MISONISX. C €

BETTER MATTERS~
EC Declaration of Conformity 0482
Supplier Name: Misonix Incorporated
Supplier Address: 1938 New Highway
Farmingdale, NY 11735
USA
Name and Address of European Authorized Representative: EMERGO EUROPE
Prinsessegracht 20
2514 AP The Hague
The Netherlands
Name and Address of Notified Body: MEDCERT GmbH- Notified Body CE 0482,

Pilawspool 2 20355 Hamburg Germany

Full Quality Management System Certificate;

EN IS0 13485:2016 MedCert Certificate No. 1361GB445190315
Annex I1 93/42/EEC MedCert Centificate No. 1361GB410190315
Annex V 93/42/EEC MedCert Certificate No. 1361GB415190315

Statement of RoHS Compliance:
Misonix, Inc. certifies that the products listed below are (RoHS2) compliant, and conforms to the definitions and restrictions given

by Directive 2011/65/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of June 8" 2011 on Use of Certain
Hazardous Substances in Electrical and Electronic Equipment (EEE).

Misonix, Inc. self declares, under our sole responsibility that the following Products:

Product Name: BoneScalpel® Ultrasonic Surgical System and Accessories as listed in Appendix A,

To which this declaration relates is in conformity with the technical requirements of the following directives and standard(s).
The CE Mark shown below may be affixed to the product in accordance with MDD 93/42/EEC Annex II,
Certificate Number 1361GB410170711

Standards Applied:
Biocompatibility:

¢ [SO 10993-1/COR1:2010 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk management process
e [SO 10993-5:2009 Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity

» IS0 10993-7:2008 Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization residuals

e 150 10993-10:2010 Biological evaluation of medical devices — Part 10: Tests for irritation and skin sensitization

e IS0 10993-11:2006 Biological evaluation of medical devices — Part 11: Tests for systemic toxicity

« ]SO 10993-12:2012 Biological evaluation of medical devices - Part 12: Sample preparation and reference materials
Electromechanical:

s+ [EC60601-1:2012 Medical electrical equipment —Part I: General requirements for basic safety and essential performance

¢ IEC 60601-1-2:2014 Medical electrical equipment-Part]1-2: General requirements for basic safety and essential performance — Collateral

standard: Electromagnetic disturbances — Requirements and tests
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Electromechanical Cont.:

« [EC

60601-1-6:2013 Medical electrical equipment - Part 1-6: General requirements (or basic safety and essential performance - Collateral

standard: Usability

s IEC 62366-1:2015 Medical devices -- Part 1: Application of usability engincering to medical devices

General:

1SO 13485:2016 Medical devices - Quality management systems — Requirements for regulatory purposes
IS0 14971:2007/(R)2016 Medical devices — Application of risk management 1o medical devices

1SO 15223-1:2016 Medical Devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1:

General requirements

MDD 9342EEC Medical Device Directive 93/42/EEC

Materials;

Sofliware

ASTM F136-13 Standard specification for wrought titanium-6aluminum-4vanadium ELI (Extra Low Interstitial) alloy for surgical
implant applications (UNS R56401)

1EC 62304:2015 Medical device software - software life cycle processes

1SO 11135-1:2014 Sterilization of health care products — Ethylene oxide - Part 1: Requirements for development, validation and routine
control of a sterilization process for medical devices

1SO 17664:2017 Sterilization of medical devices — Information to be provided by the manufacturer for the processing of resierilizable
medical devices

ISO 17665-1:2006 Sterilization of health care products — Moist heat - Part 1: Requirements for the development, validalion and routine
control of a sterilizalion process for medical devices

ISO 14161:2009/(R) 2014: Sterilization of health care products — Biological indicators- Guidance for the selection, use and interpretation
of results

1SO/DIS 11607-1:2019 Packaging for terminally sterilized medical devices = Parl 1: Requirements for materials, sierile barrier systems
and packaging systems

1SO/DIS 11607-2:2019 Packaging for terminally sterilized medical devices — Part 2: Validation requirements for forming. sealing and

assembly processes

Highest

Device Class as per 93/42/EEC MDD Annex IX, Rule 9 1h

Date CE Mark first affixed 2004

me"é 44"&‘"' Daie: o"f/”"/""'\

Arnab Sarkar
Regulatory Affairs Specialist
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Appendix A: BONESCALPEL® ULTRASONIC SURGICAL SYSTEM AND ACCESSORIES

Model GMDN | CE-Marketing
Description Number Class | Code Since
ULTRASONIC SURGICAL ASPIRATION SYSTEM BCM-SY b 45981 2008
BONESCALPEL® HANDPIECE BCM-HP b 60717 2008
BONESCALPEL® HANDPIECE KIT BCM-HP-KIT IIb 60717 2017
ULTRASONIC SURGICAL ASPIRATION SYSTEM/GENERATOR | BCM-GN Ilb 45981 2008
BONE SCALPEL® 10MM, STANDARD BLUNT BLADE MXB-10 lib 44755 2011
BONE SCALPEL® 20MM, STANDARD BLUNT BLADE MXB-20 b 44755 2011
BONE SCALPEL® 20MM, STANDARD UNILATERAL SERRATED | MXB-B1 I 44755 2011
BLADE
BONESCALPEL® MICROHOOK, STANDARD SHAVER MXB-51 b 44755 2011
BONESCALPEL® #4.4MM DIAMOND, STANDARD SHAVER | MXB-53 Iib 44755 2011
BONESCALPEL® 10MM, LONG CURVED BLUNT BLADE MXB-10LC lib 44755 2011
BONESCALPEL® 20MM, LONG CURVED BLUNT BLADE MXB-20LC lib 44755 2011
BONESCALPEL® 10MM, LONG STRAIGHT BLUNT BLADE MXB-10LS b 44755 2011
BONE SCALPEL® 25MM),STANDARD BLUNT BLADE MXB-25 IIb 44755 2015
BONE SCALPEL® 10MM, STANDARD BLUNT BLADE MXB-10 QTY 5 b 44755 2011
BONE SCALPEL® 20MM, STANDARD BLUNT BLADE MXB-20 QTY 5 b 44755 2011
BONE SCALPEL® 25MM, STANDARD BLUNT BLADE MXB-25 QTY 5 Ith 44755 2015
BONE SCALPEL® 20MM, STANDARD UNILATERAL SERRATED | MXB-B1 QTY S b 44755 2011
BLADE
BONE SCALPE®L MICROHOOK, STANDARD SHAVER MXB-51 QTY § Ilb 44755 2011
BONE SCALPEL® 20MM,LONG CURVED RIGID BLUNT BLADE | MXB-MIS-20 lib 44755 2016

LCRS
BONE SCALPEL® 20MM,LONG CURVED RIGID BLUNT BLADE | MXB-MIS-20 b 44755 2016

LCRS QTY 5
BONESCALPEL® #4.4MM DIAMOND, STANDARD SHAVER | MXB-S3 QTY5 b 44755 2011
BONESCALPEL® 10MM, LONG CURVED BLUNT BLADE MXB-10LCQTYS | lIb 44755 2016
BONESCALPEL® 10MM, LONG STRAIGHT BLUNT BLADE MXB-10LS QTY5 | llb 44755 2016
BONESCALPEL® 20MM, LONG CURVED BLUNT BLADE MXB-20LCQTYS5 | lib 44755 2016
BONESCALPEL® 10MM, LONG CURVED RIGID BLUNT BLADE | MXB-MIS-10 IIb 44755 2016
BONESCALPEL® 10MM, LONG CURVED RIGID BLUNT BLADE | MXB-MIS-10 QTY 5 | lib 44755 2016
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Appendix A: BONESCALPEL ULTRASONIC SURGICAL SYSTEM AND ACCESSORIES

1938 New Hwy, Farmingdale, New York 11735

BONESCALPEL® MICROHOOK, LONG CURVED RIGID SHAVER| MXB-MI5-51 lib 44755 2016
BONESCALPEL® MACRO HOOK SHAVER MXB-52 iib 44755 2017
BONESCALPEL® MACRQ HOOK SHAVER MXB-52 QTY 5 b 44755 2017
BONESCALPEL® MICROHOOK, LONG CURVED RIGID SHAVER| MXB-MIS-S1QTY 5 | Ilb 44755 2016
PROBE COVER BCM-35 Ila 33878 2008
IRRIGATION TUBE SET MXB-T Ila 46102 2011
IRRIGATION TUBE SET MXB-TQTY 5 ] 46102 2011
FOOTSWITCH BCM-F5 | 36336 2008
BONESCALPEL® HANDFIECE STERILIZATION TRAY E-SYSTRAY | 13730 2015
BONESCALPEL® HANDPIECE STERILIZATION TRAY Il E-SYSTRAY-2 | 13730 2015
IV POLE BCM-IVP | 36069 2012
GENERATOR POWER CORD BCM-PC | 45804 2011
GENERATOR POWER CORD BCM-PCEL | 45804 2017
GENERATOR POWER CORD BCM-PC L1 | 45804 2017
GENERATOR POWER CORD BCM-PC G1 I 45804 2017
HANDPIECE WRENCH BCM-CW N/A 32871 2008
T-WRENCH BCM-2wW N/A 47675 2011
BONESCALPEL® REPLACEMENT PUMP HEAD BCM-PR N/A N/A 2008
BONESCALPEL® REPLACEMENT PUMP HEAD BCM-PR-2 N/A N/A 2016
| FUSEKIT BCM-FUSEKIT N/A N/A 2011
| BONESCALPEL® TRAVEL CASE BCM-CASE N/A N/A 2011
BONESCALPEL® SYSTEM CART E-SYSCART N/A N/A 2011
BONESCALPEL® SYSTEM CART W/SHELF KIT E-SYSCART-WS N/A N/A 2016
BONESCALPEL® DEMO IV BAG, NON-STERILE E-DEMOTUBE N/A N/A 2011
BONESCALPEL® HANDPIECE DEMONSTRATION SET BCM-DSET N/A N/A 2012
BONESCALPEL® DEMO HANDPIECE CASE BCM-DCASE N/A N/A 2016
BONESCALPEL® LUMBAR SPINE DEMO BCM-SB N/A N/A 2016
SMALL CLEANING BRUSH SET BCM-CBS N/A N/A 2008
LARGE CLEANING BRUSH SET BCM-CBL N/A N/A 2011
USER MANUAL USB BCM-UM-USB N/A N/A 2017
N/A -NOT A MEDICAL DEVICE
Page 4 of 5

P: 631 694 9555 F: 463171 694 9412 misonix.com




MISOMNI>X.

BETTER MATTERS"

Revision # | Date Revised By | Description

1.0 07/19/2018 Nezima Allie; | Updated standards to their current version;
Arnab Sarkar | Added standards that are applicable to the product

2.0 11/27/2018 Arnab Sarkar | Replaced the name and address of European Authorized Representative
From

SIAD HEALTHCARE SPA-
Via Edison 6
20090 Assago (Milano) ITALY

To

EMERGO EUROPE
Prinsessegracht 20
2514 AP The Hague
The Netherlands

3.0 04/02/2019 Arnab Sarkar | Updated ISO 13485, CE certificates numbers (Annex [I& Annex V) to their
Current version.
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