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elementsfree

OBTURATION SYSTEM

The cordless Elements™ Free obturation system combines a breakthrough Downpack heat source with a world-
class Backfill extruder. The Downpack device provides instantaneous heating and cooling of the heat plugger with
precisely controlled temperature and timing-making it perfect for single-motion downpack obturation and creating
post space. Utilizing single-use gutta percha needle cartridges, the ergonomic Backfill device has a motorized
extruder system for precise temperature and speed control for a 3-dimensional fill when backfilling canals.

CONTENTS OVERVIEW

1

Backfill Device i Downpack Device

Activation button -

*Ring Switch
Battery Level Indicator- - Battery Level Indicator
Mode Selection - - Mode Selection
Mode Button - *Mode Button
Reverse Button - - Power Button
Power Button - e

Charging Indicator s - Charging Indicator

-Jumptart button
Only available on the Dual
Charging Base
Dual Charging Base ~ ~ Single Charging Base
Supplied only with combo

Power Cord Transformer Sleeve Covers (56 PCS)
Heated Plugger Needle Bender Backfill Cartridges (2 PCS)
Supplied only with Downpack Supplied only with Backfill Supplied only with Backfill

and combo unit and combo unit and combo unit
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A WARNING

The System B tips and Backfill cartridges are designed to reach high temperatures. Inadvertent contact with patient and operator
must be avoided to prevent accidental burns.

Handle empty extruder cartridge by plastic locknut only. Other portions could be hot and could result in serious burns.
Extruder cartridges are for single-patient use.

This unit should NOT be used on a patient with a pacemaker.

Only use the specified SybronEndo AC power supply and power cords.

Use of other accessories that are not authorized for use in connection with this device may cause malfunction and compromise
patient safety.

No modification of this equipment is allowed.

A CcAUTION

This device has been investigated with regard to safety from electrical shock and fire hazard as well as electromagnetic
compatibility (EMC). The device has not been investigated for other physiological effects. Please contact SybronEndo if you have
any further questions regarding electrical safety or EMC.

For use by qualified and trained personnel only.

This device has been tested and found to comply with EMC limits for the Medical Device Directive 93/42/EEC. These limits are
designed to provide reasonable protection against harmful interference in a typical medical installation. The device generates
radio frequency energy and, if not installed and used in accordance with these instructions, may cause harmful interference
to other devices in the vicinity. However, there is no guarantee that interference will not occur in a particular installation. If this
device does cause harmful interference with other devices, which can be determined by turning the device off and on, the user is
encouraged to try to correct the interference by one or more of the following measures: j Uil
= Reorient or relocate the receiving device. '
« Increase the separation between devices.
= Connect the device into an outlet on a circuit different from that to which the other device(s) is connected.

Consult the manufacturer for help.

To reduce the risk of electrical shock, do not remove cover. Refer servicing to qualified service personnel.
U.S. federal law restricts the sale of this device by or on the order of a healthcare professional.

Remove main plug from wall socket to isolate unit from main power.

Position device such that it can be easily unplugged from the wall.

Symbols
us Serial Number IECIREPI  European Representative
Manufacturer Corres.onds to MDD 93/42 EEC
m | 120 Including EN 60601-1 and EN 60601-2

Manufacturing Date CSA mark with "C/US” indicator for certified

products
ft This way up Caution/Warning
T Fragile, handle with care 0 Consult accompanying documents
Keep away from rain Type BF Patient Applied Part

T Temperature limits for storage and transportation O Class Il Medical Electrical Equipment
0 Humidity Limitation j(g ) 1 Do no autoclave
0 Pressure Limitation [R31 Part Number

X Do not throw into trash Caution: Hot!
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GETTING STARTED

1. INITIAL SET-UP

o

Remove the device(s), Charging Base, transformer and wall
cords from their packaging.

S

Connect the femaie end of the power cord into the
transformer. Then piug the ends into the wail socket and the
Charging Base.

2.CHARGING THE UNITS

a. Once the handpieces are firmiy seated, the indication lights
on the Charging Base will be either orange or blue.

N

w

POWERING ON THE UNITS
To power on the

device(s), press the

Power button “<y’.

o

4. SET TEMPERATURE MODE

a. Devices come with the three preset temperature modes. The
following table shows their function and default temperature
settings:

Setting Deecription Default Temp.

GUTTA PERCHA For use with Gutta Percha 200°C

SYNTHETIC For use with synthetic filling materials 150°C

CUSTOM For use as an additional preset. 200°C

5. POWERING OFF DEVICE(S)

c. On the bottom of the
device(s), make sure
the switch is set to the
“Uniocked” position.

. Piace the handpiece(s)
into the Charging Base,
and confirm that they are
firmiy seated.

. The light will be orange when the battery is charging and will
turn blue when the battery is fully charged.

Orange means the
unit is charging

Biue means the unit
is fully charged

b. If you have the Dual Charging Base,
and both units are seated firmly in the
base, press the Jumpstart button “(!)”
to power on both units at once.

% -y

b. Press the Mode button to toggle to
the appropriate preset.

Forinstructions on changing the defauit temperature
fora preset, see “Changing Temperature Presets™ in
the ADVANCED SETTINGS section.

The unit will automatically shut down after approximately 5 minutes. To manually turn off the device, hold
down the Power button for approximately 2 seconds. The unit will generate an audio signal to indicate it is
powering down. Upon any power off of the Backfill, the motor will automatically retract for a few seconds

to relieve the pressure on the cartridge,

DOWN

1. INSTALLING THE TIP
a. Index the hex nut to slide into one of six positions available,

2. ACTIVATING THE DOWNPACK

v
Hold 2 Seconds

PACK

b. Install the tip until it is fully seated.

Activate the handpiece by depressing and holding the Ring switch. The
plugger will heat instantly and a light under the Ring switch will illuminate.

A

CAUTION:
Tip will be hot

d

« To avoid overheating, the plugger will only remain heated up to a maximum of approximately 4 seconds regardless of
how long the button is depressed.

= Indicated temperature is the temperature the tip of the plugger reaches after activation in air. As the tip contacts
other materials, its temperature may decrease depending on the nature of the contact.

NOTE

O
A

CAUTION

The heat pluggers must be autoclaved between every patient to prevent cross-contamination. See the instructions in the
CLEANING AND STERILIZATION section.
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BACKFILL

1. INSERTING CARTRIDGE
a. Insert the large end of the Elements

o .
Cartridge into the handpiece and rotate 90°cw:
a quarter turn ciockwise (CW) untii it
engages.

Accordingly, it is recommended to turn the device off after 15 minutes of use and allow it to cool.

CAUTION

Elements Cartridges are SINGLE USE ONLY and should only be used on one patient. Re-use may lead to

CAUTION: HOT!
)I( When heated at the peak temperature for an extended period of time, plastic housing surface may exceed 85 C.
\ cross-contamination between patients.

2. HOW TO TELL WHEN THE BACKFILL IS READY 3. ACTIVATING THE BACKFILL
FOR USE
a. Once powered on, the Backfill unit wiil automatically begin Press  Manuai Run Mode: “Click” Continuous Run
to heat. The iliuminated Activation button will indicate &hold a. Hoid down the “Click”  Mode (CR):
whether or not the device is ready for use. activation button a. Doubie-Ciick
Flashing Light: [ steady Light: to engage motor. to engage CR
Device is stiil heat-  ---—---—- Device is b. Reiease mode.
ing and is NOT fuliy heated and activation button b. Press button
c O r ready for use. ready for use. to stop. once to stop.

NOTE

Before placing the cartridge needie in the canai, activate the motor until material extrudes out of the needle. If the motor
is stopped before the cartridge is empty, the plunger will retract slightly to prevent excess material from discharging from
the needie. Once the piunger reaches the end of the stroke, the cartridge is empty and the piunger wiil automatically
retract.

4. RETRACTING THE PLUNGER

a. To retract the plunger before it reaches the end of its stroke, press the Reverse button. This wiil cause the
plunger to fully retract to its “home” position.

5. REPLACING THE CARTRIDGE
a. To replace a cartridge before it is completely empty, fir*ensgi™~t~t"*he unit is fully heated, then press the Reverse button to
retract the plunger.

b. Remove the cartridge by turning the nut 90° counterciockwise (CCW), then 90° » f
puii the cartridge out of the handpiece and dispose of properiy. -">,CcCwW iLii

CAUTION: HOT!
)‘K Handle empty cartridges by the plastic locknut only. Other portions could be hot and could result in a serious burn.

ADVANCED SETTINGS

1. CHANGING TEMPERATURE PRESETS
The unit has three different preset temperature modes. (See the table in Step 4 of the GETTING STARTED section)
a. Press the Mode button to toggle to the temperature setting you would like to adjust.
b. Hoid down the Mode button for approximately 2 seconds to enter Temperature Control Mode.
c. Press the Mode button repeatedly to change temperature.
d. Once desired temperature is reached, hoid down the Mode button (approx. 2 seoonds) again to exit
Temperature Control Mode. Hold 2 Seconds

NOTE

* When the temperature setting on the GUTTA PERCHA or SYNTHETIC modes is changed from the default setting, an
O asterisk “¢ “will appear next to the temperature.

= On the Backfill device, only the CUSTOM temperature setting can be adjusted.

CAUTION (BACKFILL ONLY)

A Keep temperature setting above 150° C. Extruding material at lower temperatures will create more stress on the motor,
and may shorten the device’s life.

2. ADJUSTING THE VOLUME

a. Change the volume level by simultaneously holding down the
Mode and Power buttons for approximately 2 seoonds. This
will open volume control mode.
b. Press the Mode button repeatedly to change the volume level.
c. Once you have set your desired level, exit volume control
mode by repeating the first step (@) above. Hold 2 Seconds
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1. CHARGING THE DEVICE(S)
The handpieces should be placed onto the Charging Base during and between uses. This will ensure that the batteries are

maximally charged.

2. REPLACING THE BATTERY

Contact Customer Support if the battery appears to be
malfunctioning. To replace battery:

a. Remove screw on battery cover and remove battery.
b. Install new battery in same orientation.
c. Dispose of used battery per local regulations.

CAUTION

A

malfunction.

3. POWER LOCK FEATURE

The device{s) can be locked in a power-off mode by sliding the switch on the base from the “unlock” position to the “locked”
position (See Step 1 in GETTING STARTED).

CAUTION

A

)

Only use SybronEndo batteries designated for this system. Use of other batteries may damage the device(s) or cause a

CLEANING AND STERILIZATION

1. CLEANING THE DEVICE(S) AND CHARGING BASE

Clean all the surfaces with a cloth lightly moistened with isopropyl alcohol. To prevent cross-contamination, single-use barriers
can be used on the hand pieces. SybronEndo recommends TotalCare’s Pinnacle Syringe Sleeves (/1B 3760).

« The electronic components should not be autoclaved as it will
damage the circuitry.
= Do not spray devices with any liquids as it may damage the circuitry.

= Do not allow liquid to collect in the Charger base or come in contact
with the connectors it may damage the circuitry.

2. CLEANING THE HEATED PLUGGERS

Clean with water and mild, nonabrasive detergent such as dishwashing liquid. Dry thoroughly. The heat pluggers rfiust be abtd-V
claved between every use. To avoid damaging the pluggers, place them in the System B tip stand before autoclavfngjOperate,”™
sterilization cycle at 250°F (121°C) for 30 minutes or 275°F (134°C) for 6 minutes.

CAUTION

A

3. CLEANING THE CARTRIDGE NEEDLE BENDER

The cartridge needle bender should be wiped down with a cloth moistened with ;a

250°F (121 °C) for 30 minutes or 275°F (134°C) for 6 minutes.

Do not place pluggers into an ultrasonic bath as it may damage the unit.

alcohol. Sterilize by steam autoclave at
‘Al

TROUBLESHOOTING GUIDE AND TECHNICAL SUPPORT

If a problem occurs with your device, refer to the guide below. If this guide does not resolve the problem, contact Customer
Care at 800-346-3636 or 714-516-7979 (Available from 6:00am to 5:00pm PST). Outside of these hours, email us at
customercare@svbrondental.com. Alternatively, contact your dealer or SybronEndo sales representative.

Problem

Device(s) do not turn on

Charging base light(s) do not
turn on

Heat plugger on Downpack
unit is not heating

Device(s) not heating

Filling material/gutta percha
do not extrude

Unable to remove used
cartridge from Backfill device
The light on charger fails to
turn from orange to blue
Battery becomes exhausted
quickly

Possible Causes

Lock switch on base of unit in
“locked position™

Battery out of charge
Base is not getting power

Device(s) may not be fully seated

Heat plugger not seated into
Downpack unit

Heat plugger tip is burned out
Battery is out of charge

Battery is out of charge

Motor is stuck or plugged due to
gutta percha in the unit.

Temperature not set correctly

Cartridge is empty or defective

Plunger inside the Backfill device
is stuck.

Battery may be near end-of-life

Battery may be near end-of-life
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Solution

Slide Power Lock switch to “unlocked” position. (See Step 1
in GETTING STARTED section)

Place the devices on the Charging Base.

Ensure wall outlet has power. Check and adjust all

connections: wall-outlet plug, power cord plug into
transformer and the small plug into the Charging Base.

Gently wiggle the devices to ensure proper seat.
See Step 1 in DOWNPACK section.

Replace tip.

Check battery level on display. If battery level indicator is
low, place the device on the Charging Base.

Check battery level on display. If battery level indicator is
low, place the device on the Charging Base,

Let the device heat up. Press Reverse button. DO NOT
disassemble the device(s).

Adjust temperature setting. See Step 4 in the GETTING
STARTED section; See “Ghanging Temperature Presets" in
the ADVANCED SETTINGS section.

Replace cartridge.

Heat up the device. Press Reverse button. DO NOT
disassemble the device.

Wait at least 4 hours. If unit fails to reach full charge, replace
battery. Only use SybronEndo battery.

Replace battery. Only use SybronEndo battery.

Note: On the Backfill device, battery has just enough power
for one procedure, roughly 15 minutes and one cartridge. It
is recommended to place the device on the Charging Base

between uses.



1PARTS 1 *Xdesignates plug type.

Elements Free Obturation System 973-0500-TYPEX™ ; 5

Downpack Unit 973-0502-TYPEX' ype -0

Backfill Unit 973-0504-TYPEX*

Type F ©

Dual Charger 973-0510

Single Charger 973-0512 Type G

Transformer 973-0515

Power Cord 973-0516-TYPEX* Type 1 Lin

Battery 973-0520

1Heated Pluqgers Type N
Medium Large (ML) 952-0007
Medium (M) 952-0006 CONDITIONS
Fine Medium (FM) 952-0005
Fine () 952-0004 S f
Extra-Fine (XF) 952-0031
1Elements Cartridges orn| BT AT
Gutta Percha, Medium Body, 23 Gauge 972-1002 -4, we
Gutta Percha, Heavy Body, 23 Gauge  972-1005 Tomponine Tompocaine
Gutta Percha, Light Body, 25 Gauge 972-1003 0% %
Wl Y
SPECIFICATIONS Avtutios ekt [rmr——
Battery: 3.7 V, 1700 mAh Li-lon, 6.3 Wh 1400 A WIS WA
Adapter: Input: 100-240V--, 50/60 HZ, Output 9V — 2A
Downpack: ~155mm x 28mm x 28mm (L X W x H), -98
Backfils ~ 195mem % 26mem x 26 M (|_§< W x H)!-?155 gg M o Ma
Device: IEC 601-1 Class Il, Type BF Device %
Mode of Operation: Continuous Operation II..MIIII -
WARRANTY

SybronEndo warrants the system (excluding batteries) to be free from defects in materials or workmanship for period of 2 years
from the original date of purchase. The batteries are warrantied for a period of 6 months from the original date of purchase. If the
system shows any defect within the warranty period that are not excluded from this warranty, SybronEndo shall, at its sole discretion,
either replace or repair the device using suitable new or reconditioned parts. In the case other parts are used which constitutes an
improvement, SybronEndo may, at its discretion, charge the customer for the additional cost of these parts. If the warranty claim
provides to be justified, the product will be returned to the user freight prepplokr.VWafrty claims other than those indicated herein,
are expressly excluded.

EXCLUSIONS

Damage and defects caused by the following conditions are not covered by the warranty:

= Improver handling/disassembly/modifying, neglect, or failure to operate the unit in compliance with the instructions given in this
manual.

= Force majeure or any other condition that is beyond the control of SybronEndo.

= Damage caused by customer misuse or uses other than those specified.

DISCLAIMER

For safety reasons, this product should be used with accessories manufactured and sold by SybronEndo. Any use of non-authorized
accessories or not following any of the instructions for use is done so at the operator’s risk and voids the warranty. SybronEndo does
not assume any responsibility for incorrect diagnosis due to operator error or equipment malfunction.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



CMCTEMA OBTYPALULWUMWM

BecnpoBogHas cucTema o6Typaumm Elements™ Free couetaeT B cebe peBOMIOLMOHHbLIA UCTOYHMK cBeTa Downpack u skcTpygep
Backfill mmpoBoro knacca. YcrtpolictBo Downpack o6ecneuvBaeT MrHOBEHHOE HarpeBaHVe U OX/aKAeHVe TepMUYecKoro
YM/IOTHUTENA MPY TOYHOM KOHTPOsie TeMnepatypbl U BPEMEHW, YTO AenaeT ero uaeasibHbIM /19 OAHOLIAroBOMi YM/IOTHSIOLLEN
06Typaumn 1 cosgaHns Wwrndtos. YcTpoiictBo Backfill, cHaGxeHHoe oaHOPa30BbIMK ryTTanepyeBbIMA UTONbHLIMU KapTpypKamum,
BK/IOYAET B Ce6S1 MEXaHV3MPOBaHHYIO CUCTeMY 3KCTpyAepa [/18 TOUHOrO KOHTPO/ISt TeMnepaTtypbl 1 CKOPOCTU, YTO obecreyvBaeT

TpexMepHoe NIoMG1poBaHNe NPy 06paTHOM 3arno/THEHNN KaHas10B.

KPATKV OB30P KOMIMOHEHTOB

1 1

YcTpolicTeo Backfill YcTpoiicTBo
Downpack
KHonka akTusauuu - ~KonbueBoii
’ nepeksnoyaresnb
MHAMKaTop ypoBHSA _ MHauKaTop ypoBHSA
3apsga 6atapen ~ ' 3apspa 6atapen
Bbi6op pexuma * ‘ Bbibop pexuma
KHonka pexuvmva 1 »9 * KHonka pexvima
KHonkKa BO3BPaTHOrO . 1 KHOMKa NUTaHUs
[ABVXEHUSA CD
KHonka nutaxmusa _Wupukarop
MHpukaTop . npouecca 3apsaku
npouecca 3apsgKu

] 1 KHonka 6bICTPOro 3anycka
MpucyTCcTBYET TONLKO HA ABOIIHON
— = 33HONGese
[goiinas 3apsaHas 6asa OpvHapHas 3apsifjHas 6asa
MocTaenseTcs TONbKO C
KOMGWUHNUPOBaHHBIM 6/10KOM

LWHYp nuTaHus MpeobpasosBartens PykaBHble nokpbiTua (5 WT.)
TepMUYECKUA yNnnoTHUTENDb CrnbaTtenb urabl Kaptpugxwu Backfill (2 LUT.)
MocTasnseTCca TONLKO CYCTPONCTBOM MocTaenaeTca TONLKO CYCTPOiCTBOM MocTapnAeTCs TOMbKO CYCTPOACTBOM
Downpack 1 KOMGUHNPOBaHHbIM 6/10KOM BackM 1 KOMGMHMPOBaHHLIM 6710KOM Backfill u koMGUHMPOBaHHbIM GNIOKOM
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A BHVIMAHVE!

HakoHe4YHUKM crcTeMbl B v kapTpumku Backfill paspaGoTaHsbl Ans HarpeBaHus A0 BbICOKMX TeMnepatyp. Bo usGexaHve HenpeaBuAeHHbIX 0XKOros
crnegyeT usberatb HENPeAHaMEPEHHOTO KOHTAKTa C NaLMEHTOM W/ ONepaTopom.

Pa6oTaiiTe ¢ MycTbIM 3KCTPYAEPOM TOJ/IKO NOCPEACTBOM N/IACTUKOBON KOHTPraiikui. Apyrue feTanm MoryT 0Ka3aTbCsi FOpsiuMMU U CTaTb NPUUMHOMN
OXOroB.

KapTpumpku akeTpyiepa npefHasHaueHb! 418 UCNo/b30BaHNs TO/IbKO Y OJHOTO NauueHTa.
[JaHHoe ycTpolicTo HE/Ib351 Mcno/b30BaTh y NauveHTa ¢ KapAuoCcTAMY ISTOPOM.
Vicnonb3yiiTe ToNbKO YKasaHHbIE UCTOUHWK MUTAHWNA NePeMEeHHOro TOKa U LWHYP nuTaHus SybronEndo.

Vicnonb3oBaHwe ApYrvX BCNOMOTaTesbHbIX NPUHAAIEHOCTEN, HE YTBEPXKAEHHBIX AN UCMONb30BaHUS B COYETAHWN C JaHHBIM YCTPONCTBOM MOXET
NPVBECTM K HAPYLLEHMIO paboTbl 1 NOABEPTHYTL PUCKY 6€30MaCHOCTb NaLMeHTa.,

3anpelyaeTcs Nto6oe BUAOU3MEHEHNE 0GOPYA0BaHMS.

A OCTOPO)XHO!

JlaHHOE YCTPOICTBO GbINO UCCNEA0BAHO HA NPEAMET 3aLMThl OT NMOPAKEHNS INEKTPUYECKIM TOKOM 1 BO3rOpaHUsi, a TakKe Ha NpeameT
3/1EKTPOMArHUTHO COBMeCTUMOCTH (AMC). YCTPOMCTBO HE UCCMEA0BANOCH HA MPeAMET NPOYEro (IM3NONOTMUECKOT0 BO3AeCTBHSA. Mpu
BO3HWMKHOBEHUM BOMPOCOB OTHOCUTE/ILHO 3N1EKTPO6E30MAcHOCTH obpallaiiTecs B KoMnaHuio SybronEndo.

[N MCNOMb30BaHUsS TOMBKO KBAIM(MLIMPOBAHHBIM U MOATOTOBEHHBIM NEPCOHANIOM.

MpoBepKa AaHHOr0 YCTPOCTBA BbisIBU/IA EM0 COOTBETCTBUE OFPaHNYEHVSIM N0 AMC COrNacHo AUPeKTUBE N0 MEAMLIMHCKUM ycTpoiicTBam 93/42/EEC.
3TV orpaHnyeHns paspaboTaHsbl C Lie/bio 06ecneyeHns 40CTaTOuHOM 3alWThl OT KPUTUYECKKX NMOMeX B paboTe CTaHAaPTHON MeAULIMHCKOM
annapartypsl. [laHHOe yCTPOCTBO reHepupyeT PaiuoyacToOTHYIO SHEPI 0 1 B C/lyYae HEHaZ/1eXallero BbINO/HEHVSt MHCTPYKLUWIA N0 yCTaHOBKE MOXET
cTaTh NPUYMHON KPUTMUECKMX MOMEX B paboTe MpoyumnX yCTPoicTB, PacnosioXeHHbIX Mobnmn3ocTu. OAHaKO Npy TOYHOM yCTaHOBKE OTCYTCTBME MOMEX
He rapaHTUpyeTcsi. Ecnm ycTpolicTBO NpOM3BOAMUT KpUTUYECKME NMOMEXM B paboTe ipyrux yCTPOCTB, YTO MOXHO ONpese/MTh MyTem BbIK/II0YEHUS

1 BKJIOYEHUSA YCTPOICTBA, MO/b30BATE b MOXET MOMbITATLCA UX YCTPAHWUTbL MOCPEACTBOM OHUM UK Gosee 13 crieayioLLyx crnoco6oB.

« Pacnonoxwure nHaue um nepemectute NpremMHoe ycTpoicTeo.

* YBeNnnybTe PacCTosiHNe MeX/y yCTpolicTBamMu.

= [loakntoumnTe YCTPOCTBO K PO3ETKE CETW, OT/INYHON OT TOlA, K KOTOPOI1 NOAK/IIOUEHO APYroe yCTPOCTBO.

YTO6bI CHM3UTL PUCK NOPaXKEHNSA 3NEKTPUYECKVIM TOKOM, He CHMaiTe KPbILLKY. MopyyaiiTe TexH1ueckoe o6CnyxvBaHue KBaiMpuLmpoBaHHOMY 1
1TexHNYeCcKoMy nepcoHasty.

CornacHo thegepansHoMy 3akoHy CLUA jaHHOe YCTPOIICTBO paspeLleHo K MPOAAXKE TOMbKO CNeuuancTaM 34paBooXpaHeHns Unn no ux 3akasy.
V13BneKaiiTe CEeTeBOM LITENCENb U3 HACTEHHO PO3ETKM, YTOBbI OTK/IUUTL CETEBOE NUTAHWUE YCTPOCTBA.

Pacnonaraiite ycTpoiicTBO TakuM 06pasomM, YTOGbI MOXHO 6bif10 63 Tpyda OTK/IIUNTL €r0 OT HACTEHHOW PO3ETKM.

CnumBoONbI

iNT CepuiiHbIii HoMep IECIREPI  Toprosslii npegcTasutens B Espone
C Co0TBEeTCTBYET AUPEKTUBE M0 MEAULIMHCKVM YCTpOACTBaM.
W3roTosuTenb 93/42 EEC . _
120 , BK/Io4ast EN 60601-1 v EN 60601-5. f  r-ow
iwfi OtmeTka CSA cykasarenem C/US gns
Wiy flata vsroToenenms = CepTUNLMPOBAHHBIX U3AeNmii
MpepocTepexxeHne/npesynpexaeHve
ft BepxHsis cTopoHa ) A pes P Peaynpexu
T Xpynkoe, 06pallaThCsl C 0CTOPOXKHOCTHIO ANNYANBPATUTECH KCOMYTCTBYIOWET JOKYMEHTALMM
Pa6oyas 4acTb, HaxoAALLAsICA B KOHTAKTE C NaLyIeHTOM,
MpefoxpaHATb OT AOXKAA m Tuna BF
TemneparypHbie OrpaHNHEeHms Npu XpaHeHn 1 MeuLMHCKOE 3neKTpuYeckoe 060pyaoBaHme knacca Il
1 TPaHCMOpPTUPOBKE
0 OrpaHnieHne BNakHOCTH 1 1 He obpabatbiBaTh B aBTOK/1aBe
O OrpaHuyeHve faBneHms us Howmep petanu
X He BbIGpacbiBaTh B MyCOPHbI KOHTEHEP A OCTOPOXHO: ropsYas MoBepXHOCTb!
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HAYANO PABOTHI

1. MEPBOHAYA/IbHAA YCTAHOBKA
a. V3BnekuTe ycTpoiicTBO(-a), 3apsiAHyto 6a3y, NpeobpasoBaTesib C. Y6eautecs, 4to
W LLHYPbI NUTaHUA 13 YNaKOBOK. nepeknto4aresb
o CHU3Y yCTpoicTB(-a) ‘.
b . MOAKNOUNTE FHE3A0BOM Pa3beM LUHYpa NUTaHWS K NPeo6pasoBaTento. JCTAHOBAEH B MONIOXKEHUE
3arem BCTaBbTe Pa3beMbl B HACTEHHYIO PO3ETKY 1 3apafHyto 6asy. «Pa36NOKNPOBAHO.

!/

[=%

. BcraBbTe pyyHoii(-ble)
6n0K(-1) B 3apsigHyto 6asy n
y6eautecs B ero (1x) nioTHol
nocagke.

2. 3APS[IKA YCTPOWCTB

a. Mocne NNOTHOM YCTaHOBKM PYYHbIX 6/10KOB MHAMKATOPbI HA 3apsAHOl  b. VIHAMKATOP rOpUT OpaHXXeBbIM NpU 3apsigKe Gatapen 1 cTaHoBUTCS
6a3se 6yayT ropeTb OpaHXeBbIM 1N FroNy6bIM CBETOM. rony6bim, ecnu 6atapes NOMHOCTbLIO 3apshKeHa.
N LU A \ OpaH>xeBbiii LBeT FonyGoii ugeT
om Y FykasbiBaeT Ha YKa3blBaeT NosHbIA
npovecc 3apsaku YpOBEHb 3apsifa
ycTpoiicTea. ycTpoiicTBa.

3. BK/IIOYEHVE YCTPONCTB

a. YTo6bl BKOUUTL b. Mpwn HanWuum ABOVHOV 3apsaHOI 6a3bl
YCTPOIACTBO(-a), HaXKMUTE 1 NIOTHOI ycTaHOBKe 060MX YCTPOCTB
KHOMKY nutaHns «(». HKMMTE KHOMKY BbICTPOrO 3anycka

«()», UTOBbI BKNOUNTL 06a YCTPOICTBA
0/JHOBPEMEHHO.

4. SAOAHVNE TEMMEPATYPHOIO PEXXUMA

a. YCTpoiicTBa NoCTaB/SOTCA CTPEMS NPeABapUTENbHO 3a4aHHbIMU b. HaxmuTe KHONKy pexuma, 4ToGel

TemnepaTypHbIMU pexvmMamn. B crepytoleii Tabnule npeacTasneHbl nx BK/IIOUUTL HYXXHYIO YCTAHOBKY.

(hyHKUWW 1 TEMNEPATYPHBIE YCTAHOBKYM MO YMOMHAHWIO.

TeMrI, no ,U,I'IH NONy4YeHNA UHCT PYKLUUUN MO U3MEHEHUIO TeMnepaTypHoM

YeTaHoska Onvcanine yMon4aHuio YCTaAHOBKM NOYMONYaHUIO CM. «M3meHeHne TemnepaTypHbIX
GUTTA PERCHA L1151 MICMONb30BAHWS € ryTTanepuyeli 200 ‘C ycTaHoBOK» B pasgene PACLUVPEHHBIE HACTPOVKM.
(TYTTAMEPYA)
SYNTHETIC 151 UICNO/NB30BaHUS C CUHTETUYECKUMM 150°C
(CVHTETVIKA) NAOMGUOOBOYHBIMU MaTepUanammn
CUSTOM (M0/1b30- Ly NCNO/b30BaHNS B KavecTse 200"C
BATE/IbCKASI) [LOMNONHUTENBHOM YCTaHOBKM

r..-uc Rh lS ”
5. BbIK/IIOYEHNEYCTPONCTB(-A)

YaponcTBO aBTOMATUYECKM BbIK/KOYAETCS NPUBAN3UTENBHO Yepes 5 MUHYT. UTOGbI BbIK/HOUNTL YCTPOCTBON
BPYUHYI0, HXKMUTE 1 yePXNBaiTE KHOMKY NUTaHUS B TEUEHUE 2 CEKyHA. YCTPOMCTBO NPOU3BEAET 3BYKOBOI CUrHan
yKasblBaoLWMii Ha OTKKOYEHWE NUTaHKS. MY KaK[0M BbIKOYeHUM ycTpolicTea Backfill gBuratens aBTomatuyeckm
B TEUEHNE HECKO/bKVX CEKYHJ, OTBOANTCS Hasag, YToGbl 0CNABUTh faBNEHNE Ha KaPTPUXK.
pM(MBaIZTe 2 CeKyH/Abl

DOWNPACK

1. YCTAHOBKA HAKOHEYHUKA

a. BcTaBbTe WECTUTPaHHYIO raiiky B OJHY U3 WeCTU JOCTYMHbIX NO3ULNIA.  b. YCTaHOBUTE HAKOHEYHWK 10 ynopa.

OCTOPOXHO!

raiikv U HaKOHEUYHUKN Apyrnx n3rotoBuTeneii MoryTt
(hYHKLMOHMPOBATb HEHaA/1eXallm 06pa3om v noBpeanTb
YCTPOICTBO.

Q CTapble BEPCUN HAKOHEYHWKOB CUCTEMbI B 6e3 LWeCTUrpaHHo

2. BKMIIOYEHWE YCTPOWNCTBA DOWNPACK

Bk/ltoumnTe py4HOI 610K MyTeM HakKaTus 1 yAepXX1BaHNSA KO/bLEBOTO NepeksoyaTess. /\

YNIOTHATE/Ib MTHOBEHHO HArpeeTcsl 1 3aropuTCst UHAMKATOP MOZA KOMbLEBbIM <

nepeksioyaTenem.
OCTOPOXXHO! T
HakoHeuHuk

CTaHOBUTCA ropAavnNm.

MPUMEYAHWE.

-

YTo6bl NPeAoTBPaTUTL NEpPerpeBaHne, YNIOTHUTENb PA30rPEBAETCS B TEUEHWE He GoNee 4 CeKyH, HE3aBUCHMO OT A/IMTENbHOCTY
HaKaTWS KHOMKN. . . n
+ YKasaHHas Temneparypa siBnseTcs TeMnepaTypoi HakKOHeUHUKa YNIOTHUTENS, AOCTUraeMOi NOC/e BK/OUEHNS ero B BO3ZYXE.

IMpM KOHTaKTe HakoHeuHuKa CAOyrMM1 MaTepuanamy ero TeMnepartypa CHIDKaeTCsl B 3aBUCMMOCTM OT XapaKTepa KOHTaKTa.

OCTOPOXXHO!

A Bo n3bexkaHne nepekpecTHOro 3apaxeHus TepMUYecKue YoTHATENN CeflyeT aBTOK/1aBMPOBaTh NoC/e Kak/4oro nauyieHTa.
CM. nHcTu " Kyn”~aspene «OUYNCTKA U CTEPUNN3ALNSA».
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1. BATPY3KA KAPTPULOXKA

a. BcraBbTe WMPOKUIT KOHEL, KapTpumka
Elements B pyuHoii 6/10K 1 Ha YETBEPTL
NOBEePHWTE M0 YaCcoBOVi CTPEsIKe [0 yropa.

OCTOPOXXHO! TrOPAYAA NMOBEPXHOCTb!

Mpw HarpesaHUM A0 NMKOBOI TEMMEPATYPbI B TEYEHWE A/IMTENBHOIO NEPUOAA BPEMEHM TEMMNEPATYPa NOBEPXHOCTU NIACTUKOBOrO
A KOpryca MOXeT NpeBbilwaTh 85 °C. B CBSA3W € 3TM PEKOMEHAYETCS BbIK/HOUUTL YCTPOMCTBO Yepes 15 MUHYT UCNOMb30BaHUS 1 OCTaBUTb
€ro OXNaXKAATLCS.

OCTOPOXXHO!

A KapTpumku Elements npegHasHadeHsl TO/IbKO A/19 OAHOKPATHOIO CMO/Ib30BAHUSA 1 fOMKHBI MCNO/b30BaTLCA TOMBKO ANSt OAHOTO
nauveHTa. MoBTOPHOE VCMO/b30BaHNE MOXET MPUBECTU K NepeKpecTHOMY 3apadkeHMIo NaLMeHToB.

2. UHOMKALWNA TOTOBHOCTU YCTPOWCTBA BACKFILL 3. BKJ/IIOUYEHUE YCTPOWCTBA BACKFILL
K PABOTE
o y Pexxum
a. [locne BkOUeHNA ycTpoiicTeo Backfill aBTomaTnyeckn HaunHaeT HaxaTtb Pexum pyuHoro HenpepbIBHOM
nyaepxu- pep
HarpeBartbcs. MofcBeyeHHas KHOMKa aKTUBaLWy CBUAETENbCTBYET O 3anycka pa6oThl (HP):
TOM, FOTOBO /11 YCTPOWCTBO K MCMNO/b30BaHMIO. a. [ns BkntoueHus T
BUrarens :
Muratouwuii ceet HenpepbIBHbIi Al coymBaliTE HaXKMUTE, 4TOGbI
--uHAuKaTopa —_ cBeT MHAMKaTopa ?(ﬂolr)my aKTMBaLYM BK/IOYNUTb
* YcTpoiictBo YcTpoiicteo b . [17 OCTAHOBKA : pexum Hp.
HarpesaeTcs NOSTHOCTbIO : b . [lnA 0CTaHOBKMN
1 He roToBo K HarpeTo 1 roToso Zzz;mmi KHonky HaXXMUTe KHOMKY
MNCNosb30BaHMIO. K NCMO/b30BaHNI0. an. OAVH pas.
NMPUMEYAHWE.

pasmelleHnemM NroNibHOro KapTpuayka B KaHane BKAKYUTe Asuratesib 40 TOro MOMeHTa, noka Mmarepuas He Ha4yHeT BbIXO4UTb U3
Cnn ApuraTteqib OCTaHOBUTbL A0 ONyCTOLWEHNA KapTpuaxKa, NopLUEeHb C/ierka 0TBOANTCA Ha3aj BO nsbexxcaHue BbICBOGO)KAEHVIﬂ n3
bl U3IMLLHEr0 Konn4yecTea marepmana. B KOHLe Xo4a NOpLWHA KapTpuaX onycTowaeTca U nopleHb aBToMaTnyeckn oTBoanTCA.

4. OTBEAEHWE MOPLWHA

a. [ns oTBEAEHNS NOPLLUHS N0 OKOHYAHUM €70 XOAA HAXXMUTE KHOMKY BO3BPATHOIO ABUXEHNMS. MW 3TOM nopLueHb 6yaeT
NOSIHOCTbIO OTBEAEH B CXOAHOE MOJOKEHME.

5. BAMEHA KAPTPULOXA all

a. YTo6bl 3aMEHNTb KapTPUAXK 10 0 NMOJIHOFO OMYCTOLLUEHUS B NEPBYt0 odepeb 5| A a7 | M| A ACTPOCTBO NOMHOCTLIO HArPETO, 3aTEM HaXMUTE
KHOMKY BO3BPATHOr O BVXXEHUS! i1 OTBE}EHNS NOPLUHS.

b . /I3BNeKuUTE KapTpUmK, NOBEPHYB raiiky Ha 90“NpOTWB YacoBOl CTPESKM, 3aTEM Hﬂ%%lé A n
BbITSIHATE KapTPUK U3 PYyYHOTO 6/10Ka U yTUAU3UPYIiTe HafiexallM 06pasom. H/C. CTP.

OCTOPOXXHO! rOPAYAA NMOBEPXHOCTb!

A Pa6orTaiiTe ¢ MycTbIMM KapTpuaXKaM1 TONbKO NOCPEACTBOM NIACTUKOBOI KOHTpraiiku. [ipyrvue AeTanm MoryT okasaTbCsl FopsuvMmMuy 1 CTaTb
NPUYUHON CUMBHOTO OXora.

PACLLUMPEHHBLIE HACTPOWIKU

1. NBMEHEHWE TEMMNEPATYPHbIX YCTAHOBOK
BycTpoiicTBE NpefycMOTPEHO TPU NPEABapUTE/IbHO 3aJaHHbIX TEMNEPATYPHbIX pexuma. (CM. TabnuLy B nyHkTe 4 pasgena «HAUYAIO PABOTbI»)

a. HaXmuTe KHOMKy pexvma, 4To6bl NepeiiTh K yCcTaHOBKe, KOTOpYH TPeByeTcsi HaCTPOUTb.
b . YaepxvBaliTe KHOMKY peXxxvmMa B TEYeHWe NPUGIN3UTENLHO 2 CEKYHZ, YTOBbI BOWTW B PEXMM YNpaBieHUs Temneparypoii.
C. MNMOBTOPHO HaXXMMaiiTe KHOMKY PexvMa, YTo6bl U3MEHWUTbL TeMNepaTypy.
d. o BOCTMXKEHUM Hy)XHOI TEMMNEPATYpPbI CHOBA YEP)XKUBaiiTe KHOMKY pexxvMa (B TeueHue Npubnn3nTenibHO 2 CEKyHL),
4TOGbI BBIVTW U3 PeXUMa ynpasneHus Temneparypoi. YnepxwuBaiite

2 ceKyHAp!

NPUMEYAHWME.

ECnv n3mMeHunTb TEMMepaTypHYto ycTaHoBKY B pexxumax GUTTA PERCHA (TYTTAMEPYA) nnm SYNTHETIC (CUHTETWKA), To psigom co
3HaueHVeM TeMnepaTypbl NOSIBUTCA CUMBOJT 3BE3L0UKU «4 ».
B yctpoiictee Backfill TemnepatypHyto yCTaHOBKY MOXHO M3MEHSTh TO/bKO B pexxume CUSTOM (MO/Ib30OBATE/IbCKAS).

OCTOPOXHO! (KACAETCS TOJIbKO YCTPOMCTBA BACKFILL)

A 3HaueHVe TeMNepaTypHOIi YCTAHOBKM JO/HKHO GbiTb HE HKe 150 “C. BblgaBnveaHe mMatepuana npu 601ee HU3KOM TeMNepaType MoXeT
noTpe6oBaThb GoNee BLICOKOW Harpysku Ha ABUraTesb U COKPaTUTb CPOK CryKGbl YCTpOCTBA.

2. PETYIMPOBKA TPOMKOCTHU

a. V3MeHuTe ypoBeHb rPOMKOCTU OHOBPEMEHHbIM YEPKUBAHUEM
KHOMOK peXxuMa 1 MOLLHOCTU BTeYEHWe 2 ceKyHA. Mpu 3ToM 0TKpoeTcs
PEXUM ynpasfieHUsi FPOMKOCTbIO.
b . MOBTOPHO HAXMMAITE KHOMKY PEXVMA, YTOObI M3MEHUTL YPOBEHL
FPOMKOCTU.
C. TloCTe yCTaHOBKU HY>XHOT0 YPOBHSI BbIiANTE N3 peXKuMa ynpasneHus YaepxuBaiTte 2 cekyHapl
rPOMKOCTbH, NOBTOPUB AENCTBUE B NYHKTE (3) BbiLLe.
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TEXHWUYECKOE OBCNY>XXNBAHWE
1. 3APS[IKA YCTPOWCTB(-A)

PyuHble 6/10KM HEO6XOAMMO BCTaBNSATHL B 3apsifiHyH0 6a3y BO BPEMS 1 B NepepbiBe MeXAy npoLeaypamu. 3To 06eCneunTb MakcUMasbHbIli ypoBeHb
3apsa Gatapeii.
2. 3AMEHA BATAPEN ‘

I

Ecnu 6aTapesi okasanacb HevcnpaBHO, 06paTUTECH B CyXOY NOAAEPIKKN
K/IMEHTOB. YTOGbI 3aMEeHUTL 6aTaper0:

a. OTKPYTUTE BMHT OT KPbILLKM GaTapeiiHoro 0TceKa 1 U3BneKnTe GaTapero; @
b . YCTAHOBUTE HOBYI0 6aTapeto B TAKOM e HaMpasieHnm; ‘c —
——

C. YyTUNuU3upyiTe 6aTapeto CornacHo MECTHbIM HOPMATVBaM. ]

A

3. ®YHKUWNA BIOKNPOBKWN

YCTpoiicTBO(-a) MOXHO 3a6/10KMPOBAaTh, KOrfja OHO HAXOAUTCS B BbIK/IIOYEHHOM COCTOSIHMM, NEPe/IBUHYB MON3YHOK M3 NONOXEHUs «Pa36/10KMpoBaHo»
B noniokeHune «3ab/10knpoBaHo» (cM. NyHKT 1 pasgena «HAYAJIO PABOTbb).

OUYNCTKA N CTEPUTN3ALNA
1. OYUCTKA YCTPOMCTB(-A) U 3APAHON BA3bI

OummaﬁTe BCE NOBEPXHOCTU C NOMOLW b candpemm, crerka CMoYeHHol B Mn3onponunsioBoM cnupre. Bo n3bexxaHue NepeKpecTHOro 3apaXkeHnsa MOXKHO
HafieBaTb Ha py4Hble 610K 0HOpa30Bble cpescTa n3onaumm. Komnanua SybronEndo pekomeHayeT pyKaBHble NOKPbITUA Ans wnpuuos Pinnacle ot
KomnaHuy TotalCare (EEB3760).

OCTOPOXXHO!

- 3I'IeKTpOHHbIe,D|eTaJ'II/I He/b35A aBTOK/NaBNpPOBaTh, MOCKO/IbKY 3TO MOXXET NPUBECTU

A K MOBPEXAEHUIO 3NIEKTPUUECKON CXEMbI.
-

He pacnbinsiiite Ha yCTPOICTBA XMAKOCTM, MOCKOSIbKY 3TO MOXET CTaTb MPUYMNHOIA
= W3GeraiiTe cKannvMBaHWs XWAKOCTY B 3apsifjHOI 6ase 1 nonajaHus KUAKOCTY Ha

NOBPEXAEHNS 3NEKTPUUECKON Lienu.
pa3beMbl, MOCKO/bKY 3TO MOXET CTaTb NPUUUHONM NOBPEXAEHUS 3NEKTPUYECKON Lienu.

OCTOPOXHO!

Mcnonb3yiite Tonbko 6atapen SybronEndo, npeHa3HauYeHHbIe 4151 JaHHOW CUCTEMBI. Vicnonb3oBaHue Apyrux 6atapeii MOXeT NpuBecTn
K NOBPEXAEHMIO UM HEUCTIPABHOCTU YCTPOICTB(-a).

2. OYNCTKA TEPMWUYECKUX YNIOTHUTENEN

BbINO/IHUTE OUYNCTKY C UCTOb30BaHNEM BOAbI U MATKOro HeabpasyBHOrO MOILLEro CPEACTBa, TAKOr0 Kak XXUAKOCTb AN MbITbst MOCY/bl. TlaTelbHO
npocylumTe. TepMuyeckue ynnoTHATENN HEOGXOAMMO aBTOK/1aBUPOBATL MOC/E KaX0ro UCMO/b30BaHKs. Bo nsbexaHyie NoBpexaeHUs ynioTHuTenel
BCTaB/sTe 1X B HAKOHEYHWK CUCTEMbI B Nepes aBToKNaBMpoBaHueM. MpoBeAnTe LMK CTepunmnsaumm npu temneparype 121 “C (250 °F) B TeueHne

30 MUHYT nm 134 °C (275 T) B TeYeHne 6 MUHYT.

OCTOPOXHO!
A He knaguTe ynnoTHUTENN B yNbTPa3ByKOBYIO BaHHY; 3TO MOXET NPUBECTH K NOBPEX/AEHMIO YCTPOCTBA.
3. OYNCTKA CTUBATENA UTOJNIBHOTO KAPTPUOXA
Crubatesib Uro/IbHOro KapTpuka cnefyeT NpoTupath canteTKoi, CMOYeHHO U30NponNuIoBLIM CIYPTOM. poBeauTe LMK NapoBoii cTepuansaumm
B aBTOKNaBe npu Temnepartype 121 °C (250 “F) B TeyeHne 30 MUHYT nnn 134 “C (275 “F) B TeueHne 6 MUHYT.

PYKOBOZCTBO No MOWVICKY 1 YCTPAHEHMIO HEMCTIPABHOCTEW N TEXHUYECKASA MOALEPYKKA

Mpy BO3HUKHOBEHUM HEVNCTIPABHOCTU YCTPOMCTBA 06palLaiiTeCh K PyKOBOACTBY HIbke. EC/M AaHHOE PyKOBOACTBO HE MOMOT/IO Pa3peLunTs npobemy,

obpauLaiitecs B cnyx6y paboTbl ¢ kveHTamu no TeneoHy 800-346-3636 nnm 714-516-7979 (¢ 6:00 o 17:00 no cTaHAAPTHOMY TUXOOKEAHCKOMY
BpeMeHN). B ocTasibHOE BpPEMS CYTOK OTNPAB/sAATE COOGLEHMS Ha afpEC ANIEKTPOHHOM NouTsl customercare@svbrondental.corn. Takke MOXHO
06paTUTLCA K MECTHOMY NOCPEAHVKY UM TOProBoMy NpeAcTaBUTENO KOMNaHuK SybronEndo.

MNoo6nema BO3MOXHbIE NPUYNHBI
YcTpoiicteo(-a) He BKtoyaeTcs  epekntoyarens 610KMPoBKM Ha
(~oTCs). 6a3e Haxo4MUTCs B MONOXKEHUN

«3a610KNPOBaHO».
baTapes paspseHa.

HavkaTop(’bl) 3apsigHoit
6a3bl He 3aropaeTcs(-t0TCs).

basa He noAaknyeHa K UCTOYHUKY
nnTaHna.

YcTpoiicTBo(-a) MOTyT GbITh
BCTaB/eHbl HEMOHOCTbIO.

TepMUyeckunii ynnoTHuTeNb TepmMnueckuii ynioTHATENb He
unm yctpoiictBo Downpack He
Harpesaetcs. HakoHeuYHVK TEpMUYECKOro

YNOTHUTENA Neperopern.

Batapes paspsxeHa.
YctpoiictBo(-a) He bartapes paspsikeHa.
HarpeBaeTca(-t0Tcs).

[Buratens 3aCTPs/ UK 3acopuncs
13-3a NPUCYTCTBUA ryTTanepyn B
ycTpoiicTBe.

Temneparypa yCTaHOB/EHA HEBEPHO.

MNoM6GMPOBOYHbIN
maTepuan/rytranepya He
BblAaB/INBaKOTCA.

KapTpuK NycToit nam HencnpasHbIii.

MopLeHb BycTpoiicTee Backfill
3acTpsin.

HeB03MOXHO n3BNeYL
MCNo/b30BaHHbIA KapTpuaX
n3 ycrpoiictsa Backfill.

Cpok cny>6bl 6aTapen MoxeT
NOAXOAUTb K KOHLLY.

CBeT MHAWKATOpa Ha 3apsAgHOi
6a3e He NepeKIoYaeTCcs ¢

OpaHXXeBOro Ha rosy6oii.
Batapes 6bicTpo paspsbkaetcsi.  CPOK CnyGbl 6atapen MoxeT

NOAXOAUTL K KOHLLY.
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YCTaHOB/EH B yCTpoiicTBO Downpack.

PeweHune

MepeaBuHbTE NepekstodaTeslb 6/10KMPOBKM B NONOXKEHNE
«Pa3610knmpoBaHo». (CM. NyHKT 1 B pasgene «HAYANIO PABOTbI».)

MomecTuTe yCTpoiicTBa Ha 3apsaHYto Gasy.

Y6eAUTECH B HAIMYNN MUTAHUS HACTEHHOW PO3eTKM. MpoBepbTE U
OTPErynupyiTe BCe COBANHEHNS: LTENCENS C HACTEHHOM PO3ETKOI;
LWTENCenNs WHypa NUTaHUs ¢ TPAHCGOPMATOPOM U HEGO/BLLOTO LTENncens
C 3apsiHOl 6a30ii.

AKKypaTHO MoKavaiiTe yCTpoicTBa, 4To6bl 06ECNEUNT MAOTHYHO MOCAAKY.-

Cm. nyHKT 1 B pasgene «DOWNPACK*.
3ameHNTEe HaKOHEUHWK.

MpoBepbTe ypoBeHb 3apsiaa 6atapen Ha aucnnee. Ecnvm ypoBeHb 3apsisa
6aTapen HU3KWIA, MOMECTUTE YCTPOICTBO Ha 3apsigHYto 6asy.

MpoBepbTe YpoBeHL 3apsiaa 6atapen Ha gucnnee. ECiv ypoBeHb 3apssa
6aTapen HU3KWIA, MOMECTUTE YCTPOIICTBO Ha 3apsaHyio 6asy.

BbINONHMTE HArpeB yCTPOCTBA. HaXXMUTE KHOMKY BO3BPATHOTO ABVKEHNS.
HE pa36upaiite ycTpoiicTBo(-a).

OTperynupyiite ycTaHOBKY TeMreparypbl. CM. NYHKT 4 B pasgerne
«HAYAO PABOTbI», cMm. «M3MeHeHre TemnepaTypHbIX YCTaHOBOK»
B pasgene «PACLUMPEHHBIE HACTPOUKI».

3aMeHUTE KapTpUK.

BbINOMHWTE HArpeB YCTPONCTBA. HaKMUTE KHOMKY BO3BPATHOTO ABVKEHNS,
HE pa36upaiiTe yCTpOIACTBO.

MopoxauTe B TeueHue 4 yacoB. Ecnm yCTpoIiCTBO He yaaeTcs 3apsaanTb
NOMHOCTBIO, 3aMeHNTe GaTapeto. Mcnonb3yiiTe TobKO 6aTapen KoMnaHum
SybronEndo.

3ameHwuTe 6aTapeto. Mcnonb3yiiTe ToNbKO 6aTapen KomnaHum SybronEndo.
MpumeyaHve. 3apsaa 6atapen B ycTpoiicTBe Backfill fomkHO xBaTaTh Ha
0fHy npoueaypy— NpU6AU3MTENbHO Ha 15 MUHYT UM Ha UCNOo/b30BaHNe
0JHOT0 KapTpumpKa. Mexay npoleaypamMn pekoMeHayeTcs fepxaTb
YCTPOICTBO Ha 3apsiiHol 6ase.



NETAMN

Cuctema o6Typauumn Elements Free

Tvn B
Yctpoiicteo Downpack 973-0502-TYPEX* C 3
Yctpoiicteo Backfill 973-0504-TYPEX*
Tvn F
[BoiiHas 3apsigHas 6asa 973-0510
OpnHapHas 3apsigHas 6asa 973-0512 ™n G Lu
Mpeo6pa3oBatenb 973-0515
LWHyp nuTaHus 973-0516-TYPEX* Tun 1 © E
barapes 973-0520
TepMuyeckue ynnoTHUTENU M |
CpepfHuii 6onbluoii (ML) 952-0007
CpegHuii (M) 952-0006
. . ycnosum4a
CpepaHuii ToHKuiA (FM) 952-0005
ToHkuii (F) 952-0004
YCnoBMA Xparenna Ycnosus aKcnayatayun:
0c060 TOHKMA (XF) 952-0031 1 TPaHCNOPTMPOBKY .
Kaptpupgxun Elements 404(104'F) 354(95 *F)
MyTTanepua, cpeaHuii koprnyc, 23 Kanuép 972-1002 104(14 * 104(50 4
FyTTanepua, yTsbkeneHHblid kopnyc, 23 kanuep  972-1005 Tewneparypa Temneparypa
MyTTanepua, 06/1eryeHHsblii kopnyc, 25 kanmép  972-1003
TEXHUYECKWE XAPAKTEPUCTUKN 106 - 30%

HOMEPA OETANEN

973-0500-TYPEX*

0603HavaeT TN LwiTekepa.

OTHOCUTENbHAsA BNaXHOab

OTHOCUTENbHARA BNAXHOCTL

Batapes: 3,7B, 1700MA/uY,nnTuii-noHHas, 6,3 BT-u

Apantep: Ha Bxoge: 100-240 B-, 50/60 Iy; Ha Bbixoge: 9 B ** 2 A

Downpack: -155 MM X 28 MM X 28 Mm ([ x LLIx B), -98 g

Backfill: - 195 mm x 28 MM x 28 mm (I x LU x B), -155 g 500rMa -
YctpoiictBo:  knacce Il cornacHo 1EC 601 -1, ycTpoiicTso Tuna BF A
PeXxm akcnnyaTtauym: HenpepbiBHast aKcryaralus

697 Ma m

0-10000 chytoB
OrpaHiyeHme BNaXHOCTH

FTAPAHTUA

KomnaHusi SybronEndo rapaHTMpyeT oTCyTcTBUE [e(hEKTOB Marepuana WM U3roTOBMIEHWSI CUCTEMbI (32 UCKMoYeHWeM 6atapeil) B TeueHue 2 net
C MepBOHayasibHOM AaThl NpuobpeTeHns. Ha 6atapen AelicTBYET rapaHTUs Ha nepuog 6 MecsiUeB ¢ NepBOHaYa/lbHOM AaThl NPUOGPETEHMs. B cnyyae
06Hapy>eHus B CUCTEME B TEUEHUE FrapaHTUItHOTo Nepuoaa AetheKToB, HE CK/TOYAEMbIX HACTOSILLEli rapaHTyeld, KomnaHms SybronEndo no co6CTBEHHOMY
YCMOTPEHMWIO NMPOU3BEAET 3aMEHY WM PEMOHT YCTPOICTBA C MCMOMb30BaHWEM MOAXOASAWMX HOBbIX WM OTPEMOHTMPOBAHHBIX AeTaneid. B cnyuvae
MCNONb30BaHUA [pYruX fAeTaneli, KOTopble BHECYT YCOBEPLUEHCTBOBaHME, KomnaHusi SybronEndo MoXeT no co6CTBEHHOMY YCMOTPEHUIO 3anpoCcUTb
Y KMEHTa AOMNOHUTENbBHYI OnaTy 3Tux AeTaneid. Eciv rapaHTuiiHas peknamauys siBisieTcss 060CHOBaHHOM, NPOAYKT GyAeT BO3BpaLLeH MoKynaTesnio
C npe/BapuTeNbHON onnaTtoii thpaxTa. MapaHTUiiHbIe peKnamaumm, He yKasaHHbIe B HACTOSILLEM [OKYMEHTE, BblpaXKEHHbIM 00Pa30M WCK/IOUEHDI.

NCKNIOYEHWNA

MoBpexaeHus 1 aeeKTbl BCIeACTBUE HUXKEYKAa3aHHbIX YC/I0BUIA HE OXBATLIBAKOTCS rapaHTUei.

« HeHagnexaulee o6palleHve/pa3bopka/BULoN3MEHEHNE, MPEHEOPEXEHNE WM  HEBBLINONHEHWE WHCTPYKUMIA NO  3KCrsyaTauuy YcTpoicTBa,
npuBeeHHbIX B JaHHOM PyKOBOACTBE.

« ®opc-MaXOopHbIe UM Nobble Apyrve 06CToATENLCTBA, HE MOABMACTHbIE KOHTPOIO KOoMNaHuu SybronEndo.

- HOEPE)K,D,EHVIE, BbI3BaHHO€ HenpasW/IbHbIM UCMNOJ/Ib30BaHNEM UM MPUMEHEHMEM He M0 Ha3HaYeHUH0.

OTKA3 OT OTBETCTBEHHOCTWN
B uensx 6e30MacHOCTU faHHbIA NPOAYKT AOMKEH WCMOMb30BATLCS CO BCMOMOraTeNbHLIMA MPUHAAIEXHOCTSMA, U3rOTOBMIEHHBIMWA W MPOAAHHBLIMW
KomnaHwveit SybronEndo. OTBETCTBEHHOCTb 3a UCMO/b30BaHME MHOGbIX HEYTBEPXKAEHHbIX BCMOMOraTE/bHbIX MPUHALIEXXHOCTEN WM HEBBLINOHEHUE

VIHCTPYKLMIA MO 3KCN/yaTaumm NOKUTCA Ha NOoMb30BaTeNs; U NPy TakoM NPUMEHEHUN rapaHTus cHumaetcs. Komnavus SybronEndo He Gepet Ha cebst
OTBETCTBEHHOCTb 33 HENPABU/IbHYHO AMArHOCTUKY, CBS3aHHYHO C OLIMGKOM OnepaTopa W HEMCMPABHOCTbIO YCTPOACTBA.
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Notarial Certificate

Lee Dong-ho

attorney-in-fact of

META BIOMED CO., LTD.
PRESIDENT/ Suk Song Oh
appeared before me and
admitted said principal's
subscription to the attached
Instruction for Use for Medical Device,

Cordless dental elementsfree Coturation
Systemfor root canal obturation

This is hereby attested on

this 3rd day of AUG, 2018

at this office. itV

Seowon Law & Notary Office Inc.
Belong to Greogju District Prossautars: Clfice
84, Wonheong-ro, Seowon-gu,
Cheongju, Korea

PARK TONG WOONG
Signature of the Notary Public

This office has been authorized
by the Minister of Justice, the
Republic of Korea, to act as
Notary Public since DEC, 3. 1996
under Law NO. 9416.
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MepeBoL, C aHIMIACKOTO W KOPECKOro A3bIKOB Ha PYCCKUiA A3bIK

[hopma gokymeHTa: 41]

PerncTpaumoHHbIi Homep: 2018-3414

HOTapuasbHbIN aKT

[OTTHCK penbedpHOro HaknagHoro LTamna:
FOpuanyeckas KoMnaHua 1 HoTapuaibHast KOHTopa «CaBOH»]

HOPANYHECKAA KOMMAHNA N HOTAPUNAJIbHAA
KOHTOPA «C2BOH»

Pecnybnuka Kopes, r. UXoHwKy, p-H C3BOH-TY, yn. BOHXbIH-pO,
84

TeneoH: 043-288-7700
Pakc: 043-288-7710

HoTtapranbHas kKoHTopa: (043) 288-7700 (npeacTaBuTesb)
210 mm X297 mm; CopT 6ymaru (1 kateropus) 70 r/m®
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YT1Bepaun
MeTta brnomeg Ko., J1Ta., Kopes
QJarta: 3 aBrycta 2018 r.

/Moannce/
Cok CoHr Ox

MevyaTb KoMnaHum «META BUOMEQ KO., NTO»
Wramn: Cok CoHr Ox, «META BUOME/A KO., N1TA»

Nvs:

Jo/mKHoCTb

NHCTPYKUNA Ha MeaULUHCKOE n3aenne

Cuctema ctomatonoruyeckast 6ecnposogHasn elementsfree Obturation System
Ans 06Typauny KOPHEBBLIX KaHa/noB, B BapMaHTax UCMNONHEHUSA
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[(bopma fokymeHTa: 43]

<nognucL>

A[IBOKaT HOTapuasibHON KOHTOPbI,
YMO/IHOMOYEHHBI Ha BefieHVe AesTeNbHOCTU B
0651acTn HoTapmaTta

MNak YxoH ByHr

[OTTUCK KBagpaTHOWM NeyaTn HoTapuyca:
FOpuanyeckas KoMnaHus 1 HoTapuaibHas
KOHTOpa «C3BOH» * AfBOKAT lMak UxoH ByHr]

PernctpaumoHHbIi Homep: 2018-3414

HOTAPUNAJIbBHbLIN AKT

JIn [1oHr-xo

[OBEPEHHOE L0
META BMOMEQA KO., T4,
MPE3VAEHT / Cok CoHr Ox

ABW/ICA Nepefo MHOW 1 NOATBEPAU NOAMUCaHME
yKa3aHHbIM [oBepuTenieM npuaaraemoin MHCTpyKumm
Ha MeAMLMHCKOE u3fenve

CucTema cTtoMaTonornyeckasi 6ecnpoBogHast
elementsfree Obturation System gns o6Typauum
KOPHEBbIX KaHa/0B, B BapMaHTax UCMOMHEHMS

[®PparmeHT oTTuUCKa KBagpaTHON
neyaTu HoTapuyca: KOpuauyeckasa KoMnaHusa n HoTapuravbHas
KoHTOpa «C3BoH» * AfBoKaT lNak YU>koH

ByHr]

YpnoctoBepeHo 3 aBrycrta 2018 rofa B jaHHOM ogmce.

FOPUANYECKAA KOMIMAHUA U
HOTAPVNAJIBHAA KOHTOPA «C3BOH»
npu FocyaapcTBeHHOM NPOKypaType OKpyra r.
UXOHYXY.

MpoBUHLMA UXYHUXOH-NYKAO, . UXOHYKY, p-u C3IBOH-
ry, yn. BoHxbIH-po, 84

NMAK Y>KOH BYHIT
Moanuck HoTapuyca

JaHHaa komnaHusa ynonHoModeHa MUHUCTPOM
Koctuumm  Pecny6nukun  Kopen  and  BefeHus
[eATeNIbHOCTN B KayeCcTBe HOTapuasibHOM KOHTOPBbI, C
03 nekabps 1996 roga, B COOTBETCTBUM C 3aKOHOM No
9416.

FOPNOAVNYHECKAA KOMIMAHUA NN HOTAPUAJIBHAA KOHTOPA «C3BOH»

HoTtapuanbHas KoHTopa: (043) 288-7700 (npeacTaBuTesb)

210 mm X 297 mm; Copt 6ymarn (1 kateropusi) 70 r/m"

[PparmeHT OTTUCKA KBaapaTHOI neyaT HoTapuyca: KOpuanyeckas KOMNaHus U HOTapuasibHas KOHTOpa

«C3BOH» * AfgokaT lNak YkoH ByHr]
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MepeBoa AaHHOr0 TEKCTa BbINOMHEH nepeBogy” nM Pponosoit MapuHoii Muxaiino -:oi

Po/cuitickaa depaepauys
"opog Mocksa
[BaguaTb 4eTBEPTOro aBrycTa [se ThiCA4YM BOCEMHAALATOr0 roga

A, AkumoB [ne6 bopucosny, HoTapuyc ropoga Mocksbl, ceuaenTOeTBYH LAY OCTb
nognucy nepesofunka ®ponosot MapuHbl MyxaiinosHbl. # AN B
Mognuce caenaHa B MOEM MPUCY TCTBUN. A "
JlnyHocTb NognucasLlero JOKYMEHT YCTaHOB/EHA. "
3aperncTpuposaHo BpeecTpe: No 77/09-H/77-2018

B3bICKaHO rocyapcTBEHHON NownHbI (Mo Tapudy): 100py6.
YnnayeHo 3a oKasaHwue ycnyr npaBoBOro 1 TexHWYeckoro xapakrepa: 200

.. AKumos

MPOLLHYPOLLHO, 'MP1)HYMEpPOBaill I+ CKPENAEHO. AeHAT-bIO nucT(-a,-0B).

HoTapwuyc:
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Registered No. 2018 - 3415

NOTARIAL CERTIFICATE

Seowon Law & Notary Office Inc.

84, Wonheong-ro, Seowon-gu, Cheongju, Korea
TEL:(043) 288-7700 « FAX:(043) 288-7710

274(043)288-7700 (tfli) 2100 I AE () 0gi)
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Approved by
Meta Biomed Co., Lid,
Date: August 3, 2018
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Supplement to the IFU for Medical Device

Cordless dental elementsfree Obturation System for root canal obturation

Only for using on the territory of Russian Federation. Provided on demand

Rev.1-18
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1, Name of the Medical Device

Cordless dental elementsfree Obturation System for root canal obturation

973-0500 TYPEF elementsfree Obturation System:

— Downpack Unit with Li-ion battery 3.7 V,
—  Backfill Unit with Li-ion battery 3.7 V;

— Dual Charging Base;

— Transformer;

— Power Cord;

— Sleeve Covers -1 bag (5 pcs);

— Heated Buchanan Plugger (Fine, .06 Taper);
— Needle Bender Tool;

— Gutta Percha Cartridges - 2 pcs;

— Instruction for use.

973-0502 TYFEF elementsfree CbtiNir™fion Downpack:

— Downpack Li-ion battery 3.7 V;
— Single Charging Base;

— Transformer;

— Power Cord;

— Sleeve Covers-1 bag (5 pcs);

— Heated Buchanan Plugger (Fine, .06 Taper);
— Instruction for use.

973-0504 TYPEF elementsfree Obturation Backfill

—  Backfill Unit with Li-ion battery 3.7 V;
— Single Charging Base;

— Transformer;

— Power Cord;

— Sleeve Covers -1 bag (5 pcs);

— Needle Bender Tool;

— Gutta Percha Cartridges - 2 pcs;

— Instruction for use.

Only for using on the territory of Russian Federation. Provided on demand
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The cordless elementsfree Obturation System combines a breakthrough Downpack heat source with a world- class
Backfill extruder. The Downpack device provides instantaneous heating and cooling of the heat plugger with
precisely controlled temperature and timing making it perfect for single-motion downpack obturation and creating
post space. Utilizing single-use gutta percha needle cartridges, the ergonomic Backfill device has a motorized
extruder system for precise temperature and speed control for a 3-dimensional fill when backfilling canals.

Contents overview

Backfill Device Downpack Device

Activation button-

Ring Switch
Battery Level indicator Battery Level tndicaloT
Mode Seiection - g i} I
Mode Sutton - s . ModsBuWori w
ReverseButton « $ IS Power Button i
i

Power Button - . .
Charging Indicator Charging Indicator

SR

Dual Changing Base

single Charging Base
sjpfxvei oftty coTtfis bre

Only for using on the territory of Russian Federation. Provided on demand

Rev.1-18
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Power Cord transformer sleeve Covere (5 PCs)

Heated Plugger needle Bender Backfill Cartridges (2 PCs)
mi\Afaiiy TLooTWwiT: Siippses am/ nxt\ BacifSt SutMiiefl only bxesaciox
arx| O/ED anX ailjcai:*s Mg aio coireo tnit

Power Cord

The power cord provides power to the device. The pv&Hi3irffd is packaged in a polybag. There are various types to
accommodate different global regions.

For Russia, it is applicable to use TYPE F
designates plug t]"*e.

973-0516-TYPEB  Type B

973-0516-TYPEF  Type F

"y
973-0516-IYPEG  Type G JLL 1
973-0516TYPEL  Type 1 5 ™
973-051 6-TYPEN  Type N : 40

WARNING! To avoid risk of electric shock, this equipment must only be connected to a supply mains with protective
earth.

Transformer
The transformer is used in conjunction with the power cord to provide power to the device. It's packaged in a
cardboard box.

Only for using on the territory of Russian Federation. Provided on demand

Rev.1-18
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Sleeve Covers
The sleeves are used to cover the Downpack and Backfill handpieces to provide an additional level of protection

against cross-contamination.

Heated Buchanan Plugger

The heated Buchanan plugger is used with the Downpack handpiece and is used to warm and condense the gutta
percha in the canal. There are various taper sizes to accommodate various preparation sizes. The .06 (Fine) Heat
Plugger is provided with the unit.

Additional sized heat pluggers are also available. These are size .04 (Extra Fine Taper), .08 (Fine/Medium Taper), .10
(Medium Taper), and .12 (Medium/Large Taper).

Needle Bendine Tool
The Needle Bending Tool is used to bend the needle of the gutta percha cartridge to shape the needle to the fit the

root canal anatomy.

Gutta Percha Cartridge
The Gutta Percha Cartridge is used with the Backfill Unit. The unit warms the gutta percha in the cartridge, which is
then extruded directly into the root canal. There are various needle gauges and viscosities of the cartridge. These

are 23 gauge (medium body), 23 gauge (heavy body) and 25 gauge (light body).

Gutta Percha Cartridges - 2 pcs., which are part of 2 delivery kits: elementsfree Obturation System (ref. 973-0500
TYPE F) and elementsfree Obturation Backfill (ref. 973-0504 TYPE F) are intended to informative/educational use
only and shouldn't be used on human patients.".i'/ii-t> «v
Warning:
A For practical use, a clinician should order Gutta Percha Cartridges separately.

A Extruder cartridges are for single-patient use.

3. Indications

elementsfree Obturation System is used for root canal obturation under the endodontic treatment in dental clinics.

For use by qualified and trained personnel only.

4. Contraindications

This unit should not be used on a patient with a pacemaker.

5. Potential Complications/Side Effects

Extruder cartridges are for single-patient use. Re-use may lead to cross-contamination between patients.

The Backfill cartridges are designed to reach high temperatures. Inadvertent contact with patient and operator must
be avoided to prevent accidental burns. Handle empty extruder cartridge by plastic locknut only. Other portions

Only for using on the territory of Russian Federation. Provided on demand
Rev.1-18
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could be hot and could result in serious burns.

6. Technical Specification

Mode of operation: Continuous Operation
Electrical class in acc. with IEC 601-1 Class I
IEC60601-1: Type BE Device

Backfill Unit:

Working temperature range 40°C ~ 230°C

Heat time of gutta percha Within 4 - 5 seconds at 40 °C

Within 49 - 53 seconds at 230 °C
Downpack Unit:
Working temperature range 140°C ~ 400°C

Heat time of gutta percha < 1lsecond at 140 °C

< 2 seconds at 400 °C
Adapter: Input: 100-240V ~, 50/60 HZ0,5A; Output: 9V, 2A
Battery: 3.7 V, 1700 mAh, Li-ion

These devices come with the three preset temperature modes. The following table shows tjjgfir function and

default temperature setting:

Setting Descriptions Units Default Tolerance,
temp. °C
GUTTA PERCHA For use with Gutta Percha Backfill 200 °C +15
Downpack 200 °c +25
SYNTETIC For use with synthetic fitfSigYfiaterials Backfill 150 °C + 15
Downpack 150 °C +25
CUSTOM For use as an additional preset Backfill 200 °C + 15
Downpack 200 °C +25
Note:
¢ When the temperature setting on the GUTTA PERCHA or SYNTHETIC modes is changed from the
default setting, an asterisk will appear next to the temperature.

¢« On the Backfill device, only the CUSTOM temperature setting can be adjusted.

Powering off device:

The unit will automatically shut down after approximately 5 minutes. To manually turn off the device, hold
down the Power button for approximately 2 seconds. The unit will generate an audio signal to indicate it is
powering down. Upon any power off of the Backfill, the motor will automatically retract for a few seconds to
relieve the pressure on the cartridge.

Backfill loudness level, dB

Volume level Volume level Volume level Tolerance, %
(min) (default) (max)
Power ON/OFF, Ready 38 68 84 +5
Only for using on the territory of Russian Federation. Provided on demand

Rev.1-18
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Reserve 73 +5
Extrusion 55 +5
Downpack loudness level, dB
Volume level Volume level Volume level Tolerance,
(min) (default) (max) %
Power ON/OFF, Activate 28 58 74 +5
Force for installation and removal of cartridges, N
Installation Removal Tolerance, %
Backfill 1.1 0.64 +15

Technical parameters of Gutta Percha Cartridges:

Nominal needle outside

Nominal needle inside

Size . . Nominal wall thickness
PN diameter diameter
tolerance tolerance tolerance
Gauge mm mm mm
(mm) (mm) (mm)
972-1005 23 0.6414 +0.0064 0.337 +0.019 0.1524 +0.0064
Density O/o* ~ 2,7 glem”™ + 5%

Radio-opacity
Shore hardness
Fusion temperature
Mollifying temperature
Disintegration temperature

7,03 mm/Al 5%
55-60
64-91 ~C

50-80
300 ~Cx5%

Film thickness <50 micron
Solubility <3%
Curing time Full cure of material inthe canals occurs in5-10 minutes after the

Biocompatibility

termination of heated elements exposure.
Neutral to tooth tissue. Resistant to dental pulp fluid, no damaged and

no resolved.

Usage conditions from 32 to 42 (intrusive)

7. Terms of Acceptance and Types of Test$

¢ SW Validation (version 1.0.3, class risk A in accordance with standard IEC 62304) - Backfill unit

¢ SW Validation (version 1.0.3, class risk A in accordance with standard IEC 62304) - Downpack unit
Only for using on the territory of Russian Federation. Provided on demand
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¢ Compensated/Non-compensated Temperature Characteristics - Backfill unit
e Temperature Characteristics - Downpack unit
¢ Cytotoxicity - Heated Buchanan Pluggers
0o Considered Nontoxic
¢ Cytotoxicity - Gutta Percha Cartridge
o Considered Nontoxic
¢ Cytotoxicity - Gutta Percha

o Considered Nontoxic
Quiality inspections

Products inspected through in-coming products inspection per internal quality system requirements and sampling
frequencies.

Guidance and manufacturer’s declaration - electromagnetic emissions

The Elements Free is intended for use in the electromagnetic environment specified below.
The customer or the user of the Elements Free should assure that it is used in such an environment.

Emissions test Compliance Electromagnetic environment - guidance
RF emissions Group 1 The Elements Free uses RF energy only for its internal function.
CISPR 11 Therefore, its RF emissions are very low and are not likely to

cause any interference in nearby electronic equipment.

RFemissions Class The Elements Free is suitable for use in all establishments other
CISPR 11 than domestic, and may be used in domestic establishments and

those directly connected to the public low-voltage power supply
Harmonic emissions Class A network that supplies buildings used for domestic purposes,
IEC61000-3-2 provided the following warning is heeded:

Warning: This Elements Free is intended for use by healthcare
professionals only. This equipment/system may cause radio

Voltage fluctuations / Complies ' ) - )
flicker emissions interference or may disrupt the (.)p-)era.tlon of nearby equipment.
IEC 61000-3-3 It may be necessary to take mitigation measures, such as re-

orienting or relocating the Elements Free or shielding the
location.
Guidance and manufacturer's declaration - electromagnetic immunity

The Elements Free is intended for use in the electromagnetic environment specified below.
The customer or the user of the Elements Free should assure that it is used in such an environment.

IEC 60601 ) Electromagnetic
Immunity Test Compliance Level i
Test Level Environment
Electrostatic +6 KV Contact +6 KV Contact Floors should be wood,
discharge (ESD) concrete or ceramic tile, if
+8 KV air +8 KV air fioors are covered with
IEC 61000-4-2 synthetic material, the

relative humidity should be
at least 30 %

Only for using on the territory of Russian Federation. Provided on demand
Rev.1-18
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Electrical fast
transient/burst

IEC 61000-4-4
Surge

1EC61000-4-5

Voltage dips, short
interruptions and voltage
variations on power supply
Input lines

Power frequency
(50 Hz and 60 Hz)
magnetic field

IEC 61000-4-8

Conducted RF
1EC 61000-4-6
Radiated RF

IEC 61000-4-3

+2 KV for power
supply lines

+1 KV line(s) to line(s)
+2 KV line(s) to earth
<5% Ut

(>95 %dip in Uy

for 0.5 cycle

40 % Ut
(60 % dip in Uy

for 5 cycle

70 % Ut
(30 % dip in Ur)

for 25 cycle

<5% Ut
(>95 % dip in Ut)
for5s

3A/m

3Vrms

150 kHz to 80 MHz
3V/m

80 MHz to 2.5 GHz

+2 kVfor power
supply lines

+1 kV line(s) to line(s)
+2 kV line(s) to earth
<5% Ut

(>95 %dip in Uy

for 0.5 cycle

40 % Ut
(60 % dip in Ut

for 5 cycle

70 % Ut
(30 %dip in Ur)

for 25 cycle

<5% Ut
(>95 % dip in Ur)
for5s

3 A/m

3Vrms

3V/m

Mains power quality should
be that of a typical
commercial or  hospital
environment.

Mains power quality should
be that of a typical
commercial or  hospital
environment.

Mains power quality should
be that of a typical
commercial or  hospital
environment. If the user of
the Elements Free image
intensifier requires
continued operation during
power main interruptions. It
is recommended that the
Elements Free image
intensifier be powered from
an uninterruptible power
supply.

hl

ggy/er frequency magnetic

"Tields should be at levels

characteristic of a typical

location in a typical
commercial or  hospital
environment.

Portable mobile RF

communications equipment
should be used no closer to
any part of the Elements
Free, including cables, than
the recommended
separation distance
calculated from the equation
applicable to the frequency
of the transmitter.
Recommended separation
distance

d: 15%

d= 12w

80 MHz to 800 MHz

d= 23vp

800 MHz to 2.5 GHz

Where P is the maximum
output power rating of the

Only for using on the territory of Russian Federation. Provided on demand
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Note 1: Utis the a.c. mains voltage prior to application of the test level.
Note 2: At 80 MHz and 800 MHz, the higher frequency range applies.

transmitter in watts (W)
according to the transmitter
manufacturer and d is the
recommended  separation
distance in meters (m).

Fieid strengths from fixed RF
transmitters, as determined
by an electromagnetic site
survey” should be less than
the compliance level in each
frequency range™’.
Interference may occur in
the vicinity of equipment
marked with the following

symbol:
(("™»)

Note 3: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and

reflection from structures, objects and people.

— >

a. Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land

mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically with

accuracy. To assess the electromagnetic environment4uft4<” fixed RF transmitters, an electromagnetic site survey

should be considered. Ifthe measured field strength”~cl”™I™ location in which the Elements Free is used exceeds

the applicable RF compliance level above, the Elements Free should be observed to verify normal operation. If

abnormal performance is observed, additional measures may be necessary, such as re-orienting or relocating the

Elements Free.

b. Over the frequency range 150 kHz to 80MHz, field strengths should be less than 3 V/m.

The Elements Free is intended for use in an electromagnetic environment in which radiated RF disturbances are

controlled. The customer or the user of the Elements Free can help prevent electromagnetic interference by

maintaining a minimum distance between portable and mobile RF communications equipment (transmitters) and

the Elements Free as recommended below, according to the maximum output power of the communications

equipment.

Recommended separation distances between portable and mobile RFcommunications equipment and the Elements

Free.

The Elements Free is intended for use in an electromagnetic environment in which radiated RF disturbances are controlled.
The customer or the user of the Elements Free can help prevent electromagnetic interference by maintaining a minimum
distance between portable and mobile RF communications equipment (transmitters) and the Elements Free as
recommended below, according to the maximum output power of the communications equipment.

Only for using on the territory of Russian Federation. Provided on demand
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Separation distance according to frequency of transmitter

Rated maximum output [l
power of transmitter
il 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
d = 1.2n/P d = 1.2Vp d = 2.3yfP
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 12 12 2.3
10 3.8 3.8 7.3
100 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in
meters (m) can be estimated using the equation applicable to the frequency of the transmitter, where P is the

maximum output power rating of the transmitter in watts (W) according to the transmitter manufacturer.

NOTE 1: At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.
NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and

reflection from structures, objects and people.

8. Disposal Conditions
elementsfree Obturation System is not a consumable and does not produce medical waste during its usage.

When you plan to dispose of the el& ~~” r”~ Obturation System, please return it to SybronEndo for
environmentally sound recycling. Ple*”~ntact your sales representative for details. The Waste
Electrical and Electronic Equipment (WEEE) Directive forbids the disposat of w®fte electrical and
electronic equipment as unsorted municipal waste, requiring thatiirbe'Cpffect® and recycled or

disposed of separately.

In Russian Federation, all medical devices should be disposed by local public organizations in accordance with SanPin
2.1.7.2790-10 "Sanitary-and-epidemiological requirements to medical wastes management" or other national and

local regulations.

9. Applied Standards

MDD 93/42/EEC EU Medical Device Directive

EN 980:2008 Graphical Symbols for Use inthe Labelling of Medical Devices

EN 1041:2008 Information supplied by the manufacturer of medical devices

EN 13485: 2012 Medical Devices, Quality management systems

EN 14971: 2012 Medical devices. Application to risk management to medical devices
IEC 60601-1: 2005 Electrical Safety Testing, Medical Devices

IEC60601-1-2:2005 Electromagnetic Compatibility Testing, Medical Devices

IEC 62304:2006 Medical device software-Software life cycle processes

Only for using on the territory of Russian Federation. Provided on demand
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10. Contact Information
Manufactured for:

Ormco Corporation also trading as SybronEndo
1332, S. Lone Hill Avenue, Glendora, CA, 91740, USA
Tel: 1-800-854-17-41

Manufacturer:

METABIOMEDCO., LTD,
270, Osongsaengmyeong 1-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, Korea.
Tel: 043-218-1981

Manufacturing site:

META SYSTEMS CO., LTD, also doing business as S-Denti Co., Ltd., 55, Galmachi-ro 281 beon-gil, Jungwon-gu,
Seongnam-si, Gyeonggi-do, 13209, Korea.

Authorized representative in Russia:

KaVo Dental Russland LLC
64 Malookhtinsky avenue. Building "B", premises 26H, 195112 Saint Petersburg, Russia.
Tel: 7(812)324-42-12

For Technical Support in Russia, please contaW—2

KaVo Dental Russland LLC

64 Malookhtinsky avenue. Building "B", premises 26H, Saint Petersburg, Russia
Tel. 7(812)324-42-12 t
Direct one's claims to:

E-mail: kavo@ kavodental.ru

Only for using on the territory of Russian Federation. Provided on demand
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Registered No. 2018 - 3415

Notarial Certificate

Lee Dong-ho

attorney-in-fact of

META BIOMED CO., LTD.
PRESIDENT/ Suk Song Oh
appeared before me and
admitted said principal's
subscription to the attached
Supplerrent to the 1RU for IVedical Device,

Cordless dental elementsftee Obturation
Systemfor root canal obturation

This is hereby attested on
this 3rd day of AUG, 2Q18
at this office.

Seowon Law & Notary Office Inc.
Belong to Geagu Odnid Roseoutas Cice
84, Wonheong-ro, Seowon-gu,
Cheongju, Korea

PARK TONG WOONG
Signature of the Notary Public

This office has been authorized
by the Minister of Justice, the
Republic of Korea, to act as
Notary Public since DEC, 3. 1996
under Law NO. 9416.
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LLUHYp nuTaHus 17kaBuble NOKpbITUA (5 LLIT.)

TepMuyeckuii ynnoTHuTenb Crubarenb Urnbl KapTtpugkun Backfill (2 LLUT.)
MocTanna”ATcsa TONLMO C ycTpo it OTBOM MNoaTeniicTca Tonbko cycn~oOcmaav MocTaBnseTca TONbKO cycn/ poHaraov
Oowr=>pack VKOVBAX<BOKHEM 6.'Tokam Aacll ! v <OVB/KUPoBH b M GroKam BackfiS 1 KOM6MHMpPOBaHHbLIM 610KOM

LLHyp nuTaHua

LLUHyp nuTaHna o6ecneymBaeT nuTaHue nsgenusa. OH ynakoBaH B MONNITUNEHOBbLIA nakeT. CyLl,eCTBYIOT pasfiniyHble
TUMNbl WITEKEPOB A5 LWHYpa NUTaHWA, NOAXOAALW,UX ANA Pa3HbIX PErMOHOB CTpaH Mupa.

[na Poccun npumMeHSeTCcs WHYP NUTaHUA CO WTekepom Tuna F

973-0516 TYPE B Tun B re [V]
973-0516 TYPE F Tun F

973-0516 TYPEG Tun G Hw

973-0516 TYPE | Tun 1 o

973-0516 TYPE N Tun N 7

OCTOPOXHO! Bo wusbexaHue pucka nNopaxeHUs 3NeKTPUYECKMUM TOKOM W3[LeNnne [O/MKHO MNPUCOEAUHATLCA

TO/IbKO K CeTeBOMY NMUTaHWIO, UMeKTLemMy 3all,UTHOE 3a3eM/IEHNE.

bnok nutaHusa
Bnok nuTaHUs MCNONMb3yeTcs COBMECTHO C WUHYPOM NUTaHUA Ana obecrnevyeHus nutaHms msgenns. OH ynakoBaH B

KapTOHHYIO KOPOGKY.

OfHOpa3oBble Yex/bl
OpHOpa3oBblie 4YexNbl MCMONb3YHTCA AnA nokpbiTua yctpoiicte DownPack and Backfill ¢ uenbto obecneveHus

AOMNONHNTENBHOIO YPOBHA 3arunThbl OT NMEPEKPECTHOIO 3apaXXeHuns.

HarpeBatowuin nnarrep Buchanan Plugger

ans Poccuiickolh ®epepayun
Bepcuda 1-'18
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B cneayoweit Tabauue npeacTasnenbl X GYHKUNK # TEMNEPATYPHBIE YCTAHOBKK NO YMONHBHUK!
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MepeBof AaHHOro TeKCTa BbINOMHEH NepeBogYMKomM PponoBoit MapuHoii Muxaiinos} i

Poccuiickas deaepauys
"opoa Mocksa
[BaguaTb 4eTBEpPTOro asrycTa [ge ThICAYM BOCEMHAALATOrO roga

A, AkumoB [ne6 bopucosudy, HoTapuyc ropoga MocCKBbI, CBUAETENLCTBYH MNOAN LIOCTb
noanucu nepesogumka ®ponosoii MapuHbl MuxainoBHbl.

Moanwuck chenaHa B MOEM NMPUCY TCTBUM.

JIn4HOCTb NoAnuMcasLUero LOKYMEHT YCTaHOB/EHa.

3aperucTpuposaHo B peecTpe: No 77/09-H/77-2018- 4'Sol

B3bICKaHO rocyaapCcTBeHHON nownuHbl (no Tapudy): 100 py6.
YnnayeHo 3a c>kas\Te ycnyr npaBoBoOro 1 TexHu4eckoro xapakrepa: 200 pyo.

[".6. AKumoB
i v - n
-e

A'-. m0 i
O e

Mpowng " a}i0 "M01ryn)|en4 Aaito M cKpennerto neyaTolo 6>0 Bucp/l-at-od- y~<
asazEiia
Mo)napu”c:

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



