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5%
1%
0.05%
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2. EMIASEH (F)HS E= EMS Off HSEA|7| HHEILIC

e He 7L 2 =X gote
1. [ TO| ON HEN QX =HQISHYA|L: 2|4 1 72| LED 7F M RA0{OFRILICE

2. O0EZee FYO| & 2L 0 UK HASHIAIL. TS A0 ZEM EAIZ} LLOF BLICH
3. ZHIALET (FNE E= EMS O HEISHA|Z| BHEFL T

TR M7t 7FE U 210 LED 7} 2L
ofof2to] Hch2 ®ZEIX| 9L ofof o] RFBLICE

T/

1. 0ol AT AR 22 ek &ostn AT Mo JEjE FHe Lo

O

2. OO ZE{ZF MREX| &olstn BastH wxgLCh

il
3. EM7tASKEH (F)HE E= EMS O HESHA|Z| HHEFLICH

THeo M7t 2 0 2N LED 7} ZwRLIC
1. WEMAT} S S 4 ULLICH Easy Clean 02 HETAS FO|F LY,
2. OOjBR20 Kuo| oY Y2 4 YBLICL FYS H2lokn RS MEBLICH
3. BHZEASE S £ EMS Of §SHAIY| BRI
ToC| MHE ZerE U BRCi7t EAELLE
1. DFSC| B0 THCI7H ATHX 0|4 MM Y Lic
2. MAX MO 30| THREIE HELITH
HO|EE 2o META £ OFYZ0|M THC7t MLCt.
1. E9g Pe(oln AZLIIS HR0| YAYLICH BHZ KISEH 2 HOE YojZLch
2. OojBR2e K2 DN ELIL
3. BHZFASE (S EE EMS Of HSHAI7| BRI

1. OO HHE A2 702 §0, 540 B @ e YA T FH|o| AE 29|= HAgLC

=23
2. BHASKEH FAS £ EMS O HEISEA|T| BHEFL|CE

HofE=e2| LED 7t XS 5X| S4&L|Ct.
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E.M.S. Electro Medical Systems KOREA Ltd
MSEEA SO+ HA=8Z 13

M3} 070-7807-2875

O|H| &¥: EMSKOREA@ems-ch.com
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O MH|AE 71O HE B JASHAH E2LCH 71 HEO| 2510 22| At2t0] ™ A0 E
www.ems-company.com 2| 7l HE B2 82 EHZESIA| ALt privacy@ems-ch.com S 2 O|H| Y-S
HUFMAIR,

10. 7| = AIQF

X Z= A EMS ELECTRO MEDICAL SYSTEMS SA, CH-1260 Nyon, Switzerland
23 Oo|Z2Q TRIEA|A OLAE, HE RE FT-229
IEC 60601-1 22 Electrical Insulation Class-|

Applied part Type B
IP20 Control unit
IP21 Foot pedal

EU MDD 93/42/EEC 22 Medical Device Class lla
Essential Performance EU MDD 93/42 70| [H2 0| 2| 2 7|7|0|= Essential Performance 7} €12 L| C}.
= % &E
bS] 100-240Vac, 50-60Hz, 4A max.
AH MH OFF-mode / Stand-by: 0.5W max.
Max: 700VA
XS0t 2E ZICH =3: sw (B0l ZICH 2ot7F 22 AEJO| M)

Tt 24-32kHz.

& TIZ: 200um max.

zx 5A, T (slow), 250Vac, H type (=T5H250V)
oM EANDE Max 8 dBm EIRP, 2.4GHz band, Bluetooth® radio module
24 2 H| 5kg max. (2t E-5 ALEH)

4|2 0.35kg max. (4 )
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24| £0l: 245 mm, HH|: 260 mm, Z0[: 280 mm
28 Mg X2 135 mm, =0| 35 mm

252:10°C - 35°C

55 30% - 75%

1= Max 2000m
2&:-10°C-30°C, iE E 22 A
SE:10%-95% e 2™ 2 A
7| € 500hPa - 1060hPa

2 -29°C-38°C, LHF 2 gl2 A
EE:10%1t095% W 2E 2 A
7|2 500hPa - 1060hPa

= &3 2-5bar, 2= 10-30°C, & 0.2% max., A& 8- 12°dH, |2 £=FZF 100ml/min,

RECTUS 20KA connector type. EN-1717 & 4= A|AH Q@

S7|: &3 4.5-7bar, dry-only (&= 1.0329/m3 max.), oll filtered 0.1mg/m3 max., =2

7|2 20 NI/min at 4.5bar, RECTUS 21KA connector type

: 0| 0 2 2 2®min. 40ml/min, /0| &®min. 30ml/min.
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UATROS

AGREE PAR L'ANRT
MAROC
Numéro d'agrément: MR
17713 ANRT 2018 / MR
14883 ANRT 2017
Date d'agrément: 16-10-
2018 / 09-10-2017
TRA
REGISTERED NO:

ER64514/18
ER67538/18

DEALER NO:
DA76058/18

PO
R-NZ

Complies with IMDA
Standards (DB106919)

CMIIT ID: 2018DJ3393

e

R-RMM-E23-FT-229
KCC-CRM-BGT-BLEH3

TA-2017/2826
IC /\ SI\ TA-2018/3027

APPROVED

KOREAN

HTEAZ|7| BiE

QEEHO0|E 135° ML 75

[ 18 1 rjo
|l
Ell

oy 4o JH M me K
rx
E
un

N
m
icT]
0z g
0T
Ral

ro

K AHE, type B
X =X}

EC Authorized Representative
Mz LR

Al2[E EH
IR /ME RE

EU Directive 93/42/EEC & 9| & 7|7|
E7|2 Hs
A0t EE £F HE GOSTR

M 71710] 2ot L3E0|L 7|&
UA- 232H0|Lt 7|,

TR-7|& 80| TE F7t +=3oj ofsf &
028 - Conformity Assessment Body 1 H=

A% 55

£ | = Conformity Assessment Body 7| =;

BM 717] HZ=0f 2t 223 ANRT
MR 17713 ANRT 2018: M 1T 5|7 Rz
MR 14883 ANRT 2017: 7|7| 8|7} B

OtZh ofl 0|2 E 24 7|7| M =0f 23t TRA compliance
ER64514/18: BLE113 2254 2 5{7t 8z
ER67538/18: BLE121LR SR 5EA & 5|7l H
33 B4 717] M=o 28 RCM compliance
FHHE FM 77| HZ=0f 23 R-NZ compliance
MrtE=E 24 7[7| M Z=0f 23t IMDA compliance
DB106919: THONAL HE| M

= &4 7|7 M=o
2018DJ3393: A|AH 57} H=
Ciotgl= 24 717] ®Z=0| 2
R-RMM-E23-FT-229: A|AEl &7}
KCC-CRM-BGT-BLE113: 82 5A RE 8|7} Hz
EHot=Z= 2|7t £4 7|7| ®| Z0f 23t ICASA compliance
TA-2017/2826: BLE113 EREA B E §{7| HS
TA-2018/3027: BLE121LR 28 5A B & 3|7} ¥

r'E

Z+st SRRC compliance

St KC compliance
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HO0S 20

Seguranca

>

DEKRA

ocrooze INMETRO

Oman - TRA
D192564

R/11876/21

OMANATEL

ANVISA: 80102512351

b’

C us

KOREAN

M| 2H|O} R&TT 7|7]| “Triple A” RaTT 915 2t
t

=
SETE

1005: Conformity Assessment Body Kvalite

20:37tS EE de
DEKRA INMETRO E2tZ Mt 7|7| & X3t ME s

2t 24 7|7| H =0 23t TRA compliance
D192564 — THOHX} S
R/11876/21-5]7} 1= BT system FT-229

ANATEL 8|7} #3 01237-16-03402

ANVISA 8|7} HZ 80102512351

iLiCt #F 22 ME ¢ " 0= #F £2 M& "us” CAs 21 ot3a
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rx

2=

rlo

El s B7)E HMAME| 022 #EES A Y B2 EMC 880 MtIt A = USLICL
24 e S467] s ™ (8 dBm EIRP max)2| Bluetooth 2.4 GHz ZES AFEELICH &
O] HAL|H Hlghdat FLICHEH WY ZR).

AHEXEZE MEQ| RS BIX| YUO0t= CEPT =7t2| ERC #1 AtE 70-03 ¥H 3 (Wideband Data
Transmission System band A 2400-2483.5 MHz)2| #8382 &&¢tL|Ct.

O] MZ2 otz MAtmf A0 A ALESHO]OF StOY, & A| sof 7|2 2+ H 0| JX| & LICk

DA E= AEXbE Ol HE0| Cia 22 2HE0M ALEE 5= UL ZF 510J0F LT,

SApaf o 7

Immunity test IEC 60601 test level ‘ Compliance level Mxiat #A - 710 Eatol
Electrostatic discharge (ESD) + 8 kV contact HEtS L2 Z32|E A|2t9 EF0|0{Of 3Tt HEELO| BHA
IEC 61000-4-2 +15kV air
XY 42 &0 S 2= 30% O|5H0{OF BHCt.
Electrical fast transient/burst + 2 kV for power supply lines 100 kHz repetition = Mol ZEIL EAKMO| ALQIR EL HOl2 0|0{0F SHC},
IEC 61000-4-4 frequency
+ 1 kV for input/output lines 100 kHz repetition
frequency
Surge +1 kV linefs) to linefs) ZHelo BHe SAHel 48 Ei W 0/0fof Frt.
|IEC 61000-4-5 + 2 kV line(s) to earth
Voltage dips <5 % UT (>95 % dip in UT) for 0,5 cycle = Mol ZEo EMMO| AL FL B2 0|0{OF SHC},
IEC 61000-4-11 40 % UT (60 % dip in UT) for 5 cycles _ o o N N
70 % UT (30 % dip in UT) for 25 cycles ME2| ALEXI7L MY S20| FESHK| U2 SHM A%
0 % UT for 0,5 cycle at 0°, 45°, 90°, 135°, 180°, A28lj0F SO XM Z0| &7|X| %= MY E= HiE2|of
225°,270° and 315°
) gl '
0 % UT for 1 cycle single phase AZt= Aol AFE
Voltage interruptions
|IEC 61000-4-11 <5 % UT (>95 % dip in UT) for 5 s
0% UT for 250 cycles
Power frequency (50/60 Hz) 30 A/m 30 A/m (50 Hz or 60 M O XP7| AL EAEO AL gl Hoe 3 24He
magnetic field Hz) o
IEC 61000-4-8 YL OfOF B,
Conducted RF 3V 3V U8 FHRF SN HHl= MM S Z&T 00 ERER
|IEC 61000-4-6 150 kHz to 80 MHz R )
6V in ISM bands Z2EEAA OFAE Q| O EE20) = 30 cm (12 inche) O LH 0| A{
150Kz and 80 MHz AL8E 4 QiCh D YR| @O of HH| HE0| H3HE 4 Urk.
0
80 % AMat Ttz D RF S41712] X718 71, AR ZAROo] Hai R
ASH, 2t Z7to| a4 H Q| O|SHE FX| |0 OF BHC,
Radiated RF 3V/m 3V/m SRS RMIF ZFAM Ol A2l A Olom Che 7|5
IEC 61000-4-3 80 MHz to 2.7 GHz 17101 2EsHE I 20l 4 + Ylobi Chg 7|22
80% AM at 1 kHz EASICH () oy
Proximity fields from RF See Table below
wireless communications
equipment
IEC 61000-4-3
100y S47|9| MAII M7, R H3H SAIE, 2iC|Q, Of0HE0f 2HE|2, AM X FM BICIQ 9 U TV 981t OFEIEX| 2 0|24
detstA osg 4= QUoh 2™ RF S0 ot MAD st S HoMStE{H WAL X9 ZALE 23E 5= AL 71717F A EE
oM ZEE A M7|7F RF 7|E 20 01, 717|2 Ed HaS =Qlstr| et A7 Hasiot v e 2t50| =iz H
It ZX|7H 25, 77|12 wekg B ALE fX|E B OF BHC}

P
_E_I
5
0x
4o

150 kHz Ol A 80 MHz Ol &0l M= At Ml 7| 7+ 3 V/m O| 5O Of BHC}
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- UTEHA2EUTHE X8 Mo AC HYO|

C
- 80 MHz 2 800 MHz Ol M I &2 Fut4= He7t HEEICL

- Ol 7to|=Egtol2 B E Ao MEL|X| $2 4 UL MO A2 HE, 28, AR S & AR 0] F3F2 e 5
QuCt,
RF 24 S 34| 28 TS
IEC 61000-4-3
Test Band Service Modulation Maximum power Distance Immunity
Frequency test level
(MH2) MH2) W) m) (V/m)
385 380-390 TETRA 400 Pulse %ﬁ;'a“o” 1,8 0,3 27
FM
450 430-470 €1 B +5 kHz deviation 2 0,3 28
FRS 460 s
1 kHz sine
710 Pulse
745 704-787 LTE Band 13, 17 Modulation 0,2 0,3 9
780 217 Hz
GSM 800/900,
810 TETRA 800 Pulse
870 800-960 DEN 820. COMA Modulation 2 0,3 28
930 850, LTE Band 5 18 Hz
1720 GSM 1800, CDMA
1845 1900, Pulse
1700-1990 GSM 1900, DECT, Modulation 2 0,3 28
1970 LTE Band 1, 3, 4, 217 Hz
25, UMTS
Bluetooth, WLAN,
802.11b/g/n, RFID Pulse
2450 2400 -2570 oy 45?0 * Modulation 2 0,3 28
LTE Band 7 217 Hz
5240 Pulse
5500 5100 - 5800 WLAN 802.11a/n Modulation 0,2 0,3 9
5785 217 Hz

9]: 0| 7|7|:= FCC 7+°82] 16 E Class B LIX| & 7|7| tA| 0| E53t= A2 2 AP ASLITE O BHAl= A F X 2o EX|E Z2 |aliet 2t ol ths
M O,

ot B 5 M3t s BAERAELICE 0] 7|72 B Fit o XIE 48, AL, Liatny, QLo et X210 AF8EX| g8 32 R
Mof S NE 4 USLICH SHX| T, 78 X SZ0|M 20| LojLEX| gi=Cts 282 S U 0] 71717t BtE| 2 = TV 5=410fl ON/OFF
HAES 8310 Y2 XK= 0| &Ql=|H, A8t of2fel =XE Fe = AFLICH
- =4 QE|LEe] HEO|LE K|S HHE A
-71712t 4719 AR E HE A
-71718 #4719t O E 2HEL 2|20 HET A
- HORR} = BHOQ/TV 7|2 RkeE EE A

HAT L 7Y

Emissions test Compliance X x}jm} &+ — 7}0| =2}l
Group 1 0| 717|= RF | HX| & L5 7|52 RISHAMTF AFESHCE W2t RF YAHE O
RF emissions CISPR 11
S, F ™A 7|7|0f ZHd2 7E THsg0] Rt
RF emissions CISPR 11 Class B
0| 7|17|= 2 E stA40| MESIH, 71H0|Lt THEOZ AR E|E HEQ 225
Harmonic emissions IEC 61000-3-2 Class A 12171 a0l Hgett, 7H8olL £48 +& = 0 s34

Voltage fluctuations / flicker emissions
IEC 61000-3-3

10.3. 241 7/7] 7 &

M g4 7150 fEs 0] o7 77|t ZE FHER European Directive 2014/53/EU (RED - Radio Equipment

Directive)ofl £2tetL LT,

Complies
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EMS-®

TFD-245
ed. 2017.06.14

RED 2014/53/EU DECLARATION OF CONFORMITY

We,
Manufacturer's Name: E.M.S. Electro Medical Systems S.A.
Business Address: Ch. de la Vuarpilliere 31, CH-1260 Nyon, Switzerland

Declare under our sole responsibility that the products:

Product name RF;;(e)geunc;e Embedded radio module type Startlr;‘lgui:](:)r:rSerlal
AIRFLOW Prophylaxis Master® FT-229 Bluetooth V4.0, 2.4 GHz band KU00001
AIRFLOW® One FT-230 Bluetooth V4.0, 2.4 GHz band LD00010
Boost Wireless Pedal EK-404 Bluetooth V4.0, 2.4 GHz band KZ00051

To which this declaration relates, are conforming with the essential and other relevant
requirements of the RED Directive 2014/53/EU, especially, but not limited to the following
standards and/or normative documents:

SAFETY
o |EC 60601-1:2005 + A1:2012
o EN62311:2008

EMC
o ETSIEN 301 489-1v2.1.1 (2016-11)
o ETSIEN 301 489-17 v3.1.1 (2016-11)

SPECTRUM
o ETSIEN 300 328 v2.1.1 (2016)

Supplementary information

The Notified Body LCIE (Laboratoire Central des Industries Electriques), with the identification number
0081, performed a conformity assessment of the above-mentioned products using an EU-type
examination followed by the conformity to type based on internal production control.

Then, he issued the EU-type examination certificate: N°147779-701316-A.

The complete Technical Construction File is kept available by E.M.S. Electro Medical Systems S.A.

Place and date of issue: Nyon, 2017-06-14

Authorised Signatory: /< \ Ue tt

Timothée Deblock, Head of Quality

P.11
E.M.S. Electro Medical Systems S.A.
Ch. De la Vuarpilliére 31. CH-1260 Nyon. SWITZERLAND. Tel. (022) 99 44 700. Fax (022) 99 44 701
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HEADQUARTER

NYON, SWITZERLAND

ELECTRO MEDICAL SYSTEMS SA
Chemin de la Vuarpilliere 31

CH - 1260 Nyon
www.ems-dental.com/en/contact
www.ems-dental.com

T.+41 22994 47 00

F.+41 22994 47 01

® +

WORLDWIDE EMS AFFILIATES

MUNICH, GERMANY

EMS ELECTRO MEDICAL SYSTEMS GMBH
Stahlgruberring 12

DE - 81829 Miinchen
T.+49894271610

F.+49 89 42 71 61 60

E-mail: info@ems-ch.de

FONCINE, FRANCE

EMS ELECTRO MEDICAL SYSTEMS
FRANCE SARL

32, route de Pontarlier

FR - 39460 Foncine-le-Haut

T.+33 384519001

F.+33384 519400

E-mail: info@ems-france.fr

MADRID, SPAIN

EMS ELECTRO MEDICAL SYSTEMS
ESPANA SLU

C/ Tomas Breton, 50-52 22 planta

ES - 28045 Madrid

T. 43491 528 99 89

E-mail: inffo@ems-espana.com

MILANQO, ITALY

EMS ITALIAS.R.L

Via Carlo Pisacane 7B

IT - 20016 Pero (MI)

T.+39 02 3453 8111

E-mail: dental@ems-italia.it

®—+

®

CAMBRIDGESHIRE, UNITED KINGDOM
EMS UK LTD SUITE 2

Xenus House - Sandpiper Court
Phoenix Park - Eaton Socon

UK - St Neots, Cambridgeshire

PE19 8EP

T. +44 01480 587260

Email: info@ems-unitedkingdom.com

STOCKHOLM, SWEDEN
EMS NORDIC AB

Hammarby Fabriksvag 61

SE - 120 30 Stockholm

T. +46 8 899 102

E-mail: inffo@ems-nordic.se

AMMAN, JORDAN

EMS ELECTRO MEDICAL SYSTEMS JORDAN
‘ No.2 - second floor, 195 Arar (Wadi Sagra) str.
JO - Amman

KOREAN

FB-618/KR —rev. G — 2022/02
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KATOWICE, POLAND

EMS POLAND SP.Z 0.0.

Al. Rozdzienskiego 188H

PL - 40-203 Katowice

T. +48 32 4937060

E-mail: info@ems-poland.com

DALLAS, USA

EMS CORPORATION

11886 Greenville Avenue , Ste 120
US - Dallas, Texas 75243

T.+001 972 690 8382

F. +001 972 690 8981

E-mail: info@ems-na.com

SYDNEY, AUSTRALIA

E.M.S.ELECTRO MEDICAL SYSTEMS OCEANIA
Unit 1, Building 4 — Sydney Corporate Park

160 Bourke Road

AU - Alexandria, NSW 2015

T. +61 405 095 867

E-mail: info@ems-oceania.com

TOKYO, JAPAN

E.M.S. JAPAN KK

Eminent Ningyoucho Bld 6F,
9-18, Kobuna-cho, Nihombashi
JP - Chuo-ku, Tokyo, 103-0024
T.+81 go} 3-6810-9351

F.+81 (0) 3-6810-9352

E-mail: emsjapan@ems-ch.com

SHANGHAI, CHINA
ELHiBFETRARS (LiS) BRAE
E.M.S.ELECTRO MEDICAL SYSTEMS TRADING
(SHANGHAD CO., LTD.

24A, Jin Sui Mansion,

N°379 Pudong Nan Rd.

CN - Shanghai 200120

T.+86 21 3363 2323

E-mail: emschina@ems-ch.com

SEOUL, SOUTH KOREA

EMS ELECTRO MEDICAL SYSTEMS KOREALTD..
13, Beobwon-ro 8-gil, Songpa-qgu

T.+82 70 7807 2875

E-mail: emskorea@ems-ch.com
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