Manufacturer Authorized European Representative Notified Body

Covidien lic Covidien Ireland Limited BSI Group The Netherlands B.V., Say
15 Hampshire Street IDA Business & Technology Park Building, John M. Keynesplein 8, 1066 EP
Mansfield, MA 02048 USA Tullamore, Ireland Amsterdam, The Netherlands 2797
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Declaration of Conformity
s e o O |

Document #/Revision #: Emprint Microwave Ablation System_DOC_B

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 VIl

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 As required by the above Directive, this Declaration is supported by

» EC Certificate: MDD Annex 11, 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.).

¢  Eachkind 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: 19 May 2020

Place of Issue: Boulder. Colorada. LISA
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Medical .~ Class/ Conformity | sMpN Code and Term

Device Description Assessment
HIE Route

Part Number
CAGENT | Mo e Tearaeny | Nlb/Ruled | Amnexi et
CAGENHP #”ri‘;mas"pehggf,f,i‘.’r“efhen’gﬁfgt;r With | jpRuled | Annexl S; 26, Téfl;r:rv;?:re ablation
CA15L1 img::;Short Percutaneous Ablation IIb/Rule 9 AAREEN g:g_ba: Microwave ablation
BREiLg | e oeice haielisngous lb/Rule 9 Annex I j:ﬁfg» Microwaye ablation
CA30L1 Emprint Long Percutaneous Ablation llb/Rule 9 Annex Il 61286, Microwave ablation
Antenna probe
| o | ey | e[S e
i Egzﬁgniiigo/r\%?:ﬁtﬂngntenna llb/Rule 9 Annex Il S:gt?f rolEEEniatEn
CA108L1 | Emprint Ablation Catheter/Antenna Kit | Ilb/Rule9 |  Annexi g:ff:’ MigimRRG SEIRNGn
CAPUMP1 Emprint™ Ablation Pump I/Rule 12 Annex VI 36664, Pump, powered
CA190RC1 | Emprint Reusable Ablation Cable IIRule 1 Annex VI :re‘i?;é ;‘fgg‘;g' ?::;Zeme
RTP20 $§§}';£;Tufe’:£gLaéjgnsif{;‘:te lla/Rule 10 |  Annex i Ezcz:;';ggtrrrgr?i:e;;rgle
RTP20B ?gﬁ;ﬁ:ﬁ; Ff:gféifzns'?;ggte lla/Rule 10 |  Annexli Ezczbsé';*;gtrg: irc:est;rg le

Conformity GMDN Code and Term

Accessory At Class/
P her Description Rule Assessment
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, Pavlik 2020-05-18
B Added CAGENHP and CARTHP to the DOC R. Duggineni | 2020-05-19
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