% Medironic TDFI DoC 007, Rev. 14

EC Declaration of Conformity

Manufacturer: Medtronic Navigation, Inc.
826 Coal Creek Circle
Louisville, CO 80027
USA

European Representative: Medtronic B.V.
Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands
Tel: 3145566 80 00

Notified Body: DEKRA Certification B.V.
Meander 1051, 6825 MJ
Arnhem, The Netherlands
Telephone: +31 88 96 83000
Telefax: +31 88 96 83100

Name of Device: Class Ila Non Active Sterile: Trajectory Guide Kits,
Pak Needles, Pins, Drill Bits, Adhesive Pad and
Spheres

Reference/Part Number(s), Description, Conformity Assessment Pathway,
Classification, Rule and CE marking date are on the attached sheets.

This declaration is issued under the sole responsibility of Medtronic Navigation, Inc.
We hereby declare that the products described herein comply with the provisions of the European
Medical Devices Directive 93/42/EEC including amendments issued.

This declaration is supported by:

EC Certification under Annex 11, excluding Section 4, Cert No. 3814174CEO1
issued by DEKRA Certification B.V., Meander 1051, 6825 MJ, Arnhem, The
Netherlands on 28 June 2018. Valid from 15 July 2015 until 08 July 2023.

EN I1SO 13485:2016, Cert No. 3814381 issued by DEKRA Certification B.V.,
Meander 1051, 6825 MJ, Arnhem, The Netherlands on 10 February 2020. Vvalid
from 15 July 2015 until 10 August 2020.

Digitally signed by Cucerenco Olesea
Date: 2020.05.04 13:17:40 EEST
Reason: MoldSign Signature
Location: Moldova
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Applied Standards:
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Standard

Title

EN ISO 13485:2016

Medical device — Quality management systems — Requirements for
regulatory purposes

EN ISO 14971:2012

Medical devices — Application of risk management to medical
devices

EN ISO 11607-
1:2009

Packaging for terminally sterilized medical devices - Part 1:
Requirements for materials, sterile barrier systems and packaging
systems

EN ISO 11607-

Packaging for terminally sterilized medical devices - Part 2:
Validation requirements for forming, sealing and assembly

2:2006
processes
ASTM D4169:2016 Standard Practice for Performance Testing of Shipping Containers
and Systems
i Partial Simulation Performance Test Procedure for Packaged
LGS Ll Products 1501b. (68 kg) or Less
ASTM F1980:2016 Standard Guide for Accelerated Aging of Sterile Barrier Systems

for Medical Devices

EN 62366:2008

Medical devices — Application of usability engineering to medical
devices

EN 1041:2008

Information supplied by the manufacturer of medical devices

EN ISO 10993-
1:2009/AC:2010

Biological Evaluation of Medical Devices — Part 1: Evaluation and
testing within a risk management process

EN ISO 10993-
7:2008/AC:2009

Biological Evaluation of Medical Devices — Part 7: Ethylene oxide
sterilization residuals

EN ISO 11135-
1:2007

Sterilization of health care products — Ethylene oxide - Part 1:
Requirements for development validation and routine control of a
sterilization process for medical devices

EN ISO 15223-
1:2016

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General
requirements
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(Signature)
Rishi Sinha
Senior Manager, Regulatory Affairs
Louisville, CO 80027
USA

O ~HMar ~2020
(Date)
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REF DESCRIPTION CC|E Rule Pathway CE Date GMDN
ass

9732500 | i p e Ak ER 2t a | 1 | AW 71572015 | 45199
9732537 i’gg‘; :\</| %7;2537 STERILE na | 7 Aﬂf‘?‘fx 7/15/2015 | 45199
9732538 EITNE?JEZESSSIZWM na | 7 Aﬂf‘?‘fx 7/15/2015 | 45199
9733065 EQOA;S%L,”E[))(ETK'T' M35, | ja | 7 Aﬂf‘?‘fx 7/15/2015 | 38563
9733066 ;?C')A;S%L’J:BE KIT, 9733066, | 1, | 7 AeX | 711512015 | 38563
9733067 Ei%g?&gi’ﬂg\'/g?%%?’ a | 7 | AV | 71502015 | 32568
9733088 | |\ 3Z§28A8C1K22'\é'2"[) a | 7 | AV | 71502015 | 45200
9733089 | |\ 3Z§28A9(’:P7<5A'\g'\é'b a | 7 | AV | 771502015 | 45200
9733229 ?SX'?E'Q&E, e DI | g |y | AT 7872015 | 45199
9733235 E'T'\éslfézgghlg%'\é';"' a | 7 | AW | 71502015 | 62546
9733236 E'T'\éslfézgghlgg\é';"' a | 7 | AW | 71502015 | 62546
0733324 | D" Ve OIS ACLLE g |7 | AT 7512015 | 45199
9733497 gﬁlﬁgﬁsgﬁéﬁ‘\g&'\% lla | 6 Aﬂf‘?‘fx 7/15/2015 | 45170
9733498 | PAC SO AISATED | iia | 6 | AT | 7572015 | 45199
9733515 E'TTEI?JE:’SB 2AmmDRILL ), 1 g Aﬂf‘?‘fx 7/15/2015 | 45553
9733516 SITTEETEEB% 29mmDRILL ), | g Aﬂf‘?‘fx 7/15/2015 | 45553
9733517 E'TTEI?JE:’SN SOmmDRILL . | g Aﬂf‘?‘fx 7/15/2015 | 45553
9733518 E'TTEgﬁsslg $SmmDRILL 1y, | g Aﬂf‘?‘fx 7/15/2015 | 45553
9733519 | BIT 9733519 3.0mm a | 6 | A" | 7150015 | 45553

CANNULATED STERILE

1.3
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