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Powder Jet Scaler
Operation Instructions

Thank yau for buying a new ilet preduct It is 8 handheld dental device which is powered
by a dental unit and jets the sandiblasting powder on tha surface of patient's teath.

Thiss product functions with the power which recommended by REFINE comparny.
This product remaoves dental plague, soft deposits and surface stains from pits. grooves,
interproximal spaces or smoath surfaces of the teeth.

MODEL
MODEL CONMNECTOR HANDMECE
et M4 dhiolas Supragingwa| noazle, datachable steriizable
ilet s KANVD Multiles Supragingial nozzle, delschable, steriizabie
COMPONENTES
1 Handpigce 4
2 Powdar chamber cap
3 Body
4 Connecior
5 Mazzde
&  Capring
T Capdome
- Powdar chamber saal ring
9 Powdar chamber
10 Air inlet pipe
11 Alr outlet pipe
12 Seal O-ring 1 "
13 Seal Q-ring 2 At
14  Long cleaning needla
15 Short cheaning needle
16  Cleaning spray nozzhe HI:I]]IE o |
L]
—

Figure 1 Product Component Diagram
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APPLICATIONS

- Remove plague for placemant of sealants.

- Surface Preparation prior for bonding/cementation of inlays inlays, crowns and
VENGErS

- Surface preparation priar o placing composite restorations

- Cleaning prios to bonding onhodontic brackets.

- Effectively rermove plaque and stain for othodantic patients.

- Cleaning implant focture.

- Remove stain for shade determination.

- Remove plagua prior to fluoride treatmant.

- Polishing on the surface of teath after scaling treatmant by piezo scaler.

CONTRA-INDICATION

Patlents suffering from chronic bronchitls or asthma must not, under any circumstances.
be treated by this product. The jet of air and powder could cause respiratarny difficulties.

PRECAUTIONS I\

Please read the following warnings to avoid potential injury to people or damage to

the device,

- This produet must be used only by trained and qualified person.

- Do not use this device to the following patients:
1. Patients with respiratory illness.
2. Patients have injury in mucous membranae of more than 3mm pocket depth.
(D to long time jetting near the soft tissues or the salivary gland, powder can
be introduced into the injury. In extremely rare cases, this would increase the
risk of emphysema.)
3. Patients with grave uleers or mucesal inflammation in the mouth or in
digestive organs.
4. Patients with pulmonary ventilation disorder or liver dysfunction or heart
dysfunction.
5. Patients with allergies.
6. Patients who wear contact lenses.
7. Patients wha need to limit sodium intake [Hypernatrermia, Poisoned during
pregnancy, Kidney deficiency, Chranie respiratory disease, Chronic diarrheal .

- During the oparation, the operator should wear protective glasses and
protective masks throughout the process, patients should wear protective
glasses

- ltis recommended to use a suction device to suck off excess powder during
oparation.

= Hthe powder gets into the glasses accidentally, please rinse immadiately with
plenty of water and cansult an ephthalmelagist,

- Do not aim the nozzle directly at fillings, crowns or dentures, as this may cause
darmage to these restorations

- This device can only be used by dentists or professional operators.

PACKING LIST
1 = et £ et 5 main unit 1 = Long cheaning neadle
1 = Powder chamber seal ring 1 = Short cleaning nesdle
1 * Seal O-ring 1 1 = Cleaning spray nozzle
1 = Seal Q-ring 2

INSTALLATION AND SET UP

Bafore installation, make sure the guick connector or the hose of dental
unit, handplece, powder chambser, powder chamber cap, air inlet and outlet
pipe completely dry, 3-ways sprayer can be used for drying,

1 Connecting to quick connector or dental unit hose. (Figure )
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Figure 2

2 Connecting the handpiece to the body. (Figura 2)
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(Figure )
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Setting the water flow
Set tha water flow rate to obtain a uniform spray before wsing the unit for the first
time whilke the powder chambar is empty.

4, Filling the powder chamber
Please use only powder provided or recommended by REFINE.
Make sure the powder chamber is absolutely dry.

The cpening of air inlet and cutlet pipe should not be covered by powder.

Clean the threads of the powder chamber before screwing on the cap.
Do not shake the device as this could cause the powder to clog the tubes.

JANN
& Do not go over the 'MAX' limited.
VAN

OPERATING

& Use only dry, clean and oil-free air,

=

Setting water and air

‘fou can modulete the resulk according to the sdjustmenits:

- Increasing the air pressure increasas the cleaning effect and reducas the polishing
effect.

- Increasing the water flow rate increases the polishing effect and reduces the cleaning

effect.

P

‘Wear a face mask and eye protection

- Patients should wear goggles &t all times to prevent powder from entering the eyes.
- Operators should wear goggles and protective masks throughout the process to
pravent bacteria, viruses or sandblasting powder from baing inhalad

=8

3 Traatrment

- Place absorbent colton rolls under the lips to prevent the powder from being
Brought into the patient's saliva and effectively protect the gums.

- Uz2 the high-speed evacustor of wour dental unit to evacuate the air and powder
mixture deviated by the treated tooth.

- The evacuator must be handled by the same operator.

- Do not direct the nozzle directly towards to the surface of teath. Respect a distance
of 3 to Smm, Vary the angle between nozee and tooth from 30 to 60 degrees.

- After the treatment, polish the teeth surfaces by setting the water flow rate to the
AKIMUm,

T The air powdar jet is powerful. It can cause injury to the gums or an
amphysama caused by the introductions of air into the soft tissue spaces.
Do not direct the nozzle directly at the gum tissue or into the gingival
suleus.

& After the treatment, the keratin and protein layer on the tooth surface are
completely removed, the teeth do not have any natural protection with
respact to coloring. Tell your patient that during 2 to 3 hours following
treatment, he should neither smoke, nor consume feod or drinks which
could strengly calor the teeth (tea, coffee..).

CLEANING, DISINFECTING AND STERILIZING

1 Uncover the chamber cap, empty the powder chamber,

& #eep operating the unit after shutting off the water supply, Use compressed air to
blow out the remaining water and powder in the pipe.

kN Blow out the remaining powder in the chamber and connector with dry comprassad
air.

4 Remaove the handpiece, connect the handpiece to the cleaning spray nozzle, the
connect the nozzle to the hase of denital unit. Keep the air running for at least 10
saconds to thoroughly clean the handpiece tubes, (Figure 4)

AT o

{Figure 4)

5 ‘Wash the powder chamber cap, cap ring, cap dome and handpiece with distilled or
delonized watar.

& Clean th threads of the powder chamber, body surface and handpiece serface with
aleahal (ethanol, lsopropancl).

T After the obove pre-cleaning, please conform to the atttachment 1 "Reprocessing
Instructions of Cleaning, Disinfecting And Sterilizing” to conduct cleaning,
disinfecting, sterlizing for handpiece.

B The moadmum cleaning, disinfection ond sterilization cycles of hardpiece 1s
Identified as 300 cycles,

/N caumons

- Only the handplece can be autoclavable under high temperature and pressure.

- Make sure that there is no chemical liquid attached on the handpiece surface
and tha handpiece is completaly dry before sterilization.

= Do not clean or scour this device by high acidity cleanser or disinfectant.
Submerge only the handpiece in a disinfectant bath. Do not submerge the unit
in & disinfectant bath.

- It must be sterilized before the first use and after each patient uses it.
Clean up within 30 minutes after treatment, high temperature and high pressure
sterilization treatment should be taken place within 2 hours after cleaning.
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MAINTENAMNCE

1 Clean the pipes of the device with long and short cleaning needles at the end of the
warking day.

Z  The powder chamber seal ring, seal O-rng 1 and O-ning 2 need to replaced every 6
rmonths.

3 Make sure the handpiecs is cdeaned by hot water ultrasonic cleaning once a week to
avoid clog.

ENVIRONMENTAL PROTECTION

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

After the device is out of its service life, you must net discard it in domestic househeld
waste, Please comply with the Waste Electrical ond Electronic Equipment (WEEE)
directives ond the medical woste dispesal regulations of your country.

Handpiece could easily contact to the bickegical sources and couse biolegical hazards,
shall ke detached from the main unit and reprocessed before the disposal and scropping.
Handpiecs are gharp instruments and easy to scratch people. Should you dispase it in
the medicol woste containers for sharp Instrurnents.

WARRANTY

The warranty will be valid for 1 year fram the date of purchasing. Demages due to non-
adherence to the operation instructions or wear out of pamns are excluded from warranty,

ih The warranty of your product will be cancelled if you try to open it.
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TECHNICAL DATA

Maodel et fidet 5

Classification 93/42 EEC Class lla

Service Pressure to the turbine .

cannedion: Water 0O07-~0.22MPa, 50~80mlmin

Senvice Pressure to the turbine

connedion: Air 0.35-0145MPa (3.5-4.5bar)

Meat Weight Approx, 016kg
Enviranment temperature: +5°C-+40°°0

Operating Conditions Relative humidity: 30%-75%
Atrnosphere pressure: 70kPo-106kPa
Relative Humidity: 10%-93%

Smrag_e and transport Atmospheric Pressure; T0kpao-1048kpa

conditions Temperalure: -20°C - +55C

banufacturing Date See the packing

Life time 5years

TROUBLESHOOTING

Type of Problem
Mo powder £ air jet
corming from the unit

Solutions

The imerior of the Sealer & dogged:

Unscrew the chamber cap [the powder could be ejected),
empty the chamber, clean the air inlet and outlet pipe with
the long &nd short cleaning neadles. Turn off the water
supply, keep the device running, blow the remaining watar
and powder in tha tubes with dry compressed air.

The handpiece is clogged:

Clesin the tube in the handpiece with the lang cleaning
needle, clean the spray nozele with the short cleaning
needle, connect the handpiece to the deaning spray
nizzzle, then connect the nozzle to the hose of dental unit.
Keep the air running for at least 10 sseonds to tharoughly
clean the handplecs tubes. Clean the whole handplece by
hot water ultrasonic cleaning. Dry the handpiece after
claaning.

Check the connector of dental unit hase and quick

Water cames into the

powdar chambear connectar, Replace the saal ring if necessary.

Water leakage from the

connection betwean Replace the seal O-ring 1 and O-ring 2.

handpiece and body

Air or powder leakage Check the seal and the cleanliness of the thread on tha

fram the chamber cap paweder chamber and on the cap. Replace the seal O-ring
if necessany,

Weak air and powder Rafill or changa tha powder. Clean tha Scoler and all the

et low cleaning relevant tubes.

afficiancy
ATTACHMENT 1

REPROCESSING INSTRUCTIONS OF CLEANING,
DISINFECTING AND STERILIZING

1. Baginning work

1.1 Plense rend these aperating instructions corefuly as they explain all the maost impartont
details ond procedures. Please pay special attention to the solaty precautions. Always kesp this
instruction close ot hand,

1.2 To prevent injury to people and domoge to property, please heed the corresponding directives.
1.5 The Instructions in this monual ore only applicoble to the product which it waos defivered with

2, Intraduction

2.1 These reprocessing instructions provide instructions for cleaning, disinfection, sterlization ond
pockoging of manufocturer reusoble products intended to be reprecessed in medical facllities.
2.2 The goal of reprocessing reusable products is to reduce bickurden and to ochieve sterilty of
thede praduets in onder 1o eliminate the fik of product reuse related nfection. Decisions
regarding cleaning, disinfecting or sterilizing manufacturer's medical ond dentd instruments are
bosed on the patentic risk of infection associoted with their use,

2.5 It Is recommended to use steam sterllization.

2.4 Rememiber that sterlization or high-level disinfection connot be ochieved uriless the
elepments of the assembly ane deaned first,

2.5 IF you find that the reprocessing nstructions from the marmsfocturer seem to be inadeguate,
please inform manufacturer about those inodequacies.

2.6 We encourage you to report edverse events rebated to device reprocessing. Regart such
events directly 1o monufoctures.

3, Reprocessing - instructions for reusable products

5.1 The instructions ore binding for the reprocessing of all reusable progucts (Here after called
*praducts”] of manufocturer. When necessary, odditional product-specific instructions. are
ncluded with the product to pravide additional infarmation.

Important: Before use, corefully read the aperating instructions of the monufacturer
instrument and devices with which the product will be used.

3.2 Reusable products must be cleaned, disinfected and sterilized prior to first use. Reprocessing
procedures have only imited implications to this device. The limitotion of the numbers of
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reprocessing procedures ks therefore determined by the function | wear of the device. From the
processing side there s no moximum number of olowable reprocessing. The device should no
longer e reused in cose of signs of matenal degrodation.

In cose of domage the product should be reprocessed befiore sending back to the
manufacturer for repair.

4. Preporation - baosic princioles

411t Is anly possitle to carry out effective stedlization after the complation of effective deaning
and disinfection, Please ensure that, os part of your respongibility far the sterility of praducts
during use, enly sufficieritly validated equipment and product-specilic procedures one used foo
cleaningidisinfection and sterlization, and that the validated parometers ore oghered te during
every oycle

4.2 Plexse olso observe the applicoble bagal reguirements in your country os well as the hygiene
regulations of the haspital or dinic. This opplies espedially with regard to the odditional
reguirements for the inoctivation af prians.

5, Praporation ot the point of usa

Disconnect product. Remove gross soling of the products with cold waoter {<40°C) immedictely
after use, Don't use a fixating detergent of hot water (=40°C) g8 this con couse the latian of
residuals which may Irfluence the result of the reprocessing process.

Stare the products in  humid sumaunding.

&, Tronspartation
Safe storope and transpartation ta the reprocessing area to avoid ony domoge and conteming-
tion to the enviraremernt,

7. Preporation for decontomination
The products must be reprocessed in o disossermbled state, as for as possble,

8. Pra-claoning

Do @ manwal pre-cleaning, until the products one visually clean. Submerge the products in o
cleaning sciution and flush the lumens with o water jet pistol with cold top woter for ot least 10
seconds. Clemn the surfoces with a soft bristle brush.

2, Cleaning

Regarding cleaning/disinfection, finsing and drying, it is to distinguish between manual and
automated regrocessing methods. Preference Is to be given te autemated reprocessing methods,
especialty dus to the better stondardizing potentiol and industriol sofety.

Autormated Cleaning:

Llse g wisher-diginfector (WD) mesting the neguirerments of the 150 15883 serjes.

Put the products inte the mochine on o tray. Connect the products with the WD by wusing sultoble
odopter and start the program:

4 min pre-woshing with cold woaber (<40%C)

Emptying
& min washing with a mild alkaline cleaner at 56°C

Emptying

5 min mewrtralising with worm water {=40°C);

Emptying

5 min intesmediate finsing with warm water (=40°C)

Emptying

The outomoted cleardng processes have been valdated by using 0.5% neodisher MedClean forte
(Dr. Waigart],

Acec. to EM IS0 17664 no manual reprocessing methods are reguired for these
devices. If @ manual reprocessing method has to be used, please validate it prior
to use,

10. Dizinfaction

Autormated Thermal Disinfection in washerdisinfector under consigeration of notianal
requirements In regords to A0 value (see EM 15885).

A disinfaction cycle of 5 min disnfection at $3°C has been volidoted for the product to achieve on
AQ walue of 3000,

11. Drying

Automated Dnying:

Dirying of cutside of products at 407, & min through drying oyole of washer/disinfector, If
needed, odditional manual drying con be perfarmed (hrough fnt free towel insulliate covities of
products by wsing sterike compressad o

12. Functiond testing, maintenance

Visuol inspaction for cleanliness of the products and reassembling if required. Functional testing
occording ta instructions of use. IF necessory, perform reprocessing process again until products s
wisibly clean,

Befare packoging and autacioving, rrake sure that the products hive peen maintained ooe. to
marufocturar's instruction.
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13, Prckaging

Pock the praducts in an aoprogriote pockaging material for sterlization, The paccaging material
and system refer to EN 150 11607,

14, Sterilization

Sterilzation of products by apglying a fractionated pre-vacuum steom steriization process
(oecording to EM 2B5/EM 13080{EN 150 1746E) urder consideration of the respective country
requirements,

Minimumm requirements: 3 min at 134 °C {in EL: 5 min ot 134 °C}

Maximum sterlization temparature: 138°C

Cirying timme:

Far steam sterilization, we resemmend o drying tirme of 15 te 40 minutes. Choose o sutable
drying time, depending on the outockeee and lood, Refer ta the autedove's instructions far use,

After sterllzotion:

a. Remave the product from the outoclove.

b, Let the product esal down al ream temgenature far ol least 30 rinutes. Do nol wee ooditional
conling.

Chesck that the steriization wrops or pouches are not damoged.

ﬂk Flash sterilization I= not allowed on lumen products.

The manufocturer ossumes no responsibility for the use of other sterifization
procedurss (e.g. ethylene oxide, formaldehyde and low temperature plosmo
sterilization).

In such coses, plense observe the respective valid standards [EM 150 14937 JANSI AAMI 150
WIIT o the procedure-specilic stondard) and verily the suitability and effectiveness in
princiole of the procedure (if necessary, including imestigotions: an sterilizing agent
reskiue), taking inte account the specHic product geometry os part of the validation.
*Madmum sterilizotion temperaturs 138°C
15. Storoge
Storope of sterilized products in a dry, deon and dust free ensironment with o relatiee humidity
aof 10% to 95%, on atmospherlc pressure of TOKPa to 1068Pa, ond a temparsture of-20 °C to +55
Az; refer to label and instrections for use,
After sterilizotion, the product should be pockoged in o medical sterilization bag or o clean sealing
container, and stored in o speckal storage cobinet. The storoge time showld not exceed 7 days. If
It |s excesded, it should be reprocessed before use.

16. Senvice lifa

The products have been desigred for a large number of sterfifzation eycles, The materias used in
their manufacture were selected accordngly, However with every renewed preparation for use,
thermal ond chemical strasses will result in oging of the cevices. i the rumber of permissible
revsterlization cycles & restricted, this will be pointed out in the product specific instructions.

The use of ultrasound baths and strong cleaning and disinfection fluids (alkaling
pH>9 or acid pH<E) can reduce the life span of devices. The manufocturer accepts
no liability in such coses,

‘,jl The devices may not be exposed to temperatures above 138 "C.

It 5 the duty of the user to ensure that the reprocessing processes including rescurces, materials
ond persormel ore copable to reoch the required results. Stote of the ort ond often national ke
requiring these processes and included resources to be valdated and mairtained propery.

Manufacturer Information

Guilin Refine Medical Instrument Co., Ltd.

Add: No.8-3, Infarmation Industrial Park, High-Tech Zone, Qixing District,
541004 Guilin, Guangyxi, PEOPLE'S REPLIBLIC OF CHINA

Tel: +B&-T73-7796686 E-mail: refine@refine-med.com

Website: hitp:/fwww.refine-med.com

Manufacturing Date: See the lables on the pockage

Validity Period: 5 years

Medhat EC-REF C Il GmioH
@ Borkstrasse 10, 48163 Milnster, Germany
RE-UT-MO0T  Version:1,5 20240508
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