556U

C020501

Classe I/ Regra
1

31.5872.04

Kendall™ H87PG/F Elétrodos
Neonatal ECG Nao tecidos, Gel
Claro, 1,5 mm CONEctor DIN 30
mm

063014000000000000003556U

C020501

Classe I/ Regra
1

31.3076.26

Kendall™ Elétrodos ECG
Neonatal H207H Nao tecidos,
Hidrogel, 1,5 mm CONEctor DIN
22 x 30 mm

063014000000000000003556U

C020501

Classe I/ Regra
1

31.3276.03

Kendall™ H27H/F Elétrodos
Neonatal ECG Nio tecidos,
Hidrogel, 1,5 mm CONEctor DIN
24 mm

063014000000000000003496Z

C020501

Classe I/ Regra
1

31.6071.26

Kendall™ H207LG/F60 Sleep
Laboratory Elétrodos Espuma,
Gel Humido, Conector DIN 1,5
mm 33 x 24 mm

063014000000000000003576Y

N01010202,
N010101

Classe I/ Regra
1

31.6072.26

Kendall™ H207LGN Sleep
Laboratory Elétrodos Espuma,
Gel Humido, Conector DIN 1,5
mm 33 x 24 mm

063014000000000000003576Y

N01010202,
N010101

Classe I/ Regra
1
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Lista de codigos dos produtos

Product Code List

Codigo do
produto
Product

Code

Nome comercial e descricio
Trade Name and Description

UDI-DI basico
Basic UDI-DI

Classificacao e
regra
Classification
and Rule

31.6073.26

Kendall™ H207LG/F150 Sleep
Laboratory Elétrodos Espuma,
Gel Himido, Conector DIN 1,5
mm 33 x 24 mm

063014000000000000003576Y

N01010202,
N010101

Classe I/ Regra
1

31.6074.26

Kendall™ H207LG/F200 Sleep
Laboratory Elétrodos Espuma,
Gel Himido, Conector DIN 1,5
mm 33 x 24 mm

063014000000000000003576Y

N01010202,
NO010101

Classe I/ Regra
1

31118733

Kendall™ 100 Elétrodos de
Espuma, Hydrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1

31112496

Kendall™ 130 Elétrodos de
espuma, Hidrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1

31439725

Kendall™ 133 Elétrodos de
espuma, Hidrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1

31439766

Kendall™ 135 Elétrodos de
espuma, Hidrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1

31050522

Kendall™ 200 Elétrodos de
Espuma, Hydrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1

31499224

Kendall™ 210 Elétrodos de
Espuma, Hydrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1

31078135

Kendall™ 230 Elétrodos de
espuma, Hidrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1

31478368

Kendall™ 233 Elétrodos de
espuma, Hidrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1

31478376

Kendall™ 235 Elétrodos de
espuma, Hydrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1

22300

Kendall™ 300 Elétrodos de
espuma, Hidrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1

22450

Kendall™ 450 Elétrodos de
Espuma, Hidrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1

22453

Kendall™ 453 Elétrodos de
espuma, Hidrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1
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Codigo do
produto
Product

Code

Lista de codigos dos produtos

Product Code List

Nome comercial e descricio
Trade Name and Description

UDI-DI basico
Basic UDI-DI

Classificacao e
regra
Classification
and Rule

22455

Kendall™ 455 Elétrodos de
espuma, Hidrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1

22500

Kendall™ 500 Elétrodos de
espuma, Hydrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1

31013926

Kendall™ 530 Elétrodos de
espuma, Hidrogel Adesivo
Condutor

063014000000000000003286R

C020501

Classe I/ Regra
1

31115796

Elétrodos Kendall™, 533
Hydrogel Adesivo Condutor de
Espuma

063014000000000000003286R

C020501

Classe I/ Regra
1

31115788

Elétrodos kendall™, 535 hydrogel
adesivo condutor de espuma

063014000000000000003286R

C020501

Classe I/ Regra
1

40000013

Kendall™ 600 Elétrodos de
Espuma, Hydrogel Adesivo
Condutor, Radiolucent

063014000000000000003296T

C020501

Classe I/ Regra
1

40000003

Kendall™ 630 Elétrodos de
Espuma, Hydrogel Adesivo
Condutor, Radiolucent

063014000000000000003296T

C020501

Classe I/ Regra
1

22700

Kendall™ 700 Elétrodos de fita
clara, hydrogel adesivo condutor

063014000000000000003306C

C020501

Classe I/ Regra
1

22733

Kendall™ 733 Clear Tape
Elétrodos, Hydrogel Adesivo
Condutor

063014000000000000003306C

C020501

Classe I/ Regra
1

22735

Kendall™ 735 Elétrodos de fita
clara, hidrogel adesivo condutor

063014000000000000003306C

C020501

Classe I/ Regra
1

22750

Kendall™ 750 Elétrodos de fita
clara, hydrogel adesivo condutor,
radiolucente

063014000000000000003316E

C020501

Classe I/ Regra
1

22850

Kendall™ 850 Elétrodos de
Espuma, Hydrogel Adesivo
Condutor, Radiolucent

063014000000000000003296T

C020501

Classe I/ Regra
1

22853

Kendall™ 853 Elétrodos de
Espuma, Hydrogel Adesivo
Condutor, Radiolucent

063014000000000000003296T

C020501

Classe I/ Regra
1

22855

Kendall™ 855 Elétrodos de
espuma, Hydrogel Adesivo
Condutor, Radiolucent

063014000000000000003296T

C020501

Classe I/ Regra
1

22900

Kendall™ 900 Elétrodos de
Espuma, Hydrogel Adesivo
Condutor, Radiolucent

063014000000000000003296T

C020501

Classe I/ Regra
1
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Lista de codigos dos produtos

Product Code List

Codigo do Classificacio e
produto Nome comercial e descri¢io UDI-DI basico EMDN regra
Product Trade Name and Description Basic UDI-DI Classification

Code and Rule
Kendall™ 930 Elétrodos de Classe I/ Regra
22930 espuma, Hydrogel Adesivo 063014000000000000003296T C020501 1
Condutor, Radiolucent
Kendall™ 933 Elétrodos de Classe I/ Reera
22933 espuma, Hydrogel Adesivo 063014000000000000003296T C020501 ) &
Condutor, Radiolucent
Kendall™ 935 Elétrodos de Classe I/ Regra
22935 Espuma, Hydrogel Adesivo 063014000000000000003296T C020501 )
Condutor, Radiolucent
Kendall™ Elétrodos de espuma Classe I/ Reera
31452389 | SF3040.50, Hydrogel Adesivo 063014000000000000003296T C020501 1 g
Condutor, Radiolucent
Kendall™ 7305 Elétrodos de Classe 1/ Reera
50007305 | espuma, Hidrogel Adesivo 063014000000000000003286R C020501 ) &
Condutor
Kendall™ 7605 Elétrodos de Classe I/ Regra
31043170 || Pano, Hydrogel Adesivo 063014000000000000003356N C020501 1
Condutor
Elétrodos de pano ™ Kendall, Classe I/ Regra
31043063 7663 Hydrogel Adesivo Condutor 063014000000000000003356N C020501 )
31043055 | Elétrodos de pano kendall™, 063014000000000000003356N | C020501 || Classe U Regra
7665 Hydrogel adesivo condutor 1
Elétrodos de pano H49P ™ Classe I/ Reera
ES40030 || Kendall, Hydrogel Adesivo 063014000000000000003366Q C020501 1 g
Condutor Reposicionavel
Kendall™ 1093 Elétrodos de Classe I/ Regra
ES40036 || Pano, Reposicionavel, Hidrogel 063014000000000000003366Q C020501 )
Adesivo Condutor
™ Elétrodos de pano H59P, Classe I/ Reera
ES40076 || Hidrogel Adesivo Condutor 063014000000000000003366Q C020501 1 g
Reposicionavel
Elétrodos de pano H69P ™ Classe 1/ Reera
ES40281 || Kendall, Hydrogel Adesivo 063014000000000000003366Q C020501 ) &
Condutor Reposicionavel
Elétrodos de pano reposicionaveis Classe I/ Regra
RR3305 | ™ Kendall, hidrogel adesivo 063014000000000000003376S C020501 1
condutor

31.1245.21 | Kendall™ HI248G ECG ECG 5541 4000000000000003386U | 020501 | C1asse I/ Regra

Espuma, Hydrogel 30 x 24 mm 1

31.1355.21 | Kendall™ HI33SG ECG ECG 1 05414000000000000003386U | co20501 || Classe U/ Regra

Espuma, Hydrogel 43 x 35 mm

1
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Lista de codigos dos produtos

Product Code List

Codigo do
produto
Product

Code

Nome comercial e descricio
Trade Name and Description

UDI-DI basico
Basic UDI-DI

Classificacao e
regra
Classification
and Rule

31.1914.21

Kendall™ H914SG ECG ECG
ECG Espuma, Adaptador de
Banana Hydrogel 4 mm 57 x 34
mm

063014000000000000003426K

C020501

Classe I/ Regra
1

31.1925.21

Kendall™ H92SG ECG ECG
Espuma, Hydrogel, 57 x 34 mm

063014000000000000003386U

C020501

Classe I/ Regra
1

31.1925.30

Kendall™ H92SG ECG ECG
Espuma de Elétrodos, Hydrogel
57x34 mm

0630140000000000000035872

C020501

Classe I/ Regra
1

31.1935.21

Kendall™ H93SG ECG ECG
Espuma, Hydrogel, 42 x 24 mm

063014000000000000003386U

C020501

Classe I/ Regra
1

31.1917.21

Kendall™ H91SSG ECG ECG
ECG ECG Espuma, Hydrogel,
Stress 57 x 34 mm

063014000000000000003386U

C020501

Classe I/ Regra
1

31.1946.21

Kendall™ H34SG ECG ECG
ECG Espuma de Elétrodos,
Hidrogel, Stress, Radiolucent 50 x
45 mm

063014000000000000003406F

C020501

Classe I/ Regra
1

31.1355821

Kendall™ H135TSG ECG ECG
Espuma, Hydrogel Radiolucent 43
X 35 mm

063014000000000000003416H

C020501

Classe I/ Regra
1

31.1914821

Kendall™ H914TSG ECG ECG
Espuma, Adaptador de Banana
Hydrogel 4 mm, Radiolucent 57 x
34 mm

063014000000000000003436M

C020501

Classe I/ Regra
1

31.1915821

Kendall™ H91TSG ECG ECG
Espuma, Hydrogel, Radiolucent
57 x 34 mm

063014000000000000003416H

C020501

Classe I/ Regra
1

31.1986.21

Kendall™ Elétrodos ECG HI8SG
Nao tecidos, Hidrogel 55 mm

063014000000000000003546S

C020501

Classe I/ Regra
1

31.1996.21

Kendall™ Pano de Elétrodos
ECG H99SG, Hidrogel 55 mm

063014000000000000003466T

C020501

Classe I/ Regra
1

31.1663.21

Kendall™ H66LG ECG ECG
Espuma, Gel Molhado 55 mm

063014000000000000003446P

C020501

Classe I/ Regra
1

31.1664.21

Kendall™ H664LG ECG ECG
Espuma de Elétrodos, Gel
Molhado, Adaptador de Banana
de 4 mm 55 mm

063014000000000000003456R

C020501

Classe I/ Regra
1

31.1985.21

Kendall™ Elétrodos H98LG ECG
Naéo tecidos, Gel Molhado 55 mm

063014000000000000003566W

C020501

Classe I/ Regra
1

31.1995.21

Kendall™ Pano de Elétrodos
H99LG ECG, Gel Molhado 55
mm

063014000000000000003476V

C020501

Classe I/ Regra
1
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Lista de codigos dos produtos

Product Code List

Codigo do Classificacio e
produto Nome comercial e descri¢io UDI-DI basico EMDN regra
Product Trade Name and Description Basic UDI-DI Classification

Code and Rule
Kendall™ H34LG ECG ECG Classe I/ Rosta
31.1345.21 | Espuma de Elétrodos, Gel 063014000000000000003446P |  C020501 | &
Huimido, Stress 50 x 45 mm
™ A
31433538 | Kendall™ 5400 Elétrodos de 063014000000000000003336] | 020501 | C1asseV/ Regra
separador de diagnostico 1
™ A
30807732 | Kendall™ 5500 Elétrodos de 063014000000000000003336) | 020501 | C1asse 1/ Regra
separador de diagnostico 1
™ A
EF00066 | Kendall™ CA310 Elétrodos de 1, <3414000000000000003336) | C020501 | C1asse I/ Regra
separador de diagnostico 1
™ A
EFo0149 | Kendall™ CAS10 Elétrodosde | ¢+0140000000000000033365 | co20501 | C1asse I/ Regra
separador de diagnostico 1
™ A
31447793 | Kendall™ CA610 Elétrodos de | ¢1414000000000000003336] | C020501 | C1asse I/ Regra
separador de diagnostico 1
™ A
ER8g007 | <endall™ Nutab Elétrodos de 063014000000000000003346L | C020501 | Classe I/ Regra
separador de diagnostico 1
Elétrodos Neonatal ECG Nao Classe I/ Reera
31.3872.02 | tecidos, Gel Claro, 1,5 mm 063014000000000000003556U | C020501 sse /Reg

CONEctor DIN 30 mm

1
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ROMANIAN

DECLARATIE DE CONFORMITATE
LARATION OF CONFORMITY

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

CardinaIHealth dispozitivele medicale (UE) 2017/745.

Numar declaratie de conformitate
Declaration of Conformity Number
Numir documentatie tehnica
Technical Documentation Number

RE00189740

RE00168520

Cardinal Health 200, LLC isi desfasoara activitatea si sub denumirea

Numele producitorului Cardinal Health

Manufacturer’s Name

Adresa producatorului 3651 Birchwood Drive Waukegan, IL 60085 USA
Manufacturer’s Address

Numar unic de inregistrare
Single Registration Number
Numele si adresa reprezentantului

US-MF-000006765

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &

autorizat

Authorized Representative’s Name and Technology Park R35 H903, Tullamore, County Offaly, Ireland
Address

Numele si numarul de identificare al Nu este cazul

Organismului notificat
Notified body’s Name and Identification

Number
Numairul certificatului CE Nu este cazul
CE Certificate Number
Categoria de produs o o
P e ey Electrozi biomedicali
UDI-DI de baza .
Basic UDI-DI Consultati Anexa I
EMDN Consultati Anexa I
Cod produs, Nume comercial si
Descriere .
Product Code, Trade Name and Consultati Anexa I
Description
(1) Electrocardiograma (ECQ) electrozi sunt utilizate pentru a transmite
Scopul propus activitatea electrica produsa de inima prin fire de plumb atasate la o
Intended Purpose Monitor ECG; (2) Pentru utilizarea in detectarea pasiva a semnalelor bio-

electrice (cum ar fi ECG, EEG, EMG si respiratie)

Clasificare si regula

Classification and Rule

Specificatii commune

Common Specifications

Cand este cazul, adaugati legislatia
aplicabila din Uniune

Where appropriate, add applicable Union
legislation

Consultati Anexa I

Nu este cazul

Nu este cazul
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DECLARATIE DE CONFORMITATE
DECLARATION OF CONFORMITY

Evaluarea de conformitate Auto-declarat/ Self Declared

Conformity Assessment

SECTIUNEA DE SEMNATURI
SIGNATURE SECTION

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

Locul emiterii
Place of Issue

Mansfield, MA 02048 USA

Semnitura/Data = %M;p

Signature/Date

Electronically signed
by: Brian Johnson
Reason: Approved
Date: Jan 26, 2022
11:47 CST

Nume si functie

. Brian Johnson, Afaceri de
Name and Function

reglementare

Lista

ANEXA 1

cu Coduri de produse

Product Code List

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

Code and Rule

Kendall™ Electrod de Clasa I/ Regula

220002 | monitorizare neonatal-pediatricd, | c3414000000000000003196Q | €020501 !

preconectat, patrat, reflectorizant,

radiolucid

Kendall™ Electrod de Clasa I/ Regula

monitorizare neonatal-pediatrica 1
222002A | cu Aloe, Prewired, Square, 063014000000000000003186N C020501

Reflectorizant Backing,

Radiolucid

Kendall™ Adult 930 Electrozi Clasa I/ Regula
2293003 | SPuma, prewired, 3 plumb, 063014000000000000003326G | C020501 !

hidrogel adeziv conductiv,

radiolucid

Kendall™ Adult 930 Electrozi Clasa I/ Regula
2293005 | SPuma prewired, 5 plumb, 063014000000000000003326G | C020501 !

hidrogel adeziv conductiv,

radiolucid

Kendall™ Electrozi neonatali Clasa I/ Regula
31424780 | 1041PTS, preconectate, rotunde, || 063014000000000000003256K C020501 1

clear tape radiolucide
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Lista cu Coduri de produse

Product Code List

produs
Product
Code

Nume comercial si descriere
Trade Name and Description

UDI-DI de baza
Basic UDI-DI

Clasificare si
regula
Classification
and Rule

31424785

Kendall™ Electrozi neonatali
1042PTS, prewired, Patrat, Clear
Tape Radiolucent

063014000000000000003256K

C020501

Clasa I/ Regula
1

31424786

Kendall™ Electrozi neonatali
1042PTS54, preconectati, patrati,
banda clara, radiolucizi

063014000000000000003256K

C020501

Clasa I/ Regula
1

31424768

Kendall™ Electrozi neonatali
1050NPSM, preconectate, panza
mica

063014000000000000003226D

C020501

Clasa I/ Regula
1

EP00777

Kendall™ Electrozi neonatali
1050NPM, preconectate, panza
mica, 0.08 Socket

063014000000000000003236F

C020501

Clasa I/ Regula
1

EP00779

Kendall™ 1050NPSMR40
electrozi neonatali, prewired,
panza micd, 40 "RWBL

063014000000000000003246H

C020501

Clasa I/ Regula
1

31424743

Kendall™ Electrozi neonatali
1051NPSM, preconectati, pAnza
mica, radiolucida

063014000000000000003276P

C020501

Clasa I/ Regula
1

31424735

Kendall™ Electrozi neonatali
1052NPSM, preconectate, panza
mare

063014000000000000003226D

C020501

Clasa I/ Regula
1

31424719

Kendall™ Electrozi neonatali
1053NPSM, preconectati, pAnza
mare, radiolucida

063014000000000000003276P

C020501

Clasa I/ Regula
1

30710001

Kendall™ Electrozi neonatali,
spumd, hidrogel, priza de 1,5 mm,
monitorizare

063014000000000000003176L

C020501

Clasa I/ Regula
1

31086575

Kendall™ Electrozi neonatali,
spuma, hidrogel, priza de 1,5 mm,
monitorizare

063014000000000000003176L

C020501

Clasa I/ Regula
1

31368072

Kendall™ Electrozi neonatali,
4203, Spuma, Prewired

0630140000000000000032069

C020501

Clasa I/ Regula
1

EP01350

Kendall™ 10714PM Spuma
electrozi neonatali, Prewired, 0.08
Socket

063014000000000000003216B

C020501

Clasa I/ Regula
1

EP30016

Kendall™ L36-LB panza limb
band electrozi neonatali, prewired

063014000000000000003266M

C020501

Clasa I/ Regula
1

31.5032.26

Kendall™ Electrozi ECG
neonatali H203PG Netesute, Gel
clar, 4 mm Socket 22 x 30 mm

063014000000000000003536Q

C020501

Clasa I/ Regula
1

31.5033.26

Kendall™ Electrozi ECG
neonatali H203PGK netesute, Gel
clar, 4 mm prizd 22 x 30 mm

063014000000000000003526N

C020501

Clasa I/ Regula
1
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Lista cu Coduri de produse

Product Code List

produs
Product
Code

Nume comercial si descriere
Trade Name and Description

UDI-DI de baza
Basic UDI-DI

Clasificare si
regula
Classification
and Rule

31.5039124

Kendall™ Electrozi ECG
neonatali H203PGT netesute, Gel
clar, prizd de 4 mm, radiolucid 22
X 30 mm

063014000000000000003516L

C020501

Clasa I/ Regula
1

31.5072.03

Kendall™ Electrozi ECG
neonatali H207PG/F Neonatali
Netesute, Clear Gel, Conector
DIN de 1,5 mm 22 x 30 mm

063014000000000000003486X

C020501

Clasa I/ Regula
1

31.5072824

Kendall™ Electrozi ECG
neonatali H207PGT, netesute, Gel
clar, conector DIN de 1,5 mm,
radiolucid 22 x 30 mm

063014000000000000003496Z

C020501

Clasa I/ Regula
1

31.3876.04

Kendall™ Electrozi ECG
neonatali H§7H/F Netesute,
Hidrogel, conector DIN de 1,5
mm 30 mm

063014000000000000003556U

C020501

Clasa I/ Regula
1

31.5872.04

Kendall™ Electrozi ECG
neonatali H87PG/F netesute, Gel
clar, conector DIN de 1,5 mm 30
mm

063014000000000000003556U

C020501

Clasa I/ Regula
1

31.3076.26

Kendall™ Electrozi ECG
neonatali H207H Netesute,
Hidrogel, Conector DIN de 1,5
mm 22 x 30 mm

063014000000000000003556U

C020501

Clasa I/ Regula
1

31.3276.03

Kendall™ Electrozi ECG
neonatali H27H/F netesute,
hidrogel, conector DIN de 1,5 mm
24 mm 24 mm

063014000000000000003496Z

C020501

Clasa I/ Regula
1

31.6071.26

Kendall™ H207LG/F60 Sleep
Laboratory Electrozi Spuma, Gel
umed, Conector DIN 1,5 mm 33 x
24 mm

063014000000000000003576Y

N01010202,
N010101

Clasa I/ Regula
1

31.6072.26

Kendall™ H207LGN Sleep
Laboratory Electrozi Spuma, Gel
umed, 1,5 mm CONECTOR DIN
33 x 24 mm

063014000000000000003576Y

N01010202,
N010101

Clasa I/ Regula
1

31.6073.26

Kendall™ H207LG/F150 Sleep
Laboratory Electrozi Spuma, Gel
umed, 1,5 mm CONECTOR DIN
33 x 24 mm

063014000000000000003576Y

N01010202,
NO010101

Clasa I/ Regula
1

31.6074.26

Kendall™ H207LG/F200 Sleep
Laboratory Electrozi Spuma, Gel
umed, 1,5 mm CONECTOR DIN
33 x 24 mm

063014000000000000003576Y

N01010202,
N010101

Clasa I/ Regula
1
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Lista cu Coduri de produse

Product Code List

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

Code and Rule

31118733 | Kendall™ 100 electrozide 1 5 03414000000000000003286R | 020501 | C1asd I Regula
spuma, hidrogel adeziv conductiv 1

™ 1 - -

31112496 | Kendall™ 130 electrozide 1 5 03414000000000000003286R | 020501 || C1asd V Regula
spuma, hidrogel adeziv conductiv 1

31439725 | Kendall™ 133 electrozide 1 0411 1000000000000003286R | C020501 || C1asd I Regula
spumd, hidrogel adeziv conductiv 1

™ 1 - -

31439766 | Kendall™ 135 electrozide 1 5 03414000000000000003286R | 020501 || C1asd V Reguld
spumd, hidrogel adeziv conductiv 1

™ 1 - -

31050522 | Kendall™ 200 electrozide 1 5 ¢3414000000000000003286R | 020501 || C1as3 V Reguld
spumd, hidrogel adeziv conductiv 1

31499224 | Kendall™ 210 electrozide 1 5 03414000000000000003286R | 020501 | C1asd I Regula
spumd, hidrogel adeziv conductiv 1

™ 1 - -

31078135 | Kendall™ 230 electrozide 1 5 01414000000000000003286R | 020501 | C1asd V Regula
spuma, hidrogel adeziv conductiv 1

31478368 | Kendall™ 233 electrozide 1 0411 1000000000000003286R | C020501 || C1asd I/ Regula
spuma, hidrogel adeziv conductiv 1

31478376 | Kendall™ 235 electrozide 1 5 03414000000000000003286R | 020501 || C1asd V Regula
spuma, hidrogel adeziv conductiv 1

22300 | Kendall™ 300 electrozide ) 55414000000000000003286R | 020501 | C1253 U Reguld
spuma, hidrogel adeziv conductiv 1

™ 1 - -

2450 | Kendall™ 450 electrozide ) a1 1000000000000003286R | C020501 || Clasd U Regula
spuma, hidrogel adeziv conductiv 1

20453 | Kendall™ Electrozi de spuma 5551 4000000000000003286R | 020501 | 1253 U Reguld
453, hidrogel adeziv conductiv 1

™ 1 - -

2455 | Kendall™ 455 electrozide ) a1 1000000000000003286R | C020501 || Clasd U Regula
spuma, hidrogel adeziv conductiv 1

™ 1 - -

22500 | Kendall™ 500 electrozide a1 1000000000000003286R | Co20501 || Clasd U Regula
spumd, hidrogel adeziv conductiv 1

31013926 | Kendall™ 530 Electrozi spuma, - 041 1000000000000003286R | C020501 | C1asd I/ Regula
hidrogel adeziv conductiv 1

31115796 | Kendall™ Electrozi, 533 spuma 1 041 1000000000000003286R | C020501 | C1asd I/ Regula
conductoare adezive hidrogel 1

31115788 | Kendall™ Electrozi, 535 spuma 1 041 1000000000000003286R | C020501 || C1asd I/ Regula
conductoare adeziv hidrogel 1

Kendall™ 600 electrozi de Clasa I/ Regula
40000013 || spuma, hidrogel adeziv conductiv, | 063014000000000000003296T C020501 1

radiolucid

Kendall™ 630 electrozi de Clasa I/ Regula

40000003 | spuma, hidrogel adeziv conductiv, | 063014000000000000003296T | 020501 1
radiolucid
™ 1 - -
22700 | Kendall™ 700 electrozi clear 063014000000000000003306C | 020501 | 1253 U Reguld

tape, hidrogel adeziv conductiv

1
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Lista cu Coduri de produse

Product Code List

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

Code and Rule

20733 | Kendall™ 733 Electrozi clear ) 5541 4000000000000003306C | 020501 | €1253 U Reguld
tape, hidrogel adeziv conductiv 1
22735 | Kendall™ 735 Electrozi clear ) 5541 4600000000000003306C | 020501 | C12s3 U/ Reguld
tape, hidrogel adeziv conductiv 1
Kendall™ 750 electrozi clear Clasa I/ Regula
22750 tape, hidrogel adeziv conductiv, 063014000000000000003316E C020501 1
radiolucid
Kendall™ 850 electrozi spuma, Clasa I/ Regula
22850 hidrogel adeziv conductiv, 063014000000000000003296T C020501 1
radiolucid
Kendall™ 853 Electrozi spuma, Clasa I/ Regula
22853 hidrogel adeziv conductiv, 063014000000000000003296T C020501 1
radiolucid
Kendall™ 855 Electrozi spuma, Clasa I/ Regula
22855 hidrogel adeziv conductiv, 063014000000000000003296T C020501 1
radiolucid
Kendall™ 900 electrozi de Clasa I/ Regula
22900 spumd, hidrogel adeziv conductiv, | 063014000000000000003296T C020501 1
radiolucid
Kendall™ Electrozi spumanti Clasa I/ Regula
22930 930, hidrogel adeziv conductiv, 063014000000000000003296T C020501 1
radiolucid
Kendall™ Electrozi spumanti Clasa I/ Regula
22933 933, hidrogel adeziv conductiv, 063014000000000000003296T C020501 1
radiolucid
Kendall™ Electrozi spumant 935, Clasa I/ Regula
22935 hidrogel adeziv conductiv, 063014000000000000003296T C020501 1
radiolucid
Kendall™ Electrozi de spuma Clasa I/ Regula
31452389 || SF3040.50, hidrogel adeziv 063014000000000000003296T C020501 1
conductiv, radiolucid
50007305 | Kendall™ Electrozi de spumd ) 6547 4000000000000003286R | 020501 | €153 I/ Reguld
7305, hidrogel adeziv conductiv 1
31043170 | Kendall™ 7605 electrozide ) 6541 4000000000000003356N | 020501 || C1as3 U Reguld
panza, hidrogel adeziv conductiv 1
31043063 | Kendall™ Electrozi panza, 7663 | 454 4000000000000003356N | 020501 || C12s3 U Reguld
hidrogel adeziv conductiv 1
31043055 | Kendall™ Electrozi panza, 7665 ¢3414000000000000003356N | 020501 | C1asi I Regula
hidrogel adeziv conductiv 1
Kendall™ H49P stofa electrozi, Clasa I/ Regula
ES40030 | repozitionabile conductoare 063014000000000000003366Q C020501 1
adezive hydrogel
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Lista cu Coduri de produse

Product Code List

produs
Product
Code

Nume comercial si descriere
Trade Name and Description

UDI-DI de baza
Basic UDI-DI

Clasificare si
regula
Classification
and Rule

ES40036

Kendall™ 1093 Electrozi de
panza, repozitionabil, conductiv
adeziv hydrogel

063014000000000000003366Q

C020501

Clasa I/ Regula
1

ES40076

Kendall™ HS59P stofa electrozi,
repozitionabil adeziv conductiv
hydrogel

063014000000000000003366Q

C020501

Clasa I/ Regula
1

ES40281

Kendall™ electrozi de panza
H69P, hidrogel adeziv conductiv
repozitionabil

063014000000000000003366Q

C020501

Clasa I/ Regula
1

RR3305

Kendall™ Electrozi de panza
repozitionabili radiolucizi,
hidrogel adeziv conductiv

063014000000000000003376S

C020501

Clasa I/ Regula
1

31.1245.21

Kendall™ H124SG ECG
Electrozi Spuma, Hidrogel 30 x
24 mm

063014000000000000003386U

C020501

Clasa I/ Regula
1

31.1355.21

Kendall™ H135SG ECG
Electrozi Spuma, Hydrogel 43 x
35 mm

063014000000000000003386U

C020501

Clasa I/ Regula
1

31.1914.21

Kendall™ H914SG ECG
Electrozi Spuma, Hydrogel 4 mm
Banana Adaptor 57 x 34 mm

063014000000000000003426K

C020501

Clasa I/ Regula
1

31.1925.21

Kendall™ H92SG ECG Electrozi
Spuma, Hydrogel, 57 x 34 mm

063014000000000000003386U

C020501

Clasa I/ Regula
1

31.1925.30

Kendall™ H92SG ECG Electrozi
Spuma, Hydrogel 57x34 mm

0630140000000000000035872

C020501

Clasa I/ Regula
1

31.1935.21

Kendall™ H93SG ECG Electrozi
Spuma, Hydrogel, 42 x 24 mm

063014000000000000003386U

C020501

Clasa I/ Regula
1

31.1917.21

Kendall™ H91SSG ECG
Electrozi Spuma, Hidrogel, Stres
57 x 34 mm

063014000000000000003386U

C020501

Clasa I/ Regula
1

31.1946.21

Kendall™ H34SG ECG Electrozi
Spuma, Hidrogel, Stres,
Radiolucid 50 x 45 mm

063014000000000000003406F

C020501

Clasa I/ Regula
1

31.1355821

Kendall™ H135TSG ECG
Electrozi Spuma, Hydrogel
Radiolucent 43 x 35 mm

063014000000000000003416H

C020501

Clasa I/ Regula
1

31.1914821

Kendall™ Spuma de electrozi
ECG H914TSG, adaptor pentru
banane hidrogel de 4 mm,
radiolucid 57 x 34 mm

063014000000000000003436M

C020501

Clasa I/ Regula
1

31.1915821

Kendall™ H91TSG ECG
Electrozi Spuma, Hidrogel,
Radiolucid 57 x 34 mm

063014000000000000003416H

C020501

Clasa I/ Regula
1
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Lista cu Coduri de produse

Product Code List

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

Code and Rule

31108621 | Kendall™ Electrozi ECG HO8SG ) (63014000000000000003546 | 020501 | €153 1 Reguld
Netesute, Hidrogel 55 mm 1
™ b - -
31.1996.21 | Kendall™ H99SG ECG Electrozi | ¢3414000000000000003466T | co20501 | C12sa I Reguld
panza, Hydrogel 55 mm 1
31.1663.21 | Kendall™ H66LG ECG Electrozi | 634, 4000000000000003446P | 020501 | C1as3 U Regula
Spuma, Gel umed 55 mm 1
Kendall™ H664LG ECG Clasa I/ Regula
31.1664.21 | Electrozi Spuma, Gel umed, 4 063014000000000000003456R | 020501 !
mm Banana Adaptor 55 mm
31.1985.21 | Kendall™ HO8LG ECG Electrozi | +41.4000000000000003566W | C020501 | C1asa I Regula
non-tesute, Gel umed 55 mm 1
™ M - -
31199521 || Kendall!¥ HIILG ECG Electrozi | 5014000000000000003476v | co20s01 | Clas3 ¥ Regul
panza, Gel umed 55 mm 1
Kendall™ H34LG ECG Electrozi Clasa I/ Regula
31.1345.21 | Spuma, Gel umed, Stres 50 x 45 || 063014000000000000003446P | 020501 1
mm
™ 1 1 - -
31433538 | Kendall™ 5400 Diagnostic Tab 1 ¢+41.4000000000000003336] | C020501 | C1asd V Regula
Electrozi 1
30807732 | Kendall™ 5500 Diagnostic Tab | ¢+41.4000000000000003336] | c020501 | C1asd I Regula
Electrozi 1
EF00066 | Kendall™ CA310 Diagnostic Tab |, <3414000000000000003336) | co20501 | C1asd I/ Regula
Electrozi 1
EF00149 | Kendall™ CAS10 Diagnostic Tab |l +014000000000000003336) | co20501 | C1asd I/ Regula
Electrozi 1
™ 1 1 - -
31447793 | Kendall™ CA610 Diagnostic Tab | 341.4000000000000003336] | co20501 | C1asa V Regula
Electrozi 1
™ 3 3 - -
ER8g007 | endall™ Nutab Diagnostic Tab | <51 4000000000000003346L | 020501 | €12sd 1/ Regula
Electrozi 1
Electrozi ECG neonatali Clasa I/ Regula
31.3872.02 | H87PG/F netesute, Gel clar, 063014000000000000003556U | 020501 !

conector DIN de 1,5 mm 30 mm
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SLOVAK

VYHLASENIE O ZHODE

CONFORMITY

CardinalHealth

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

Cislo vyhlasenia o zhode
Declaration of Conformity Number

RE00189740

Cislo technickej dokumentacie
Technical Documentation Number

RE00168520

Nazov vyrobcu
Manufacturer’s Name

Spolo¢nost’ Cardinal Health 200, LLC tiez obchodujtica ako Cardinal
Health

Adresa vyrobcu
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Jednotné registracné Cislo
Single Registration Number

US-MF-000006765

Meno a adresa opravneného zastupcu

Authorized Representative’s Name and
Address

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

Meno a identifikac¢né ¢islo
informovaného organu

Notified body’s Name and Identification
Number

Nevztahuje sa

Cislo certifikatu CE
CE Certificate Number

Nevztahuje sa

Kategoria vyrobku
Product Category

Biomedicinske elektrody

Zakladné UDI-DI
Basic UDI-DI

Pozrite si Prilohu I

EMDN

Pozrite si Prilohu I

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

Pozrite si Prilohu I

ZamySPany ucel
Intended Purpose

(1) Elektrokardiogramové (EKG) elektrody sa pouZzivaji na prenos
elektrickej aktivity produkovanej srdcom prostrednictvom pripojenych
olovenych vodic¢ov do EKG monitor; (2) Na pouzitie pri pasivhom
snimanim bioelektrickych signalov (ako st EKG, EEG, EMG a dychanie)

Klasifikacia a pravidlo
Classification and Rule

Pozrite si Prilohu I

Bezné Specifikacie
Common Specifications

Nevztahuje sa

V pripade potreby dopliite prislusné
pravne predpisy Unie

Where appropriate, add applicable Union
legislation

Nevztahuje sa

Postidenie zhody
Conformity Assessment

Vlastné vyhlasenie/ Self Declared

Confidential Information

Page 123 of 148

GS20000991 Attachment 5A - Generation and Maintenance of Technical Documentation

Rev 210 TEMPLATE




SIGNATURE SECTION
|_Toto vyhlisenie o zhode EU sa vydiva pre zikonného vyrobcu, v jeho mene a na jeho vyhradnii zodpovednost. |
Miesto vydania
Place of Issue
Podvi/ Dt | e Clooncon
Signature/Date Date: Jan 26, 2022

11:47 CST
Meno a pozicia
Name and Function

Mansfield, MA 02048 USA

Brian Johnson, Regula¢né zalezitosti

PRILOHU I

Zoznam koédov vyrobkov

Product Code List
Kéd Klasifikacia a
vyrobku Obchodny nazov a popis Ziakladné UDI-DI EMDN pravidlo
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
Kendall™ Neonatal-Pediatric
222002 || Monitorovacia elektroda, 063014000000000000003196Q | C020501 Trieda I/
prewired, Stvorec, reflexna Pravidlo 1
podstavca, raddiolucentnd
Kendall™ neonatalne-pediatricka
2220024 | Mmonitorovacia elektroda s aloe, 1 c5414000000000000003186N | 020501 Trieda I
prewired, Stvorcova, reflexna Pravidlo 1
podstavca, radiolucentnd
Kendall™ dospelé penové Trieda I/
2293003 | elektrody 930, prepojené, 3 olovo, | 063014000000000000003326G C020501 .
. P , Pravidlo 1
vodivy hydroggl, radiolucentny
Kendall™ dospela 930 penové
elektrody, prepojené, 5 olovo, Trieda I/
2293005 A . 063014000000000000003326G C020501 .
vodivy lepiaci hydrogél, Pravidlo 1
radiolucentny
Kendall™ 1041PTS neonatalne Trieda I
31424780 || elektrody, prewired, okrahle, ¢ira || 063014000000000000003256K C020501 .
, : Pravidlo 1
paska Radiolucent
Kendall™ 1042PTS neonatalne Trieda I/
31424785 || elektrody, prewired, Stvorcoveé, 063014000000000000003256K C020501 3
o . . Pravidlo 1
¢ire pasky Radiolucent
Kendall™ 1042PTS54
31424786 | Neonatdlne elektrody, Prewired, - 55414000000000000003256K | 020501 Trieda I
Stvorec, Cira paska, Pravidlo 1
Radiolucentné
Kendall™ neonatalne elektrody Trieda I/
31424768 || 10S0NPSM, prepadené, mala 063014000000000000003226D C020501 .
. Pravidlo 1
tkanina
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Zoznam kédov vyrobkov

Product Code List

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

Code and Rule

Kendall™ 1050NPM Neonatalne Trieda I/
EP00777 | elektrody, prepasledené, mala 063014000000000000003236F C020501 .
. . Pravidlo 1
tkanina, zasuvka 0,08
Kendall™ neonatalne elektrody Trieda I/
EP00779 || 1050NPSMR40, prepasené, mala || 063014000000000000003246H C020501 Pravidlo 1
tkanina, 40" RWBL ravidio
Kendall™ 1051NPSM neonatalne Trieda I/
31424743 || elektrody, prepasok, mala tkanina, || 063014000000000000003276P C020501 .
1 . Pravidlo 1
radiolucentné
Kendall™ 1052NPSM neonatélne Trieda I/
31424735 | elektrody, prepasok, velka 063014000000000000003226D C020501 :
: Pravidlo 1
tkanina
Kendall™ 1053NPSM neonatalne Trieda I/
31424719 | elektrédy, prepasené, vel'ka 063014000000000000003276P C020501 .
. . , Pravidlo 1
tkanina, radiolucentné
Kendall™ Neonatalne elektrody, Trieda I/
30710001 || Pena, Hydrogél, 1,5mm zasuvka, | 063014000000000000003176L C020501 Pravidlo 1
monitorovanie v
Kendall™ Neonatalne elektrody, Trieda I/
31086575 | Pena, Hydrogél, 1,5mm zéasuvka, | 063014000000000000003176L C020501 Pravidlo 1
monitorovanie ravidio
Kendall™ Neonatalne elektrody, Trieda I/
31368072 4203, Pena, Prewired 0630140000000000000032069 C020501 Pravidlo 1
Kendall™ 10714PM Penové Trieda I/
EP01350 || neonatalne elektrody, prewired, 063014000000000000003216B C020501 .
. Pravidlo 1
0.08 Zasuvka
Kendall™ [.36-LB Latkové Trieda I/
EP30016 || koncatiny Pas neonatalne 063014000000000000003266M C020501 .
, . Pravidlo 1
elektrédy, prewired
Kendall™ H203PG Neonatalne Trieda I/
31.5032.26 | EKG elektrody Netkané, Ciry gél, || 063014000000000000003536Q C020501 ©
. Pravidlo 1
4 mm zasuvka 22 x 30 mm
Kendall™ H203PGK Neonatalne Trieda I/
31.5033.26 | EKG elektrody netkané, ¢iry gél, || 063014000000000000003526N C020501 3
. Pravidlo 1
4 mm zasuvka 22 x 30 mm
Kendall™ H203PGT Neonatalne
EKG elektrody netkané, Ciry gél, Trieda I/
31.5039124 4 mm Zasuvka, Radiolucentné 22 063014000000000000003516L C020501 Pravidlo 1
x 30 mm
Kendall™ H207PG/F Neonatalne
EKG elektrody Netkané, Ciry gél, Trieda I/
31.5072.03 1.5 mm DIN Konektor 22 x 30 063014000000000000003486X C020501 Pravidlo 1

mm
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Zoznam kédov vyrobkov

Product Code List

Kod Klasifikacia a
vyrobku Obchodny nazov a popis Zakladné UDI-DI EMDN pravidlo
Product Trade Name and Description Basic UDI-DI Classification

Code and Rule

Kendall™ H207PGT Neonatalne
EKG elektrody, netkané, Ciry gél, Trieda I/
31.5072824 1.5 mm DIN konektor, 063014000000000000003496Z C020501 Pravidlo 1
Radiolucent 22 x 30 mm
Kendall™ H87H/F Neonatalne Trieda I/
31.3876.04 | EKG elektrody netkané, hydrogél, | 063014000000000000003556U | C020501 rieca
Pravidlo 1
1,5 mm DIN konektor 30 mm
Kendall™ H87PG/F Neonatalne Trieda I/
31.5872.04 | EKG elektrody netkané, ¢iry gél, | 063014000000000000003556U C020501 :
Pravidlo 1
1,5 mm DIN konektor 30 mm
Kendall™ H207H Neonatalne
EKG elektrody Netkané, Trieda I/
31.3076.26 Hydrogel, 1,5 mm DIN konektor 063014000000000000003556U C020501 Pravidlo 1
22 x 30 mm
Kendall™ H27H/F Neonatalne
EKG elektrody Netkané, Trieda I/
31.3276.03 hydrogél, 1,5 mm DIN konektor 063014000000000000003496Z C020501 Pravidlo 1
24 mm
Kendall™ H207LG/F60
Spankové laboratorne elektrody N01010202, Trieda I/
31.6071.26 Pena, mokry gél, 1,5 mm DIN 063014000000000000003576Y NO10101 Pravidlo 1
konektor 33 x 24 mm
Kendall™ H207LGN Spankové
laboratorne elektrody Pena, N01010202, Trieda I/
31.6072.26 mokry gél, 1,5 mm DIN konektor 063014000000000000003576Y NO10101 Pravidlo 1
33 x 24 mm
Kendall™ H207LG/F150
Spankové laboratorne elektrody N01010202, Trieda I/
31.6073.26 Pena, mokry gél, 1,5 mm DIN 063014000000000000003576Y NO10101 Pravidlo 1
konektor 33 x 24 mm
Kendall™ H207LG/F200
Spankové laboratorne elektrody N01010202, Trieda I/
31.6074.26 Pena, mokry gél, 1,5 mm DIN 063014000000000000003576Y NO10101 Pravidlo 1
konektor 33 x 24 mm
™ 4 A 1
31118733 | Kendall™ 100 penovych elektrod, | 4)14000000000000003286R | 020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
™ 7 4 i
31112496 | Kendall™ 130 penovych elektrod, | o4)14000000000000003286R | 020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
31439725 | Kendall™ 133 penové elektrddy, | o414000000000000003286R | 020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
31439766 | ondall™ 135 penové elekirddy, 1 4314000000000000003286R | 020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
31050522 | Kendall™ 200 penovych elektrdd, | 4314000000000000003286R | 020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
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Zoznam kédov vyrobkov

Product Code List

Kod Klasifikacia a
vyrobku Obchodny nazov a popis Zakladné UDI-DI EMDN pravidlo
Product Trade Name and Description Basic UDI-DI Classification

Code and Rule

31499224 | Kendall™ 210 penové elektrody. | ¢3014000000000000003286R | 020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
™ ; : ;
31078135 | Kendall™ 230 penovych elektrdd, | ¢3414000000000000003286R | 020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
31478368 | Kendall™ 233 penové elektrody. | ¢3414000000000000003286R | 020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
™ . : ;
31478376 | K<endall™ 235 penové elektrody. | ¢3414000000000000003286R | 020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
™ ¢ ; i
22300 | Kendall™ 300 penovich elektrod, | o+, 1000000000000003286R | 020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
20450 | Kendall™ 450 penové elektrédy. | o+ 1 1000000000000003286R | C020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
20453 | Kendall™ 453 penové elektrédy. | o+ 1 1000000000000003286R | C020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
™ ; : ;
22455 | Kendall™ 455 penové elektrdy, | <+ 414000000000000003286R | 020501 Trieda 1/
vodivy lepiaci hydrogél Pravidlo 1
— , , .
22500 | Kendall™ 500 penovich elektrod, | o+, 1000000000000003286R | C020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
31013926 | Kendall™ 530 penové elektrody. | ¢3414000000000000003286R | 020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
A ™ A .
31115796 | Elekirddy Kendall™, 533 Penové | 0411 1000000000000003286R | 020501 Trieda 1/
vodivé lepidlo Hydrogel Pravidlo 1
31115788 | Dlekirody Kendall™, 535 Penove | 0+ 414000000000000003286R | C020501 Trieda I/
vodivé lepidlo Hydrogel Pravidlo 1
Kendall™ 600 penovych elektrod, Trieda I/
40000013 | vodivy lepiaci hydrogél, 063014000000000000003296T | C020501 !
o i Pravidlo 1
radiolucentny
Kendall™ 630 penové elektrody, Trieda I/
40000003 | vodivy lepiaci hydrogél, 063014000000000000003296T | C020501 !
L 4 , Pravidlo 1
radiolucentny
— :
22700 | Kendall™ 700 &irych paskovieh /1 46600000000000003306C | 020501 Trieda I/
elektréd, vodivy lepiaci hydrogél Pravidlo 1
Kendall™ 733 Cire paskové Trieda I/
22733 | qiekirbdy. vodivg leniact hedroél | 063014000000000000003306C | 020501 e
Kendall™ 735 Cire paskové Trieda I/
22735 | Glirody. vodivg lentact hydroél | 263014000000000000003306C | C020501 prcc
Kendall™ 750 Cire paskové Trieda I/
22750 | elektrody, vodivy lepiaci 063014000000000000003316E | C020501 !
1 - , Pravidlo 1
hydrogél, radiolucentny
Kendall™ 850 penové elektrody, Trieda I
22850 | vodivy lepiaci hydrogél, 063014000000000000003296T | C020501 !
1 i Pravidlo 1
radiolucentny
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Zoznam kédov vyrobkov

Product Code List

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

Code and Rule

Kendall™ 853 Penové elektrody, Trieda I/
22853 vodivy lepiaci hydrogél, 063014000000000000003296T C020501 .
o , Pravidlo 1
radiolucentny
Kendall™ 855 Penové elektrody, Trieda I/
22855 vodivy lepiaci hydrogél, 063014000000000000003296T C020501 .
g . Pravidlo 1
radiolucentny
Kendall™ 900 penovych elektrod, Trieda I/
22900 vodivy lepiaci hydrogél, 063014000000000000003296T C020501 .
gy , Pravidlo 1
radiolucentny
Kendall™ 930 penové elektrody, Trieda I/
22930 vodivy lepiaci hydrogél, 063014000000000000003296T C020501 :
o , Pravidlo 1
radiolucentny
Kendall™ 933 Penové elektrody, Trieda I/
22933 vodivy lepiaci hydrogél, 063014000000000000003296T C020501 .
gy , Pravidlo 1
radiolucentny
Kendall™ 935 Penové elektrody, Trieda I/
22935 vodivy lepiaci hydrogél, 063014000000000000003296T C020501 .
o , Pravidlo 1
radiolucentny
Kendall™ penové elektrody Trieda I/
31452389 || SF3040.50, vodivy lepiaci 063014000000000000003296T C020501 .
o , Pravidlo 1
hydrogél, radiolucentny
™ ; : i
50007305 | Kendall™ penové elekirody 7303, 341 4000000000000003286R | 020501 Trieda I/
vodivy lepiaci hydrogél Pravidlo 1
gy - P -
31043170 | Kendall™ 7605 Latkove . | 063014000000000000003356N | C020501 Trieda I/
elektrody, vodivy lepiaci hydrogél Pravidlo 1
Kendall™ latkové elektrody, Trieda I/
31043063 7663 Vodivy lepiaci hydrogél 063014000000000000003356N C020501 Pravidlo 1
Kendall™ latkové elektrody, Trieda I/
31043055 7665 Vodivy lepiaci hydrogél 063014000000000000003356N C020501 Pravidlo 1
Kendall™ H49P latkové Trieda I/
ES40030 | elektrody, repozi¢né vodivé 063014000000000000003366Q C020501 .
) Pravidlo 1
lepidlo Hydrogel
Kendall™ 1093 Latkové Trieda I/
ES40036 | elektrody, premiestiiovatelné, 063014000000000000003366Q C020501 .
A Pravidlo 1
vodivé lepidlo Hydrogel
Kendall™ H59P latkové Trieda I/
ES40076 | elektrody, repozi¢né vodivé 063014000000000000003366Q C020501 .
) Pravidlo 1
lepidlo Hydrogel
Kendall™ latkové elektrody Trieda I/
ES40281 || H69P, repozi¢né vodivé lepidlo 063014000000000000003366Q C020501 Pravidlo 1

Hydrogel
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Zoznam kédov vyrobkov

Product Code List

Kod Klasifikacia a
vyrobku Obchodny nazov a popis Zakladné UDI-DI EMDN pravidlo
Product Trade Name and Description Basic UDI-DI Classification

Code and Rule

Kendall™ Radiolucentné Trieda I/
RR3305 polohovatelné latkové elektrody, | 063014000000000000003376S C020501 .
., . , Pravidlo 1
vodivy lepiaci hydrogél
Kendall™ H124SG EKG Trieda I/
31.1245.21 | Elektrody Pena, hydrogél 30 x 24 | 063014000000000000003386U C020501 Pravidlo 1
mm
Kendall™ H135SG EKG Trieda I/
31.1355.21 || Elektrody Pena, Hydrog 43 x 35 063014000000000000003386U C020501 Pravidlo 1
mm
Kendall™ H914SG EKG Trieda I/
31.1914.21 | elektrody Pena, Hydrogel 4 mm 063014000000000000003426K C020501 3
, , , Pravidlo 1
bananovy adaptér 57 x 34 mm
Kendall™ H92SG EKG Trieda I/
31.1925.21 | Elektrody Pena, Hydrog, 57 x 34 || 063014000000000000003386U C020501 Pravidlo 1
mm
Kendall™ H92SG EKG Trieda I/
31.1925.30 | Elektrody Pena, Hydrogél 57x34 0630140000000000000035872 C020501 Pravidlo 1
mm
Kendall™ H93SG EKG Trieda I/
31.1935.21 | Elektrody Pena, Hydrog, 42 x 24 || 063014000000000000003386U C020501 Pravidlo 1
mm
Kendall™ H91SSG EKG Trieda I/
31.1917.21 | Elektrody Pena, hydrogél, stres 57 || 063014000000000000003386U C020501 .
Pravidlo 1
X 34 mm
Kendall™ H34SG EKG Trieda I/
31.1946.21 | Elektrody Pena, Hydrogél, Stres, 063014000000000000003406F C020501 .
s 1 Pravidlo 1
Radiolucent 50 x 45 mm
Kendall™ H135TSG EKG Trieda I/
31.1355821 || Elektrody Pena, Hydrogel 063014000000000000003416H C020501 .
. Pravidlo 1
Radiolucent 43 x 35 mm
Kendall™ H914TSG EKG
31.1914821 | clekirédy Pena, hydrogél 4mm — 054; 4000000000000003436M | 020501 Trieda I/
bananovy adaptér, radiolucentny Pravidlo 1
57 x 34 mm
Kendall™ H91TSG EKG Trieda I/
31.1915821 || Elektrody Pena, Hydrogél, 063014000000000000003416H C020501 .
g Pravidlo 1
Radiolucent 57 x 34 mm
Kendall™ H98SG EKG Trieda I/
31.1986.21 | Elektrody netkané, hydrogél 55 063014000000000000003546S C020501 Pravidlo 1
mm
Kendall™ H99SG EKG Trieda I/
31.1996.21 | Elektrody Tkanina, Hydrog 55 063014000000000000003466T C020501 Pravidlo 1

mm
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Zoznam kédov vyrobkov

Product Code List

Kod Klasifikacia a
vyrobku Obchodny nazov a popis Zakladné UDI-DI EMDN pravidlo
Product Trade Name and Description Basic UDI-DI Classification

Code and Rule

Kendall™ H66LG EKG Trieda I/
31166321 | 510 iy Peng, mokry 6l 55 mm | 203014000000000000003446P | 020501 Prawidlo 1
Kendall™ H664LG EKG Trieda U
31.1664.21 | Elektrody Pena, mokry gél, 4 mm || 063014000000000000003456R | C020501 \
, 4 , Pravidlo 1
bananovy adaptér 55 mm
Kendall™ HI98LG EKG Trieda I/
31.1985.21 | Elektrody netkané, mokry gél 55 || 063014000000000000003566W | C020501 Prawidlo 1
mm
Kendall™ H99LG EKG Trieda U
31.1995.21 | Elektrody Tkanina, mokry gél 55 | 063014000000000000003476V | C020501 Providlo |
mm
Kendall™ H34LG EKG Trieda I/
31.1345.21 | Elektrody Pena, mokry gél, stres || 063014000000000000003446P | C020501 \
Pravidlo 1
50 x 45 mm
A ™ ]
31433538 | Elektrddy Kendall™ 5400 063014000000000000003336] | 020501 Trieda 1/
Diagnostic Tab Pravidlo 1
30807732 | Kendall™ 5500 Diagnostické tab | 5 ¢3414000000000000003336] | 020501 Trieda I/
elektrody Pravidlo 1
EF00066 || Elekirody Kendall™ CA310 063014000000000000003336] | 020501 Trieda I/
Diagnostic Tab Pravidlo 1
EF00149 | Elektrody Kendall™ CASI10 063014000000000000003336J | C020501 Trieda 1/
Diagnostic Tab Pravidlo 1
31447793 | Elekirddy Kendall™ CA610 063014000000000000003336] | 020501 Trieda I/
Diagnostic Tab Pravidlo 1
ERsg007 | Kendall™ Nutab Diagnostické tab || o+, 1000000000000003346L | 020501 Trieda I/
elektrody Pravidlo 1
Neonatalne EKG elektrody Trieda I
31.3872.02 | netkané, &iry gél, 1,5 mm DIN 063014000000000000003556U | C020501 Pravidlo 1

konektor 30 mm
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SPANISH

DECLARACION DE CONFORMIDA

CONFORMITY

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

Numero de declaracion de conformidad
Declaration of Conformity Number

RE00189740

Numero de documentacion técnica
Technical Documentation Number

RE00168520

Nombre del fabricante
Manufacturer’s Name

Cardinal Health 200, LLC también comercializando como Cardinal Health

Direccion del fabricante
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Numero de registro tnico
Single Registration Number

US-MF-000006765

Nombre y direccion del representante
autorizado

Authorized Representative’s Name and
Address

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

Nombre y nimero de identificacion del
organismo notificado

Notified body’s Name and Identification
Number

No corresponde

Numero de certificado CE

No corresponde

CE Certificate Number

Categoria del producto Electrodos biomédicos
Product Category

UDI-DI basico . .
Basic UDI-DI Consulte el Archivo adjunto I
EMDN Consulte el Archivo adjunto I

Codigo del producto, nombre comercial
y descripcion

Product Code, Trade Name and
Description

Consulte el Archivo adjunto I

Propésito
Intended Purpose

(1) Los electrodos de electrocardiograma (ECG) se utilizan para transmitir
el actividad eléctrica producida por el corazoén a través de cables
conductores unidos a un Monitor de ECG; (2) Para uso en la deteccion
pasiva de sefiales bioeléctritas (como ECG, EEG, EMG y respiracion)

Clasificacion y regla
Classification and Rule

Consulte el Archivo adjunto I

Especificaciones comunes
Common Specifications

No corresponde

Cuando proceda, afiada la legislacion
de la Union Europea applicable

Where appropriate, add applicable Union
legislation

No corresponde

Evaluacion de conformidad
Conformity Assessment

Autocertificado/ Self Declared
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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.

Mansfield, MA 02048 USA

Lugar de emision

Place of Issue

Firma / Fecha
Signature/Date

Brciz 9&%&/@

Electronically signed
by: Brian Johnson
Reason: Approved
Date: Jan 26, 2022
11:47 CST

Nombre y funcién
Name and Function

Brian Johnson, Asuntos normativos

ARCHIVO ADJUNTO I

Lista de cédigos del producto

Product Code List

Codigo del
producto
Product
Code

Nombre comercial y descripcion
Trade Name and Description

UDI-DI basico
Basic UDI-DI

Clasificacion y
regla
Classification
and Rule

222002

Kendall™ Electrodo de monitoreo
neonatal-pediatrico, precableado,
cuadrado, respaldo reflectante,
radiolicido

063014000000000000003196Q

C020501

Clase I/Regla 1

222002A

Kendall™ Electrodo de monitoreo
neonatal-pediatrico con aloe,
precableado, cuadrado, respaldo
reflectante, radiolicido

063014000000000000003186N

C020501

Clase I/Regla 1

2293003

Kendall™ Electrodos de espuma
930 para adultos, precableados, 3
plomos, hidrogel adhesivo
conductor, radiolticido

063014000000000000003326G

C020501

Clase I/Regla 1

2293005

Kendall™ Electrodos de espuma
930 para adultos, precableados, 5
plomos, hidrogel adhesivo
conductor, radiolicido

063014000000000000003326G

C020501

Clase I/Regla 1

31424780

Kendall™ Electrodos neonatales
1041PTS, precableados,
redondos, de cinta transparente
radiolucidos

063014000000000000003256K

C020501

Clase I/Regla 1
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https://cardinalhealth.na1.echosign.com/verifier?tx=CBJCHBCAABAA2yvjLQHv_9rDpidFI4oD_QrWk8T3VVrQ

Lista de codigos del producto

Product Code List

Codigo del
producto
Product
Code

Nombre comercial y descripcion
Trade Name and Description

UDI-DI basico
Basic UDI-DI

Clasificacion y
regla
Classification
and Rule

31424785

Kendall™ Electrodos neonatales
1042PTS, precableados,
cuadrados, radiolucidos de cinta
transparente

063014000000000000003256K

C020501

Clase I/Regla 1

31424786

Kendall™ 1042PTS54 Electrodos
neonatales, precableados,
cuadrados, cinta transparente,
radiolacidos

063014000000000000003256K

C020501

Clase I/Regla 1

31424768

Kendall™ Electrodos neonatales
1050NPSM, precableados, tela
pequeiia

063014000000000000003226D

C020501

Clase I/Regla 1

EP00777

Kendall™ Electrodos neonatales
1050NPM, precableado, paio
pequeiio, zocalo 0.08

063014000000000000003236F

C020501

Clase I/Regla 1

EP00779

Kendall™ 1050NPSMR40
Electrodos neonatales,
precableados, pafio pequefio, 40"
RWBL

063014000000000000003246H

C020501

Clase I/Regla 1

31424743

Kendall™ Electrodos neonatales
1051NPSM, precableados, tela
pequeiia, radioliicidos

063014000000000000003276P

C020501

Clase I/Regla 1

31424735

Kendall™ 1052NPSM Electrodos
neonatales, precableados, tela
grande

063014000000000000003226D

C020501

Clase I/Regla 1

31424719

Kendall™ 1053NPSM Electrodos
Neonatales, Precableados, Tela
Grande, Radiolucidos

063014000000000000003276P

C020501

Clase I/Regla 1

30710001

Kendall™ Electrodos neonatales,
espuma, hidrogel, zocalo de 1,5
mm, monitorizacion

063014000000000000003176L

C020501

Clase I/Regla 1

31086575

Kendall™ Electrodos neonatales,
espuma, hidrogel, zocalo de 1,5
mm, monitorizacion

063014000000000000003176L

C020501

Clase I/Regla 1

31368072

Kendall™ Electrodos neonatales,
4203, Espuma, Prewired

0630140000000000000032069

C020501

Clase I/Regla 1

EP01350

Kendall™ 10714PM Electrodos
neonatales de espuma,
precableado, 0.08 Socket

063014000000000000003216B

C020501

Clase I/Regla 1

EP30016

Kendall™ [.36-LB Electrodos
neonatales de banda de tela para
extremidades, precableado

063014000000000000003266M

C020501

Clase I/Regla 1
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Lista de codigos del producto

Product Code List

Codigo del
producto
Product
Code

Nombre comercial y descripcion
Trade Name and Description

UDI-DI basico
Basic UDI-DI

Clasificacion y
regla
Classification
and Rule

31.5032.26

Kendall™ Electrodos de ECG
Neonatal H203PG No tejidos, Gel
transparente, Zocalo de 4 mm 22
x 30 mm

063014000000000000003536Q

C020501

Clase I/Regla 1

31.5033.26

Kendall™ H203PGK Electrodos
de ECG Neonatal No Tejidos, Gel
Transparente, Encaje de 4 mm 22
x 30 mm

063014000000000000003526N

C020501

Clase I/Regla 1

31.5039124

Kendall™ Electrodos de ECG
Neonatal H203PGT No tejidos,
Gel transparente, Zo6calo de 4
mm, Radioltacido 22 x 30 mm

063014000000000000003516L

C020501

Clase I/Regla 1

31.5072.03

Kendall™ Electrodos de ECG
Neonatal H207PG/F No tejidos,
Gel transparente, Conector DIN
de 1,5 mm 22 x 30 mm

063014000000000000003486X

C020501

Clase I/Regla 1

31.5072824

Kendall™ Electrodos de ECG
Neonatal H207PGT, No tejidos,
Gel transparente, Conector DIN
de 1,5 mm, Radiolucido 22 x 30
mm

063014000000000000003496Z

C020501

Clase I/Regla 1

31.3876.04

Kendall™ Electrodos de ECG
Neonatal H8§7H/F No tejidos,
Hidrogel, Conector DIN de 1,5
mm 30 mm

063014000000000000003556U

C020501

Clase I/Regla 1

31.5872.04

Kendall™ Electrodos de ECG
Neonatal H8§7PG/F No tejidos,
Gel transparente, Conector DIN
de 1,5 mm 30 mm

063014000000000000003556U

C020501

Clase I/Regla 1

31.3076.26

Kendall™ H207H Electrodos de
ECG Neonatal No Tejidos,
Hidrogel, Conector DIN de 1,5
mm 22 x 30 mm

063014000000000000003556U

C020501

Clase I/Regla 1

31.3276.03

Kendall™ Electrodos de ECG
Neonatal H27H/F No tejidos,
Hidrogel, Conector DIN de 1,5
mm 24 mm

063014000000000000003496Z

C020501

Clase I/Regla 1

31.6071.26

Kendall™ H207LG/F60 Sleep
Laboratory Espuma, Gel humedo,
Conector DIN de 1,5 mm 33 x 24
mm

063014000000000000003576Y

N01010202,
NO010101

Clase I/Regla 1
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Lista de codigos del producto

Product Code List

Codigo del
producto
Product
Code

Nombre comercial y descripcion
Trade Name and Description

UDI-DI basico
Basic UDI-DI

Clasificacion y
regla
Classification
and Rule

31.6072.26

Kendall™ H207LGN Sleep
Laboratory Espuma, Gel humedo,
Conector DIN de 1,5 mm 33 x 24
mm

063014000000000000003576Y

N01010202,
N010101

Clase I/Regla 1

31.6073.26

Kendall™ H207LG/F150 Sleep
Laboratory Espuma, Gel humedo,
Conector DIN de 1,5 mm 33 x 24
mm

063014000000000000003576Y

N01010202,
NO010101

Clase I/Regla 1

31.6074.26

Kendall™ H207LG/F200 Sleep
Laboratory Electrodes Foam, Wet
Gel, Conector DIN de 1,5 mm 33
X 24 mm

063014000000000000003576Y

N01010202,
N010101

Clase I/Regla 1

31118733

Kendall™ 100 electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

31112496

Kendall™ 130 Electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

31439725

Kendall™ 133 Electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

31439766

Kendall™ 135 Electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

31050522

Kendall™ 200 electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

31499224

Kendall™ 210 Electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

31078135

Kendall™ 230 Electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

31478368

Kendall™ 233 Electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

31478376

Kendall™ 235 Electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

22300

Kendall™ 300 electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

22450

Kendall™ Electrodos de espuma
450, hidrogel adhesivo conductor

063014000000000000003286R

C020501

Clase I/Regla 1
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Lista de codigos del producto

Product Code List

Codigo del
producto
Product
Code

Nombre comercial y descripcion
Trade Name and Description

UDI-DI basico
Basic UDI-DI

Clasificacion y
regla
Classification
and Rule

22453

Kendall™ 453 Electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

22455

Kendall™ 455 Electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

22500

Kendall™ 500 Electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

31013926

Kendall™ 530 Electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

31115796

Kendall™ Electrodos, 533
Espuma Conductiva Adhesivo
Hidrogel

063014000000000000003286R

C020501

Clase I/Regla 1

31115788

Kendall™ Electrodos, Hidrogel
Adhesivo Conductor de Espuma
535

063014000000000000003286R

C020501

Clase I/Regla 1

40000013

Kendall™ 600 electrodos de
espuma, hidrogel adhesivo
conductor, radioltcido

063014000000000000003296T

C020501

Clase I/Regla 1

40000003

Kendall™ 630 Electrodos de
espuma, hidrogel adhesivo
conductor, radiolicido

063014000000000000003296T

C020501

Clase I/Regla 1

22700

Kendall™ 700 electrodos de cinta
transparente, hidrogel adhesivo
conductor

063014000000000000003306C

C020501

Clase I/Regla 1

22733

Kendall™ 733 Electrodos de cinta
transparente, hidrogel adhesivo
conductor

063014000000000000003306C

C020501

Clase I/Regla 1

22735

Kendall™ 735 Electrodos de cinta
transparente, hidrogel adhesivo
conductor

063014000000000000003306C

C020501

Clase I/Regla 1

22750

Kendall™ 750 Electrodos de cinta
transparente, hidrogel adhesivo
conductor, radiolacido

063014000000000000003316E

C020501

Clase I/Regla 1

22850

Kendall™ 850 Electrodos de
espuma, hidrogel adhesivo
conductor, radiolicido

063014000000000000003296T

C020501

Clase I/Regla 1

22853

Kendall™ 853 Electrodos de
espuma, hidrogel adhesivo
conductor, radiolacido

063014000000000000003296T

C020501

Clase I/Regla 1
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Lista de codigos del producto

Product Code List

Codigo del
producto
Product
Code

Nombre comercial y descripcion
Trade Name and Description

UDI-DI basico
Basic UDI-DI

Clasificacion y
regla
Classification
and Rule

22855

Kendall™ 855 Electrodos de
espuma, hidrogel adhesivo
conductor, radiolicido

063014000000000000003296T

C020501

Clase I/Regla 1

22900

Kendall™ Electrodos de espuma
900, hidrogel adhesivo conductor,
radiolucido

063014000000000000003296T

C020501

Clase I/Regla 1

22930

Kendall™ Electrodos de espuma
930, hidrogel adhesivo conductor,
radiolucido

063014000000000000003296T

C020501

Clase I/Regla 1

22933

Kendall™ Electrodos de espuma
933, hidrogel adhesivo conductor,
radiolucido

063014000000000000003296T

C020501

Clase I/Regla 1

22935

Kendall™ Electrodos de espuma
935, hidrogel adhesivo conductor,
radiolicido

063014000000000000003296T

C020501

Clase I/Regla 1

31452389

Kendall™ ELECTRODOS de
espuma SF3040.50, hidrogel
adhesivo conductor, radiolucido

063014000000000000003296T

C020501

Clase I/Regla 1

50007305

Kendall™ 7305 Electrodos de
espuma, hidrogel adhesivo
conductor

063014000000000000003286R

C020501

Clase I/Regla 1

31043170

Kendall™ 7605 Electrodos de
tela, hidrogel adhesivo conductor

063014000000000000003356N

C020501

Clase I/Regla 1

31043063

Kendall™ Electrodos de tela,
hidrogel adhesivo conductor 7663

063014000000000000003356N

C020501

Clase I/Regla 1

31043055

Kendall™ Electrodos de tela,
hidrogel adhesivo conductor 7665

063014000000000000003356N

C020501

Clase I/Regla 1

ES40030

Kendall™ Electrodos de tela
H49P, hidrogel adhesivo
conductor reposicionable

063014000000000000003366Q

C020501

Clase I/Regla 1

ES40036

Kendall™ 1093 Electrodos de
tela, reposicionables, hidrogel
adhesivo conductor

063014000000000000003366Q

C020501

Clase I/Regla 1

ES40076

Kendall™ Electrodos de tela
HS59P, hidrogel adhesivo
conductor reposicionable

063014000000000000003366Q

C020501

Clase I/Regla 1

ES40281

Kendall™ Electrodos de tela
H69P, hidrogel adhesivo
conductor reposicionable

063014000000000000003366Q

C020501

Clase I/Regla 1

RR3305

Kendall™ Electrodos de tela
radiolucidos reposicionables,
hidrogel adhesivo conductor

063014000000000000003376S

C020501

Clase I/Regla 1
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Lista de codigos del producto

Product Code List

Codigo del
producto
Product
Code

Nombre comercial y descripcion
Trade Name and Description

UDI-DI basico
Basic UDI-DI

Clasificacion y
regla
Classification
and Rule

31.1245.21

Kendall™ H124SG ECG
Electrodos Espuma, Hidrogel 30 x
24 mm

063014000000000000003386U

C020501

Clase I/Regla 1

31.1355.21

Kendall™ H135SG ECG
Electrodos Espuma, Hidrogel 43 x
35 mm

063014000000000000003386U

C020501

Clase I/Regla 1

31.1914.21

Kendall™ H914SG ECG
Electrodos Espuma, Hidrogel 4
mm Adaptador Banana 57 x 34
mm

063014000000000000003426K

C020501

Clase I/Regla 1

31.1925.21

Kendall™ H92SG ECG
Electrodos Espuma, Hidrogel, 57
X 34 mm

063014000000000000003386U

C020501

Clase I/Regla 1

31.1925.30

Kendall™ H92SG ECG
Electrodos Espuma, Hidrogel
57x34 mm

0630140000000000000035872

C020501

Clase I/Regla 1

31.1935.21

Kendall™ H93SG ECG
Electrodos Espuma, Hidrogel, 42
X 24 mm

063014000000000000003386U

C020501

Clase I/Regla 1

31.1917.21

Kendall™ H91SSG ECG
Electrodos Espuma, Hidrogel,
Tension 57 x 34 mm

063014000000000000003386U

C020501

Clase I/Regla 1

31.1946.21

Kendall™ H34SG ECG
Electrodos Espuma, Hidrogel,
Tension, Radiolacido 50 x 45 mm

063014000000000000003406F

C020501

Clase I/Regla 1

31.1355821

Kendall™ H135TSG ECG
Electrodos Espuma, Hidrogel
Radiolucido 43 x 35 mm

063014000000000000003416H

C020501

Clase I/Regla 1

31.1914821

Kendall™ H914TSG ECG
Electrodos De Espuma, Hidrogel
4 mm Adaptador de Platano,
Radiolticido 57 x 34 mm

063014000000000000003436M

C020501

Clase I/Regla 1

31.1915821

Kendall™ H91TSG ECG
Electrodos Espuma, Hidrogel,
Radiolucido 57 x 34 mm

063014000000000000003416H

C020501

Clase I/Regla 1

31.1986.21

Kendall™ Electrodos de ECG
H98SG No tejidos, Hidrogel 55
mm

063014000000000000003546S

C020501

Clase I/Regla 1

31.1996.21

Kendall™ H99SG ECG
Electrodos Tela, Hidrogel 55 mm

063014000000000000003466T

C020501

Clase I/Regla 1

31.1663.21

Kendall™ H66LG ECG
Electrodes Foam, Wet Gel 55 mm

063014000000000000003446P

C020501

Clase I/Regla 1
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Lista de codigos del producto

Product Code List

Codigo del Clasificacion y
producto [ Nombre comercial y descripcion UDI-DI basico EMDN regla
Product Trade Name and Description Basic UDI-DI Classification
Code and Rule
Kendall™ H664LG ECG
Electrodes Foam, Gel himedo,
31166421 | o todor do plitano de 4 mm 55 | 63014000000000000003456R | C020501 | Clase I/Regla 1
mm
Kendall™ Electrodos de ECG
31.1985.21 | H98LG No tejidos, Gel Himedo || 063014000000000000003566W | C020501 | Clase I/Regla 1
55 mm
Kendall™ Paiio de electrodos de
31.1995.21 | ECG H99LG, gel himedo de 55 || 063014000000000000003476V | €020501 | Clase I/Regla 1
mm
Kendall™ H34LG ECG
31.1345.21 | Electrodes Foam, Wet Gel, Stress | 063014000000000000003446P C020501 Clase I/Regla 1
50 x 45 mm
™
31433538 | Kendall™ 5400 Electrodos de 063014000000000000003336] | C020501 | Clase I/Regla 1
pestafia de diagnostico
™
30807732 | Kendall™ 5500 Electrodos de 063014000000000000003336] | C020501 || Clase I/Regla 1
pestafia de diagnostico
™ 3
EF00066 || ‘<endall™ Electrodos de pestafia | .51 4000000000000003336] | 020501 | Clase URegla 1
de diagndstico CA310
™ 3
EF00149 | Kendall™ Electrodos de pestaia | 04)14000000000000003336] | €020501 | Clase IRegla 1
de diagnéstico CAS510
™ 5
31447793 | Kendall™ Electrodos depestaia | /31 40000000000000033367 | 020501 | Clase I/Regla 1
de diagnéstico CA610
ERggoo7 | Kendall™ Nutab Diagnostic Tab | ¢3414000000000000003346L | 020501 | Clase I/Regla 1
Electrodos
Electrodos de ECG Neonatal
31.3872.02 | H87PG/F No tejidos, Gel 063014000000000000003556U | 020501 | Clase IRegla 1

transparente, Conector DIN de 1,5
mm 30 mm
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SWEDISH

FORSAKRAN OM OVERENSSTAMMELSE

DECLARATION

F CONFORMITY

MDR: Vi, Cardinal Health 200 LLC, forsdkrar hirmed att produkterna som omfattas
av denna EU-forsdkran om 6verensstimmelse uppfyller bestimmelserna om
CardinalHealth medicintekniska produkter i forordning (EU) 2017/745.

Nummer péa forsikran om

overensstimmelse RE00189740
Declaration of Conformity Number
Nummer pé teknisk documentation RE00168520

Technical Documentation Number

Tillverkarens namn
Manufacturer’s Name

Cardinal Health 200, LLC som dven bedriver verksamhet under namnet
Cardinal Health

Tillverkarens address
Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Unikt registreringsnummer
Single Registration Number

US-MF-000006765

Namn pa auktoriserad representant
och address

Authorized Representative’s Name and
Address

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

Namn pa anmiilt organ och
identifikationsnummer

Notified body’s Name and Identification
Number

Ej tillampligt

Nummer pa CE-certifikat
CE Certificate Number

Ej tillampligt

Produktkategori
Product Category

Biomedicinska elektroder

Grundliggande UDI-DI
Basic UDI-DI

medféljande dokument I

EMDN

medféljande dokument I

Produktkod, handelsnamn och
beskrivning

Product Code, Trade Name and
Description

medféljande dokument I

Avsedd anvindning
Intended Purpose

(1) Elektrokardiogram (EKG) elektroder anvédnds for att dverfora
elektrisk aktivitet som produceras av hjértat via bifogade blyledningar till
en EKG-0vervakning. (2) For anvdndning vid passiv avkdnning av
bioelektriska signaler (t.ex. EKG, EEG, EMG och andning)

Klassificering och regel
Classification and Rule

medfoljande dokument I

Gemensamma specifikationer
Common Specifications

Ej tillampligt

Lagg till tillimplig EU-lagstiftning

Where appropriate, add applicable Union

legislation

Ej tillampligt

Bedomning av dverensstimmelse
Conformity Assessment

Sjalvframstilld/ Self Declared
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SEKTION FOR UNDERSKRIFT
SIGNATURE SECTION

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

Plats for utfirdande Mansfield, MA 02048 USA

Place of Issue

Underskrift/ Datum | =, 9& vz s E{:éﬁ%}%’ﬁ;ggﬂ
Signature/Date Date Jn 2, 2022

Namn och function
Name and Function

Brian Johnson, Myndighetsdrenden

DOKUMENT I

Produktkodlista

Product Code List
Klassificering
Prgg:al;;od Handelsnamn och beskrivning Grundliggande UDI-DI EMDN och regel
Trade Name and Description Basic UDI-DI Classification
Code
and Rule
Kendall™ Neonatal-Pediatrisk
overvakningselektrod, Klass I/ Regel
222002 Forkopplad, Kvadratisk, 063014000000000000003196Q C020501 1
Reflekterande stdd, Radiolucent
Kendall™ Neonatal-Pediatric
Monitoring Electrode med Klass I/ Regel
222002A || Aloe, Prewired, Square, 063014000000000000003186N C020501 1
Reflekterande Bakgrund,
Radiolucent
Kendall™ vuxna 930
2293003 | Skumelektroder, forkopplade, 3 6314000000000000003326G | co20s01 | Klass ¥ Regel
bly, ledande sjdlvhéftande 1
hydrogel, radiolucent
Kendall™ vuxna 930
2293005 || Skumelektroder, forkopplade, 5 ¢4)14600000000000003326G | 020501 | K1ass U Regel
bly, ledande sjélvhiftande 1
hydrogel, radiolucent
Kendall™ 1041PTS neonatal Klass I/ Regel
31424780 | elektroder, forkopplade, runda, [ 063014000000000000003256K C020501 1 &
clear tape radiolucent
Kendall™ 1042PTS neonatal Klass I/ Reeel
31424785 | elektroder, forkopplad, 063014000000000000003256K C020501 1 &
kvadratisk, klar tejp radiolucent
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https://cardinalhealth.na1.echosign.com/verifier?tx=CBJCHBCAABAA2yvjLQHv_9rDpidFI4oD_QrWk8T3VVrQ

Produktkodlista

Product Code List

Produktkod
Product
Code

Handelsnamn och beskrivning
Trade Name and Description

Grundliggande UDI-DI
Basic UDI-DI

Klassificering
och regel
Classification
and Rule

31424786

Kendall™ 1042PTS54 Neonatal
elektroder, Forkopplad,
Fyrkantig, Klar tejp,
Radiolucent

063014000000000000003256K

C020501

Klass I/ Regel
1

31424768

Kendall™ 1050NPSM Neonatal
elektroder, Forkopplad, Liten
trasa

063014000000000000003226D

C020501

Klass I/ Regel
1

EP00777

Kendall™ 1050NPM Neonatal
elektroder, Forkopplad, Liten
trasa, 0,08 Uttag

063014000000000000003236F

C020501

Klass I/ Regel
1

EP00779

Kendall™ 1050NPSMR40
Neonatal elektroder,

Forkopplad, Liten trasa, 40"
RWBL

063014000000000000003246H

C020501

Klass I/ Regel
1

31424743

Kendall™ 1051NPSM Neonatal
elektroder, Forkopplad, Liten
trasa, Radiolucent

063014000000000000003276P

C020501

Klass I/ Regel
1

31424735

Kendall™ 1052NPSM Neonatal
elektroder, Forkopplad, Stor
trasa

063014000000000000003226D

C020501

Klass I/ Regel
1

31424719

Kendall™ 1053NPSM Neonatal
elektroder, Forkopplad, Stor
trasa, Radiolucent

063014000000000000003276P

C020501

Klass I/ Regel
1

30710001

Kendall™ neonatal elektroder,
skum, hydrogel, 1,5 mm uttag,
Overvakning

063014000000000000003176L

C020501

Klass I/ Regel
1

31086575

Kendall™ neonatal elektroder,
skum, hydrogel, 1,5 mm uttag,
Overvakning

063014000000000000003176L

C020501

Klass I/ Regel
1

31368072

Kendall™ Neonatal Elektroder,
4203, Skum, Forkopplad

0630140000000000000032069

C020501

Klass I/ Regel
1

EP01350

Kendall™ 10714PM Skum
Neonatal Elektroder,
Forkopplad, 0.08 Socket

063014000000000000003216B

C020501

Klass I/ Regel
1

EP30016

Kendall™ L36-LB Tyg lem
band neonatal elektroder,
prewired

063014000000000000003266M

C020501

Klass I/ Regel
1

31.5032.26

Kendall™ H203PG Neonatal
EKG Elektroder Non-woven,
Clear Gel, 4 mm Socket 22 x 30
mm

063014000000000000003536Q

C020501

Klass I/ Regel
1
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Produktkodlista

Product Code List

Produktkod
Product
Code

Handelsnamn och beskrivning
Trade Name and Description

Grundliggande UDI-DI
Basic UDI-DI

Klassificering
och regel
Classification
and Rule

31.5033.26

Kendall™ H203PGK Neonatal
EKG Elektroder Non-woven,
Clear Gel, 4 mm Socket 22 x 30
mm

063014000000000000003526N

C020501

Klass I/ Regel
1

31.5039124

Kendall™ H203PGT Neonatal
EKG Elektroder Non-woven,
Clear Gel, 4 mm Socket,
Radiolucent 22 x 30 mm

063014000000000000003516L

C020501

Klass I/ Regel
1

31.5072.03

Kendall™ H207PG/F Neonatal
EKG Elektroder Non-woven,
Clear Gel, 1,5 mm DIN
Connector 22 x 30 mm

063014000000000000003486X

C020501

Klass I/ Regel
1

31.5072824

Kendall™ H207PGT Neonatal
EKG Elektroder, Non-woven,
Clear Gel, 1,5 mm DIN
Connector, Radiolucent 22 x 30
mm

063014000000000000003496Z

C020501

Klass I/ Regel
1

31.3876.04

Kendall™ H87H/F Neonatal
EKG Elektroder Non-woven,
Hydrogel, 1,5 mm DIN
Connector 30 mm

063014000000000000003556U

C020501

Klass I/ Regel
1

31.5872.04

Kendall™ H87PG/F Neonatal
EKG Elektroder Non-woven,
Clear Gel, 1,5 mm DIN
Connector 30 mm

063014000000000000003556U

C020501

Klass I/ Regel
1

31.3076.26

Kendall™ H207H Neonatal
EKG Elektroder Non-woven,
Hydrogel, 1,5 mm DIN
Connector 22 x 30 mm

063014000000000000003556U

C020501

Klass I/ Regel
1

31.3276.03

Kendall™ H27H/F Neonatal
EKG Elektroder Non-woven,
Hydrogel, 1,5 mm DIN
Connector 24 mm

063014000000000000003496Z

C020501

Klass I/ Regel
1

31.6071.26

Kendall™ H207LG/F60 Sleep
Laboratory Elektroder Skum,
Vit gel, 1,5 mm DIN-kontakt
33 x 24 mm

063014000000000000003576Y

N01010202,
NO010101

Klass I/ Regel
1

31.6072.26

Kendall™ H207LGN S6mn
laboratorieelektroder Skum, Vét
gel, 1,5 mm DIN-kontakt 33 x
24 mm

063014000000000000003576Y

N01010202,
N010101

Klass I/ Regel
1
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Produktkodlista

Product Code List
Klassificering
Pr}(;(ri:;;;()d Handelsnamn och beskrivning Grundliggande UDI-DI EMDN och regel
Code Trade Name and Description Basic UDI-DI Classification
and Rule
Kendall™ H207LG/F150 Sleep
Laboratory Electrodes Foam, N01010202, | Klass I/ Regel
31607326 | et 0TS mm DIN-kontake | 093014000000000000003576Y | "\ 101 ;
33 x 24 mm
Kendall™ H207LG/F200 Sleep
Laboratory Electrodes Foam, N01010202, || Klass I/ Regel
31607426 | 15 mm DIN-kontake | 093014000000000000003576Y | "\ 11 |
33 x 24 mm
™
31118733 | Kendall™ 100 skumelektroder, - 41 1000000000000003286R | Co20501 | Klass I Regel
ledande sjélvhiftande hydrogel 1
31112496 | endall™ 130 skumelektroder, ) o4, 1000000000000003286R | C020501 | Klass U Regel
ledande sjélvhiftande hydrogel 1
31439725 || Kendall™ 133 skumelektroder, | o4, 1000000000000003286R | C020501 | Klass U Regel
ledande sjélvhiftande hydrogel 1
™
31439766 || endall™ 135 skumelektroder, ) 1 1000000000000003286R | Co20501 | Klass I Regel
ledande sjélvhiftande hydrogel 1
31050522 | Kendall™ 200 skumelektroder, | ) 41 4000000000000003286R | 020501 | Klass I/ Regel
ledande sjélvhiftande hydrogel 1
31499204 || Kendall™ 210 skumelektroder, -+, 1000000000000003286R | Co20501 | Kl2ss U Regel
ledande sjélvhiftande hydrogel 1
31078135 | Kendall™ 230 skumelektroder, | 1 4000000000000003286R | 020501 | Klass I/ Regel
ledande sjélvhiftande hydrogel 1
31478368 || eendall™ 233 skumelektroder, ) ) 1000000000000003286R | Co20501 | Kl12ss U Regel
ledande sjdlvhéftande hydrogel 1
™
31478376 || endall™ 235 skumelektroder, ) o 01 1000000000000003286R | Co20501 | Klass U Regel
ledande sjélvhiftande hydrogel 1
™
22300 | Kendall™ 300 skumelektroder, " o c3614600000000000003286R | 020501 | Klass 1/ Regel
ledande sjélvhiftande hydrogel 1
™
20450 | Kendall™ 450 skumelektroder, | o c5514000000000000003286R | 020501 | Klass U Regel
ledande sjélvhiftande hydrogel 1
™
20453 || Kendall™ 453 skumelektroder, | c5514000000000000003286R | 020501 | Klass U Regel
ledande sjélvhiftande hydrogel 1
™
22455 Kendall™ 435 skumelektroder, -} 1 1000000000000003286R | C020501 | Klass I Regel
ledande sjélvhiftande hydrogel 1
™
22500 | Kendall™ 500 skumelektroder, 55, 1000000000000003286R | C020501 | K1ass U Regel
ledande sjélvhiftande hydrogel 1
™
31013926 || endall™ 530 skumelektroder, ) o+ ) 1000000000000003286R | Co20501 | Klass U Regel
ledande sjélvhiftande hydrogel 1
™
31115796 Fenda” " elektroder, 533 skum | 0551 1000000000000003286R | C020501 | K1ass U Regel
edande lim hydrogel 1
™
31115788 | Kendall™ elektroder, 535 skum | o+ 1 1000000000000003286R | Co20501 | Kl12ss U Regel
ledande lim hydrogel 1
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Produktkodlista

Product Code List

Produktkod
Product
Code

Handelsnamn och beskrivning
Trade Name and Description

Grundliggande UDI-DI
Basic UDI-DI

Klassificering
och regel
Classification
and Rule

40000013

Kendall™ 600 skumelektroder,
ledande sjélvhéftande hydrogel,
radiolucent

063014000000000000003296T

C020501

Klass I/ Regel
1

40000003

Kendall™ 630 skumelektroder,
ledande sjélvhéftande hydrogel,
radiolucent

063014000000000000003296T

C020501

Klass I/ Regel
1

22700

Kendall™ 700 klara
tejpelektroder, ledande
sjdlvhiftande hydrogel

063014000000000000003306C

C020501

Klass I/ Regel
1

22733

Kendall™ 733 klara
tejpelektroder, ledande
sjdlvhéftande hydrogel

063014000000000000003306C

C020501

Klass I/ Regel
1

22735

Kendall™ 735 klara
tejpelektroder, ledande
sjdlvhiftande hydrogel

063014000000000000003306C

C020501

Klass I/ Regel
1

22750

Kendall™ 750 klara
tejpelektroder, ledande
sjdlvhéftande hydrogel,
radiolucent

063014000000000000003316E

C020501

Klass I/ Regel
1

22850

Kendall™ 850 skumelektroder,
ledande sjélvhéftande hydrogel,
radiolucent

063014000000000000003296T

C020501

Klass I/ Regel
1

22853

Kendall™ 853 skumelektroder,
ledande sjélvhéftande hydrogel,
radiolucent

063014000000000000003296T

C020501

Klass I/ Regel
1

22855

Kendall™ 855 skumelektroder,
ledande sjélvhéftande hydrogel,
radiolucent

063014000000000000003296T

C020501

Klass I/ Regel
1

22900

Kendall™ 900 skumelektroder,
ledande sjélvhéftande hydrogel,
radiolucent

063014000000000000003296T

C020501

Klass I/ Regel
1

22930

Kendall™ 930 skumelektroder,
ledande sjélvhéftande hydrogel,
radiolucent

063014000000000000003296T

C020501

Klass I/ Regel
1

22933

Kendall™ 933 skumelektroder,
ledande sjélvhéftande hydrogel,
radiolucent

063014000000000000003296T

C020501

Klass I/ Regel
1

22935

Kendall™ 935 skumelektroder,
ledande sjélvhéftande hydrogel,
radiolucent

063014000000000000003296T

C020501

Klass I/ Regel
1

31452389

Kendall™ SF3040.50
Skumelektroder, ledande
sjdlvhéftande hydrogel,
radiolucent

063014000000000000003296T

C020501

Klass I/ Regel
1
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Produktkodlista

Product Code List

Produktkod
Product
Code

Handelsnamn och beskrivning
Trade Name and Description

Grundliggande UDI-DI
Basic UDI-DI

Klassificering
och regel
Classification
and Rule

50007305

Kendall™ 7305
skumelektroder, ledande
sjdlvhéftande hydrogel

063014000000000000003286R

C020501

Klass I/ Regel
1

31043170

Kendall™ 7605 tygelektroder,
ledande sjélvhiftande hydrogel

063014000000000000003356N

C020501

Klass I/ Regel
1

31043063

Kendall™ tygelektroder, 7663
ledande sjélvhiftande hydrogel

063014000000000000003356N

C020501

Klass I/ Regel
1

31043055

Kendall™ tygelektroder, 7665
ledande sjélvhiftande hydrogel

063014000000000000003356N

C020501

Klass I/ Regel
1

ES40030

Kendall™ H49P tygelektroder,
ompositionerbart ledande
limhydel

063014000000000000003366Q

C020501

Klass I/ Regel
1

ES40036

Kendall™ 1093 tygelektroder,
ompositionerbara, ledande
sjdlvhiftande hydrogel

063014000000000000003366Q

C020501

Klass I/ Regel
1

ES40076

Kendall™ H59P tygelektroder,
ompositionerbart ledande
limhydel

063014000000000000003366Q

C020501

Klass I/ Regel
1

ES40281

Kendall™ H69P tygelektroder,
ompositionerbart ledande
limhydel

063014000000000000003366Q

C020501

Klass I/ Regel
1

RR3305

Kendall™ radiolucenta
ompositionerbara tygelektroder,
ledande sjdlvhéftande hydrogel

063014000000000000003376S

C020501

Klass I/ Regel
1

31.1245.21

Kendall™ H124SG EKG
Elektroder Skum, Hydrogel 30
X 24 mm

063014000000000000003386U

C020501

Klass I/ Regel
1

31.1355.21

Kendall™ H135SG EKG
Elektroder Skum, Hydrogel 43
x 35 mm

063014000000000000003386U

C020501

Klass I/ Regel
1

31.1914.21

Kendall™ H914SG EKG
Elektroder Skum, Hydrogel 4
mm Bananadapter 57 x 34 mm

063014000000000000003426K

C020501

Klass I/ Regel
1

31.1925.21

Kendall™ H92SG EKG
Elektroder Skum, Hydrogel, 57
X 34 mm

063014000000000000003386U

C020501

Klass I/ Regel
1

31.1925.30

Kendall™ H92SG EKG
Elektroder Skum, Hydrogel
57x34 mm

0630140000000000000035872

C020501

Klass I/ Regel
1

31.1935.21

Kendall™ H93SG EKG
Elektroder Skum, Hydrogel, 42
X 24 mm

063014000000000000003386U

C020501

Klass I/ Regel
1
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Produktkodlista

Product Code List

Produktkod
Product
Code

Handelsnamn och beskrivning
Trade Name and Description

Grundliggande UDI-DI
Basic UDI-DI

Klassificering
och regel
Classification
and Rule

31.1917.21

Kendall™ H91SSG EKG
Elektroder Skum, Hydrogel,
Stress 57 x 34 mm

063014000000000000003386U

C020501

Klass I/ Regel
1

31.1946.21

Kendall™ H34SG EKG
Elektroder Skum, Hydrogel,
Stress, Radiolucent 50 x 45 mm

063014000000000000003406F

C020501

Klass I/ Regel
1

31.1355821

Kendall™ H135TSG EKG
Elektroder Skum, Hydrogel
Radiolucent 43 x 35 mm

063014000000000000003416H

C020501

Klass I/ Regel
1

31.1914821

Kendall™ H914TSG EKG
Elektroder Skum, Hydrogel 4
mm Bananadapter, Radiolucent
57 x 34 mm

063014000000000000003436M

C020501

Klass I/ Regel
1

31.1915821

Kendall™ H91TSG EKG
Elektroder Skum, Hydrogel,
Radiolucent 57 x 34 mm

063014000000000000003416H

C020501

Klass I/ Regel
1

31.1986.21

Kendall™ H98SG EKG
Elektroder Non-woven,
Hydrogel 55 mm

063014000000000000003546S

C020501

Klass I/ Regel
1

31.1996.21

Kendall™ H99SG EKG
Elektroder Tyg, Hydrogel 55
mm

063014000000000000003466T

C020501

Klass I/ Regel
1

31.1663.21

Kendall™ H66LG EKG
Elektroder Skum, Véat gel 55
mm

063014000000000000003446P

C020501

Klass I/ Regel
1

31.1664.21

Kendall™ H664LG EKG
Elektroder Skum, Vit gel, 4 mm
Bananadapter 55 mm

063014000000000000003456R

C020501

Klass I/ Regel
1

31.1985.21

Kendall™ H98LG EKG
Elektroder Non-woven, Vét gel
55 mm

063014000000000000003566W

C020501

Klass I/ Regel
1

31.1995.21

Kendall™ H99LG EKG
Elektroder Tyg, Vat Gel 55 mm

063014000000000000003476V

C020501

Klass I/ Regel
1

31.1345.21

Kendall™ H34L.G EKG
Elektroder Skum, Vit gel,
Stress 50 x 45 mm

063014000000000000003446P

C020501

Klass I/ Regel
1

31433538

Kendall™ 5400 diagnostiska
tablektroder

063014000000000000003336J

C020501

Klass I/ Regel
1

30807732

Kendall™ 5500 diagnostiska
tablektroder

063014000000000000003336J

C020501

Klass I/ Regel
1

EF00066

Kendall™ CA310 Diagnostiska
tablektroder

063014000000000000003336J

C020501

Klass I/ Regel
1
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Produktkodlista

Product Code List
Klassificering
Pr;g:‘g;()d Handelsnamn och beskrivning Grundliggande UDI-DI EMDN och regel
Trade Name and Description Basic UDI-DI Classification
Code
and Rule
™ 1 1
EFo0149 | Kendall™ CAS10 diagnostiska | c514000000000000003336) | 020501 | K1ass U Regel
tablektroder 1
™ 1 1
31447793 | Kendall™ CAG610 Diagnostiska | .41 10000000000000033367 | Co20501 | Klass I/ Regel
tablektroder 1
ER8g007 | Kendall™ Nutab Diagnostiska | <2414000000000000003346L | 020501 | Klass U Regel
tab elektroder 1
Neonatal EKG Elektroder Non- Klass I/ Regel
31.3872.02 | woven, Clear Gel, 1,5 mm DIN | 063014000000000000003556U | C020501 8§ U Rege

Connector 30 mm
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