MISONINX. CE€

BETTER MATTERS™

0482
EC Declaration of Conformity
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,

Pilatuspool 2 20355 Hamburg Germany

Full Quality Management System Certificate:

EN ISO 13485:2016 MedCert Certificate No. 1361GB445210521A
Annex II, Section 4, 93/42/EEC MedCert Certificate No. 1361GB410210521A
Annex V 93/42/EEC MedCert Certificate No. 1361GB415190315

Statement of RoHS Compliance:

Misonix, Inc. certifies that the products listed below are (ReHS2) compliant and conform 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, section 4, Certificate number
1361GB410210521A & Annex V Certificate number 1361GB415190315.

That it will inform it’s Notified Body (MEDCERT), in accordance with NB-MED/2.5.2/Rec2 — Reporting of design changes and
changes of the quality system, about any changes of the approved design.

Standards Applied:

Biocompatibility:

o ISO 10993-1/COR1:2010 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk management
process

e IS0 10993-5:2009 Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity

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

e IS0 10993-10:2010 Biological evaluation of medical devices — Part 10: Tests for irritation and skin sensitization
e ISO 10993-11:2006 Biological evaluation of medical devices — Part 11: Tests for systemic toxicity

e SO 10993-12:2012 Biological evaluation of medical devices — Part 12: Sample preparation and reference materials

Electromechanical:

e IEC60601-1:2012 Medical electrical equipment —Part 1: General requirements for basic safety and essential performance

e IEC 60601-1-2:2014 Medical electrical equipment—Part1-2: General requirements for basic safety and essential performance
— Collateral standard: Electromagnetic disturbances — Requirements and tests
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Electromechanical Cont.:
e JEC 60601-1-6:2013 Medical electrical equipment — Part 1-6: General requirements for basic safety and essential performance
— Collateral standard: Usability
o [EC 62366-1:2015 Medical devices -- Part 1: Application of usability engineering to medical devices
General:
e  ISO 13485:2016 Medical devices — Quality management systems — Requirements for regulatory purposes
° ISQ 14971:2007/(R)2016 Medical devices — Application of risk management to medical devices
o ISO 15223-1:2016 Medical Devices — Symbols to be used with medical device labels, labelling and information to be
supplied — Part 1: General requirements
e MDD 93/42/EEC Medical Device Directive 93/42/EEC
Materials:
e  ASTM F136-13 Standard specification for wrought titanium-6aluminum-4vanadium ELI (Extra Low Interstitial) alloy
for surgical implant applications (UNS R56401)

Software:
o IEC 62304:2015 Medical device software — software life cycle processes

Sterilization:

e SO 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

o ISO 17664:2017 Sterilization of medical devices — Information to be provided by the manufacturer for the processing of
resterilizable medical devices v

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

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

e  ISO/DIS 11607-1:2019 Packaging for terminally sterilized medical devices — Part 1: Requirements for materials, sterile
barrier systems and packaging systems

e ISO/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 IIb

Date CE Mark first affixed 2004
W oﬁ%ﬂm T 6/11/2021
Michelle DePaulis

Regulatory Affairs Specialist
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Appendix A: BoneScalpel® Ultrasonic Surgical System and Accessories

s GMDN | CE-Marketing
Description Model Number Class Rule Code Shilce:
Ultrasonic Surgical Aspiration System BCM-SY 1Ib Rule 9 45981 2008
BoneScalpel® Handpiece BCM-HP IIb Rule 9 60717 2008
BoneScalpel® Handpiece Kit BCM-HP-KIT 1Ib Rule 9 60717 2017
Ultrasonic Surgical Aspiration System/Generator BCM-GN 1Ib Rule 9 45981 2008
Bone Scalpel® 10mm, Standard Blunt Blade MXB-10 1Ib Rule 9 44755 2011
Bone Scalpel® 20mm, Standard Blunt Blade MXB-20 1Ib Rule 9 44755 2011
Bone Scalpel® 20mm, Standard Unilateral Serrated Blade | MXB-B1 b Rule 9 44755 2011
BoneScalpel® Microhook, Standard Shaver MXB-S1 1Ib Rule 9 44755 2011
BoneScalpel® @4.4mm Diamond, Standard Shaver MXB-S3 1Ib Rule 9 44755 2011
BoneScalpel® 10mm, Long Curved Blunt Blade MXB-10LC b Rule 9 44755 2011
BoneScalpel® 20mm, Long Curved Blunt Blade MXB-20LC 1Ib Rule 9 44755 2011
BoneScalpel® 10mm, Long Straight Blunt Blade MXB-10LS 1Ib Rule 9 44755 2011
Bone Scalpel® 25mm, Standard Blunt Blade MXB-25 b Rule 9 44755 2015
Bone Scalpel® 20mm, Long Curved Rigid Blunt Blade %%MIS‘ZO Tib Rule9 | 44755 2016
BoneScalpel® 10mm, Long Curved Rigid Blunt Blade MXB-MIS-10 b Rule 9 44755 2016
BoneScalpel® Microhook, Long Curved Rigid Shaver MXB-MIS-S1 1Ib Rule 9 44755 2016
BoneScalpel® Macro Hook Shaver MXB-S2 ITb Rule 9 44755 2017
Probe Cover BCM-SS Ila Rule 7 33878 2008
Irrigation Tube Set MXB-T Ila Rule 2 46102 2011
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Revision # Date Revised By Description
Nezima Allie; Updated standards to their current version;
40 07/192M3 Arnab Sarkar Added standards that are applicable to the product
Replaced the name and address of European Authorized Representative
From
SIAD HEALTHCARE SPA-
Via Edison 6
20090 Assago (Milano) ITALY
2.0 11/27/2018 Arnab Sarkar
To
EMERGO EUROPE
Prinsessegracht 20
2514 AP The Hague
The Netherlands
3.0 4/11/2019 Arnab Sarkar ICJ:pdated ISQ 13485, CE certificates numbers (Annex 11& Annex V) to their
urrent version.
11/1/2019 Jenny Cunniffe ) )
4.0 Updated Appendix A to include the Rule.
12/9/2019 Michelle DePaulis . .
5.0 Updated Appendix A, split DoC by class.
6/11/2021 Michelle DePaulis )
6.0¢ Updated ISO 13485 and Annex II Certificate Numbers.
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0482
I 4 ’ v
ES prohlaseni o shodé
jméno dodavatele: Spolegnost Misonix Incorporated
Adresa dodavatele: 1938 Novd Dalnice
Farmingdale, NY 11735
USA
Jméno a adresa evropského zplnomocnéného zéstupce: EMERGO EUROPE
Prinsessegracht 20
2514 AP Haag
Nizozemi
Nazev a adresa notifikované osoby: MEDCERT GmbH- Notifikovana osoba CE 0482,

Pilatuspool 2 20355 Hamburk Némecko

Kompletnf certifikat systému managementu kvality:

EN ISO 13485:2016 MedCert Certifikat ¢. 1361GB445210521A Certifikat
Piiloha 11, oddil 4, 93/42/EHS MedCert €. 1361GB410210521A Certifikét &
Pfiloha V 93/42/EHS MedCert 1361GB415190315

Prohléseni o shodé s RoHS:

Spoletnost Misonix, Inc. potvrzuje, Ze niZe uvedené produkty jsou v souladu s (RoHS2) a vyhovuji definicim a omezenim
stanovenym smérnici EVROPSKEHO PARLAMENTU A RADY 2011/65/EU ze dne 8. &ervna 2011 o pouZivani nékterych
nebezpecnych latek v elektrickych a elektronickych zafizenich (EEZ),

Nézev produktu: BoneScalpel® Ultrazvukovy chirurgicky systém a pisludenstvi, jak je uvedeno v piiloze A.

Toto prohla3eni je v souladu s technickymi poZadavky nasledujicich smérnic a norem. Nize zobrazena znaéka CE miise byt na produkt umisténa v
souladu s MDD 93/42/EEC pffloha II, oddil 4, Zislo certifiktu 1361GB410210521A a pfiloha V gislo certifikatu 1361GB415190315.

Ze bude informovat svou notifikovanou osobu (MEDCERT) v souladu s NB-MED/2.5.2/Rec2 - Hl&3eni zmé&n névrhu a zmén systému jakosti o
jakychkoli zmé&nach schvaleného navrhu.

PouZité standardy:
Biokompatibilita:

* IS0 10993-1/COR1:2010 Biologické hodnocent zdravotnickych prostfedki - Cast 1: Hodnoceni a testovani v ramci Fizenf rizik

proces
* ISO 10993-5:2009 Biologické hodnoceni zdravotnickych prostfedki - C4st 5: Testy in vitro cytotoxicity

* ISO 10993-7:2008 Biologické hodnoceni zdravotnickych prostfedkii - Cést 7: Zbytky po sterilizaci etylenoxidem

* ISO 10993-10:2010 Biologické hadnocenf zdravotnickych prostfedku - Cst 10: Zkoudky na podrazdéni a senzibilizaci kiize
+ 1SO 10993-11:2006 Biologické hodnocenf zdravotnickych prostedkii - Cast 11: Zkousky systémové toxicity

*1S0 10993-12:2012 Biologické hodnoceni zdravotnickych prostredkii - Cast 12: Piprava vzorkii a referenéni materialy
Elektromechanické:

* IEC 60601-1:2012 Lékarska elektricka zaFizeni - Cast 1: Vieobecné poZadavky na zakladni bezpecnost a zkladni vykon

* [EC 60601-1-2:2014 Lékar'ska elektrické zaFizeni - Cast 1-2: Vieobecné pozadavky na zékladni bezpe¢nost a zakladni vykon

- KolateraInf standard: Elektromagnetické rusen - PoZadavky a zkousky
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Elektromechanické pokracovani:
+ [EC 60601-1-6:2013 Zdravotnické elektricka zafizeni - C4st 1-6: Vieobecné pozadavky na zakladni bezpetnost a zakladni vykon

- Standard zajisténi: PouZiteinost

+ IEC 62366-1:2015 Zdravotnické prostiedky - ¢ast 1: Aplikace inZenyrstvi pouZitelnosti na zdravotnicka zafizenf

Vieobecné:

+ 150 13485:2016 Zdravotnické prostfedky - Systémy managementu kvality - Pozadavky pro regulacni igely

+ 1O 14971:2007/(R)2016 Zdravotnické prostredky - Aplikace fizenf rizik u zdravotnickych prostiedka

. 1SO 15223-1:2016 Medical Devices - Symboly, které se maji pouzivat se 3titky, Stitky a informacemi, které maji byt

dodéavané - Cast 1: Vieobecné pozadavky

. MDD 93/42/EEC Smérnice o zdravotnickych prostfedcich 93/42/EEC

Materialy:
+ ASTM F136-13 Standardni specifikace pro tvarenou slitinu titan-6aluminium-4vanadium ELI (Extra Low Interstitial)

pro aplikace chirurgickych implantati (UNS R56401)

Software:
« IEC 62304:2015 Software pro zdravotnické prostfedky - procesy Fivotniho cyklu softwaru

Sterilizace:
+ 1SO 11135-1:2014 Sterilizace zdravotnickych prostredki - Ethylenoxid - Cast 1: Pozadavky na vyvoj,
validace a rutinnf kontrola procesu sterilizace zdravotnickych prostfedk

« 180 17664:2017 Sterilizace zdravotnickych prostfedkd - Informace, které méa poskytnout vyrobce pro zpracovani
sterilizovatelné zdravotnické prostfedky

+ ISO 17665-1:2006 Sterilizace zdravotnickych prostfedkd - Vihké teplo - Cast 1: PoZadavky na vyvoj,
validace a rutinni kontrola procesu sterilizace 2dravotnickych prostfedkl

. 1SO 14161:2009/(R) 2014: Sterilizace zdravotnickych produktl - Biologické indikatory - Pokyny pro vybér, pouziti

a interpretaci vysledkd

+ 1SO/DIS 11607-1:2019 Obaly pro terminalné sterilizované zdravotnické prostredky - Cast 1: Pozadavky na materialy,
bariérové systémy a obalové systémy

+ ISO/DIS 11607

tésnici a montazni procesy

.2:2019 Obaly pro terminaln sterilizované zdravotnické prostredky - Cast 2: Pozadavky na validaci pro form

sterilni

ovani,

Nejuy23i tida zafizeni podle 93/42/EEC MDD pfiloha X, pravidio 9 Iib
Datum prvniho pripojeni znacky CE 2004
W Maﬂﬁw - 11, 6. 2021
Michelle DePaulis
Specialista na regulatni zaleZitosti
Strana 2ze 4
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BMlGha & HoneSealnel@ L  ChicalEks suath.a aislEeasid

Popis Modelové &islo Trida Pravidio e CE-marketing
Kéd 0d té doby
Ultrazvukovy chirurgicky aspiracni systém BCM-SY b Pravidio 9 45981 2008
Nasadec BoneScalpel® BCM-HP 1b Pravidio 9 60717 2008
Sada nasadce BoneScalpel® BCM-HP-KIT 1Ib Pravidio 9 60717 2017
Ultrazvukovy chirurgicky aspiraéni systém/generator BCM-GN 1Ib Pravidio 9 45981 2008
Kostni skalpel® 10 mm, standardni tupa ¢epel MXB-10 b Pravidlo 9 44755 2011
Kostni skalpel® 20 mm, standardni tup4 &epel MXB-20 b Pravidio 9 44755 2011
Kostni skalpel® 20 mm, standardnf jednostrann4 vroubkovand ¢epel M¥B-B1 IIb Pravidio 9 44755 20m
BoneScalpel® Microhook, standardnf holici strojek MXB-51 1Ib Pravidlo 9 44755 2011
BoneScalpel® @4,4 mm Diamond, standardni holici strojek MXB-53 b Pravidio 9 44755 2011
BoneScalpel® 10 mm, dlouha zakfivena tupa tepel MXB-10LC 1b Pravidio 9 44755 2011
BoneScalpel® 20 mm, dlouhd zakfivena tupé Eepel MXB-20LC 1Ib Pravidio 9 44755 2011
BoneScalpel® 10 mm, dlouhd rovna tupé cepel MXB-10L5 b Pravidio 9 44755 2011
Kostni skalpel® 25 mm, standardni tupa cepel MXB-25 b Pravidio 9 44755 2015
MXB-MIS-20
Kostni skalpel® 20 mm, dlouh4 zakfivena tuha tupa cepel LCRS 1Ib Pravidio 9 44755 2016
BoneScalpel® 10 mm, dlouh4 zakfiven4 tuha tupa éepel MXB-MIS-10 1Ib Pravidlo 9 44755 2016
BoneScalpel® Microhook, dlouhy zakFiveny tuhy holici strojek MXB-MI5-51 1Ib Pravidio 9 44755 2016
Makro hakovy holici strojek BoneScalpel® MXB-52 1Ib Pravidio 9 44755 2017
| Kryt sondy BCM-SS Ila Pravidio 7 33878 2008
Sada zavlaZovacich trubic MXB-T JIE] Pravidio 2 46102 2011
Strana3ze4
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Revize # datum Revize By Popis
10 19.07.2018 Nezima Allie; Aktualizované standardy na jejich aktudini verzi;
Arnab Sarkar PFidany normy, které se vztahuji na produkt
Nahrazeno jméno a adresa evropského zplnomocn&ného zastupce
z
ZDRAVOTNI LAZNE SIAD
Pres Edison 6
20090 Assago (Milano) ITALIE
2,0 27.11.2018 Arnab Sarkar
Na
EMERGO EUROPE
Prinsessegracht 20 2514
AP Haag Nizozemsko
Aktualizovéano ISO 13485,
3.0 11.4.2019 Arnab Sarkar gisla certifikatt CE (priloha IT a piloha V) na jejich aktualni verzi.
1.11.2019 Jenny Cunniffe
40 Aktualizovan dodatek A tak, aby obsahoval pravidlo.
9.12.2019 Michelle DePaulis
5,0 ktualizovan dodatek A, rozdélené prohiddeni o shod podie tFid.
11.6.2021 Michelle DePaulis
6.0 Aktualizovana &isla certifikatd ISO 13485 a prilohy II.
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Tento dokument byl pteloZen z anglického do Ceského jazyka.

Tlumoc¢nicka dolozka:

Jako prekladatel jazyka anglického, jmenovany rozhodnutim Krajského soudu
v Usti nad Labem ze dne 29.6.1993 a zapsany v knize slibll pod ¢islem 1527
stvrzuji, Ze pieklad souhlasi s textem ptipojené listiny.

Tlumoénicky/ptekladatelsky tikon je zapsan pod Cislem .2 5—'
V Usti nad Labem dne 57 z3%
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