Declaration of Conformity

This declaration of conformity is published by OTN Implants BV, located at Simon Stevinweg 48,
6827 BT Arnhem, The Netherlands. The subject of concern is a class | medical device, low risk, CE
marked; which is to be described as a surgical instrument set; intended to be used during the
orthopaedic surgery of femur and/or tibia bone implants by expert surgeons. The OTNI surgical
instrument set consists of several nets with different types of instruments; intended for basic
surgery [OTNI 13BS}; for femur implant surgery exclusively [OTNI 500LR/CR01/CR02] and for
short femur/tibia surgery [OTNI RRO1/RR02/RR03]. OTN Implants BV hereby declares to have
incorporated a Quality System according to EN/ISO 13485 including GMP procedures. These
surgical instrument sets have been notified at the Dutch Government of Health (1G)).

OTN Implants BV hereby declares to be manufacturer of the following surgical instruments nets
(Further specified in appendixes 1-7 on pages 4-7):

* OTNI 13BS ‘Osseointegration Step 1 +2";
* OTNI 13TR ‘Tip Rasp set’;

* OTNI CRO1 ‘Curved Rasp Set 1"

* OTNI CR02 ‘Curved Rasp Set 2'.

* OTNI RRO1 ‘Rigid surgery 01’

* OTNI RRO2 ‘Rigid surgery 02’
* OTNI RRO3 ‘Rigid surgery 03’

OTN Implants hereby declares all these surgical instruments meet the requirements that a
professional user may reasonably expect of surgical instruments for osseointegration. During the
development we have been cooperating with osseointegration experts. Prior to the launch both
this product and its user instruction were tested by the expert user for optimization of the
usability, implantation and reliability.

The instrument sets specified in this declaration comply with following directives / standards:

* EEC 93/42 (Medical Devices, general rules)
* EN 980, Symbols for use in the labeling of medical devices
* EN-1SO 14971, Medical Devices - application of risk management to medical devices

This Declaration of conformity is updated in Arnhem, Netherlands on 29-08-2019 by ir. P.C.
Musch, the quality manager / R&D manager of OTN Implants B.V.

Signature;,” A~

This Declaratierf of Conformity was first issued on February 9th, 2018 and is of unlimited
duration, will not be changed as long as the conditions described in the technical documentation
or the manufacturing conditions or the process of quality control will not change significantly.
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Appendix 1 Surgical Instrument Set:

Reference
OTNI 13 06
OTNi 13 07
OTNI! 13 08
OTNI 1309
OTNI 13 10
OTNi 13 11
. OTNI 13 12
OTNI 13 13
OTNI13 14

OTNI 13 24

LOT number
. YY YYYY YY
YY YYYY YY
. YY YYYY YY
YY YYYY YY
I YY YYYY YY
- YY YYYY YY
YYYYYY YY
YY YYYY YY
YYYYYY YY

YYYYYY YY

Product name

OTNI M6 Installer
OTNI Taper Installer
OTNi Hexa 4

OTN! Aiming Device

OTNI Corer

. OTNI Punch

- OTNI Retainer

I OTNI Remover

. OTNI 10mm Cylinder

OTNI Hexa 3.5

APPENDICES

Appendix 2: Surgical Instrument Set OTNI 13TR ‘Tip Rasp Set’

Reference
OTNi 1301
OTNI 13 02
OTNI 13 03
. OTNi 13 04

OTNI 13 05

LOT number
. YY YY YY YY
I YYYYYY YY
. YY YY YY YY
I YY YY YY YY

YYYYYY YY

Product name

OTNI Tip Rasp 13

OTNI Tip Rasp 15

OTNI Tip Rasp 17

OTNI Tip Rasp 19

OTNI Tip Rasp 21

OTNI 13BS ‘Osseointegration Step 1 + 2’

Appendix 3: Surgical Instrument Set OTNI CR01 ‘Curved Rasp Set 1

Reference
. OTNI 1327
OTNIi 1328
OTNI 1329
OTNI 13 15
OTN! 13 16

OTNI 1317

LOT number
. YY YY YY YY
. YY YY YY YY

YY YY YY YY
I YY YY YY YY
. YY YY YY YY

YY YYYY YY

Product name

OTNI Curved Rasp 12
OTN! Curved Rasp 13

OTNI Curved Rasp 14

OTNI Curved Rasp 15

OTNI Curved Rasp 16

OTNI Curved Rasp 17

Appendix 4: Surgical Instrument Set OTNI CR02 ‘Curved Rasp Set 2

Reference LOT number
OTNI 1318 .YYYYYYYY
OTNI 13 19 .YYYYYYYY
OTNI 13 20 IYYYYYYYY
B;\l—l—l—3 21 . YY YY YY YY
OTNI 13 22 ] YY YY YY YY
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Product name

OTNI Curved Rasp 18

OTNI Curved Rasp 19
OTNI Curved Rasp 20

OTNI Curved Rasp 21

OTNI Curved Rasp 22
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Appendix 5: Surgical Instrument Set OTNI RR01 ‘Rigid Surgery 01’

[ Reference

OTNI 13 30
OTNI RR12

OTNI RR13

OTNI RR14

[OTNI RR15 l YYYYYY YY

LOT number
YY YY YY YY
YY YYYY YY
YYYYYY YY

YYYYYY YY

YY YYYY YY

Product name

OTNI Tibia Drop Rasp

OTNI T-Handle Zimmer-Jakobs

OTNI Rigid Reamer 12 mm
OTNI Rigid Reamer @13 mm
OTNI Rigid Reamer ¢14 mm

OTNI Rigid Reamer @15 mm

Appendix 6: Surgical Instrument Set OTNI RR02 ‘Rigid Surgery 02’

Reference LOT number Product name
5'ITNT};;1; T YY YYYY YY OTN! Rigid Reamer 16 mm
—O—'F;\IT;;R—]_.;W YY YY YY YY OTNI Rigid Reamer g17 mm

OTNI RR18 YY YY YY YY ‘ “(;TNI Rigid Reamer ¢lé n;m
OTNIRRIS YWY YYYY YY | ot Rigid Reamer 919 mm

OTNI RR20 YY YYYY YY — (3?[\1”‘«]&! Reamer 20 mm

OTNI RR21 YY YY YY YY OTNI Rigid Reamer ¢21 mm

OTNI RR22 YYYYYY YY OTNI Rigid Reamer 22 mm

OTNI RR23 YY YYYY YY - OTN! Rigid Reamer 823 mm

Appendix 7: Surgical Instrument Set OTNI RRO3 ‘Rigid Surgery 03’

Reference LOT number
OTN[;I;;;w B YYYYYY YY
OTNI RR25 YY YY YY YY
OTNI RR26 YY YY YY YY
OTNIRR27 » YY YYYY YY
. OTNI RR28 . YY YYYY YY
OTNI! RR29 YY YY YY YY
OTNi RR30 YY YY YY YY

Product name

OTNI Rigid Reamer 24 mm

OTNI Rigid Reamer ¢25 mm
OTNI Rigid Reamer 26 mm
OTNI Rigid Reamer 27 mm

OTNI Rigid Reamer 28 mm

OTNI Rigid Reamer 29 mm

OTNI Rigid Reamer 30 mm
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