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EU MDRArticle 120 extension confinnation

llwe declare that:

. the CE certiÍicat{s) listed belowwere issued under the EU Medical Devices Directive (9314AÊEC} or under the EU Active
lmplantable Medical Devices Directive (90/385/EEC) on or afrer 25 May 2017 and were slill valid on 26 May 2021 AND

. tre conditions br extension of the validity of he CE certificate(s) (under the EU Medical Devices Regulation (2$17n4q (gJ
MDR) Artide 120) set out below have been met in relation to the CE certificates as listed in the table below
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llHRAAccount
Nurnber
00000í7259

ItlllRAAccount
Nurnher
oqnfi19&2

ilanuÍaciureÍAddress

741 BostonPodRoad
Gultbrd, CT
06437
Unlted Strles

UKRPTNI Authorked Represgntative AddÍess

Unit 3, Heyruorth Business Park
Old Portsmouth Road, Peasmarsh
Guildford, Suney GU3 lAF
United Kingdom

tanuÍaefurer Name {'f,lanuÍaeturet'}

Defibtech, LLC

UKRPlNorthern lrcland Authorised
ReoresenlaÍiva Nama Íif aoolicablel
UKRP: Nihon Kohden UK Ltd



lComplete the relevant table belowl
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l*l/A

Notlfted Boely
ihat lssuedthe
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N/A

CE CeÍfficatc
numbeds

N/Aa) That in lhe case oÍ a c€rtificate that
expired beiloÍe 20 ilarch 2{123
l/ueÀhe manufac{urer has a sigrred
conhact with a notified body that pre
dates the original erpiry oÍ the
certiffcale

ÉÍtmded
validity daÍels)
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N/A

EtÈnded
validity
dab(s) for Nl
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N/A
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currently
responsible for
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NUA
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N/A

Notfled
Bodyrhet
tseued CE
csrfifieab

MA

CE C€ÍflÍlcde
number/s

f{1Ab) That, in the case of a certificate that
expircd beÍore 2O March 2O23, no
zuch contact(set out in (a) above)
was signed beÍore the date of
certificab a<piry, and the
Manuhcfurerwas granted in respect
oÍ the device:
- a derogation from the conformity

sssessment procedures under
EU MDR Arthle 59 OR

- a period of time to carry out
confrrmity assessrnent in
accordance wilh EU MDR &tide
97
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Name of SQnatryy Positbnof $igmtory Datê

UK RespomiHe Fersodllsfun lrcrland Affiorbed Repeeldatiw (if applicable):
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ilame of SignatoÍy Pocitiott d Daê
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Manufiaciurel:

DEGLARATIOI{ OF GOI{FORMITY

Defibtech LLC
74í Boston Post Road, Sutts 201
Gullford, CT 06437

Declares that the CE marked product:

Produc't:
Models:

Product:
Models:

Produ6{:
Models:

Seml-Automatlc E:stornal Defl brlllator
DDU-100A, DDU-í008, DDU-í00C, DDU-í00E, & DDU-100H

Battery Pack
DBP-14{,0, DBP-2800, & DBP-H2800

Deff brllladon/Monltorlng Pads
DDP.íOO, DDP-2OOP

Complies with all applicable provisions of the Counsl Oirective 93/42IEEC (Medical Device
DirEclive). Ths technical file required by this DirectivE is maintained at the Manulaclurer site listed
above.

Rule 9, Sedion lll (Classiftcation), Annex lX (Classification Criteria) of the Council Direclive 93/42
EËC Conceming Medical Device was used to classif the produds listed above as Class llb
medical devices fullowing ÊC conformity palh from Annex ll, excluding Section 4.

Technical File Refurence Document TF-00001 lists all standards that apply

Valid from 0512512021 lo 0512612024

Notified Botly: 0197 - TUV Rhelnland LGA PÍoducB GmbH
ïltystrago 2, 904:11 N0rnberg Germany

CErtification Number: HD 2218527-t

European Authorized Representative:
Emergo Europe
Prinsessegracht 20
25í4 AP The Hague
The Netfierlands

Nicole Bush Date

Mce President, Regulatory Afiairs and Quality
Defibtech, LLC

DAC.71O-BR


