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Manufacturer Authorized European Representative Notified Body

Covidien llc Covidien Ireland Limited BSI Group The Netherlands B.V., Say
15 Hampshire Street IDA Business & Technology Park Building, John M. Keynesplein 9, 1066 EP
Mansfield, MA 02048 USA Tullamore, Ireland Amsterdam, The Netherlands 2797

Declaration of Conformity

Document #/Revision #: Emprint Microwave Ablation System_DOC_E

Product/Family Name: Emprint Microwave Ablation System

Classification Rationale: Please refer to the table in schedule 1 for device classification in accordance with Annex IX
EU Conformity Assessment Route: Annex Il, Annex VII

Start of CE Marking: 2014

Covidien lic declares under our sole responsibility that the above product(s) to which this declaration relates, and which bear(s) the
CE Marking, is (are) in conformity with the Essential Requirements of EC Directive 93/42/EEC of 14 June 1993, as amended by
2007/47/EC of the European Parliament and of the Council, concerning medical devices, which allows their free distribution, sale
and circulation in the European Union (EU); they comply with the provisions of the defined regulatory requirements and which
comply with the referenced standards, as stated above.

This declaration is made in accordance with the requirements of Clause 1.8 of Schedule 3 of the Australian Therapeutic Goods
(TGA) Medical Device Regulations 2002, relating to the devices stated in Schedule | of this document.

e All supporting documentation is retained by the manufacturer
e Asrequired by the above Directive, this Declaration is supported by

» EC Certificate: MDD Annex I, CE 00500, issued by BSI Group The Netherlands B.V., Say Building, John M.
Keynesplein 9, 1066 EP Amsterdam, The Netherlands, on 2020-01-24

» Quality System Certificate: FM 71825, issued by BSI Group America Inc., 12950 Worldgate Drive, Suite 800,
Herdon, VA 20170-6007 USA, on 2018-10-26

e This Declaration of Conformity is applicable to all of the medical devices referenced in Schedule |, manufactured by Covidien
llc and/or produced under its certified Quality System control. Products referenced in Schedule | can be traced by means of
the related product identification referenced in the relevant labeling (i.e.: lot number, serial number, etc.).

e Each kind of medical device to which the Full Quality Assurance Procedures have been applied complies with the applicable
provisions of the essential requirements/principles, the classification rules, at each stage, from the design of the device until its
final inspection before being supplied.

This Declaration shall be retained for a period of the lifetime of the medical device (LMD) + 1 year or minimum of 15 years once the
record is obsoleted or superseded.

Date of Issue: 24 September 2021

Place of Issue: Boulder, Colorado, USA

Signature: LMW EM %M/&U—

Name/Title Liron Bar Yaakov, é/enior Manager Regulatory Affairs
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Schedule 1

Declaration of Conformity for Emprint Microwave Ablation System

Med!cal _ Class/ LMY GMDN Code and Term
Device Description Rule Assessment
Part Number Route
CAGEN1 Microwave Ablation Generator with lIb/Rule 9 Annex Il 61287, Microwave ablation
Thermosphere™ Technology system generator
CAGENHP Microwave Ablation Generator with lIb/Rule 9 Annex Il 61287, Microwave ablation
Thermosphere™ Technology system generator
CA15L1 Emprint Short Percutaneous Ablation lIb/Rule 9 Annex II 61286, Microwave ablation
Antenna probe
CA20L1 Empr_lnt Standard Percutaneous lIb/Rule 9 Annex II 61286, Microwave ablation
Ablation Antenna probe
CA30L1 Emprint Long Percutaneous Ablation lIb/Rule 9 Annex Il 61286, Microwave ablation
Antenna probe
CA15L2 Emprint Reinforced .Short lIb/Rule 9 Annex Il 61286, Microwave ablation
Percutaneous Ablation Antenna probe
CA20L2 Emprint Reinforced .Standard lIb/Rule 9 Annex Il 61286, Microwave ablation
Percutaneous Ablation Antenna probe
CA30L2 Emprint Reinforced Long lIb/Rule 9 Annex Il 61286, Microwave ablation
Percutaneous Ablation Antenna probe
CA108L1 Emprint Ablation Catheter/Antenna Kit lIb/Rule 9 Annex Il Srlozt?es Microwave ablation
CAPUMP1 Emprint™ Ablation Pump lla/Rule 9 Annex VII 36664, Pump, powered
. . 35254, Thermometer
_tin™ ’
RTP20 Cool-tip™ RF Ablation Remote lla/Rule 10 |  Annexil | probe, electronic, single
Temperature Probe E Series use
. . 35254, Thermometer
_tin™ ’
RTP20B Cool-tip™ RF Ablation Remote lla/Rule 10 Annex1l | probe, electronic, single
Temperature Probe E Series use

Accessory o Class/ COMIETIE; GMDN Code and Term
Description Assessment
Part Number Rule
Route
CART1 Emprint Ablation Cart N/A N/A N/A
CARTHP Emprint HP Ablation Cart N/A N/A N/A
Revision Description Performed by Date
Consolidated Emprint Microwave Ablation System CFN’s and format .
A update. Supersedes DOC'’s 503, 523, and 525 S. Paviik ) 2020-03-18
B Added CAGENHP and CARTHP to the DOC R. Duggineni | 2020-05-19
C Removing CA190RC1 from MDD DoC Steven Pavlik | 2021-02-05
D Addition of Emprint Mobile App to DoC Steven Pavlik | 2021-08-09
Removal of Emprint Mobile App from DoC per BSI Feedback, update of .

E CAPUMP1 Classification to lla Steven Pavik | 2021-20-09
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Vyrobca Splnomocneny zastupca pre Eurépu Notifikovana osoba

Covidien llc Covidien Ireland Limited BSI Group The Netherlands B.V., Say
15 Hampshire Street IDA Business & Technology Park Building, John M. Keynesplein 9, 1066
Mansfield, MA 02048 USA Tullamore, Irsko EP Amsterdam, Holandsko 2797

Vyhlasenie o zhode

C. dokumentu/é. revizie: Emprint Microwave Ablation System DOC_E

Nazov vyrobku/skupiny vyrobkov: Systém mikrovinnej ablacie Emprint

Zddvodnenie klasifikacie: Klasifikacia pomécky v sulade s prilohou IX je uvedena v tabulke v prilohe 1.
Sposob posudzovania zhody EU: Priloha Il priloha VI

Zaciatok oznaéenia CE: 2014

Spolo¢nost Covidien lic vyhlasuje na vlastni zodpovednost, Ze uvedené vyrobky, na ktoré sa toto vyhlasenie vztahuje a ktoré
maju oznacenie CE, spifiaji zakladné pozZiadavky smernice 93/42/EHS zo 14. jina 1993, zmenenej a doplnenej smernicou
Eurépskeho parlamentu a Rady 2007/47/ES o zdravotnickych pomdckach, ktorou sa povoluje ich volna distribucia, predaj
a obeh v Eurépskej unii (EU), spifiaju ustanovenia stanovenych regulaénych poziadaviek a uvedené referenéné normy.

Toto vyhlasenie sa vydava v sulade s poziadavkami bodu 1.8 prilohy 3 australskych nariadeni o terapeutickych tovaroch
(TGA) (nariadenia o zdravotnickych pomdckach) z roku 2002, ktoré sa vztahuju na pomocky uvedené v prilohe | tohto
dokumentu.

VSetky podklady su ulozené u vyrobcu

V zmysle uvedenej smernice vychadza toto vyhlasenie

» z ES certifikdtu podla prilohy Il smernice o zdravotnickych poméckach, CE 00500, vydaného spolo¢nostou
BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Holandsko,
24.1.2024

» z certifikatu systému kvality FM 71825, vydaného spolo¢nostou BSI Group America Inc., 12950 Worldgate
Drive, Suite 800, Herdon, VA 20170-6007 USA, 26. 10. 2018

Toto vyhlasenie o zhode sa vztahuje na vSetky zdravotnicke pomécky uvedené v prilohe I, ktoré vyraba spolo¢nost
Covidien lic a/alebo ktoré st vyrobené v ramci jej certifikovaného riadenia systému kvality. Vyrobky uvedené v prilohe |
mozno sledovat na zaklade suvisiacej identifikacie vyrobku uvedenej na prislusnom Stitku (t. j. Cislo SarZe, sériové ¢islo
atd.).

Kazdy druh zdravotnickej pomécky, na ktory sa uplatfiuji postupy Uplného zabezped&ovania kvality, spifia prislusné
ustanovenia zakladnych poziadaviek/zasad, klasifikaénych pravidiel na kazdom stupni od navrhovania pomdcky po jej
vystupnu kontrolu pred dodanim.

Toto vyhlasenie sa ma uchovavat poc¢as Zivotnosti zdravotnickej pomocky + 1 rok alebo miniméalne 15 rokov, odkedy su
zaznamenané Udaje neaktualne alebo odkedy bolo vyhlasenie nahradené inym dokumentom.

Datum vydania: 24. september 2021
Miesto vydania: Boulder, Colorado, USA

Podpis: necitatelny podpis

Meno/funkcia  Liron Bar Yaakov, senior manazér pre regulaéné zalezitosti
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Cislo dielu

zdravotnickej

Priloha 1
Vyhlasenie o zhode pre systém mikrovinnej ablacie Emprint

Trieda/
pravidlo

Spdsob

posudzovania

Kéd a nazov podrla
GMDN

pomécky

Generator na mikrovinni ablaciu

zhody

61287, generator pre

tip™ série E

CAGEN1 s technologiou Thermosphere™ lib/pravidio 9 Priloha II system mikrovinne;j
abl4cie
Generator na mikrovinna abléaciu 61287, generator pre
CAGENHP s llb/pravidlo 9 Priloha Il systém mikrovinnej
s technoldgiou Thermosphere™ ablacie
CA15L1 Kra,tkg perkut.anna antena na llb/pravidlo 9 Priloha Il 61.286’ sopda na
ablaciu Emprint mikrovinnu abléaciu
CA20L1 Standa}ro_lna perkytanna antena llb/pravidio 9 Priloha Il 61.286’ sopda na
na ablaciu Emprint mikrovinnu abléaciu
CA30L1 Dlhf" perkutanna antena na llb/pravidio 9 Priloha Il 61.286’ sopda na
ablaciu Emprint mikrovinnu abléaciu
CA15L2 | Spevnena kratka perkutanna b/pravidlo 8 | Prilohan | 81286, sondana
anténa na ablaciu Emprint mikrovinnu abl&ciu
Spevnena Standardna 61286, sonda na
CA20L2 perkutanna anténa na ablaciu lIb/pravidlo 9 Priloha Il mikrovinnu ablaciu
Emprint
CA30L2 Spgvnena dlh? perkutanna llb/pravidio 9 Priloha Il 61.286’ sopda na
anténa na ablaciu Emprint mikrovinnu abl&ciu
CA108L1 Sugra}va katejcra aanteny na llb/pravidio 9 Priloha Il 61.286’ sopda na
ablaciu Emprint mikrovinnu abléaciu
CAPUMP1 | Cerpadlo na ablaciu Emprint™ lla/pravidlo 9 Priloha VII 36664, cerpadio s
pohonom
Dialkova teplotna sonda na la/oravidl 35254, teplotna sonda,
RTP20 radiofrekvencnu ablaciu Cool- p;%\” © Priloha Il elektronicka, na
tip™ série E jednorazové pouzitie
Dialkova teplotna sonda na la/oravidl 35254, teplotna sonda,
RTP20B radiofrekvencnu ablaciu Cool- p;%‘" © Priloha Il elektronicka, na

jednorazové pouzitie

Cislo dielu

prisluSenstva

Trieda/
pravidlo

Spdsob

posudzovania

zhody

Kéd a nazov podrla
GMDN

CART1 Vozik na ablaciu Emprint neuvadza sa| neuvadza sa neuvadza sa

CARTHP Vozik na vysokovykonnu ablaciu neuvadza sa| neuvadza sa neuvadza sa

Emprint
Revizia Opis Vykonal Datum
Konsolidovany systém mikrovinnej ablacie Emprint CFN a aktualizacia .
A formatu. Nahradza vyhlasenia o zhode DOC 503, 523 a 525 S. Pavlik  118.03.2020
B Pridanie CAGENHP a CARTHP do vyhlasenia o zhode R. Duggineni |19.05.2020
c Odobratie CA190RC1 z vyhlasenla o] ghode podla smernice Steven Pavlik | 05.02.2021
0 zdravotnickych poméckach
D Pridanie mobilnej aplikacie Emprint do vyhlasenia o zhode Steven Pavlik | 09.08.2021
Odobratie mobilnej aplikacie Emprint z vyhlasenia o zhode podla
E spatnej vazby od spolo¢nosti BSI, aktualizacia klasifikacie Steven Pavlik [20.09.2021
CAPUMPL1 podla lla
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Preklad som vypracovala ako prekladatelka zapisana v zozname znalcov,
tlmocnikov  a prekladatelov, ktory vedie Ministerstvo spravodlivosti

Slovenskej republiky, pre jazyky slovensky jazyk a anglicky jazyk pod
evidenénym c¢islom 970546.
Preklad je v denniku zapisany pod ¢islom 652 /2012

Prekladané listiny stihlasia s preloZzenymi listinami.

Zaroven vyhlasujem, ze som si vedoma nasledkov vedome nepravdivého
prekladu.

I completed the translation as a translator registered on the List of Expert
Witnesses, Interpreters and Translators maintained by the Ministry of
Justice of the Slovak Republic for the Slovak and English languages under
registration number 970546.

The translation is registered in the journal under number 652/0022 |
The translated document conforms to the translation.

I also declare that I am aware of the consequences of knowingly rendering a
false translation.

Odtlacok uradnej peciatky/ Podpis prekladatela/
Official stamp Translator’s signature

S—







