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Pulp Vitality Tester

Includes:

+ (1) Digitest 3 Pulp Vitality Tester

+ (4) Autoclavable Stainless-Steel Tooth Probes
+ (1) Lead Wire

+ (1) Ground Clip

+ (1) High-Output Alkaline 9-Volt Battery
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This manual, in whole or in part, should not be considered a substitute
for formal training. Appropriate dental professional education is strongly
recommended prior to using this device clinically.
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Parkell Technical Support Service:

Monday — Friday, 8:30 AM to 5:00 PM EST == MADE IN
+1-800-243-7446 - techsupport@parkell.com — USA
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A. Stimulus Adjustment / Control Button
B. Digital Display

C. Ground Clip

D. Lead Wire

E. Posterior Autoclavable Probe

F. Anterior Autoclavable Probe

G. Precision Labial Autoclavable Probe
H. Precision Lingual Autoclavable Probe

Device Description

The Digitest® 3 Pulp Vitality Tester is a hand-
held, battery-powered dental diagnostic device
thatidentifies a living tooth nerve by stimulating
it with a weak electric current. When the oper-
ator depresses the button, the strength of the
electrical stimulus automatically increases at
one of three preset rates. The unique waveform
is designed to trigger a patientresponsein a vital
nerve with a minimal amount of discomfort.

Intended Use/Indications

The Digitest 3 Pulp Vitality Tester is intended to
be used as a diagnostic instrument to assist in
the determination of the vitality of the dental pulp.
Itis indicated for use on vital and non-vital adult
human teeth.

Contraindications

This Digitest 3 Pulp Vitality Tester is contrain-
dicated for use on a patient or by an operator
wearing a cardiac pacemaker or any other intra-
corporeal electronic device (internal defibrillator,
insulin pump, etc.).

Warning

Do not modify this device. Modification may
violate safety codes, endanger the patientand
the operator, and void the warranty.

This device should only be used by licensed
dental professionals qualified in the use of
the unit.

Read and understand all instruction manuals
before using the device.

Portable RF communications equipment (in-
cluding peripherals such as antenna cables

and external antennas) should be used no
closerthan 30 cm (12inches) to any part of the
Digitest 3 unit, including cables specified by
the manufacturer. Otherwise, degradation of
the performance of this equipment may result.

Use of this equipment adjacent to, or stacked
with other equipment, should be avoided be-
cause it may resultinimproper operation.

This device is to be operated with Parkell ac-
cessories only. Use of accessories other than
those specified, or provided by Parkell Inc.,
may resultinincreased electromagnetic emis-
sions or decreased electromagnetic immuni-
ty of this equipment or improper operation.

Equipment not suitable for use in the presence
of flammable or explosive gases. Use of dental
nitrous oxide/oxygen analgesiais acceptable.

Conformance to Standards

« Parkell’s quality system is certified to ISO
13485, and this device conforms with IEC
60601-1,IEC 60601-1-2, CAN/CSA-C22.2 No.
60601-1 and IEC 60601-2-40.

Cleaning and Infection Control
of the Digitest 3

+ DONOTAUTOCLAVETHEDIGITEST3POWER
UNIT, AS THIS WILL CAUSE DAMAGE TOIT.

Autoclaving and disinfecting do not remove
accumulated debris. Before autoclaving or
disinfecting accessories: Rinse the acces-
sories under warm running water for 30 sec-
onds to remove any external or internal soil
or debris. Using a soft soapy cleaning brush
to assist in the cleaning, if necessary. Use
non-ammoniated detergent or dishwashing
soap. Do not use ammoniated cleansers or



disinfectants. Rinse the item again under
warm running water for 30 seconds to remove
any residual soap and blot dry with a dry lint-
free towel.

The Power Unit should be protected using prop-
erly-sized disposable plastic barrier sleeves.

Since the Digitest 3incorporates sophisticat-
ed electronic circuitry, it should not be direct-
ly sprayed with or soaked in disinfectant. The
device may be disinfected by wiping it with
a lint-free towel moistened with an EPA-ap-
proved disinfectant containing not more than
30% alcohol, alcohol-free surface disinfectant
wipes, or disinfecting wipes containing 3-5%
Hydrogen Peroxide. Any disinfectant used on
the lens and the housing should eventually
be wiped off as per the instructions given on
disinfectant labeling to remove chemical res-
idue. If the lens becomes hazy or scratched,

NOVUS No. 2- Fine Scratch Remover can be
used to remove the damage as per the manu-
facturer’s instructions.

Follow the surface disinfecting protocol spec-
ified by the disinfectant manufacturer.

For further information, consult the Centers
for Disease Control website at www.CDC.
gov, referencing the most recent version of
the “Guidelines for Infection Control in Dental
Health-Care Settings”.

The Tooth Probes, Ground Clip and Lead Wire
may be sterilized in any conventional steam au-
toclave (130°-134° C for 15 min for Gravity Dis-
placement units, or 4 minutes for Pre-vacuum
Cycle units, followed by a 15-minute minimum
cool down interval). Comply with the autoclave
manufacturer’'s recommended procedure, if
different. These items can be autoclaved for
250 cycles before requiring replacement.

Specifications

Protection Against Electric Shock:

Type BF applied part

Protection Against Ingress of Liquids:

Pulp Tester - IPX0 (Ordinary)

Mode of Operation of Equipment:

Continuous

Operating Conditions:

15-40°C, 10-80% RH (non-condensing)

Transport and Storage Conditions:

10-40°C, 10-80% RH (non-condensing)

Stimulator Output:

The voltage output at the electrode can be charac-
terized as discretely pulsed voltage packets that
gradually increase in amplitude as the display count
isincremented. The output voltage is purely AC and
contains no DC component. See “Electrical Specifi-
cations” section

Electrical Specifications

Maximum DC Component Amplitude: None
Maximum AC Component Amplitude: 500V peak to peak
Peak Output Current Maximum: 250uA

Pulse Durations (Packet Width):

High (3 bars): 60.5ms
Medium (2 bars): 100ms
Low (1 bar): 124ms

Pulse Repetition Period:

High (3 bars): 140ms
Medium (2 bars): 228ms
Low (1 bar): 284ms

Average Voltage Increment:

7V

The tooth enamel of a patient is simulated using a 2 Megaohm resistive load. Using this load as a
reference, the absolute maximum voltage that can appear at the electrode is 500V at a maximum

output current of 250uA.




Service and Maintenance

+ Do notopenthe Digitest 3 Power Unit, except to change the bat-
tery. There are no user-serviceable parts inside. Internal repairs
are to be made only by authorized Parkell personnel, by returning
the unit to the service address at the end of these instructions.

+ Avoid dropping the Power Unit or subjecting it to physical shock.

+ Battery should be removed if unitis to be stored unused for more
than 30 days.

+ To prolong battery life, the device automatically turns off after
14 seconds of inactivity.

+ When the battery is low, the letters “LO” will blink on the screen
when the device is initially turned on. If the battery is low, replace
it as explained in the section “Installing/Replacing the Battery”.

+ If a Tooth Probe becomes loose in the mount of the Power Unit,
it may be tightened by carefully inserting a flat screwdriver blade
into the split metal base of the probe and gently expanding the Fig. 4
sides apart with a twist of the tool (Figure 7).

Fig. 1
+ Discard and replace any Tooth Probe if the metal or the insulation
becomes damaged during use.

Installing / Replacing the Battery

+ The Digitest 3 Pulp Vitality Tester comes with a high-output,
9-Volt alkaline battery.

+ Toinstall the battery,remove screw (Figure 2) and carefully lift off
the plastic battery door by gently pulling it away from the Power
Unit (Figure 3). Withdraw the old battery from the battery enclo- Fig. 6
sure, and unsnap it from the wire battery connector (Figure 4).
Discard in accordance with applicable laws.

+ The fresh battery should be snapped onto the connector and
placedinthe Power Unit so the top end attached to the connector
is placed into the opening first (Figure 5). Slight pressure on the
bottom of the battery will help it to slide home (Figure 6). Replace
the plastic battery door by engaging the tabs on the bottom first
(Figure 7), and tighten the screw gently (Figure 8).

+ The replacement battery may be a Duracell® MN1604, Pana-
sonic® 6AM6 or equivalent. Although rechargeable 9-Volt bat-
teries may be utilized, they will require more frequent charging
because of the considerable voltage required to perform the
pulp testing procedure.

Digitest 3 Setup Prior to Performing Pulp
Vitality Testing
+ To accurately diagnose the condition of the tooth, pulp test-
ing must be performed on a patient who has not received local
anaesthesia or gas analgesia. Make sure to use the Digitest 3
BEFORE you perform these procedures.

+ Fully explain to the patient what you will be doing prior to the pulp
test, so they are not surprised during the test. Using the words




“feeling” or “discomfort” are always prefera-
ble to the word “pain”.

Standard infection control protocol must be
followed by the operator during pulp test-
ing, by wearing disposable rubber, vinyl or
nitrile gloves.

The tooth to be tested and the adjacent teeth
must be clean and dry. Interproximal embra-
sures should be made free of any impacted
food debris, saliva, water or plaque by floss-
ing, scaling with aninstrument and air-drying
before testing.

Electrically isolate the tooth being test-
ed from neighboring teeth or metallic res-
torations by wrapping it with a clear mylar
strip, such as those used in fabricating Class
3 composite restorations.

A dry cotton roll should be placed in the buc-
cal vestibule to isolate the tooth from the lip
and cheek.

A plastic mirror should be used to keep the
tongue off the tooth during testing.

There are two alternatives for completing the
circuit using the autoclavable Ground Clip and
lead wire.

1. Method 1: Over the Lip

+ Plug one end of the wire into the socket
on the bottom of the Power Unit (Figure 9)
and insertthe Ground Clip (Figure 10) into
the socket at the other end of the wire.

Place a small amount of toothpaste on
the patient’s lip (to enhance electrical
conductivity), then place the Ground Clip
over the patient’s toothpaste-coated lip
and confirm there is good contact be-
tween the lip and the clip.

2. Method 2: Finger Hold

+ Connect the wire and Ground Clip to the
Power Unit as per Method 1.

+ Place a small amount of toothpaste on
the Ground Clip and have the patient se-
curely hold the metal clip between the
thumb and forefinger of either hand.

Fig. 9
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Fig. 10
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+ For both methods, advise the patient what to
expect during the test and why the test is being
performed. Tell the patient that when the vitali-
ty testis underway, they should indicate, either
verbally or by carefully raising their hand (for
test utilizing the “Finger Hold” of the Ground
Clip, they should raise their free hand), at the
first sign of an awareness of the stimulus in
the tooth. As soon as they make you aware,
you will stop the test by releasing pressure on
the button and removing the probe from con-
tact with the tooth surface.

For the Finger Hold Method, the doctor has
the option of giving the patient some control
over the testing procedure. This is done by tell-
ing the patient they can make the sensationin
the tooth stop if they let go of the Ground Clip.
Letting go of the Ground Clip will not turn off
the Digitest 3 and will not stop the numbers
on the digital screen from continuing to count
higher. It will only stop the patient from feel-
ing the stimulus.

IMPORTANT: This option should be offered
on a limited basis, and only to patients who
may be hesitant to undergo the procedure due
to concerns of feeling extreme discomfort.
Patients offered the “Drop Clip” alternative
may anticipate discomfort and drop the clip
prematurely, thereby compromising the ac-
curacy of the test results.

Insert Tooth Probe into the open end of the
Power Unit (Figure 11). To enhance electrical
conductivity and contact between tooth and
the probe, apply a small amount of toothpaste
to the metal tip.

Metal or ceramic surfaces cannot be used as
touch points for the Tooth Probes. Teeth se-
lected for pulp testing must possess enough
exposed enamel or dentin to allow the probe
to make contact without touching the gin-
giva or a metal restoration. In certain cas-
es, this may require the use of a Precision
Probe (included).

Fig. 11




Fig. 12 Fig. 13
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Vitality Testing with the Digitest 3
Pulp Tester
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. To activate the unit, press and hold the start

button (Figure 12) for a half second, and
then release the button. When the button is
depressed, the display will show one row of
horizontal bars if the stimulus rate is set for
“SLOW”, two rows for “MEDIUM”, or three rows
for “FAST” (Figure 13).

.If the desired stimulus rate mode was dis-

played, the vitality test may proceed, as de-
tailed in Step 4.

.If you wish to change the stimulus rate

mode, simply press the button and the mode
will change after the button is released.
NOTE: The unit will remember the last stim-
ulus rate mode setting, even if the device is
powered down.

.Place the toothpaste-covered tip of the

Tooth Probe on the middle of the labial or
lingual surface of the tooth. Avoid soft tissue
and restorations such as crowns, amalgams
or composites.

. Depress and hold the button, and the display

number will rise, indicating that a gentle stim-
ulus is being applied to the tooth.

.When the patient indicates that they feel the

stimulus, pressure on the button should be
released. Releasing pressure on the button
will stop the test and freeze the digital screen.
The screen will remain illuminated for approx-
imately 14 seconds once pressureisreleased,
whichis enough time to remove the probe from
contact with the tooth and record the number
at which the patient felt sensation.

The maximum stimulus reading is 64. Even if
there is no response at this level, there is still
the possibility that the tooth is vital. No sensa-
tion at this number may simply indicate that the
toothis non-responsive at the time of the test,
possibly from trauma. However, since teeth
have been known to recover from traumatic in-
jury many days after presenting with a “non-vi-
tal” reading, follow-up testing is almost always
indicated after any initial readings. If this read-

[oc]

ing persists over several visits, itis reasonable
to assumethat the tooth is non-vital. However,
this conclusion should always be confirmed by
another accepted endodontic testing method.

. To confirm the diagnosis, a corresponding con-
trol tooth in the same arch should be tested.
Molars should be matched to molars, premo-
lars to premolars, cuspids to cuspids, and inci-
sorstoincisors. If thisis not possible because
teeth are absent, endodontically treated, or
have full coverage restorations, a similar tooth
in the opposite arch should be used.

+ Testing Tip: Do not combine the “Over the
Lip’ and “Finger Hold” methods for test-
ing. For each patient, whichever meth-
od is chosen should remain consistent
for the entire testing process on that pa-
tient. If the decision is made to change
methods mid-test, the entire test will
need to be repeated.

Clinical Observations

+ Itis not possible to prepare a “table of nor-
mal values” for pulp tester readings, because
THERE IS NO “NORMAL” IN PULP TESTING.
Rather, the clinician should perform sequen-
tial comparisons between the subject tooth
and the control tooth at consecutive office vis-
its, observing how the readings are changing
as time progresses. By utilizing electric pulp
testing, along with all available diagnostic in-
formation, itis often possible to predict where
the tooth’s vitality is heading. This allows the
clinician to make informed decisions as to
whether endodontic therapy is appropriate, or
whetheritis prudent to simply watch and wait.

There are general anatomic trends in pulp vi-
tality readings. Posterior teeth generally re-
quire greater stimulus than anteriors, probably
because of the greater thickness of enamel
and dentinin posterior teeth. Enamel requires
a greater stimulus than dentin or cementum,
because of the higher percentage of non-con-
ductive mineral, and the lower percentage of
water. Similar cross-arch teeth will have sim-
ilar thresholds to stimulus.



+ The stimulus threshold may also be affect-
ed by such factors as the age, gender, previ-
ous pain history of the patient, pulp chamber
size, trauma, pathology and use of prescrip-
tion and non-prescription medications, or il-
licitdrug use.

The Parkell Digitest 3 is to be used in conjunc-
tion other diagnostic tests such as x-rays,
temperature tests, percussion, etc. in order
to confirm tooth pulp vitality.

Troubleshooting

Display does not light when button
is depressed.

+ Battery weak or dead — needs replacement.
+ Unitdamaged — needs service.

Tooth Probe loose or rotating in Power Unit.

+ Tooth Probe base too loose—adjust base
with screwdriver (See Figure 1).

Vitality test showing no response at “64"
reading, while control tooth is normal.

+ Tooth is non-vital.

+ Tooth Probe not adequately contacting
tooth — apply toothpaste to probe and
reapply to tooth.

+ Ground Clip Lead Wire not connected to
Power Unit.

+ Patient not holding “Ground Clip” tightly, or
without toothpaste oniit.

+ Consider applying small amount of tooth-
paste on “Ground Clip” to enhance conduc-
tivity before placing it on the lip or holding
itin hand.

Vitality test showing immediate response at
very low reading.

+ Tooth is hyperemic - recommend end-
odontic treatment.

« If problem persists with all teeth tested,
unit needs service.

Warranty and Terms of Use

For full Warranty and Terms of Use information,
please see www.parkell.com. Parkell’s Quality
System is certified to ISO 13485. If you have any
questions, please email our Technical Support
Service at techsupport@parkell.com



Explanation of Symbols Used

Do not dispose this product into
the ordinary municipal waste or
garbage system

Professional use only

Medical Device Package contents

Catalogue / stock number Pulp Tester

Unique Device Identifier Autoclavable Probe(s)
Serial number Lead Wire

Follow instructions for use Ground Clip
Cootuss package s damaged
Non-sterile Manufacturer
Temperature limit Importer

Sterilizable in a steam sterilizer
(autoclave) at the temperature
specified
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This precision dental device was designed, manufactured and is
serviced in the United States of America by:

Parkell, Inc.,
I 300 Executive Dr., Edgewood, NY 11717 USA
+1-800-243-7446 - www.parkell.com

UK  ukre: Topdental (Products) Ltd,
CRA 12 Ryefield Way, Silsden, West Yorkshire BD20, OEF England UK

1639

@_) Skrivanek s.r.o. Type “BF" Certified o MDD
Na Dolinach 153/22, 147 00 Praha 4 - Podoli Applied Part 93/42/EEC
8




Brugsanvisning
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parkell
pIGITEST 3

Test af papirmassens vitalitet

Inkluderer:

+ (1) Digitest 3 test af frugtkgdets vitalitet

+ (4) Autoklaverbare tandprober i rustfrit stal
+ (1) Ledningstrad

+ (1) Jordklemme

+ (1) Alkalisk 9-Volt-batteri med hgj effekt

K., mo

Denne manual, helt eller delvist, bgr ikke betragtes som en erstatning
for formel uddannelse. Det anbefales pa det kraftigste, at tandleegerne
far en passende uddannelse, for de bruger dette apparat klinisk.
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Parkell Teknisk Support Service:

Mandag til fredag, 8:30til 17:00 EST -E MADE IN
+1-800-243-7446 - techsupport@parkell.com — USA
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A. Kontrolknap til justering af stimuleringen
B. Digitalt display

C. Jordklemme

D. Ledningstrad

E. Posterior autoklaverbar sonde

F. Anterior autoklaverbar sonde

G. Autoklaverbar preecisions-labialprobe
H. Autoklaverbar praecisionslingualprobe

Beskrivelse af udstyret

Digitest® 3 Pulp Vitality Tester er et handholdt,
batteridrevet tanddiagnostisk apparat, der identi-
ficererenlevende tandnerve ved at stimulere den
med en svag elektrisk strom. Nar operatgren tryk-
ker pa knappen, gges styrken af den elektriske
stimulus automatisk med en af tre forudindstill-
ede hastigheder. Den unikke bglgeform er desig-
nettil atudlgse en patientresponsien vital nerve
med et minimum af ubehag.

Tilsigtet brug/indikationer

Digitest 3 Pulp Vitality Tester er beregnet til at
blive brugt som et diagnostisk instrument til at
hjeelpe med at bestemme vitaliteten af den den-
tale pulpa. Det er indiceret til brug pa vitale og
ikke-vitale teender hos voksne mennesker.

Kontraindikationer

Denne Digitest 3 Pulp Vitality Tester er kontrain-
diceret til brug pa en patient eller af en operatgr,
der baerer en pacemaker eller anden intrakorpo-
real elektronisk enhed (intern defibrillator, insu-
linpumpe osv.).

Advarsel

+ Duma ikke modificere denne enhed. £ndring-
er kan veere i strid med sikkerhedsbestem-
melserne, udggre en fare for patienten og
operatgren og ggre garantien ugyldig.

Dette apparat ma kun bruges af autorisere-
de tandleeger, der er kvalificerede til at bruge
apparatet.

Laes og forsta alle brugsanvisninger, fgr du
bruger apparatet.

« Beerbart RF-kommunikationsudstyr (herunder
periferiudstyr som antennekabler og eksterne
antenner) ma ikke bruges teettere end 30 cm
(12 tommer) pa nogen del af Digitest 3-en-
heden, herunder kabler, der er specificeret af
producenten. Ellers kan det resultere i en for-
ringelse af udstyrets ydeevne.

Brug af dette udstyr ved siden af eller stablet
sammen med andet udstyr bgr undgas, da det
kan resultere i ukorrekt drift.

Denne enhed ma kun betjenes med Parkell-til-
behgr. Brug af andet tilbehgr end det, der er
specificeret eller leveret af Parkell Inc. kan
resultere i gget elektromagnetisk udstraling
eller nedsat elektromagnetisk immunitet for
dette udstyr eller ukorrekt drift.

Udstyr, der ikke er egnet til brug i naerheden
af breendbare eller eksplosive gasser. Brug
af dental lattergas/oxygen analgesi er
acceptabelt.

Overensstemmelse med
standarder

« Parkells kvalitetssystem er certificeret i
henhold til ISO 13485, og denne enhed er i
overensstemmelse med IEC 60601-1, IEC
60601-1-2, CAN/CSA-C22.2 No. 60601-1 og
IEC 60601-2-40.

Renggring og infektionskontrol
af Digitest 3

+ DIGITEST 3 POWER UNIT MA IKKE AUTO-
KLAVERES, DA DET VIL BESKADIGE DEN.

+ Autoklavering og desinficering fjerner ikke
ophobet snavs. Fgr autoklavering eller
desinficering af tilbehgr: Skyl tilbehgret un-
der rindende, varmt vand i 30 sekunder for



at fjerne udvendigt eller indvendigt snavs.
Brug om ngdvendigt en blgd, saebeholdig
renggringsberste til at hjaelpe med renggrin-
gen. Brug ikke-ammonieret opvaskemiddel
eller opvaskesabe. Brug ikke ammoniak-
holdige renggrings- eller desinfektionsmid-
ler. Skyl emnet igen under rindende varmt
vand i 30 sekunder for at fjerne eventuelle
saeberester, og dup det tgrt med et tert, fnug-
frit handklaede.

- Strgmforsyningen skal beskyttes ved hjaelp
af engangsplastbarrierehylstre i den rigtige
starrelse.

- Da Digitest 3 indeholder sofistikerede elek-
troniske kredslgb, bgr den ikke sprojtes
direkte med eller lzegges i blgd i desinfektions-
middel. Enheden kan desinficeres ved at tarre
den af med et fnugfrit hdndklaede fugtet med
et EPA-godkendt desinfektionsmiddel, der
ikke indeholder mere end 30 % alkohol, alko-

holfrie overfladedesinfektionsservietter eller
desinfektionsservietter, der indeholder 3-5 %
brintoverilte. Hvis der er brugt desinfektion-
smiddel pa linsen og huset, skal det til sidst
tgrres af i henhold til anvisningerne pa desin-
fektionsmidlets etiket for at fjerne kemikalier-
ester. Hvis linsen bliver uklar eller ridset, kan
NOVUS No. 2- Fine Scratch Remover bruges
til at fjerne skaden i henhold til producentens
anvisninger.

+ Fplg den protokol for overfladedesin-

fektion, der er angivet af producenten af
desinfektionsmidlet.

+ For yderligere information, se Centers for

Disease Control's hjemmeside pa www.CDC.
gov, med henvisning til den seneste version
af "Guidelines for Infection Control in Dental
Health-Care Settings".

+ Tandproberne, jordclipsen og ledningstraden

kan steriliseres i enhver konventionel dampau-

Specifikationer

Beskyttelse mod elektrisk stad:

Anvendt del af type B

Beskyttelse mod indtrangen af vaesker:

Pulp-tester — IPX0 (almindelig)

Udstyrets driftsform:

Kontinuerlig

Driftsbetingelser:

15-40°C, 10-80 % RH (ikke-kondenserende)

Transport- og opbevaringsbetingelser:

10-40 °C, 10-80 % RH (ikke-kondenserende)

Stimulatorudgang:

Spaendingsudgangen ved elektroden kan karakteris-
eres som diskret pulserende spaendingspakker, der
gradvist gges i amplitude, efterhanden som display-
teellingen gges. Udgangsspaendingen er ren veksel-
strem og indeholder ingen jeevnstremskomponent.
Se afsnittet "Elektriske specifikationer"

Elektriske specifikationer

Maksimal DC-komponentamplitude: Ingen
Maksimal AC-komponentamplitude: 500V spids til spids
Maksimal spidsudgangsstrem: 250 uA

Pulsvarighed (pakkebredde):

Hgj (3 takter): 60,5 ms
Medium (2 takter): 100 ms
Lav (1 bar): 124 ms

Periode for gentagelse af puls:

Hgj (3 takter): 140 ms
Medium (2 takter): 228 ms
Lav (1 bar): 284 ms

Gennemshnitlig spaendingsforggelse:

7V

Tandemaljen pa en patient simuleres ved hjeelp af en resistiv belastning pa 2 Megaohm. Med
denne belastning som reference er den absolut maksimale spaending, der kan forekomme ved
elektroden, 500 V ved en maksimal udgangsstrgm pa 250 uA.




toklave (130-134 °C i 15 minutter for tyngdekraftenheder eller 4
minutter for enheder med praevakuumcyklus, efterfulgt af mindst
15 minutters nedkelingsinterval). Fglg autoklaveproducentens
anbefalede procedure, hvis den er anderledes. Disse emner kan
autoklaveres i 250 cyklusser, fgr de skal udskiftes.

Service og vedligeholdelse

+ Digitest 3 Power Unit ma ikke dbnes, undtagen for at skifte bat-
teri. Der er ingen dele indeni, der kan serviceres af brugeren.
Interne reparationer ma kun udfgres af autoriseret Parkell-per-
sonale ved atreturnere enheden til serviceadressenislutningen
af denne vejledning.

+ Undga at tabe strgmforsyningen eller udsaette den for fysis-
ke stgd.

+ Batteriet skal tages ud, hvis enheden skal opbevares ubrugt i
mere end 30 dage.

+ For at forlaenge batteriets levetid slukker enheden automatisk
efter 14 sekunders inaktivitet.

+ Nar batteriet er lavt, vil bogstaverne "LO" blinke pa skaermen,
nar enheden teendes fgrste gang. Hvis batteriet er lavt, skal du
udskifte det som beskrevet i afsnittet "Installation/udskiftning
af batteriet".

+ Hvis entandprobe Igsner sigiholderen pa stremforsyningen, kan
den strammes ved forsigtigt at stikke en flad skruetraekkerklinge
indiprobens delte metalbase og forsigtigt udvide siderne fra hi-
nanden med et vrid pa veerktgjet(figur 7).

Fig. 1
+ Kassérog udskift enhver tandprobe, hvis metallet eller isolerin-
gen bliver beskadiget under brug.

Installation/udskiftning af batteriet

+ Digitest 3 Pulp Vitality Tester leveres med et 9-Volt alkalisk bat-
teri med hgj effekt.

+ Foratinstallere batteriet skal du fjerne skruen(figur 2) og forsig-
tigt Igfte plastikbatteridgren af ved forsigtigt at traekke den vaek
fra stremforsyningen(figur 3). Traek det gamle batteri ud af bat-
terikabinettet, og I@sn det fra batterikablet(Figur 4). Bortskaf i
overensstemmelse med gaeldende lovgivning.

+ Det nye batteri skal klikkes pa stikket og placeres i stremforsynin-
gen, sa den gverste ende, der er fastgjort til stikket, placeres i ab-
ningen ferst(figur 5). Et let tryk pa bunden af batteriet vil hjeelpe
det med at glide hjem(figur 6). Seet plastbatterideekslet pa igen
ved fgrst at trykke pa tapperne i bunden(Figur 7), og stram skru-
en forsigtigt(Figur 8).

+ Udskiftningsbatteriet kan veere et Duracell® MN1604, Pana-
sonic® 6AM6 eller tilsvarende. Selvom man kan bruge geno-
pladelige 9-Volt-batterier, skal de oplades oftere pé grund af
den store spaending, der kraeves for at udfgre testproceduren
for papirmasse.

Fig. 4

Fig. 6




Digitest 3 opsatning for udfgrelse
af pulpavitalitetstest

+ Foratkunne stille en ngjagtig diagnose af tan-
dens tilstand, skal pulpatesten udfgres pa en
patient, der ikke har faet lokalbedgvelse eller
gasanalgesi. Sgrg for at bruge Digitest 3, FGR
du udferer disse procedurer.

+ Forklar patienten fuldt ud, hvad du vil ggre
for pulpatesten, s& de ikke bliver overraskede
under testen. At bruge ordene "fglelse" eller
"ubehag" er altid at foretraekke frem for or-
det "smerte".

+ Operatgren skal fglge standardprotokollen
for infektionskontrol under testning af pulp
ved at baere engangshandsker af gummi, vi-
nyl eller nitril.

+ Den tand, der skal testes, og de tilstgdende
teender skal vaere rene og tgrre. Interproximale
embrasurer skal ggres fri for madrester, spyt,
vand eller plak ved hjeelp af tandtrad, skalering
med et instrument og lufttgrring for testen.

+ Isoler den tand, der skal testes, elektrisk fra
nabotaenderne eller metalliske restaureringer
ved at pakke den ind i en klar mylarstrimmel,
som dem, der bruges til at fremstille klasse 3
kompositrestaureringer.

+ En tgr bomuldsrulle skal placeres i vestibu-
lum buccale for at isolere tanden fra leeben
og kinden.

+ Man bgr bruge et plastikspejl til at holde tun-
gen vaek fratanden under testen.

+ Dererto alternativer til at afslutte kredslgbet
ved hjeelp af den autoklaverbare jordklemme
og ledning.

1. Metode 1: Over laeben

+ Satden ene ende af ledningen i stikket i
bunden af stramforsyningen(figur 9), og
seet jordklemmen(figur 10) i stikket i den
anden ende af ledningen.

« Kom en lille smule tandpasta pa patien-
tens laebe (for at forbedre den elektriske
ledningsevne), placer derefter jordclipsen
over patientens tandpasta-belagte laebe,
og bekreeft, at der er god kontakt mellem
lzeben og clipsen.

Fig. 9 Fig. 10

2. Metode 2: Fingergreb

+ Tilslut ledningen og jordklemmen til
stremenheden som beskrevetimetode 1.

+ Kom en lille smule tandpasta pa Ground
Clip, og fa patienten til at holde metal-
clipsen sikkert mellem tommel-og pege-
finger pa begge haender.

+ Ved begge metoder skal patienten informeres

om, hvad han/hun kan forvente under testen,
og hvorfor testen udfgres. Forteel patienten,
at nar vitalitetstesten er i gang, skal han/hun
give tegn, enten verbalt eller ved forsigtigt
at Ipfte handen (ved test med "Finger Hold"
pa Ground Clip skal han/hun Igfte sin frie
hénd), ved det forste tegn pa en bevidsthed
om stimulus i tanden. Sa snart de ger dig op-
maerksom pa det, skal du stoppe testen ved at
slippe trykket pa knappen og fjerne proben fra
tandoverfladen.

+ Ved Finger Hold-metoden har leegen mulighed

for at give patienten en vis kontrol over test-
proceduren. Det gores ved at fortzelle patient-
en, at de kan fa fglelsen i tanden til at stoppe,
hvis de slipper Ground Clip. Hvis du slipper
jordklemmen, slukker Digitest 3 ikke, og tall-
ene pa den digitale skaerm bliver ved med at
teelle hgjere. Det vil kun forhindre patienten i
at fgle stimulus.

+ VIGTIGT: Denne mulighed bgr kun tilbydes i

begraenset omfang og kun til patienter, der
maske tover med at gennemga indgrebet
pa grund af bekymring for at fgle ekstremt
ubehag. Patienter, der tilbydes "Drop Clip"-al-
ternativet, kan forvente ubehag og slippe
clipsen for tidligt og derved kompromittere
testresultaternes ngjagtighed.

+ Indsaettandprobeniden dbne ende af kraften-

heden(figur 17). For at forbedre den elektriske
ledningsevne og kontakten mellem tand og
probe kan man smgre en lille smule tandpas-
ta pa metalspidsen.

+ Metal- eller keramikoverflader kan ikke brug-

es som bergringspunkter for tandproberne.
Teender, der udveelges til pulpatest, skal have
nok eksponeret emalje eller dentin til, at pro-
ben kan kommeikontaktuden at bergre gingi-
va eller en metalrestaurering. | visse tilfeelde
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Fig. 12 Fig. 13

LANGSOM [ MEDIUM ] HURTIG

kan det veere ngdvendigt at bruge en praeci-
sionsprobe (medfglger).

Vitalitetstestning med Digitest
3-pulpatesteren

. For at aktivere enheden skal du trykke pé start-
knappen(figur 12) og holde den nede i et halvt
sekund, og derefter slippe knappen. Nar knap-
pen trykkes ned, viser displayet én raekke van-
drette bjaelker, hvis stimulusfrekvensen er
indstillet til "LANGSOM", to reekker for "ME-
DIUM" eller tre reekker for "HURTIG" (figur 13).

. Hvis den gnskede stimulusfrekvenstilstand

blev vist, kan vitalitetstesten fortsaette som
beskrevetitrin 4.

-

N

w

. Hvis du gnsker at andre stimulusfrekvenstil-
stand, skal du blot trykke pa knappen, og til-
standen vil @&ndre sig, nér du slipper knappen.
Bemaerk: Enheden vil huske den sidste ind-
stilling af stimulusfrekvens, selv hvis en-
heden slukkes.

N

.Placer den tandpastabeklaedte spids af
tandproben pa midten af tandens labiale
eller linguale overflade. Undga blgdt veev og
restaureringer som kroner, amalgam eller
komposit.

(&

. Tryk pa knappen, og hold den nede, sa stiger
tallet pa displayet, hvilket indikerer, at tanden
far en blid stimulus.

o

. Nar patienten indikerer, at han/hun kan maerke
stimulus, skal trykket pa knappen slippes. Hvis
du slippertrykket pa knappen, stopper testen,
ogden digitale skaerm fryser. Skaermen forbliv-
eroplystica. 14 sekunder, nar trykket slippes,
hvilket er tid nok til at fjerne proben fra tanden
ogregistrere detnummer, hvor patienten fglte
en fornemmelse.

~

Den maksimale stimulusafleesning er 64. Selv
hvis der ikke er nogen reaktion pa dette niveau,
er der stadig mulighed for, at tanden er vital.
Ingen fornemmelse ved dette tal kan blot in-
dikere, at tanden ikke reagerer pa tidspunk-
tet for testen, muligvis pa grund af et traume.
Men da teender er kendt for at komme sig efter
traumatiske skader mange dage efter en "ik-
ke-vital" aflaesning, er opfglgende test naesten
altid indiceret efter de forste afleesninger. Hvis

©

denne maling fortseetter over flere besgg, er
det rimeligt at antage, at tanden ikke er vital.
Denne konklusion bgr dog altid bekreaeftes af
enanden accepteret endodontisk testmetode.

For at bekraefte diagnosen bgr man teste en tils-
varende kontroltand i samme bue. Molarer skal
matches med molarer, preemolarer med preemo-
larer, cuspider med cuspider og incisiver med
incisiver. Hvis det ikke er muligt, fordi teenderne
mangler, er endodontisk behandlede eller har
fuldt deekkende restaureringer, skal der bruges
en lignende tand i den modsatte tandbue.

+ Tip til testning: Kombiner ikke test-
metoderne "Over laeben" og "Finger-
greb". For hver patient skal den metode,
dervaelges, vaere den samme under hele
testprocessen for den pagzeldende pa-
tient. Hvis det besluttes at skifte metode
midt i testen, skal hele testen gentages.

Kliniske observationer

+ Det er ikke muligt at udarbejde en "tabel over
normalveerdier” for afleesninger af papirmas-
setestere, for DER ERINGEN "NORMAL" | PUL-
PETESTNING. | stedet bgr klinikeren foretage
sekventielle sammenligninger mellem den
pageaeldende tand og kontroltanden ved flere
pa hinanden fglgende konsultationer og ob-
servere, hvordan malingerne andrer sig, efter-
handen som tiden gar. Ved at bruge elektrisk
pulpatest sammen med alle tilgaengelige di-
agnostiske oplysninger er det ofte muligt at
forudsige, hvor tandens vitalitet er pé vej hen.
Det giver klinikeren mulighed for at traeffe in-
formerede beslutninger om, hvorvidt endo-
dontisk behandling er hensigtsmaessig, eller
om det er klogt blot at se tiden an og vente.

Der er generelle anatomiske tendenser i vi-
talitetsmalinger af pulpa. Bagerste teender
kraever generelt stgrre stimulering end for-
reste taender, sandsynligvis pa grund af den
stgrre tykkelse af emalje og dentin i bager-
ste teender. Emalje kraever en stgrre stimulus
end dentin eller cement, pa grund af den hg-
jere procentdel af ikke-ledende mineraler og
den lavere procentdel af vand. Teender med
ens tvaerbuer vil have ens teaerskelveerdier for
stimulus.



+ Stimuleringsteersklen kan ogsa pavirkes af
faktorer som alder, kgn, patientens tidligere
smertehistorie, pulpakammerets stgrrelse,
traumer, patologi og brug af receptpligtig
og ikke-receptpligtig medicin eller ulovlige
stoffer.

+ Parkell Digitest 3 skal bruges sammen med
andre diagnostiske tests som rgntgenbilled-
er, temperaturtests, perkussion osv. for at
bekrzefte tandpulpens vitalitet.

Fejlfinding

Displayet lyser ikke, nar der trykkes pa
knappen.

- Batteriet er svagt eller dgdt - skal udskift-
es.

» Enheden er beskadiget - treenger til ser-
vice.

Tandproben er Igs eller roterer i kraften-
heden.

+ Tandprobesoklen er for lgs - juster soklen
med en skruetraekker (se Figur 7).

Vitalitetstesten viser ingen respons ved
"64", mens kontroltanden er normal.

+ Tanden er ikke livsvigtig.

+ Tandproben har ikke tilstraskkelig kontakt
med tanden - pafgr tandpasta pé proben,
og pafer den igen patanden.

+ Ledningen til jordklemmen er ikke tilsluttet
strgmforsyningen.

+ Patienten holder ikke godt fasti "Ground
Clip", eller der er ikke tandpasta pa den.

+ Overvej at smgre en lille smule tandpasta
pa "Ground Clip" for at forbedre ledning-
sevnen, for du placerer den pa laeben eller
holder denihanden.

Vitalitetstest viser gjeblikkelig respons ved
meget lav maling.

+ Tanden er hyperaemisk - anbefal endodon-
tisk behandling.

+ Hvis problemet fortsaetter med alle test-
ede teender, skal enheden til service.

Garanti og vilkar for brug

For fuld information om garanti og brugsbetingelser,
sevenligstwww.parkell.com. Parkells kvalitetssys-
tem er certificeret i henhold til ISO 13485. Hvis du
har spgrgsmal, bedes du sende en e-mail til vores
tekniske support pa techsupport@parkell.com



Forklaring af anvendte symboler

Kun til professionel brug

Produktet ma ikke bortskaffes med
almindeligt husholdningsaffald eller
skraldespand

Medicinsk udstyr

Indhold i pakken

Katalog-/lagernummer

Test af papirmasse

Unik enhedsidentifikator

Autoklaverbar(e) probe(r)

Serienummer

Ledningstrad

SEN L))

Folg brugsanvisningen Jordklemme
Ma ikke bruges, hvis emballagen er

beskadiget. 9V batteri
Dette symbol findes pa emballagen.

Ikke-steril Producent
Greense for temperatur Importgr

Steriliserbar i en dampsterilisator

¥ Bl <D @ O gEHE D

AN
(autoklav) ved den angivne @-) Oversaettelse
temperatur
Skal beskyttes mod fugt
Dette tandtekniske praecisionsapparat er designet, fremstillet og
serviceres i USA af: -IUV
Parkell, Inc, SUD
I 300 Executive Dr., Edgewood, NY 11717 USA C us
+1-800-243-7446 - www.parkell.com
®
UK ukre: Topdental (Products) Ltd, c E
CRA 12 Ryefield Way, Silsden, West Yorkshire BD20, OEF England UK 1639
Anvendtdelaf  Certificeret i henhold
Na Dolinach 153/22, 147 00 Praha 4 - Podoli type B tilMDD 93/42/EEC

D\ Skrivanek s.r.o.
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Gebrauchsanweisung

& D655, D655E, D833T A01095_revD0324

parkell
pIGITEST 3

Pulpa-Vitalitatstester

Enthalt:

+ (1) Digitest 3 Pulpa-Vitalitatstester

+ (4) Autoklavierbare Zahnsonden aus Edelstahl
+ (1) Elektrodendraht

+ (1) Erdungsklemme

+ (1) Leistungsstarke 9-Volt-Alkalibatterie

K., o

Dieses Handbuch darf weder ganz noch teilweise als Ersatz fiir eine
formelle Schulung herangezogen werden. Vor der klinischen Anwen-
dung dieses Produkts wird dringend eine entsprechende zahnarztliche
Ausbildung empfohlen.

/ poypud | £1S3 1 DA m

Technischer Kundendienst von Parkell:

Montag bis Freitag, 8:30-17:00 Uhr EST -E MADE IN
+1-800-243-7446 - techsupport@parkell.com — USA
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®/
. DIGITEST: | parkell

® ®

A. Taste fir Stimulus-Einstellung/-Steuerung
B. Digitale Anzeige
C. Erdungsklemme
D. Elektrodendraht

Tomm

Posteriore autoklavierbare Sonde
Anteriore autoklavierbare Sonde
Autoklavierbare Prazisions-Labialsonde

. Autoklavierbare Prézisions-Lingualsonde

Produktbeschreibung

Der Digitest® 3 Pulpa-Vitalitatstester ist ein
handgefiihrtes, batteriebetriebenes zahnmed-
izinisches Diagnosegerat, das zur Identifika-
tion lebender Zahnnerven durch Stimulation mit
schwachem elektrischem Strom dient. Wenn der
Bediener die Taste driickt, erhdht sich die Starke
des elektrischen Reizes automatisch um eine von
drei voreingestellten Raten. Die einzigartige Wel-
lenform ist so konzipiert, dass sie eine Reaktion
des Patienten in einem vitalen Nerv auslost und
das Unbehagen dabei minimal halt.

BestimmungsgemiBer Gebrauch/
Indikationen

Der Digitest 3 Pulpa-Vitalitatstesterist als Diagno-
seinstrument fiir die Bestimmung der Vitalitat der
Zahnpulpa gedacht. Er ist fiir die Anwendung bei
vitalen und nicht vitalen Zahnen von Erwachsenen
angezeigt.

Kontraindikationen

Der Digitest 3 Pulpa-Vitalitatstester ist kontra-
indiziert flr die Verwendung an Pati