REFINE

Ultrasonic Surgical System
Instruction Manual

(Please Carefully Read This Before Operating)

A Foreword

Before installation, operation, maintenance, or any other conduct on the device, please read this monual corefully.
Safety requirements based on the level of risk are listed below the fallowing indications:
{I}Du!]er {always referming to personnel imury)

referring to possible pr [[VE1:)
The manual intends to let users understond the sofety requirernents, installation, comrect instructions for use, and mointenance. Any
unexpected problems encountened during the operation shall be reported in Lime 1o the ofter-sole service center of Gulin Refine Medical
Instrument Co., Ltd. The manufacturer is MOT responsible for any domage or loss howsoever caused by tampering or modifying the ap-
poratus by amy user or unautharized personmel.
W shall retain our rights to modify apporotus design, product technigues, ocoessories, instruction manual, and pockoge content ot any
time without notice.
Gullin Refine Medical Instrument Co., Ltd Is committed to continuously upgrading its products, which may entoll changes to components
of the equipment, If there k= ony discrepancy between the descriptions contained in this manual and your equipment, please contact
the dealer or the REFINE ofter-sale service for further explonation.
The manual may not be used for purpeses other than device iInstaligtion, operation, and maintenance.

M Safety Precautions

warning Ignoring the sofety precoutions may cousa injury, fire, or domage to the device by electric shock.

1. Please use an independent power supply socket with ground-connaction protection. Do not touch the power plug with wet hands.

2. Please insert the power plug completely into the AD odopter, ond do not usi: other power adopters beyond the specified voltoge.

3, Please conrect the foot switch before turning on the power switch, and do not hot-plug the foot switch while powering up.

4, The: power coble connot be domaged, modified, dragged, excessively bent, distorted, or put under heavy obijects.

5. Please do not place the product on an unstoble countertop, swch s rickety tables, , OF somewhere vibrating.

&, Plaase keep the equipment clean and clear, and disinfect the handpiecs, Uitrassnic Surgical System tips, targque wranch, and other
occessories bafore and ofter use.

7. The tip must be screwed wp to the handpiece with the torque wrench; make sure the Ntrasonic Surgical System tip is working with
wiater sproy; evocuate the wister inslde the rear line of the hondplece every time baefore using.

8. Please do not twist or burnish the tip. Change o mew one when the tip Is domoged or excessively worn out.

9. Plegse do not screw the tip while stepping on the foot switch or the equipment Is working.

10, Instead of pure woter, please do not use unpurified water sources or normal saline,

11. Please do not hit, scrope, o bumish the handpiece, or pull out the cable while the device is working, to ovoid urnecessary dormoge.

12. Switch off power and unplug ofter using the device.

13. The intemal screw threod of Ultnasoric Surgical Systerm tips produced by some monufiocturers ane maybe coarse, nusty, or fractured, which
wil damage the extemal screw thread of our product irretrievably. Plecsa use our Urasonic Surgical System tips.

14. The product is intended for use in hospitols ond dental dinics only. The wsers must be professionally trained ond qualified dentists and
comply with the related operation stondards of the medical department and relevant kews while using. Please prepare enoughs protective
equipment such as goggles and maosks to ovoid infection when operating.

15. The product wil Initiolize its work setting after powering off, and operators shal relecse the foot switch Intime in cose of power outs,

16. Choose appropriate Ultrasonic Surglcal System tips and set compatible power intensity according to different proctical requirements
(For details, Appendix: Publication of Cormpatibility Description ond Output Chorocteristics of Ultrasonic Surgicol System tips)

17. Do not use the handplece wiven is not completely cool after outoclaving,

18. As o professiona manufacturer of medical instruments, we are only resporsible for safety under the following conditions:

- The maintenance, repair, and modification are made by the manufacturer or the authorized dealer.

- The exchanged components ane original of our company and operated cormectly according to the instruction manuol.

19. Guilin Refine Medical Instruments Co., Lid tokes no respansiblity for ony direct or indirect damaoge or ks under the following conditions:

= If the device is used for omy purpose beyond the mentioned ronge of opplication.

= If the user doas mot usa the device oocording to the procedures and requirements written in the manuwal.

= If thee wiring systemn of the usoge scenario does mot meet the oppropriate standards and requirements.

= If oy cssemible operations, extenslons, settings, ofterations, or repairs hove been cored out by personnel not authorzed by REFINE,

- If the ervironmental conditions in which the device is kept and stored do not comply with the requirements indicated in the chopter
on technicol specifications

20, The device miust not be used in MRI emvironment for the device is easily affected by the electromagnetic emission and would not work o
wark nommally.

21. When you meet circumstances where the main unit expires, the misuses lead to the shart cirout of the dircult board or accidentally drop-
ping the device results in the dormage of components, the device should no longer be reused.

22. The system {Utrasonic Surgical System and Utrosonic Surgical Systemn Tip) hawe verified their mutual compatibility in the design stoge
and performed the final inspection before delivery. They ore used In combinotion to meat the doimed intended use.

ADanger:

1. Ronge of application: The device con only be applied In the range mentioned In the monual (see 1.2). Misconduct may couse Injury te
patients or operators, and domage or invalid operation to the device

2. Controindicotions: Patients or operators with pocemokers o any electronic imglont iterns connot use this device, or else the electric
seaipel may mpact them,

3, Sanitation: As all the new and repaited products shipping without sterilization, pleasa strictly follow saction 4 to cean, disinfect, and
sterilize the products.

4, Pre-check: While using the device, moke sure there is no liguid under it; pre-check whether the device and its components function nomally; if
ary problem is encourtered, do not operate it arbitrarity and timely contoct the outhorized tedhnical service center.

1. Product Introduction

1.1 Product overview

The Ultrasonic Surgical Systern is produced by Guilin Refine Medieal Instrument Co., Ltd, and its principle is to corvert the sound energy
of the ultragonic frequency seurce into mechanical vibration through the transducer and utilize the inverse piezoelectric effect to gener-
ote ultrosonic oscillotion, and then the Uitrasonic Surgical System tip will cormespondently be stimulated to resonate, After the Ulroson-
Ie Surgical Systern tips with different shapes ond structures of ultrasonic vibration contact the werking areq, the ultrasenic vibration is
opplied to bone tissue through the Uitrasonic Surgical System tips to ochieve cutting and breaking,

1.2 Range of Application

The MoxSugendll is o plezoelectric device for bone surgery thot enobles osteatormy and osteopdasty techniques to be opplied to in al-
oSt any anatomical situation. This equipment con be used in the folowing fields:

a) Oral sungery; b) Crthopedic surgery; ch Madllofockal surgery;

d) Cosmetic surgery; &) Neurosurgery; f} Otolaryngology.

1.3 Structure and Compaosition

The product is composed of MaxSurgery Il including o peristaltic pump, a pump tube, a pump tube connector, ond a support rod of
infusion bottles), a handpiece HB-1L (including a handpiece rack and o handpiece connectar), a foot switch RFS05, Utrasonic Surgical
System tips USTUS2/US4USSULEIUCT (induding Uitrasonic Surgical Systern tips rack), o tarque wranch, and an adapter oobile.

1.4 Controindications

1} The: hemaphilio patient is forbidden to use this equipment.

2] Patients or doctors with heart pacemakers are forbidden to use this equipment,

3) The heart diseose patient, pregnant wormen, ond children should be cautious to use the equipment.

4] Patlents with oral and moxillofaclal infections, uncured oral mucesal diseases, periopscal diseases, gingival diseases, perlodonital dis-
eages, oral tumaors and other diseases are prohibited;

5) Patients with allergic constitution and o histary of drug allergy are prohibited;

4] Use cautiously with patients with mental disorders.

71 Patients with serous systemic infectious or systernic diseases, such as heart, [iver, kidney, hematopoletic system, digestive systerm,
endocrine system ond other diseases, should be cautious;

8} Pregnont women of loctoting women, ond fertile women who hove recently hod a birth plon, should use with coution.

1.5 Working Conditions

1} Eriranment temperature; +57C-+40°C

2] Redathve humidity: 30%-75%

3) Atmosphere pressure: T0kPa-106kPo

4) Temperature of the woter at the inlet: nat higher than +25°C

1.6 Model and Technical Parameters

Table 1 Technical Parameters

Parameters MaxSurgery 1l
Sizelmm) F0mir 2 T 0rmim* 1 2 smm
‘Weightt of the maim unit 3eg
Power Supphy 100-24000,c. S0HZIS0HZ
Input Power 12004
The fuse of main unit IxTLAAL 2500

Mode of operation Men-continuous operation, function for 40 sec and pouses for 10 sec
‘Warking frequency 26.0kHzt3 OkHz
Discharge af water 20-125mifmin

Connect without hondpiece 10ms, ine break 10ms, broken or untight
Ultrasonic Surgical System tips < 500ms, ground protection connect ¥ms

FX1imain unit), IPXHfeot switch)

Protective system and steady APC running time

‘Waterproof grode
Handpéece cable
Pump tube Recommend to use under 8 reprocessing cycles

Recommend to use under 100 reprocessing cyces

Ultrasonic Surgical System tips holder and pump tube connector | Recommend to use under 1000 reprocessing cydes

5. Domoge and insert abrasion: High-frequency vibration and abrosion may occasionally domoge the inserts, and deformed inserts are easy to Operoting modes B PREC
be damoged while using, which |s prohibited to be used, Operators shoukd guide patients on haw to breathe to not inhale deoris from the inserts.
6. Awold explosives: Do not place the device where there ks af any potentlal explosion risk, Incuding flommable gas such as anesthetic Control Method Touch screen
FrilNRURes, pURe Oxygen, ste. ’ . .
7. Close the purnp cover: Moke sure to close the cover of the peristaltic pume; do nat leave the pumg cover open when stepping on the Type of protectian against elactric shock Flass 1
foot switch. (Fig.5-Rel. B) The operating compaenents may injure operators, Level of protection against electric shock Type & appled part
Symbol Instructions AP or APG equipment Mo
Symbol Implicetion Symbal Implication Symboel Implication Defibrillation discharge effect protection M
& e @ Refer to instraction manu- E Waste electrical and Signal cutput or input No
alfbooklet — electronic equipment Bermanently instaling scuipment o
@ Recovery IPX1 ::tt:fted against dripping Ci- For Indoor use only Software edition V100
Masice: the definition of operating modes: B (Bone cuttingl, P (Periodontal Treatment), E (Endodontic Treatment), C (Cleaning)
m Date of mamufacture u Manufacturer St Alternating current 1.7 Accessories/Components
Accessores/ Specilfications S Referen
OMNIOFF | Power swilch * Type B applied part Z Foot switch Componaents hiantry Rapla .
Mol unit i See packing list | Can be used longrterm, contoct the manufocturer if is domoped Figl
Switch to bone eutting
Water | Water intensity Pawer Power Intensity B funtion : - Con b used long-term. When the output power decreases sigrificantly ar does
(datachoblel HB-1L See packing list | rat work, it should be replaced. It should be returnad fo the marufacturar for Figi2-0
P Switch to perio treat- E Switch to endo treatment C Switch 1o cleaning func- e replncerment, It is recommiended to replace after 100 reprocessing cyces,
ment function function ten [ Silican tubs 4%6 - - -
pr— - (502 ! See packing lst| It is recommended to reploce after 8 reprocessing cycles. Fige-C
el Temperature limit: @ Atmospheric pressure ﬁ Hurnldity limbtetion: 10%- - -
-20RC- +55°C e liriltkethon: 70kPa-106kEa T 935, Power cable i See packing list | Can be used long-term. Reploce It when it's cracked or nen-canductive. Fig4-K
g, 1‘,_3?"6 Searilizable n o steam Umﬂﬁmﬁ_‘gﬁglml saql See packing list | It should be replaced when it haos been reused 20 times or worn out. Fig3-J
Keep d ! Fragile, handle with care o
[ P ary d LS8 sterilizer (putodave) at 134°C WAL It Is recemmended 1o reploce after 1000 reprocessing cycles. Reploce it

o

Torque wrench See packing list Fig2-C

aecording to the manual ofter damage,
02




g;mﬁ:ﬁ Specifications | Quantity Replocement Reference
Foot switch RF305 Se0 poddng bst (Can be used leng-term. Replace it according to the manual ofter damage.|  Figd-H
Handplece rock ! See pocking lst [ Can be used long-term. Replace it occording to the manual ofter domage. | Figd-0

/Warning: to ovold safety risks, the fuse of the moin unit or power supply should not be changed by users,
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2 Product Installation

2.1 Sofety requirements during installation

ADanger: The wiring system of the premisas whera the opparatus Is Instolled and wsed must comply with the opplicable stondards
and the relevant electrical sofety requirerments.

ADonger: Do not install the opparatus in places where there is o risk of explosion. The apparatus may not be used in areas whare
thare are inflammaoble atmospheres {anesthetic mixtures, oxygen, etc.)

ADanger: Install the apparatus in a place whare it will be protectad from blows and from accidental sprays of water or ather Equids.
,—j}[ﬁu’!gsr: Do nat install the device an or in the vicinity of sources of heat. Install it in such a way that there is odequadte ciroulation of air
around it Leave sufficient free spoce around it, in particular concenning the fan on the rear. (Fig.5)

SWarning: Do not expose the apparatus to direct sunlight or sources of UV light.

warning: The apparatus is transportable, however, it must be handled with care when it is moved.

AWarning: Keep dry around the junctions before connecting cables. Blow-dry it with an air gun if necessary.

2.2 Initial Instollation
To engure perfect operation, the equipment must be installed In strict occordance with the manual,

2.3 Accessory connection
AWarning: The accessories Ested as follow should be connected with the MaSurgery (Il
2.31. Installation of Foot switch

Connact the foot switch to the casting of the device by inserting
the plug into the foot switch socket; (Fig5-Ref D)

2.3.2. Power Supply Connection

Plug the power cable into the connectar on the casting of the
device and then inko the power cuthet; (Fig5-Ref.E)

2.3.3. Infusion bottle rod installation

Insert the rod for supporting the bag inko the holes provided
for it (Fig.5- Ref. A)

A
|
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2.3.4. Tubes and Handplece connection Figs
1} See the steriize box (Figs-Ref M), and insert the smaller and of the pump tube connector into the handle water supply pipe (Figs-Ref.A)
2} Connect the round end of the infusion bag needle (Fig2-Ref L) to the other end of the purmp tube.
%) Insert the fip of the infusion bag inta the saline bag (infusion bag)
AyMetice: Disposable infusion tubes and infusion bottles menticned in the above attochments need to be purchosed separately. It is
recommended to purchase ones with the registration of the Food and Drug Administration.

A B
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Fig &
1.3.5. Handplece Installation
1} Put the handpiece on the handpiece rack [Fig.4-Ref. O), and clamg the end of the handpiece tall wire into the small groove of the rack
to avaid falling off.
2} Insert the handpiece plug into the socket of the device (Fig.7)
e

2.3.6. Instollotion of pump tube on peristaltic pump
1) Open the pumg cover (Fig.B-Ref, Al as wide as possible.

2) Place the pump tube In the impeller {Fig.8-Ref. B)

3) Close the pump cover completely (Fig.8-Ref. C)

/MDonger: Must maoke sure the pump cover is completely closed.
The foot switch of the Ultrosonic Surgical Systerm should never be octivated with the iid of the peristaltic pump open. The operating
parta may hurt the operator. The pump tube shall be instolled in the corresponding slot of the peristaltic pump, otherwisa, it moy couse
the stepper motor to block.

™,

A

Put into the

g | silivon tube

[
™
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Fig 8

2.5.7. itrasonic Surgical System tip installation

1} Choase a Ultrasonic Surgical System tip needed from the sterilize box (see o box full of tips)
2) Screw the tip on the hondpiece {Fig.)

) Tighten the tip with the torgue wrench until you hear o *dick” sound.

Torgue wrench Rotate
Tangue wrench I' -Tip }
‘)
—_— —_—
Handpiece
Fig %

2.5.8. Turn on the power switch (Fig.5-Ref. B). Afterthe screen displays normally, you can start to operate the device.
Step on the foot switch to start working, and the LED on the hondplece ts on. Release the foot switch to stop working and the LED lght
will e off in 10 sec,

3 Controls
3.1 Panel control

This section introduces the front operation panel of MoxSurgery |Il, enobling users to better use the device with an intulthee display op-
eration interfoce.

Oparation ponel instruction:

Perio treatment Ende treatment

m&“ﬂ furction Function Cleanirg function

Warber bouch
adjustment and
indication

Peser touch
adjustmant and
Indication

Pawer ilensity
Fig 10

‘Witer Intensity

3.2 Descriptions and Functions of the Screen

MaxSurgery [ll bas the functions of bone-cutting (BOME), periodontal treatrment (Perio), root canal trectment (Endo), and dieaning meds (Clean).
First, users can set o spedfic mode through the cperation panel, and then sat the appropriate power intensity and water cutpat imtensity.
Bath power intensity and woter cutput intersity connot be odjusted when the foot switch is stepped on.

A) Bane-cutting, touch the “B" on the screen to switch the mode (Fig.10)

Inbome function, both the water and power madel are owailable. Ten power levels os follows:

(Ir Power 5-10: D1, Very high bone density (@ Power 6-8: D2, High bone density

(% Power 3-5: D3, Middle bone density 1@ Power 1-2: D4, Low bone density

B} Periodontal treatment (Peric), touch the "P” on the screen to switch the mode (Fig.10)

In Perio function, both the watsr and power model are avallable. (Fig 10)

C) ENDO function, touch the "E" on the screen ta switch the mode (Fig.10)

In EMDO function, both the water and power model are ovailable.

D) Cleaning mode (Clean), touch the "C" on the screen to switch the mode (Fig.10)

In cleaning mode, the meain unit can be cleaned after stepping the foot switch once (while deaning, the handpiece does not vibrate and
only flushes the tubes and Ulrasonic Surgical System tip)

3.5 Sofety requirements during use

ADanger: Controindications.

Do not use the MoxSurgery Bl on patients with pacemakers or other Implantoble electronic devices, This requirement also applies to the
operator.

/M Donger: Breakoge ond wear of the tips.

The high-frequency vibrations ond wear mey, very accoslonally, lead to the breakoge of the tip. Tips of which the shope has been
changed or which are otherwise domoged are lioble to break during use. Any such tips should definitely not be used. K Is necessory to
Instruct the patient to breathe through his nese during the treatment in erder to avold ingestion of the broken frogment of the tip,
/MDaonger: Control of infections.

For moxdmum safety of both the potient and the operator, cean, disinfect ond steriize the plezo electronic handplece, the tips, and the
torgue wrench after each treatment.

/M Waming: Contraindication.
mmmmﬁmmmammmhﬁmmmﬁmmmdmm

M Waming: Contraindication.

After outoclove sterilizing of the hondplece, walt for it to coal down completely before using it.

[ Donger: The alectrical contacts inside tha cord connector must be dry.

Bafore connecting the hondplece to the device, make sure the electrical contacts of the connectar ane parfectty dry, in particulor after the
autndive sterlzotion cyde. If necessory, dry the comtacts by blowing oir onto thern with the syringe.

Muwaming: Touse the device cormectly, it is necessary to press the foot switch and start it up without letting the tip rest on the part to be treated.
This will allow the electronic droult to detect the point whene resonance of the tip s without any interference, thus enabling optimum performance.
If this ks not done, contoct with the part to be treated o with ather surfoces before stort-up could couse tripping of the protection systeme.
MWarning: For sproy treatment, use only tips through which liquid is possed.

3.4 Protection systems and alarms

The device hos o dognoestics circuit thot is used to recognize the tripping of the protection system and of the olonms. These are shown
on the display, as follows:

Warnll, Abnormal interior part of handpiece, pleose moke sure it is completely dry or reploce @ new one.

WarnQ3, Abnormal cosling fan, please check whether it s spinning or poor-connected,

Wiamié, Abnormal output of hondpiece, plense make sure the hondpiece i connected ond the Ultrasonic Surgicol System tip s tightened.

3.5 Instruction for use

Open the air intake on the drip system; Screw the chosen tip onto the MaxSurgery Il hondpiece until it is flush ogainst it;

To use the torque wrench correctly (Fig.%) proceed as follow:

(@ Held the bady of the handpiece firmby;

Auwerring: Do not grip the end part of the hondpiece of th cord, cnly the plesc costing IFig9), ond da nat tum it while fastening the tip in ploce;
@ Turn the wrench in o clockwise direction until the clutch engages (6l moking o clicking sound);

@ The tip is now properly tightened in place;

Make sure that the MaxSurgery ||| handpiece is connected to the hondpiece connector,

Check the display to see the type of power that has been set. If the type of power required is different from the type thot has been set,
uge "B, P, °E", and C° on the screen to switch,

Check the disploy to see the power level that has been set, if the type of power required differs from the level that hos been set, touch the
sereen for resetting power and water intensity, depending on the type of function that has been set.

3.6 Instruction for the major components of the detachable handpiece

3.1 Conical head: detachable, con be periadically removed for cleaning the main rod with aleohol.

3.6.2 Hondpéece (with tall wirel: the transducer, can be autackaved.

3.6.3 Tail plug: the joint part betwesn the detachable hondpiece and waterway system and the circuit of the main unit.
364 LED light: Con be autodaved or cleaned with purified water,

3.7 Instructions for torque wranch

The torgue wrench adopts a speciol structural design, which can reasonably ond effectively control the strength of screwing ond
unserewing tips, ensuring users’ better use experignce, And it protects users’ hands from being soratched by Ultrosanic Surgicol System
tips during screwing ond unscrewing,

o) Take out the torque wrench, screw or unscrew the Ultrosonic Surglcol Systern tp as shown in Fig.9

b Install WMrasonic Surgical System tip: hold the hondpiece tightly, ond use the torque wrench to rotate the Litrasanic Surgical Systerm
tip in the direction shawn in Fig.9 watil it connot be rotated arrmore, and continue to rotate for another circle, then the Ultrasanic
Surgical System tip is tightly Installed.,

c} Uninstall Ultrasonic Surgical System tip: hold the hondpiece tightly, and use the torgue wrench te rotate the Ultrasonic Surgics
System tip in the eounterclockwise direction shown in Fig.4 1o remove it

d) After eoch use, pleose put the torque wrench in the disinfecting cobinet for disinfection

] Wait urtil the torque wrench |3 coaled down to evoid scalding due ta the high temperature on the surfoce ofter disinfection,

f} The torque wrench sholl be ploced in g ventilated and dry ploce and kept clean when it i3 not used,

3.8 Rules for keeping the device in proper working order

3.8, Check the state of wedar of the tips periodically ond regplace any for which a drog in performance is noted;
3.8.2. Do not deform the shape of the tips by bending or filling them;

3.8.3, Reploce any lip that has become deformed or damaged by impocts;

3,84, Always make sure that any threaded parts and their contoct surfaces are perfectly clean;

3.8.5. i o tip becomes too wom, the device will stop working.

4 Reprocessing instructions of cleaning, disinfecting and sterilizing

4.1 Beginning Work!
4.1.1 Fleaze reod these operating instructions carefully os they exploin dll the moest importont detalls and procedures. Please pay spedial

attention to the sofety precoutions. Alwoys keep this instruction close ot hand.

4.1.2 To prevent injury to people ond domage to property, please heed the comresponding directhves.

4.1.3 The instructions in this manual are only opplicable to the product which it was delivered with.

4.7 Introduction

4.21 These reprocessing Instructions provide instructions for cleaning, disinfection, sterilization and packaging of manufacturer reusable
products intended to be reprocessed in medical facilities.

4.2 The goal of reprocessing reuscble products is to reduce bioburden and to achisve sterility of those products in order to eliminate
the risk of product reuse reloted infection. Decisions regarding cleaning, disinfecting or sterilizing manufocturer's medical and dertal
Instruments are bosed on the potential risk of infection ossociated with their use,

425 08 recommended to use steam sterlization.

4.2.4 Rermember that sterlization or high-level disinfection cannot be achieved urless the elements of the ossembly are deaned first.
4.2.5 If you find that the reprocessing instructions frem the marufocturer seem to be inodedquate, please inform manufacturer abaut
those inadequacies,

4.2.6 We encourage you to report adverse events related to device reprocessing. Report such events directly to manufacturer.

4.5 Reprocessing - Instructions for Reusable Products

4,31 The instructions are binding for the reprocessing of oll reusable products (Hene ofter colled "products™) of manufocturer, When
necessory, addional product-specific instructions are included with the product to provide additional inforrmation,

A Important; Before use, carefully read the operating instructions of the monufocturer instrument and devices with which the product
will be used,

4.3.7 Before reprocessing, Start the cleaning function — clean the waterwoy system.

Reusable products must be cleaned, disinfected and sterilized prior to first use. Reprocessing procedures have only Emited implications
o this device. The limitation of the numibers of reprocessing procedures is therefore determined by the function | wear of the device,
Fram the processing side there & no madmum number of allowable reprocessing. The device thould no longer be reused in oose of
signg of material degradation.

Aun cose of domaoge the product sheuld be reprocessed before sending back to the manufacturer for repalr.,

4.4 Preparation - Basic Principles

4.4.1 It Is orly possible to cormy out effactive sterlizotion ofter the completion of effective ceaning and disinfection. Please ensure that, os part
of your responsibiity for the sterity of products during uss, anly sufficenthy volidoted eguipment ond product-specific procedures are wused for
dening/disinfection and sterilization, and that the volidated parometers are edhered to during every cycle.

4.4.2 Pleose aiso observe the applicable legal requirements in your country s well as the hyglene regulations of the hospital or dinic. This applies
especialy with regard to the odditional reguirements for the inactivation of priena,

4.5 Preparation ot the Point of Use

Disconnect product, Remove gross soling of the products with cold water (<407C) immediately ofter use. Don't use o fixating detergant or hot
witer {>40°C) as this can cause the fixtion of residuals which may infiuence the result of the reprocessing process.

Store the products in o humid surmounding.
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4.6 Transportation
Sofe storage and tronsportation to the reprocessing area to avaid any domoge ond contomination to the emvircnment.

4.7 Preparation for Decontamination
The products must be reprocessed in o discssembled state, os for as possisle.

48 Pre-cleuning
Do a maonual pre-clearing, urtil the praducts are visually dean. Submenge the products in o daming solution and flush the lumens with o water

Jet pistol with cold top woter for at least 10 seconds. Clean the: surfoces with o soft bristle brush,

4.9 Cleaning

Regarding nfection, rinsing ond drying, it is to distinguish between manual ond outomated reprocessing methods. Preference is to
be given to outomated reprocessing methods, especially due to the better stondardizing potential and industrial sofety.

Automated Clearing:

Use a washer-disinfector (WD} meeting the requirements of the I50 15883 saries.

Put the products into the mochine on a troy. Connect the products with the WD by using suitoble odapter and stort the program:

4 min pre-washing with cold water (<40°C)

Emptying

5 min washing with o mild akaline deanar at 55°C

Emptying
3 min neutrolsing with warm water (=40°C);

Emptying

5 min intermediate rinsing with warm water (>40°C)

Emptying

The outomnated cleaning processes have been validoted by using 0.5% neodisher MediClean forte (Cr. Weigert).

AAce. to BN IS0 17644 no manual reprocessing methods ore required for these devices. If @ manual reprocessing method has to be used,
please volidote it prior to use.

4.10 Disinfection

Mutemated Thermal Disinfection in washer/disinfector under eonsideration of national requirerments in regords to AD value (see EN 15883),
A disinfection cycle of 5 min disinfection at 93°C has been validated for the product to ochieve an AD value of 3000,

4.11 Drying:

Automated Drying:

Drying of outside of products ot 40°C, 5 min through drying cycle of washer/disinfector, If needed, odditional manual drying can be per-
farrned through lint free towel Insuffiate cavities of products by using sterile compressed air.

4,12 Pockaging

Visual inspection for cleonliness of the products and reossemibling if required. Functional testing occording to Instructions of use. If nec-
essary, perform reprocessing process again until products s visibly clearn.

Before pockaging ond outocloving, moke sure that the products hove been maointained occ. to monufacturar's instruction.

4.13 Packaging

Pock the products in on appropriate poackaging material for sterilizotion. The packaging material ond system refer to EN 150 1407,

4,14 Sterilization

Sterilizotion of products by applylng a froctienated pre-vacuum steam sterllization process {occording to EN 285/EN 13080/EN 150
17665) under conskderation of the respective country requiremants.

Minimum requirements: 3 min at 134 °C {in BU: 5 min at 134 °C)

Mo mum sterilizotion temperoture: 138°C

Drying time:

For steom sterilization, we recommend a drying time of 16 to 40 minutes. Choose a sultoble drying time, depending on the outoclove
ond lood. Refer to the outoclowe's instrections for use,

After sterlization:

o. Remowve the proguct from the outochove.

b. Let the product cool down ot room temperature for at least 30 minutes, Do not use odditional cooling.

Check that the sterllization wrops or pouches are not domoged.

/Flash sterilization is not allowed on kamen products.

/. The monufocturer ossurnes ne responsibility for the use of other sterilizotion procedures (e.g. ethylene oxide, formalkdelnyde and low
temperature plasma sterlization), In such coses, please observe the respective volid stondords (EN SO 1493T/ANS] AAMI 150 14937 or
the procedure-specific stondord) and verify the sultobility ond effectiveness in principle of the procedure (If necessary, Induding investl-
gotions on sterilizing ogent residue), toking Into occount the specific product geametry os part of the wolidotion,

*Naxirmum sterllization temperature 138°C

4.15 Storage

Storoge of sterilized products in a dry, dean and dust free enviranment with a relative humidity of 10% to 93%, an otmaospheric pressure
of T0KPa to 1046KPa, and a temperature of-20 °C to +55 "C; refer to label ond instructions for use.

After sterizaotion, the product should be packaged in o medicol sterilizotion bog or a cleon sealing contoiner, and stored In o spacial
storage cobinet. The storoge time should not exceed 7 days. If it is exceeded, it should be reprocessed before use.

416 Service Life

The products have been designed for o lorge number of sterilization cycles. The materials used in their manufocture were selected
accordingly. However with every renewed preporation for use, thermal and chemicol stresses will result in oging of the devices. If the
number of permissible re-sterilization cycles is restricted, this will be pointed out in the product specific instructions.

A The use of wirasound baths and strang cleaning ond disinfection fluids (alkaling pH=% or acid pH<5) con reduce the life spon of de-
vices, The manufacturer accepts no liability in such cases.

. Thwe devices maoy not be exposed to temperatures above 138 =,

It i the duty of the user 1o ensune thal the reprocessing processes including resources, molenals and personnel are copable to reach the re-
quired results. State of the ant ond aften nationa low requining these processes and included resources to be validated ond rmaintained properly.

5 Transportation, storage, and maintenance

5.1 Transportation

5.1.1. Prevant excessive shock and vibration during transportation, ond handle with core.
5,12 It should mot be mixed with dengercus goods during transportation,

5.LE. Avoid exposune to Sun of rain of snow during transpartation.

5.2 Storage
5.2.1. Do not store the machine tegether with articles that is poisonows, combustible, coustic, or explosive.

5.2.2 This mochine showld be stored in o room where the relotive hurmidity is 0% - 93%, otmospheric pressure is 70iPa - 106kPo, and
the temperature k-207C - «55°C.

5,3 Mantenance

531, The device should be handied carefuly and lightly. Be sure that it is for fram the visration, and installed or kept in 0 codl, dry, and verftikated ploce.
5.3.2 When the device is not in use, turn off the power supply and unplug the power phug. If it is not used for a long time, it should be
energized and connected to water and air once a month for five mirutes,

A Danger: Always ke sure the coble is intact, if It is domoged, please reploce it with accessories produced by REFINE.

5.4 Fuse replacemeant

A Danger: Switch off the power,
Always turn off the apparatus by meons of the switch, ond digcannact it from the power outiet before cormying out the following

06

rmaintenance activities.

Figh

ol Insert a straight screwdriver inte the recess in the fuse compariment below the power socket and use it os o lever (Fig. 11-Ref Al
b Pudl ot the: fuse compartment (Fig,1--Ref B);
AMDanger: Replace the fuses, using fuses of the type indicated on the Identificatien label on the bottomn of the opparatus;
c} Pyt the compartment back into place (Fig. 11-Ref B).

6 Troubleshooting

If the device does not seam to be working propedy, read the instruction again and then check the following tabile:

Problems

Possible couses

Solutions

The screen of the device
does not display when it's

The connectar on the end of the power cable Is plupged into
the sncket on the rear of the device properly.

Check that the power caible is firmly con-
nected

Check thaot the power outlet is working

Thia dewvice is powered on but
does mot work with no error

disployed on the screen.

plugged into the socket.

o The power coble is foulty. b, Ropkxs Ha ”
The fuses blew out Reploce the fuses.
The connector of the foot foot awitch ks mot properly the foct ;

The faot switch will not weork.

Contact the nearest dealer or authorized
REFINE sarvice center

A falnt whistle con be heard

Unscrew the tip ond screw it back into

will mot work, the messoge
‘WornD1 oppears on the dis-
play.

corming from the MedSurgery il | The tip s not comectly tghtemed onto the hondplece. place cormecty
handpiece during operotion. ’

The connection Joint between the handpiece and tall

wiire ks it compleely dry Dry tham completely
The device is switched on but

Aging haondpiece ond abnormal pararneters Reploce a new one

Aging, domage, and deformation of Uknasonic Surgicol Systern tis

Reploce a naw one

Malfunctioning of the tuning circuit.

Contact the nearest deder or authorized
REFINE service center

The device is switched on but
will mot work, the messoge
Wom03 oppeors on the dis-
oy,

The cooling fon conmecting terminal falls off

Contact the nearest dealer or authorized
REFIME sarvice center

Aging cosling fan, decredsing parameters

Reploce the bag with a full one, Contact
the nedrest dealer of authorized REFINE
senvice center

Short ciroult of cooling fon coused by Bould

Contact the nearest dealer or authorized
REFIME service center

Abrarmal drive circuit of the coaling fan

Contact the nearest dealer or authorzed
REFIME sarvice canter

The device is switched on but
will mot work, the messoge
Warné appears on the dis-
ey

The tip |s nat comectly tightened onto the handplece

Unscrew the tip ond screw it back into
ploce correctly,

The tail wire is not connected to the device

Chack whether it is well-connected

Aging hordpiece, decreasing porormeters

Reploce o new one.

Abnormal ultrosanic ciroutt of the main unit

Contoct the nearest dealer or outhorized
REFIME sarvice center

Mo liquid comes out of the tip

The tip is of the type with no through-flow of liguid.

Lise i tigy ol the: type with through-Now of liquid.

The bag of liquid is empty

Reploce the bag with a full ome.

Thw coveer af purmp that cornected with the water tube i cpen.

Clase the cover,

The tubes of the drip systern and of the pump hove not

during operation, been correctly Installed, Check the connactions of the tubes,
o Fres the passoge in the tip threugh

The tip is clogged which the witer passes.

The P— q mtsthe nearest dealer or authorized
The: device is working property, | Too much pressure by the impeller on the tube in the | Check whether the tube in the peristaltic
bt the pump is being fared peristaltic purmp. pump has baen comectly insarted.
The pump is running comecthy b
but quid leoks from the hond- | The coves of the peristaltc pump s ot cosed tghtly, | N o 1o Loe cover ofthe peristol
piece when it stops R 1 '

The tip is not correctly fitied to the handpiece (the mes- | Unscrew the tip ond screw it back into

sage WornOé appears on the display), ploce correctly,
Insufficient power

The tip is worn, broken or deformed (the message

WarnDé appears on the display). Replace a new one

Please contact the nearest dealer or our company if the problems remain unsolved.

o7

7 Environmental Protection

Wain unit a o o o o ]
handplece Q o o Q o
Tip Q o o o o] [+
Foot switch a s} o s} Q o
Mechonical elements, including
i o o o o e} ]
bolts, nuts, washers, ete,

2 Indicates that the content of the tewds substance In all hemogeneous materials of the part s below the limit
requirement stipulated in S)T-11343-2006 Limit Requirements for Toxic and Hazardous Substances in Electronic
Information Products.

X - Indicates that the content of the toxic substance in ot least one of the homogeneous materials of the part exceed the
limit requirement specified in 5JT-11363-2006. (This product meets the RoHS environmental protection requirements of
the European Unéorg at present, there is no mature technology in the world that can reploce or reduce the lead content
in electronic ceromics, optical glass, steel ond copper alloys). Pleose dispose according to the kocal laws or consult with
deqler from whom you purchased it about waste dispasal.

8 Disposal procedures and precautions

The product deesn't contain bottery or toxic substances. And there are no components which should be removed specially from the
main unit for disposal ond scropping.

After the device |5 out of its service life, you must not discard it In domestic household woste. Please comply with the Waste Electrical
ond Electronic Equipment (WEEE) directives and the medical waste disposal regulations of your country.

Terque wrench, tip and handpiece, thoge which could eosily contact to the bislogical sources ond couse biological hazords, shall be
detached from the maln unit and reprocessed according to the reprocessing treatment in Attachment 2 before the disposal and
serapping.

9 After-sale service

9.1. After the eguipment Is sold, the monufacturer will be responsible for quality problem occording to the warranty card. For specific
iterns, pleasa refer to the worranty instructions in the warranty card.

9.2 This product does not contain salf-maintaining parts. All mointenance, odjustment, calibration, and medificotion of technical
parameters of the product con only be carried out by the technicions or special repair shops. If the customar needs to repair by himself,
tihe manufacturer con provide circult diagroms, component lists, legends, colibrotion rules, or other information necessary to help

the user's qualified technicians repair the eguipment ports designoted by the manufocturer, but the manufocturer will not bear the

o quences arising th

9.3 The usar must use the original ocoessories, pleosa comtoct your locol dealer or the monufocturar to purchase. It is forbldden to use
occessories of other brands to ovoid domage to the eguipment or other dongers.

9.5. The service life of the procksct is 10 years. See the packaging label for the production date.

10 EMC-Declaration of conformit

EMIC conformity & necessary to ensure the safety of devices and systems because there are alectromaognetic phenomena of
various strength levels in the arecs where these devices are normally used. This means that in order to ensure electromagnetic
compatibliity, the equipment must operate correctly in its intended oparating ervironment. The MoSurgary Ill must be installed
and wsed according to the electromagnetic compatibility information in this manual to ensure specific precautions related to
electromagnetic compatibility.

A Maotice:

= Users shall install and wse accarding to the slectramagnetic compatibility information provided in the cccompanying documents.
* Portable and mobile radio frequency communication equipment may offect the performance of MoSurgery lll ultrasonic bone tissue
surgery equipment, and avoid strong electromagnetic interferance when using, such o8 near mobile phores, microwove overs, ste.

A Warning:

* Liza of this equipment adjocent to or stadeed with other equipment should be ovoided because it could result in improper operation. If
such use s necessary, this equiprment and the other equipment should be observed to verify that they are operating normmally.

= Other electricsl equipment used In the same room ar sdjocent reoms, or partable and mobile RF communicotion equipment such
ot mobile phones, walkle wakies, or nearby radio equipment, TV or microwave transmission aquipment, may colss the performance
of MaxSurgery [l to be reduced. If electromognetic interference (EMI) affects the normal operation of MaxSurgery I, it may be
necassary to move MadSurgery Bl to another ploce or take eoresponding electromagnetic interference suppression measures,

= MaSurgery ll has special pracoutions for EMC. It neads 1o be installed and used aocording to the information provided in the maonial.
* The occessories of our company have been tested according to the requirements of ¥Y 0505-2012 standard and confirmed
to meet the Class B radiation standord of Group 1. Please use our ofiginal occessaries.

» The s of power cord, handpiece toll wire and foot Switch connecting wire nat designated for the MeadSurgany Il may increass its
rociation of it or reduce its antHnterfenence copability. Please use our original occessaries. Specific information is shown in the table below.
10.1 Requirements for cord installation

1) Reguirements for the device's cords

NO Narme Lengthim) Shielded or not
1 Power cord 1.8 Na
2 Ultrasonic handplece cord 22 Ma
3 Foot switch cord 20 Mo

10.2 Key EMC components

The key EMC compenents of the product are switching power supply, power cord, IC chip. The use or replecement of aocessories,
cables, tronsducers, etc. that are not matched with the design will result in a significant reduction of EMC emission and immunity
performance. Do not reploce machine parts without authorization,




10.3 Guidance and manufocturer's declaration - electromagnetic emissions

Guidance and manufacturer's declaration - electromagnetic emissions

The MaxSurgery [l is intended to be used in the electromagnetic environment specified below, and the purchaser or user
shall ensure that it is used in these conditions:

Ernissions tast Complionce | Electromogretic amironment — Guidelines
MaxSurgery Il uses RF energy only for Its Internal functions.
RF emissions GB 4824 Group 1 Therefore, its RF emisslon is very low, and the possibility of
interference with nearby electronic equipment s very small
RF amissions GB 4824 Class B
MaxSurgery |l s suitable for wse in all facilities, including
Hormonic emissions GB 176251 Group A household facllities and directly connected to the public
low-woltage power supply network of the housshold
Vittoge fluctuations/ flicker emissions GB/ Applicabie
T17625.2

10.4 Guidance and manufacturer’s declaration - electromagnetic Immunity

Guidance and manufacturer’s declaration - electromagnetic immunity

The MaxSurgery Il is intended to be used in the electromognetic enviranment specified below, and the purchoser or user
shall ensure that it is used in these conditions:

Immunity Test IEC 6060112 Test level Compliance level s e TS
Floars should be wood, con-
Electrostatic dis- crete or ceramic tile. If floors
charge (ESD) 'ﬁ:; mﬁﬂ 'ﬁgm are coverad with synthetic
GEJT 176262 material, the relotive humidity
should be at least 30 %.
Electrical fast tran- £k power line Mains power quality should
sient/burst GBJ/T +2kV power supply lines #24 power line to protective ground PE) | be that of o typical commer-
17626.4 +1kV pair connecting coble cial or hospital emvironment
Surge 21 k¥ line to lire £1kV differential mode voltage mm“ qui:'l\r M
GBIT 176265 2 kV line to ground +2%V common mode voltoge ciol o mm.;:m.‘ nt

Voltage dips, short

< 5% Uy, for 0.5 cycles
(>95% dip in Uy)
40% Ly, for 5 cycles

< 5% L, for 0.5 cycles
(>95% dig in Uy}
40% U, for 5 cycles

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

interruptions and (60% dip In L) (60% dip In L) the MoxSurgery ll requires
voltage variations on continued operation during
poawer supply input 0% Uy Tor 25 cycles 708 U- for 25 cycles power mains interruptions,
lines GB/T 176261 (30% dip in Ly} (30% dip in LY) it is recommended that the
< 5% U, for 55 <5% Uy, for 55 MaiSurgery Bl be powsred

' : from an uninterruptible

(=95% dip in Uy} (=95% dig In Uy} power supply or @ battery

Power frequency magnetic
ST o e fislds thould be at levels
mﬂ'mg""‘ 3A/m 3A/m characteristic of a typical lo-
GEIT 176268 cation in a typical comrmer-
cial or hospital emdironment

Motlce: Ly Is the a.c. mains voltage pricr to application of the test level.

10.5 Guidonce and manufacturer's decloration - electromagnetic Immunity

Guidance and manufacturer's declaration - electromagnetic immunity

The MaxSurgery lll is intended to be used in the electromognetic enviranment specified below, and the purchoser or user
shall ensure that it s used in these conditions:

Imminity test

IEC &0601 test level

Compliance level

Electromagnetic environment - guidances

Conducted RF
GBIT 176266

Raodiated RF

3y (effective vaolue)
150 kiHz ~ 80 MHz L4
(effective valus)

GBIT176263 | BWim
B00Hz ~ 2.5GHz 3/m

distance = 3V

Portable ond mobile RF communications equipment
should ba used no closer to ary part of the MaxSugerylll,
including cables, thon the recommended seporation
distance calculated from the aquation applicable to the
frequency of the tronsmitter. Recommended separotion

d=1.2P1f2 BOMHz~B00MHz d=2.3xF1f2 B00MHz~2.5GHz
whera P is the maximum output power rating of the
transmitter in watts (W) according to the tronsmitter
manufacturer;and d is the recommended separation
distonce in meters (m). Field strengths from fixed RF
transmitters, as determined by an electromognetic site
survey, ashould be less than the compliance level in each
frequancy range b Interference may occur In the vicinity

of equipment marked with the following s ()
o)

NOTE 1 At 80 MHz and 800 MHz. the higher frequency range opplies,
NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagotion & affected by absorption and re-
flection from structures, objects ond pecple,

* Fledd strengths from fied transmitters, such os bose stotions for radio (cellularf cordless) telephones ond lond mobile
rodios, amateur radio, AM and FM radio broodeasts and TV broadcasts cannot be predicted theoretically with accu-
rocy. To assess the electromognetic environment due to fixed RF transmitters, an electromoagnetic site survey should

Appendix; Pub

. e = . - i Pri i - of [ Second
be considered, If the measured fiekd strangth in the location in which MaxSurgery il is used exceeds the applicable RF Model 1 pe ofl Working | Power | vivaton, | P9 | Drve requency | Pervedoutout | RS {SEICRY | pomer eserve
complionce level above, the MaxSurgery Il should be observed to verify normal operaticn. If abnormal performance is cation | UPS | mode  kntensity EREUISION | oy tput areo lkHiz} powerimw | Tregquency Sl Index
observed, additional measures may be necessary, such as recrienting or relocating the MaxSurgery Il ljgm : cm"' fum)
& Ower the frequency ronge 150 kHz to 80 MHz, field swengths should be less than Svim. Bame | O | 3010 | <12mm’ | 26.0kHzE3.0kHz| 200~ 600MW | ooy | 54 20410
10.6 Recommended seporation distonces between portaible and maobile RF communlcations equiprnent and the MoxSurgery Il UST | Sharp | (Bone | PS 36410 | <12mm® |26 OkHzz3OkHz | 200~ 600mW hdemm[ = 2010
cutting) Lood
R tod ondi : bie ond mobile RE ; | and the M . PIO | 42410 | <12mm’ |26.0kHze3.0kHz | 200~ 600mW |, (oo | <8 2010
M 28410 <12mm’ |26.0kHze3.0kHz | 200 -~ S00mW . =4 20410
The MeaxSurgery Il is intended for use in an ebectromagnetic emiranment in which radicted RF disturbances are controlled. The Bore ndapardent
customnear or the user of the MadSurgery il can halp prevent electromagnetic interferance by maintaining a minimum distonce US2 | Sharp | (Bone | PS5 R0 <12mm’ | 26.0kHzE3 OkHz | 200 = S00mW ﬂwmw <k 2010
bebween partable and maobile RF comrmunications equipment (transmitters) and the MoadSurgery Il are recommended below, cutting) - \o0d
according to the maximum output power of the communications equipment P10 A0£10 <12mm* |26 0kHze3 OkHz | 200~ A00mW independsnt <8 20410
Separation distance according to the frequency of transmitter (m) Bone | P1 | 26410 | <12mm® |26.0kHze3.0kHz | 200- S00MW | punrie | <4 20410
Rated moximum output power Smoa- Leod
of transmitter (W) 150Id-lz-aﬂ£l-lz BDNI-I;-EDCu:u'I-Iz EDMHI-%.&GH: us4 thing {Bcfne PS | 34410 | <12mm’ |26.0kHze3.OkHz| 200~ 600mW | oot | <6 20410
ot celf i cuting)[ oo | sesto | <tamm’ |26.06Hze3.0nttz | 200~ s0omw | il T [ 20e10
on 012 o1z 0B Bone | P1 | 27410 | <12mm® |26.0kHze3OkHz | 200- 600mW | | <4 20410
& e izl i uss ﬁﬂ:’; (Bone | P5 | 35410 | <12mm® |26.0kHze30kHz| 200~ 600mW |, oo | <6 20410
1 1.2 1.2 23 j
cuttingl o1 | a2s10 | <12mm? [26.0kkz23.0kHz | 200 - s00mW oot | 2B 20410
10 38 ! 7.
il 3 Pl | 26£10 | <12mm’ | 26.0kHz3.0kHz | 200~ 600mW | o0 | <4 20410
100 12 12 23 So ot
UL3 | Bunt | (Bone | PS | 34210 | <12mm® |26.0kHze3.0kHz| 200~ 600mW |l | <6 20210
For transmitters rated ot a maximum cutput power not listed above, the recommended separation distance d in meters cutting) " - Laad
{rm) can be estimated using the i ficable to the freq of the transmitter, where P is the mesdrmum PIO | 39410 | <12mm’ |25.0kHze30kHz| 200~ 800mW | o S0 <8 20410
pawer rating of the transmitter In watts (W) accordabio to the transmitter manufacturer. Pl | 3010 | <12mm?® |26.0kHze3.0kHz | 200~ 600mW | o <4 20410
NOTE 1: At B0 MHz and 800 MHz, the seporation distance for the higher frequency range is applied. e Bare . ndepandent S
NOTE 2: These guidelines may not apply in all situstions. Electromagnetic prapagation is affected by absorption and re- uet [T (Bone | P5 | 37:10 | <12mm® |26.0kHze3.0kHz | 200~ 600mW [ 0| < 2010
flectian from structures, objects and people. ing cutting) - oo
PIO | 4310 | <12mm® |26.0kHze3.0kHz | 200~ 00MW | punreny | <8 20210
MiaeSurpery Il is used in the above-spedified electromagnetic ervironment, which will work safely ond provide the basic information described in
Aaticle 7.2 N Peric | P1 | 28410 | <12mm® |26.0kHze3.0kHz | 200 - S00mW nd;fdm: =4 20410
Performance: 1. When Bane, Perio ond Endo functions are performesd, the working tip on the handle will vibrate and water will flow UP1 | Sharp #:;lo P5 35410 <12mm’ |26.0kHz=3.0kHz | 200 ~ S00mW nmmw sb 20410
out. When Clean functions are performed, the working tip on the handle will not vibrate and onfy water will flow out; 2, Controlloble o - Lood
operation of foot switch. MENt | PO | 40410 | <12mm® | 26.0kHze3.0kHz | 200~ 600mW | | 2B 2,010
The equipment has possed the test occording to YY 0505-2012/EN 60601-1-2-3004, which does not guorantee that it will not be offected Enda M 2710 <12mm® |26.0kHze3 0kHz | 200 ~ S00mW mﬁ'-‘*‘fdm! E | 20210
by electremagnetic interference in any way, The equipment shall not be used in o harsh electromagnetic emvirenment. {End pe
UED [ Blunt | 0P | PS5 | 36210 | <12mm’ |26.003.0kHakHz | 200~ 600mW | oo | <6 20410
11 SttementE ment | pio | 4110 | <tamm? |26.0ktize3 oktiz| 200~ s0omw |, o8 T8 | 20010
1.1 All equipment and componants manufoctured by Guilin Refine Medical Instrument Co, Lid. hove been thoroughly inspacted ond tested, ice:
11.2. During the test, ol components withstood a certaln waorking cycle. :
(1) Sharp Ultrasonic Surgical System tips

1.3, The test emphosizes that any foult is coused by faulty components.
1.4, This step ensures the normal function and reliability of gl comgonents.

11.5. The Company reserves the right to modify the product technology, ocoessories, operotion instructions, and product pockaging
content at any time without notice,

The plctures are for reference only, and Gullin Refine Medical Instrurment Co., Ltd. reserves the right of final imterpretotion,

12.1. Before being ploced on the market, all REFINE equipment undergoes a thorough fimal check to ensure that it
is in proper working order.

12.2. REFINE guarantees that all its products can be replaced free of charge during the warranty period due to defects in
production by the seller or importer of new products purchased from REFINE. See the warranty card for warranty details.
12.3. Throughout tha warranty period, REFINE undertakes to repair (or, at their sole discretion, to replace) free of
charge any parts that, in their opinion, are foulty. Complete replocement of REFINE products Is excluded.

12.4, REFINE cannot accept any liability for direct or incidental damage or personal injury in the following cases:

{1} If the device s used for any purpose beyond the mentloned range of application;

{2) If the user does not use the device according to the procedures and requirements written In the manwal.

{3} If the wiring system of the usoge scenarlo does not meet the oppropriate stondards and reguirements.

{4) If ey assemble operations, extensions, settings, atterations, or repalrs have been comied out by personnel not authorized by REFINE;

{5) If the ervironmental corditions In which the device Is kept and stored do not comply with the requirements Indicated in
the chapter on technical specifications,

A domages transport, incorrect use, or carelessness or to connect to power supplies other than
as envisaged and damage to the signaling lamps handpiece and all accessories are excluded from the warranty, The
worranty will no longer apply if the apparatus has been tompered with or repaired by unauthorized personnel.

12.6. Warning:

The warranty |s valld only if the warranty slip enclosed with the product has been completed in full and returned te us or,
If appropriote, to your REFINE dealer or Importer within 20 days from the date of purchase, as proven by the consignment
rotefinvolce Issued by the dealer/importer. In order to benefit from the warranty service, the custonver must return the
apparatus to be repaired to the REFINE dealerfimporter from which it was purchased, at his own expense.

12.7. The opparatus should be returned suitably packed (possibly in its original packing material).

12.8. Accompanled by all the occessories and by the following information:

1) Owner's detalls, Including his telephone number:

{2} Detalls of the dealer/importer;

{3} Photocopy of the consignment notefpurchase Involce of the opparatus lssued to the owner and Indicating, In addition

to the date, also the name of the 30 apparatus and Its serlal number;

{4} A description of the problem.

12.9. Transport and any damoges coused during transport are not covered by the warmanty. If the: problem is coused by afree
accident or an accident coused by improper use, the repair of Sharp products shall be charged according to the actual cost.
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The sharp edges of these tips con be used to treat bone structures efficiantly ond effectively, Shorp tips are used in
osteotomy ond osteoplasty when a fine and well-defined cut in the bone structure concemned is required, there are olso tips
with shorp edges for osteoplosty techniques ond for remaving bone fragments,

{2) Smoaothing tips

The smoothing tips have surfoces shaped in such o woy that they con be used to work the bone structures with precision
and in a controlled manner. Smoothing tips ore used in osteotomy when it is necessary to prepare difficult and delicate
structures such os those for preporing o modllory sinus window or to complete preporotion of the site of on implont.

(3) Blunt tips

Blunt tips are used for seporating the soft tissues, for example for detoching Schneider's membrane or for loteralizing
nerves. In periodontology, these tips ore used to smooth the root surfaces.

(4) Primary tip vibration excursion: The heod of Ultrosonic Surgical Systern tip shifts in the direction of modmum omplitude on the
pecic-to-peck value, and the measuring point is locoted ot the position where the heod of the Ultrasonic Surgical System tip is not aver 1
mm away from the free end (tail end).

(5) Primary ocoustic output area: In the direction of the principal omplitude of tips, and the projected orea of the solid port
of the head of the Ultrasanic Surgical System tip.

(&) Drive fraquency: the overage frequency of drive voltoge or current.

(7} Derived output acoustic power: the acoustic power emitted from the head of the Ultrasonic Surgical System tip under
water based on the measurement results of the hydrophone method.

(8) Type of system frequency control: Refer to the percentage chonge of principal tip omplitude fram the mo to the min
for systems with modulated electric excitation power.

(9) Power reserve index: The rotio of maximum electric power to stotic (no-lood) electric power.

Guilin Refine Medical Instrument Co., Ltd.

No.8-3, Information Industrial Park, High-Tech Zone, Qixing District, 541004 Guilin, Guangxi,
PEOPLE'S REPUBLIC OF CHINA
Tel: +86-773-7796686 Email:refine@refine-med.com Website: http:/fwww.refine-med.com

REP MedMet EC-REP C IIb GmbH
Borkstrasse 10, 48163 Minster, Germany

The company reserves the right to modify the machine design, product technology or accessories, operating instructions, and machine
packaging content at any time without notice, The product plctures are subject to real ebjects, and the final interpretation right belongs
to Guilin Refine Medical Device Co., Ltd.



