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MISONIS, Ce
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, Ine. 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: SonaStar® FS-1000-RF 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 11, Certificate number
1361GB410210521A & Annex V Certificate number 1361GB415190315.

That it will inform its 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:

e IS0 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

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

e ISO 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

e IS0 10993-12:2012 Biological evaluation of medical devices — Part 12: Sample preparation and reference materials

Electromechanical:

e IEC 60601-1:2012 Medical electrical equipment —Part 1: General requirements for basic safety and essential performance

e IEC 60601-1-2:2014 Medical clectrical equipment—Part1-2: General requirements for basic safety and essential performance

- Collateral standard: Electromagnetic disturbances — Requirements and tests
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MISOMNI>X,

BETTER MATTERS™

Electromechanical Cont.:

IEC 60601-1-6:2013 Medical electrical equipment — Part 1-6; General requirements for basic safety and essential performance
— Collateral standard: Usability

IEC 62366-1:2015 Medical devices -- Part 1: Application of usability engineering to medical devices
IEC 60601-2-2:2009 Medical electrical equipment — Part 2-2: Particular requirements for the basic safety and essential

performance of high frequency surgical equipment and high frequency surgical accessories

General:

ISO 13485:2016 Medical devices ~ Quality management systems — Requirements for regulatory purposes

ISO 14971:2007/(R)2016 Medical devices — Application of risk management to medical devices
IS0 15223-1:2016 Medical Devices — Symbols to be used with medical device labels, labelling and information to be supplied

— Part 1: General requirements
MDD 93/42/EEC Medical Device Directive 93/42/EEC

Materials:

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

Software:

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

Sterilization:

ISO 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

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

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

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

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

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
m ﬁ%ﬂﬁﬁ Dade: 6/11/2021
Michelle DePaulis

Regulatory Affairs Specialist
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MISOMNI>X.

BETTER MATTERS™

APPENDIX A: SONASTAR® FS-1000-RF SURGICAL ASPIRATORS PROCEDURE PACKS AND ACCESSORIES

o ) GMDN CE-Marketing
Description Model Number Class Rule Code Shice
SonaStar® 1.9mm Standard Procedure Pack MXA-D212 1B Rule 9 44755 2011
SonaStar® 1.6mm Micro Procedure Pack MXA-D214 11B Rule 9 44755 2011
SonaStar® 1.1mm Precision Procedure Pack MXA-D216 1IB Rule 9 44755 2011
SonaStar® 1.9mm Standard Long Curved+ Procedure Pack MXA-D218 1B Rule 9 44755 2011
SonaStar® 1.1mm Precision Long Curved Procedure Pack MXA-D224 1B Rule 9 44755 2011
SonaStar® 1.6mm Micro Long Curved Procedure Pack MXA-D226 1B Rule 9 44755 2011
SonaStar® 1.9mm Standard Long Curved Procedure Pack MXA-D228 1133 Rule 9 44755 2011

[ SonaStar® 1.9mm Standard Notched Procedure Pack MXA-D230 1B Rule 9 44755 2012
SonaStar® 1.9mm Standard Deep Access Probe MXA-D232 1B Rule 9 44755 2013
SonaStar® Standard Short Osteosculpt® Procedure Pack MXA-S002 1B Rule 9 44755 2012
SonaStar® Long Curved Micro Osteosculpt® Procedure Pack MXA-S004 1B Rule 9 44755 2012
SonaStar® 2.6mm Macro Procedure Pack MXA-D234 1B Rule 9 44755 2015
SonaStar® 2.0 Mm Laparoscopic Probe MXA-L002 11B Rule 9 44755 2014
SonaStar® Short Straight 23 Khz Universal Handpiece CFSX6-H221 1B Rule 9 44750 2004
SonaStar® Curved Extended 23 Khz Handpiece CFSX6-H222 11B Rule 9 44750 2004
SonaStar® Short Straight 23 Khz Universal Handpiece CFSX6-H321 1B Rule 9 44750 2004
SonaStar® Curved Extended 23 Khz Handpiece CFSX6-H322 1B Rule 9 44750 2004

PR - P :
SonaStar® FS-1000-RF Ultrasonic Aspirator System (Compatible for SYSTEM-M200-0 B piile B 36273 2013
100/200v)

L&) o Fs. R -

b SonaStar® FS-1000-RF Ultrasonic Aspirator System (Compatible for SYSTEM-M200-1 B Rule 36273 2013
100/200v)

p— : ; :

SonaStar® FS-1000-RF Ultrasonic Aspirator System (Compatible for SYSTEM-M200-2 B Rule 9 36273 2013
100/200v)
S o : . :

onaStar® FS-1000-RF Ultrasonic Aspirator System (Compatible for SYSTEM-M200-3 B Rule 9 36273 2013
100/200v
SonaStar® FS-1000-RF Ultrasonic Aspirator System (Compatible for
110/220 Or 230v) SYSTEM-M260-0 1B Rule 9 36273 2013
SonaStar® FS-1000-RF Ultrasonic Aspirator System (Compatible for
110/220 Or 230v) SYSTEM-M260-1 11B Rule 9 36273 2013
SonaStar® FS-1000-RF Ultrasonic Aspirator System (Compatible for
110/220 Or 230v) SYSTEM-M260-2 1B Rule 9 36273 2013
SonaStar® FS-1000-RF Ultrasonic Aspirator System (Compatible for
110/220 Or 230v) SYSTEM-M260-3 11B Rule 9 36273 2013
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APPENDIX A: SONASTAR® FS-1000-RF SURGICAL ASPIRATORS PROCEDURE PACKS AND ACCESSORIES

CE-
Description Model Number Class Rule GMDN Marketing
Code Si
ince
SonaStar® FS-1000-RF Ultrasonic Aspirator System(240v) SYSTEM-M280-0 1B Rule 9 36273 2013
SonaStar® FS-1000-RF Ultrasonic Aspirator System(240v) SYSTEM-M280-1 1B Rule 9 36273 2013
SonaStar® FS-1000-RF Ultrasonic Aspirator System(240v) SYSTEM-M280-2 1B Rule 9 36273 2013
SonaStar® FS-1000-RF Ultrasonic Aspirator System(240v) SYSTEM-M280-3 11B Rule 9 36273 2013
SonaStar® FS-1000-RF Ultrasonic Aspirator System
(Compatible for 100/200v) SYSTEM-M300-0 11B Rule 9 36273 2015
SonaStar® FS-1000-RF Ultrasonic Aspirator System
(Compatible for 100/200v) SYSTEM-M300-1 1B Rule 9 36273 2015
SonaStar® FS-1000-RF Ultrasonic Aspirator System
(Compatible for 100/200v) SYSTEM-M300-2 11B Rule 9 36273 2015
SonaStar® FS-1000-RF Ultrasonic Aspirator System
(Compatible for 100/200v) SYSTEM-M300-3 11B Rule 9 36273 2015
SonaStar® FS-1000-RF Ultrasonic Aspirator System
(Compatible for 110/220 Or 230v) SYSTEM-M360-0 11B Rule 9 36273 2015
SonaStar® FS-1000-RF Ultrasonic Aspirator System
(Compatible for 110/220 Or 230v) SYSTEM-M360-1 1B Rule 9 36273 2015
SonaStar® FS-1000-RF Ultrasonic Aspirator System
(Compatible for 110/220 Or 230v) SYSTEM-M360-2 11B Rule 9 36273 2015
SonaStar® FS-1000-RF Ultrasonic Aspirator System
YS -M360- 1B 27

(Compatible for 110/220 Or 230v) SYSTERERISG02 : Buleidh [< 136209 2015
SonaStar® FS-1000-RF Ultrasonic Aspirator System (240v) SYSTEM-M380-0 1B Rule 9 36273 2015
SonaStar® FS-1000-RF Ultrasonic Aspirator System (240v) | SYSTEM-M380-1 1B Rule 9 36273 2015
SonaStar® FS-1000-RF Ultrasonic Aspirator System (240v) | SYSTEM-M380-2 1B Rule 9 36273 2015
SonaStar® FS-1000-RF Ultrasonic Aspirator System (240v) | SYSTEM-M380-3 1B Rule 9 36273 2015
sonaStar® Front Housing for Short Straight Handpiece CFSM6-H185 HA Rule 7 60719 2004

= e .
SonaSt.ar Laparoscopic Rigid Sheath for Short Straight CESM6-H190 A Rule 7 60719 2015
Handpiece

o . - .
SonaStar® Tubeset Used with FHF-XXXXX Serial Number MXA-HF 1A Rule 2 26102 2015
Console
SonaStar® Tubeset MXA-PA 1A Rule 2 46102 2010

® Mid- : y
SonaStar® Mid-Housing for Curved Extended Handpiece CFSM6-H175 A Rule 7 60719 2004

1938 New Hwy, Farmingdale, New York 11735
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APPENDIX A: SONASTAR® FS-1000-RF SURGICAL ASPIRATORS PROCEDURE PACKS AND ACCESSORIES

CE-
Description Model Number Class Rule G(I:\:l)fl)eN Marketing
Since
SonaStar® Mid-Housing for Curved Extended Handpiece CFSM6-H152 A Rule 7 60719 2004
o . .
SonaSt.ar Long Front Housing for Short Straight CFSM6-H183 1A Rule 7 60719 2004
Handpiece
SonaStar® Suction Tubing, 1 Meter CFSM5-T101 I-STERILE | Rule 1 42834 2004
SonaStar® Single-Use Monopolar Handpiece Cable CFSM6-D050 I-STERILE | Rule 1 47143 2004
Revision # | Date Revised By Description
1.0 07/6/2018 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 n°6 -20090
Assago (Milano) ITALY
To
EMERGO EUROPE
Prinsessegracht 20
2514 AP The Hague, The Netherlands
3.0 04/11/2019 Arnab Sarkar Updated 1SO 13485, CE certificates numbers (Annex l1& Annex V)
to their Current versions.
4.0 11/4/2019 Jenny Cunniffe Updated Appendix A to include the Rule.
5.0 12/9/2019 Michelle DePaulis | Updated Appendix A, split DoC by class.
6.0 6/11/2021 Michelle DePaulis | Updated ISO 13485 and Annex Il Certificate Numbers.
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ES prohlaseni o shodé

Iméno dodavatele: Spolecnost Misonix Incorporated

Adresa dodavatele: 1938 New Highway
Farmingdale, NY 11735
USA

lméno a adresa evropského zplnomocnéného zastupce: EMERGO EUROPE
Prinsessegracht 20
2514 AP Haag

Nizozemf
Naz adr ifikované osoby: MEDCERT GmbH- Notifikovana osoba CE 0482,
Pilatuspool 2 20355 Hamburk Némecko
letni certifikd té li
EN ISO 13485:2016 MedCert Certifikdt ¢. 1361GB445210521A Certifikat
Pifloha 11, oddil 4, 93/42/EHS MedCert ¢, 1361GB410210521A Certifikat €.
PFiloha V 93/42/EHS MedCert 1361GB415190315

Prohlaseni o shodé s RoHS: Spoleénost
Misonix, Inc. potvrzuje, Ze niZze uvedené produkty jsou v souladu s (RoHS2) a vyhovuji definicim a omezenim stanovenym smérnici EVROPSKEHO
PARLAMENTU A RADY 2011/65/EU ze dne 8. Cervna 2011 o pouZivani nékterych nebezpe&nych latek v elektrickych a elektronickych zafizenich (EEZ).

Nazev produktu: Ultrazvukovy chirurgicky systém SonaStar® FS-1000-RF a pfisludenstvi uvedené v piiloze A

Toto prohla3ent je v souladu s technickymi poZadavky nasledujicich smérnic a norem. Nize uvedena znacka CE miize byt pFipevnéna k produktu v
souladu s pfilohou IT MDD 93/42/EHS, ¢islo certifikatu 1361GB410210521A a pfilohou V &islo certifikatu 1361GB415190315.

Ze bude informovat svou notifikovanou osobu (MEDCERT) v souladu s NB-MED/2.5.2/Rec2 - HlaZen( zm&n ndvrhu a zmén systému jakosti o
jakychkoli zmé&nach schvéleného néavrhu.

PouZité standardy:
Biokompatibilita:

+ IS0 10993-1/COR1:2010 Biologické hodnaceni zdravotnickych prostfedké - Cast 1: Hodnoceni a testovani v ramci Fizenf rizik

proces

+ IS0 10993-5:2009 Biologické hodnoceni zdravotnickych prostiedki: - Cast 5: Testy in vitro cytotoxicity

+ IS0 10993-7:2008 Biologické hodnoceni zdravotnickych prost¥edkii - Cast 7: Zbytky po sterilizaci etylenoxidem

* IS0 10993-10:2010 Biologické hodnocent zdravotnickych prostiedk( - Cast 10: Zkousky na podraZdéni a senzibilizaci kiize
* IS0 10993-11:2006 Biologické hodnoceni zdravotnickych prostiedkii - Cast 11: Zkousky systémové toxicity

* 150 10993-12:2012 Biologické hodnoceni zdravotnickych prostfedki - Cast 12: Pfiprava vzorkl a referenéni materialy
Elektromechanické:

* IEC 60601-1:2012 Lékaiska elektricka zafizeni - Cast 1: Vieobecné poZadavky na zékladni bezpecnost a zékladni vykon

* IEC 60601-1-2:2014 LékaFska elektricka zaFizenf - Cast 1-2: Vieobecné poZadavky na zakladni bezpe¢nost a zakladni vykon

- Kolateralnf standard: Elektromagnetické ruseni - PoZadavky a zkousky

New Hwy, Farmingdale, New York 11735  P: 631:694:9555 F:631:694:9412 misonix.com
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Elektromechanické pokracovani:
+ IEC 60601-1-6:2013 Zdravotnicka elektricka zafizeni - Cast 1-6: Vieobecné pozadavky na zakladni bezpegnost a zakladni vykon r—‘ J
- Standard zajisténi: PouZitelnost po'#
» [EC 62366-1:2015 Zdravotnicka zafizeni - Cast 1: Aplikace inZenyrstvi pouZitelnosti na zdravotnicka zafizeni « IEC 60601-2-2:2009 Byt
Staj
Zdravotnick4 elektricka zafizeni - Cést 2-2; Zvla$tni poZadavky na zakladni bezpetnost a zakladni
So
vykon vysokofrekvengniho chirurgického vybaveni a vysokofrekvencniho chirurgického pfislusenstvi 3
5
Vieobecné: 9
+ ISO 13485:2016 Zdravotnické prostfedky - Systémy managementu kvality - PoZadavky pro regulaéni Gcely Son
+ 1SO 14971:2007/(R)2016 Zdravotnické prostredky - Aplikace Fizeni rizik u zdravotnickych prostredka « ISO 15223-1:2016
Zdravotnické prostfedky - Symboly, které se majf pouZivat se 3titky, Stitky a informacemi, které maji byt dodany Pl
- Cast 1: Veobecné pozadavky
Son
+ MDD 93/42/EEC Smérnice o zdravotnickych prostiedcich 93/42/EEC
Materialy: Son
|
+ ASTM F136-13 Standardni specifikace pro tvafenou slitinu titan-6aluminium-4vanadium ELI (Extra Low Interstitial) pro Song
aplikace chirurgickych implantatl (UNS R56401)
Software: Song
« IEC 62304:2015 Software pro zdravotnické prostfedky - procesy Zivotniho cyklu softwaru 5
ona
Sterilizace:
Sada
+ 1SO 11135-1:2014 Sterilizace produktd zdravotni péce - Ethylenoxid - Cast 1: Pozadavky na vyvoj, validaci
a rutinni kontrola procesu sterilizace zdravotnickych prostiedkd S
La
+ ISO 17664:2017 Sterilizace zdravotnickych prostfedki - Informace, které ma poskytnout vyrobce pro zpracovani P4
sterilizovatelné zdravotnické prostfedky Univ!'
+ ISO 17665-1:2006 Sterilizace produktd zdravotni péée - Vihké teplo - Cast 1: Pozadavky na vyvoj, validaci Sona
a rutinni kontrola procesu sterilizace zdravotnickych prostfedkd
Unive
+ 1SO 14161:2009/(R) 2014: Sterilizace produkth zdravotni péée - Biologické indikatory - Pokyny pro vybér, pouZiti a
y
interpretace vysledkd Song
) Ultraz
« ISO/DIS 11607-1:2019 Obaly pro termindlné sterilizované zdravotnické prostiedky - Cast 1: Pozadavky na materialy, sterilni bariéra v
té
systémy a balici systémy Ultraz
+ ISO/DIS 11607-2:2019 Obaly pro terminalné sterilizované zdravotnické prostiedky - Cast 2: Pozadavky na validaci pro formovani, V)
tésnicl a montazni procesy Ultraz
V)
Ultraz
Nejvy33i tfida zafizeni podle 93/42/EEC MDD pfiloha IX, pravidio 9 Ib v
Datum prvniho pfipojeni znacky CE 2004
Ultraz
110/2]
Ultraz
z éé Z/ 62 . 11072,
—— 11.6.2021 Ultraz
Michelle DePaulis 110/2;
Specialista na regulacni zalezitosti Ultraz
110/23
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PRILOHA A: BALENT A PRISLUSENSTVI POSTUPU CHIRURGICKYCH ASPIRATORU SONASTAR® FS-1000-RF

GMDN CE-marketi
i Cislo modelu T¥ida idl narketing
FopA Pravidio Kéd 0d té doby
standardni sada procedur SonaStar® 1,9 mm MXA-D212 1B Pravidlo 9 44755 2011
SonaStar® 1,6 mm Micro Procedure Pack MXA-D214 1B Pravidio 9 44755 201
I e
SonaStar® 1,1 mm Precision Procedure Pack MXA-D216 1B Pravidio 9 44755 2011
SonaStar® 1,9 mm Standard Long Curved+ Procedure Pack MXA-D218 1B Pravidio 9 44755 2011
SonaStar® 1,1 mm Precision Long Curved Procedure Pack MXA-D224 1B Pravidlo 9 44755 2011
SonaStar® 1,6 mm Micro Long Curved Procedure Pack MXA-D226 1B Pravidlo 9 44755 2011
SonaStar® 1,9 mm Standard Long Curved Procedure Pack MXA-D228 1B Pravidlo 9 44755 2011
SonaStar® 1,9 mm standardni sada procedur s vrubem MXA-D230 1B Pravidio 9 44755 2012
SonaStar® 1,9mm standardni sonda hlubokého pFistupu MXA-D232 1B Pravidio 9 44755 2013
SonaStar® Standard Short Osteosculpt® Procedure Pack MXA-5002 1B Pravidio 9 44755 2012
Sada procedur SonaStar® Long Curved Micro Osteosculpt® MXA-5004 1B Pravidio 9 44755 2012
Sada makro procedur SonaStar® 2,6 mm MXA-D234 1B Pravidlo 9 44755 2015
Laparoskopicka sonda SonaStar® 2,0 mm MXA-L002 s Pravidio 9 44755 2014
UniverzaIni ndsadec SonaStar® Short Straight 23 Khz CFSX6-H221 ] Pravidio 9 44750 2004
SonaStar® zakfiveny prodlouZeny 23 khz nasadec CFSX6-H222 118 Pravidio 9 44750 2004
Univerzélni ndsadec SonaStar® Short Straight 23 Khz CFSX6-H321 1B Pravidlo 9 44750 2004
SonaStar® zakfiveny prodlouZeny 23 khz nésadec CFSX6-H322 18 Pravidio 9 44750 2004
Ultrazvukovy odsévaci systém SonaStar® FS-1000-RF (kompatibilni pro 100/200 SYSTEM-M200-0 18 el 36273 2013
V)
) Ultrazvukovy odsévaci systém SonaStar® FS-1000-RF (kompatibilnf pro 100/200 SYSTEM-M200-1 18 Ao 103 36273 2013
V)
:Illtrazvukovy odsdvaci systém SonaStar® FS-1000-RF (kompatibilni pro 100/200 SYSTEM-M200-2 18 AL 36273 2013
)
3Ilrazvukovy odsdvaci systém SonaStar® FS-1000-RF (kompatibilni pro 100/200 SYSTEM-M200-3 1B cpi e 36273 2013
Ultrazvukovy odsavaci systém SonaStar® FS-1000-RF (kompatibilni s SYSTEM-M260-0 1B it 36273 2013
110/220 nebo 230v)
Ults y 2 - i
razvukovy odsavaci systém SonaStar® FS-1000-RF (kompatibilni s SYSTEM-M260-1 1B R 36273 2013
110/220 nebo 230v)
Ult I ¥ . " T
razvukovy odsavaci systém SonaStar® FS-1000-RF (kompatibilni s SYSTEM-M260-2 1B semvidiod 36273 2013
110/220 nebo 230v)
Ul y odsavaci -1000- ibil
razvukovy odséavaci systém SonaStar® FS-1000-RF (kompatibilni s SYSTEM-M260-3 8 i 36273 2013
110/220 nebo 230v)
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BETTER MATTERS™

PRILOHA A: BALENT A PRISLUSENSTVI POSTUPU CHIRURGICKYCH ASPIRATORU SONASTAR® FS-1000-RF

CE

3 GMDN

Popis Cislo modelu Trida Pravidio Kéd Marketing
Od té doby
Ultrazvukovy odsdvaci systém SonaStar® FS-1000-RF (240 V) SYSTEM-M230-0 ] Pravidio 9 36273 2013
Ultrazvukovy odsavaci systém SonaStar® FS-1000-RF (240 V) SYSTEM-M280-1 liB Pravidio 9 36273 2013 f
{
Ultrazvukovy odsavaci systém SonaStar® FS-1000-RF (240 V) SYSTEM-M280-2 1B Pravidio 9 36273 2013
Ultrazvukovy odsdvaci systém SonaStar® FS-1000-RF (240 V) SYSTEM-M230-3 1B Pravidio 9 36273 2013
Ultrazvukovy odsavaci systém SonaStar® FS-1000-RF SYSTEM-M300-0 1B Soadiiod 36273 2015
(Kompatibilni pro 100/200V)
Ultrazvukovy odsavaci systém SonaStar® FS-1000-RF SYSTEM-M300-1 I8 Bradiiia 3 36273 2015
(Kompatibilni pro 100/200V)
Ultrazvukovy odsévaci systém SonaStar® FS-1000-RF SYSTEM-M300-2 B - 36273 2015
(Kompatibilni pro 100/200V)
Ultrazvukovy odsévaci systém SonaStar® FS-1000-RF SYSTEM-M300-3 1B pravidio 36273 2015
(Kompatibilni pro 100/200V)
‘ Ultrazvukovy odsavaci systém SonaStar® FS-1000-RF SYSTEM-M360-0 1B pravidio 9 36273 2015

(Kompatibilni pro 110/220 nebo 230V)
Ultrazvukovy odsdvaci systém SonaStar® FS-1000-RF SYSTEM-M360-1 B Praidls 8 36273 2015
(Kompatibilni pro 110/220 nebo 230V)
Ultrazvukovy odsavaci systém SonaStar® FS-1000-RF SYSTEM-M360-2 B Praiiog 36273 2015
(Kompatibilni pro 110/220 nebo 230V)
Ultrazvukovy odsavaci systém SonaStar® FS-1000-RF SYSTEM-M360-3 1B Sratidin G 36273 2015
(Kompatibilni pro 110/220 nebo 230V)
Ultrazvukovy odsavaci systém SonaStar® FS-1000-RF (240 V) SYSTEM-M380-0 B Pravidio 9 36273 2015
Ultrazvukovy odsdvaci systém SonaStar® FS-1000-RF (240 V) SYSTEM-M380-1 liB Pravidio 9 36273 2015
Ultrazvukovy odsévaci systém SonaStar® FS-1000-RF (240 V) svsrem-mfo-z B Pravidio 9 36273 2015
Ultrazvukovy odsévaci systém SonaStar® FS-1000-RF (240 V) SYSTEM-MBLO-B e Pravidio 9 36273 2015
PFedni pouzdro SonaStar® pro kratky rovny nasadec CFSM6-H185 A Pravidio 7 60719 2004
Laparoskopické pevné pouzdro SonaStar® pro kratké rovné CFSM6-H190 A a3 60719 2015
Nasadec
SonaStar® Tubeset Pouziva se se sériovym Cislem FHFXXXX

MXA-HF 1A Pravidio 2 46102 2015
Ridici panel
SonaStar® Tubeset MXA-PA 1A Pravidio 2 46102 2010
Stfedové pouzdro SonaStar® pro zakfiveny prodlouZeny nasadec CFSM6-H175 A rahiia 60719 2004
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BETTER MATTERS™

PRILOHA A: BALENT A PRISLUSENSTVI POSTUPU CHIRURGICKYCH ASPIRATOR( SONASTAR® FS-1000-RF

. GMDN ¢
Popis Cislo modelu Trida Pravidlo i Marketing
Od té doby
Stfedové pouzdro SonaStar® pro zakfiveny prodlouzeny nasadec CFSM6-H152 1A Pravidio 7 60719 2004
Dlouhé pfedni pouzdro SonaStar® pro kratké rovné CESM6-H183 A o 60719 2004
Nésadec
Sacf hadice SonaStar®, 1 metr CFSM5-T101 I-STERILE Prdvidio 1 42834 2004
Monopolarni kabel nasadce SonaStar® na jedno pouit( CFSM6-D050 I-STERILE Pravidlo 1 47143 2004
Datum kontroly Revize By Popis
) 1.0 6.7.2018 Nezima Allie; Aktualizované standardy na jejich aktudinf verzi;
Arnab Sarkar PFidany normy, které se vztahujf na produkt
2,0 27.11.2018 Arnab Sarkar Nahrazeno jméno a adresa evropského autorizovaného subjektu
Z4astupce Od:
= ZDRAVOTNI LAZNE SIAD
Ptes Edison €. 6-20090
— Assago (Milano) ITALIE
n— Na
EMERGO EUROPE
Prinsessegracht 20
2514 AP Haag, Nizozemsko
3.0 4.11.2019 Arnab Sarkar Aktualizovéna ISO 13485, ¢isla certifikatii CE (pfiloha II a pfiloha V) na jejich
fence] aktudlni verze.
4,0 4.11.2019 Jenny Cunniffe aktualizovala pfilohu A tak, aby obsahovala pravidlo.
5.0 9.12.2019 Michelle DePaulis Aktualizovana pfiloha A, rozdélené prohlageni o shodé podle tfidy.
’ 6.0 6.11.2021 Michelle DePaulis aktyalizovala ISO 13485 a &isla certifikatG p¥ilohy II.
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Tento dokument byl pfelozen z anglického do eského jazyka.

Tlumoc¢nicka dolozka:

Jako piekladatel jazyka anglického, jmenovany rozhodnutim Krajského soudu
v Usti nad Labem ze dne 29.6.1993 a zapsany v knize slibti pod ¢islem 1527
stvrzuji, Ze preklad souhlasi s textem pFipojené listiny.

V piekladu jsem provedl tyto opravy:....................... / ............................
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