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Device Description

URIS OMNI System fixtures are dental implants made of Unalloyed Titanium, grade
4 (ASTM F67) intended for use in partially or fully edentulous mandibles and
maxilla, in support of single or multiple-unit restorations. The surface is SLA
(Sandblasted, Large grit and Acid etched) treated and is provided sterile. It
consists of two implant lines, the OMNI and the OMNI Tapered, with corresponding
cover screws, healing abutments and prosthetic abutments. The OMNI Tapered
implant has a tapered wall with a single thread design. The OMNI is straight walled
with smaller threading at the coronal end, and bigger threading at the apical end.
Both implant lines have two platform sizes, Narrow (@ 3.5 mm) and Regular (@ 4.0
- @ 6.5 mm). Both implant lines share the following diameters and lengths:

?3.5x8.5,10,11.5,13, 14.5mm (L)
?4.0x7,8.5,10,11.5,13, 14.5mm (L)
?4.5x7,8.5,10,11.5, 13, 14.5mm (L)
@5.0x78.510,11.5,13, 14.5mm (L)
?5.5x%x7,8.5,10,11.5, 13, 14.5mm (L)
?6.0x7,8.5 10mm (L)

?6.5x7,8.5 10mm (L).

URIS Prosthetic System is made of titanium alloy (Ti-6Al-4V ELI) intended for use as
an aid in prosthetic restoration. It consists of Cover screw, Healing abutment, Direct

Abutment, Basic abutment, Angled abutment, Milling abutment, Temporary abutment,
and Abutment screw. The surface of cover screw and healing abutment are anodized
in yellow and green.

Device ) )
o0 T Diameters (@) Lengths Angulation
Cover
2.78/3.48mm 4.875/5.375mm -
Screw
Healing Cuff Height:
Abutments 4.0/4.5/5.5/6.5/7.5mm 1. 0mm~5.0mm
Direct Cuff Height:
Abutment 4.0/4.5/5.5/6.5mm 1.0mm~6.0mm i
Basic Cuff Height:
Abutment 4.0/4.5/5.5/6.5mm 1.0mm~6.0mm i
Angled Cuff Height: .
Abutment 4.0/4.5/5.5mm 2.0mm~5.0mm K
Hex Type:
Milling 14.1/14.85mm
4.0/5.0/6.0/7.0 .
Abutment /5.0/6.0/7.0mm Non-Hex Type:
13.9/14.85mm
Temporary Cuff Height:
7/4. -
abutment 3.7/4.3mm 1.0mm~3.0mm
A
butment 1.9/2.3mm 7.2/7.7mm -
screw

Fixtures and cover screw are provided sterile and other prosthetics are provided non-
sterile. All non-sterile products must be sterilized by end users before use.

Indications for Use

URIS OMNI System is indicated for use in partially or fully edentulous mandibles

and maxillae, in support of single or multiple-unit restorations including; cemented-
retained, screw-retained, or overdenture restorations, and final or temporary abutment
support for fixed bridgework. It is intended for delayed loading.

Instructions for operation and use

A. Preparation before use

1) Before clinical use, the clinician must be well acquainted with the surgical
procedure of the product, and has to inform the patient about the limitations
of the implant system. The patient should also be well aware of any functional
and aesthetic limitations of the implant.

2) Because proper selection and fixation of the implant are closely related

to the life-span of the implant, the clinician must follow the indications,
contraindication, cautions and recommendations.

3) Handling procedures must be followed in order to prevent potential damage
to the implant. Damage to the implant and/or patient may occur without
careful review of the patient's condition and establishment of proper
diagnosis and restorative plans.

4) The clinician must select the appropriate device based on careful review of
the patient's X-ray picture and overall condition.

5) Check the products’ expiration date and condition of the packaging for any
visible damages.

6) Since the product is packaged aseptically, do not use if the packaging is
damaged or torn.

7) Be sure to properly maintain the hygiene standards and preparatory state
of the surgical instruments in order to prevent the use of contaminated
instruments which may lead to complications and/or implant loss.

8) Inspect for any foreign-material before use.

B. Instructions and procedural sequence

During the diagnosis and planning, you must exclude any patient with local lesions or
other contraindications and choose candidates who have proper bone condition to
undergo implant surgery. Before proceeding to surgery, you must sterilize operation
room and patient’s oral cavity and perioral area thoroughly. After proper draping,
perform local anesthesia and make an incision on the implant site and form a flap.
Expose the implant site sufficiently and proceed to implant surgery.

(1) Implant site preparation
To implant the fixture, various drills are used in sequence for site preparation
during osteotomy. To place the fixture accurately in the selected site, a hole
must be made according to the size of the artificial dental prosthesis, using the
respective instruments (drilling, tapping). Rotatory speed during these procedures
must be adjusted taking the recipient bone condition and type of equipment
used into consideration. The maximum permissible rotatory speed for the drill is
generally 1,000~1,500rpm and 20~30rpm for the tap drill. The procedure
should be performed using adequate normal saline to reduce the generation of
heat on the bone tissue.

(2) Placing the fixture
Pick up the fixture from the sterile vial using the Fixture Driver and Adapter and
place the fixture into the osteotomy. Install the fixture at low speed
(25 rpm) under profuse irrigation and the maximum torque set at 45 Ncm. Allow
the implant to work its way into the osteotomy. Avoid applying unnecessary
pressure.

NOTE: The final recommended torque at seating should be 20~40Ncm for the URIS
OMNI System. Excessively high insertion torque may cause necrosis of the peri-
implant bone in the receiving site which may result in implant failure.

(3) Inserting the cover screw
After the fixture has been placed, attach the cover screw using a driver below
10Ncm torque. Make sure there are no foreign bodies inside and suture the
operation site.

(4) Connecting the abutment
Osseo-integration of the fixture requires 3~4 months for the mandible and 6~8
months for the maxilla. After this period, expose the implant and connect the
healing abutment to enhance mucosal healing.

(5) Prosthesis attachment
After a healing period of between 2~4 weeks, connect the impression post
to obtain an impression and manufacture a dental mockup. Deliver the final
prosthesis.
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Cautions 7) Warning: Small diameter implants and angled abutments are not

(1) Cautions during use
1) The operation must be performed by a well-trained, qualified dental
specialist.

=

N
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While performing the osteotomy, you must follow the procedure outlined in
the catalog and the fixture should be adequately implanted.

w
=

Ensure that the soft tissue does not interfere with the connection between
the fixture and prosthesis by verifying complete and proper seating.

IS
=

All instruments and tooling used during the procedure must be maintained
in good condition and care must be taken so that instrumentation does not
damage implants and/or other components. Therefore, inspect the condition
of the instruments before every operation.

ul
~

The product is provided sterile via gamma ray sterilization, therefore, it
is recommended to be opened prior to immediate use.

)
~

If the package has been damaged, discard the product since the aseptic
condition has been compromised.

(2) Contraindications
1) Intraoral contraindications
A. In cases with insufficient bone tissue where severe bone resorption is
predicted. Or if there is insufficient remaining bone for early-fusion in
the proximal tooth extraction wound.
B. Disorder in mastication or functional relation
C. Pathologic condition of the alveolar bone
D. Prior radiotherapy on jawbone
E. Xerostomia
F. Pathologic change of oral mucosa (vitiligo, lichen planus, stomatitis)
G. Macroglossia
H. If vital anatomical structures are nearby
I. Cellulitis in surrounding soft tissues
J. If there are not sufficient soft tissues or its condition is poor

2) Transient contraindications
A. Acute inflammatory disease or infection
B. Pregnancy
C. Temporary effect of specific drugs (anticoagulant, immune-suppressant)
D. Mental, physical fatigue

3) Psychological contraindications
A. Poor compliance
B. Alcohol or other substance abuse
C. Neurosis, psychosis patient
D. Troublesome patient

4) General medical contraindications
A. General/nutritional condition - age (obesity, cachexia, 5year survival rate)
B. Current medications (corticosteroid, long-term antibiotic treatment)
C. Metabolic disorder (pubertal diabetes, overt hyperglycemia (>300mg/dl) )
D. Hematologic disorder (disorder of RBC, WBC, coagulation)
E. Cardiovascular diseases (artherosclerosis, overt
hypertension (>300mmHg) )
. Metabolic disorder of skeletal system (osteomalacia, Paget's disease,
menopausal osteoporosis)
G. Connective tissue disease (dermatosclerosis, rheumatoid arthritis)
H. Implant as potential infection focus (prosthetic valve, bacterial
endocarditis)

-n

(3) Warnings
1) Implant operation should be performed by a skilled dental surgeon because
mishandled procedures may damage the implant or recipient bone

2) Implant is not to be recycled and should be used for its original purpose
3) Damaged or mishandled implant should be removed

4) Inappropriate implant selection and improper implantation site or
unstable fixation may shorten the life-span of the implant

5) Defective product should be withdrawn

6) Handle the implant carefully to prevent any damage or deformation

recommended for the molar region of the mouth.

(4) Potential adverse effects and complications
General complications after intraoral implant surgery include local
hemorrhage, edema and hematoma. Transient loss of taste, sense and
masticatory function may occur. Additionally,
following complications may develop:
- latrogenic trauma of surrounding tissues (lower alveolar nerve injury
or sensory change, injury or hemorrhage in maxillary sinus or nasal
cavity)
- Insufficient or failed bony fusion
- Wound dehiscence on sutured site
- Delayed recovery, edema due to anesthesia
- Mucositis around implant due to insufficient adhesive soft tissue
- Incomplete implant placement due to insufficient bone removal or overt
compression
- General hypersensitivity reaction

Patient Populations
Adult patient who missing teeth in single or multiple unit applications in the mandible
or maxilla.
(However, it is not recommended in the following patient-specific conditions.)
1) Intraoral contraindications
- In cases with insufficient bone tissue where severe bone resorption is predicted.
Or if there is insufficient remaining bone for early-fusion in the proximal tooth
extraction wound.
- Disorder in mastication or functional relation
- Pathologic condition of the alveolar bone
- Prior radiotherapy on jawbone
- Xerostomia
- Pathologic change of oral mucosa (vitiligo, lichen planus, stomatitis)
- Macroglossia
- If vital anatomical structures are nearby
- Cellulitis in surrounding soft tissues
- If there are not sufficient soft tissues or its condition is poor

2) Transient contraindications
- Acute inflammatory disease or infection
- Pregnancy, Breast feeding
- Temporary effect of specific drugs (anticoagulant, immune suppressant)
- Mental, physical fatigue

3) Psychological contraindications
- Poor compliance
- Alcohol or other substance abuse
- Neurosis, psychosis patient
- Troublesome patient

4) General medical contraindications
- General/nutritional condition-age (obesity, cachexia, 5yr survival rate)
- Current medications (corticosteroid, long term antibiotic treatment)
- Metabolic disorder (pubertal diabetes, overt hyperglycemia(>300mg/dl))
- Hematologic disorder (disorder of RBC, WBC, coagulation)
- Cardiovascular diseases (atherosclerosis, overt hypertension(>300 mm Hg))
- Metabolic disorder of skeletal system (Osteomalacia, Paget’s disease,
menopausal osteoporosis)
- Connective tissue disease (dermatosclerosis, rheumatoid arthritis)
- Implant as potential infection focus (prosthetic valve, bacterial endocarditis)

MR Statement

The URIS OMNI System has not been evaluated for safety and compatibility in the MR
environment. It has not been tested for heating, migration, or image artifact in the MR
environment. The safety of URIS OMNI System in the MR environment is unknown.
Scanning a patient who has this device may result in patient injury.

Sterility

All dental implants (fixture and cover screw are supplied sterile and are labeled
“STERILE”". All products sold sterile are for single-use before the expiration date
printed on the product label. Do not use sterile products if the packaging has been
damaged or previously opened. Do not re-sterilize.

Storage
The product has to be stored in its original package in a dry place at 1~30°C.



Dental Implant, Fixture,

EN URIS OMNI System

IFU_UFMOT1, Revision 05
Document valid as 21-Feb-2022

Disposal
Treat used fixture as a biohazard and dispose of under facility policy for
contaminated items.

* Note: Any serious incident that has occurred in relation to the
TruAbutment's product should be reported to TruAbutment corporation and
the competent authority of the Member State in which the user and/or
patient is established.

Handling

- This product is a disposable sterilized medical instrument and should therefore
not be reused.

- Packing must be opened prior to surgery in a clean area.

- Discard if wrapping has been opened even, if product is unused.

- Do not use the product if the shelf life has expired.

- Opened products cannot be returned to the manufacturer or distributor.

- Manufacturer and distributor have no responsibility for products re-
sterilized by users.
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LABELING SYMBOLS
Symbols may be used on some international package labeling for easy
identification.

2 Do not re-use
E Use-by date
Batch code
Il Date of manufacture
Ermle Sterilized using irradiation
mer)  Catalogue number
® Do not resterilize
’2_?(“ Keep away from sunlight
i\, Caution
wd  Manufacturer
[Ti] Consultinstructions for use
Authorized representative in the European Community
CE  Notified Body Number

2383

®

Do not use if package is damaged

Rx Only

Prescription only

Keep dry

Temperature limit

Medical device

TruAbutment Inc.

17742 Cowan, Irvine, CA 92614, USA
Phone: +1 714 956 1488

Fax: +1 714 956 1491
www.truabutment.com
www.urisimplants.com

AeMi World e.K.

Bugenhagenstr. 8, 10551 Berlin, Germany
Phone: +49 (030) 8620 3461

Fax: +49 (030) 8620 3789

URIS OMNI

OMF 35085, OMF 35100, OMF 35115, OMF 35130, OMF 35145,
OMF 40070, OMF 40085, OMF 40100, OMF 40115, OMF 40130,
OMF 40145, OMF 45070, OMF 45085, OMF 45100, OMF 45115,
OMF 45130, OMF 45145, OMF 50070, OMF 50085, OMF 50100,
OMF 50115, OMF 50130, OMF 50145, OMF 55070, OMF 55085,
OMF 55100, OMF 55115, OMF 55130, OMF 55145, OMF 60070,
OMF 60085, OMF 60100, OMF 65070, OMF 65085, OMF 65100

URIS OMNI Tapered

NTF 35085, NTF 35100, NTF 35115, NTF 35130, NTF 35145,
NTF 40070, NTF 40085, NTF 40100, NTF 40115, NTF 40130,
NTF 40145, NTF 45070, NTF 45085, NTF 45100, NTF 45115,
NTF 45130, NTF 45145, NTF 50070, NTF 50085, NTF 50100,
NTF 50115, NTF 50130, NTF 50145, NTF 55070, NTF 55085,
NTF 55100, NTF 55115, NTF 55130, NTF 55145, NTF 60070,
NTF 60085, NTF 60100, NTF 65070, NTF 65085, NTF 65100
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Navod pro pouziti

Popis zafizeni

Fixtury URIS OMNI systému jsou dentdlni implantaty vyrobené z Cistého titanu
tfidy 4 (ASTM F67) urcené pro ¢astec¢né nebo zcela bezzubé dolni a horni ¢elisti,
kde slouzi jako opora pfi rekonstrukci jednoho ¢i vice zubl. Povrch je o$etien
SLA (hrubé piskovani, leptani kyselinou) a jsou dodavany sterilni. Sklada se ze
dvou fad implantat, OMNI a OMNI Tapered, s odpovidajicimi krycimi Sroubky
vhojovacimi

vélecky a abutmenty. Implantat fady OMNI Tapered se zuZuje a je opatfen jednoduchy
zévitem. Rada OMNI m4 rovnou sténu s mensim zavitem na koronalnim konci a
Vvétsi zavit na apikalnim konci. Obé fady implantétt obsahuji dvé velikosti
platformy, ato Narrow (@ 3.5 mm) a Regular (@ 4.0-@ 6.5 mm). Pro obé fady
implantatl plati nasledujici priméry a délky:

?3.5x8.5,10,11.5,13, 14.5mm (L)
@4.0x7,8.5,10,11.5,13,14.5 mm
@4.5x7,8.5,10,11.5,13,14.5 mm
@5.0x78.510,11.5,13,14.5mm
?5.5x7,8.5,10,11.5,13,14.5 mm
26.0x7,8.510mm (L)

?6.5x7,85, 10 mm (L).

O
L
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O
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Proteticky systém URIS je vyroben ze slitiny titanu (Ti-6Al-4V ELI) a je uren pro
pouziti pfi protetickych rekonstrukcich chrupu. Obsahuje kryci Sroubek, vhojovaci
vélecek. D-Basis abutment - pfimy typ, D-Basis abutment — cementovany typ,
angulovany abutment, frézovany abutment, provizorni abutment a fixaéni Sroubek.
Povrch kryciho Sroubku a vhojovaciho valec¢ku je anodizovan zlutou a zelenou
barvou.

Zafizeni Angul
an%c?m Primérs (@)mm Délky ngLvl, ace’/
Soucast zakfiveni
Kryci Sroubek 2,78/3,48 4.875/5.375mm -
Vhf)Jovvam 4,0/4,5/5.5/6,5/7.5 Vyska cuffu: )
vélecek 1.0mm~5.0mm
D-Basis
Vyska cuffu:
abutment - 4,0/4,5/5.5/6,5 yskacutiu -
. 1.0mm~6.0mm
primy typ
D-basis
Vyska cuffu:
abutment - 4,0/4,5/5.5/6,5 yskacunu -
. 1.0mm~6.0mm
cementovany typ
Angulovany Vyska cuffu: .
abutment: 4.0/4,5/5,5 2.0mm-~5.0mm v
Hex typ (Sestithelnik):
Frézovany 14,1/14,85mm
4,0/5,0/6.0/7,0 -
abutment: 0/5.0/6.0/7, Non-Hex typ:
13,9/14,85mm
Provizorni Vyska cuffu:
7/4 -
abutment 3.7/43 1,0mm~3,0mm
Fixacni Sroubek 1,9/2,3 7,2/7,7mm -

Fixtury a kryci Sroubky jsou dodéavany sterilni, ostatni protetické soucasti jsou
dodavany nesterilni. VSechny nesterilni vyrobky musi byt koneénym uzivatelem pred
pouzitim sterilizovany.

Indikace pro pouziti

Systém URIS OMNI je uréen pro ¢asteéné nebo zcela bezzubé horni a dolni éelisti,
jako opora pfi rekonstrukci jednoho ¢i vice zub, ktera zahrnuje: cementovanou nebo
podminéné snimatelnou ndhraduobnovu cementovanim, Sroubem nebo hybridni
néahradu a definitivni nebo do¢asny abutment pro fixni mistky. Je uréen pro odlozené
zatizeni.

Navod pro obsluhu a pouziti

A. Priprava pfed pouzitim

- Pred pouzitim v klinické praxi musi byt Iékaf dobfe seznamen s opera¢nim
postupem pro tento vyrobek a musi pacienta informovat o omezenich tykajicich se

tohoto implantacniho systému. Pacient by mél byt také informovan o funkénich a
estetickych limitacich implantatu.

- Jelikoz spravny vybér a fixace implantétu blizce souvisi s jeho Zivotnosti, musi
lékar vyhovét indikacim, kontraindikacim, upozornénim a doporuéenim pro tento
vyrobek.

- Je tfeba dodrzet spravné postupy pfi manipulaci, aby se predeslo moznému
poskozeni implantatu. Spatné zhodnoceni stavu pacienta, nespravné uréeni
diagndzy a absence planu rekonstrukce muze vést k poskozeni implantatu anebo
pacienta.

- Lékar musi zvolit vhodné zafizeni na zakladé peclivého prezkoumani
rentgenového snimku pacienta a jeho celkového stavu.

- Zkontrolujte datum spotfeby vyrobku a viditelna poskozeni obalu.

- Vyrobek je balen asepticky, pokud je baleni po§kozené nebo roztrhané, nepouzivejte.
- Zajistéte, aby byly dodrzeny fadné hygienické standardy a pfiprava
chirurgickych nastroju, aby se predeslo pouziti kontaminovanych néstroju, které
by mohlo vést ke vzniku komplikaci nebo ztraté implantatu.

- Pred pouzitim zkontrolujte, zda neni pfitomen cizi material.

B. Instrukce a postup

Pfi diagnostice a planovani vyfadte pacienty s lokalnimi I[ézemi nebo jinymi
kontraindikacemi. Zavedeni implantatu mohou podstoupit pouze pacienti s
vyhovujicim stavem kosti. Pfed samotnou operaci musi byt peclivé sterilizovan
operacni sdl, Ustni dutina a perioralni krajina. Po spravném zarouskovani pacienta
aplikujte lokalni anestezii a provedte fez v misté implantace a vytvorte lalok.
Dostate¢né obnazte misto implantace a pokracujte k zavedeni implantétu.

- Priprava mista implantace

Pro implantaci fixtury béhem osteotomie pouzivaji rizné druhy vrtakd. Aby mohla
byt fixtura pfesné zavedena do zvoleného mista, pomoci patfi¢nych nastroju

(vrtaky, zavitniky) se musi zhotovit otvor, ktery bude odpovidat charakteru zubni
nahrady. Rotaéni rychlost pouzitd béhem téchto zakrokd musi byt uzplisobend stavu
pacientovy kosti a typu pouzitého zafizeni. Maximalni pfipustna rota¢ni rychlost
vrtacky je obecné 1000-1500 ot/min a 20-30 ot/min pro zavitnik. Pfi zékroku
pouzijte adekvéatni mnozstvi fyziologického roztoku pro redukci vzniku tepla na
kostni tkani.

- Zavedeni fixtury

Za pomoci vodice a adaptéru vyjméte fixturu ze sterilni nadobky a umistéte ji do
kavity po provedené osteotomii. Fixturu Sroubujte pomalou rychlosti

(25 ot/min) za vydatného proplachovani a pfi maximalnim to¢ivém momentu 45 Ncm.
Dovolte implantétu, aby se do osteotomie zavrtal sém. Vyhnéte se nadbytecnému
tlaku.

POZNAMKA: Kone&na doporuéena hodnota toéivého momentu by se méla pro
systém URIS OMNI pohybovat od 20~40Ncm. NepfiméFené vysokd hodnota tocivého
momentu pfi inzerci mize zpusobit nekrézu kostni tkdné v misté zavadéni
implantatu a nésledné vést k selhani implantace.

- Zavedeni kryciho Sroubku

Po zavedeni fixtury pfipevnéte kryci Sroub pomoci zavadéciho néstroje pfi hodnotach
tocivého momentu pod 10Ncm. Ujistéte se, Ze uvniti operacni rany nezlstala zadna
nezadouci télesa a radnu zasijte.

- Pfipojeni abutmentu

Vhojeni implantatu trva 3~4 mésice pro dolni celist a 6~8 mésicl v pfipadé horni
Celisti. Po uplynuti této doby implantat odkryjte a pfipojte na néj hojici abutment pro
lepsi hojeni sliznice.

- Nasazeni ndhrady

Po uplynuti hojici faze, kterd trva 2~4 tydny, pfipevnéte otiskovaci kapnu za G¢elem
ziskani otisku a vyrobte zubni model. Poté odevzdejte néhradu.

Upozornéni pfi pouzivani

- Operaci musi provadét dobre vyskoleny a kvalifikovany zubni specialista.

-Béhem osteotomie se fidte postupem, ktery je popsany v katalogu, ¢imz zajistite
spravné zavedeni fixtury.

- Ujistéte se, Ze mékké tkané nezasahuji do spoje mezi fixturou a ndhradou tak,

ze zkontrolujete Uplnost a spravnost dosazeni.

- V8echny nastroje a pomucky pouZité béhem zdakroku musi byt udrzovany v
dobrém stavu. Davejte pozor, aby nastroje neposkodily implantat nebo jiné soucasti
systému. Z tohoto dlivodu je nutnd inspekce stavu nastroji pred kazdym vykonem.
- Vyrobek je sterilizovdn pomoci gamma zéfeni a je tedy dodavan sterilni.
Doporucuje se otevfit bezprostifedné pred pouzitim.

- Jestlize je baleni poskozeno, vyrobek vyhodte. U takového vyrobku nelze

zajistit jeho asepti¢nost.

Kontraindikace
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A. Intraordlni kontraindikace

- nedostate¢ny objem kostni tkané s predikci zavazné kostni resorpce
poruchy zvykani nebo nepfiznivé funkéni mezicelistni vztahy
patologicky stav alveolarni kosti

predchozi radiaéni [é¢ba Celisti

xerostomie

patologické zmény Ustni sliznice (vitiligo, lichen planus, stomatitida)
makroglosie

- blizkost vitalnich anatomickych struktur

- celulitida okolnich mékkych tkani

- nedostate¢ny objem mékkych tkani nebo jejich Spatny stav

B. Prechodné kontraindikace

- akutni zanétlivé onemocnéni nebo infekce

- téhotenstvi

- docasny ucinek nékterych Iéki (antikoagulancia, imunosupresiva)
- psychické nebo fyzické vycerpani

C. Fyziologické kontraindikace

- nespoluprace pacienta

- alkoholismus nebo uzivani jinych ndvykovych latek
- neurdzy, psychoticky pacient

- problematicky pacient

D. Obecné medicinské kontraindikace

- obecny stav/stav vyzivy — vék (obezita, kachexie, 5leté preziti)

- Soucasné uzivané léky (kortikosteroidy, dlouhodoba antibioticka Ié¢ba)

- metabolické poruchy (diabetes mellitus s ¢asnym zacatkem, projev
hyperglykémie (>300mg/dl))

- krevni poruchy (poruchy erytrocytd, leukocytd, koagulace)

- kardiovaskularni onemocnéni (ateroskleréza, projev hypertenze (>300mmHg))
- metabolickd onemocnéni skeletu (osteomalacie, Pagetova choroba,
postmenopauzalni osteoporoza)

- onemocnéni pojiva (sklerodermie, revmatoidni artritida)

- pfitomnost implantatu s moznym infekénim fokusem (proteticka chlopen,
bakteridlni endokarditida)

Upozornéni

- Aplikace implantatu musi byt provadéna zkusenym dentalnim chirurgem, nebot
$patné provedend operace muze vést k poskozeni implantétu nebo pacientovy

kosti

- implantat nesmi byt recyklovan a mél by byt pouzit pouze pro svij zamysleny Gcel
- poskozeny nebo Spatné manipulovany implantat odstrante

- nespravné zvoleny implantat, nespravné zvolené misto implantace nebo

nestabilni upevnéni mohou zkratit Zivotnost implantatu

- vadny vyrobek nesmi byt pouzit

- zachazejte s implantatem opatrné, abyste predesli jeho poskozeni nebo deformaci
- Varovani: Implantaty s malym primérem a angulované abutmenty se nedoporucuji
pouzivat v zadni ¢asti Ust.

MOZNE NEZADOUC{ UCINKY A KOMPLIKACE

Mezi bézné komplikace, které se mohou po implantaci vyskytnout patfi mistni
krvéceni, otok a hematom. M(iZe se objevit pfechodna ztrata chuti nebo neschopnost
zvykat. Navic se mohou rozvinout tyto komplikace:

- iatrogenni poskozeni okolnich tkani (poskozeni n.alveolaris inferior, zmény
¢iti, poskozeni nebo krvaceni maxilarniho sinu nebo nosni dutiny)

- nedostate¢nd nebo Zadna osseointegrace

- dehiscence rany v misté sutury

- zpomalena rekonvalescence, otok

zpUsobeny podanim anestezie

- mukozitida v okoli implantatu z divodu nedostatecné adheze mékkych tkani
- $patné uloZeni implantétu z divodu nedostate¢ného odstranéni kosti nebo
viditelné komprese

- celkova hypersenzitivni reakce

Prohlaseni o MR

URIS OMNI systém nebyl vyhodnocen z hlediska bezpecnosti a kompatibility v
prostfedi magnetické rezonance. Vyrobek nebyl testovan na zahfivani, pohyb nebo
plsobeni artefakt( v prostiedi magnetické rezonance. Bezpe¢nost URIS OMNI

systému v prostredi magnetické rezonance neni zndma. MR vysetieni pacienta, ktery
ma implantované toto zafizeni muize vést k poskozeni jeho zdravotniho stavu.

Sterilita

Vs$echny zubni implantéty (fixtury) a kryci Srouby jsou dodavany sterilni a jsou
oznadeny jako ,STERILNI". V&echny vyrobky prodavané jako sterilni slouzi pro
jednorazové pouziti a musi byt pouzity pred datem spotfeby uvedeném na etiketé
vyrobku. Nepouzivejte sterilni vyrobky, jestlize byl obal poskozen nebo jiz otevren.
Neresterilizujte.

Informace o sterilizaci pro koncového uzivatele

Vsechny protetické abutmenty jsou dodavany v nesterilnim stavu a musi byt pred
pouzitim sterilizovany. Pro korektni sterilizaci produktu pouzijte parni sterilizator s
prevakuem. Vyrobek sterilizujte pfi teploté 132 °C po dobu 4 minut, zabaleny, s dobou
suseni 20 minut pomoci validovaného cyklu, ktery vyhovuje normé ISO 17665 1. Ridte
se pokyny vyrobce pro autoklavovani.

Skladovani
Vyrobek musi byt skladovén v originalnim obalu na suchém misté a pfi pokojové
teploté.

Likvidace
Zachdzejte s pouzitym zafizenim jako s biologickym nebezpec¢im a likvidujte
kontaminované predméty v ramci zdsad zafizeni.

* Pozndmka: Jakykoli vazny incident, ke kterému doslo v souvislosti s
produktem TruAbutment, by mél byt nahla$en spole¢nosti TruAbutment a
pfislusnému orgdnu ¢élenského statu, ve kterém je uzivatel a/nebo pacient
usazen.

Manipulace

- Tento vyrobek je sterilizovany zdravotni prostfedek na jedno pouziti a nesmi
byt tedy pouzit opakované.

- Obal musi byt pred operaci otevien na Cistém misté.

- Jestlize byl obal jiz otevfen, vyrobek vyhodte i kdyby nebyl pouzity.

- Vyrobek nepouzivejte, pokud vypr$elo datum spotreby.

- Oteviené vyrobky nemohou byt vraceny vyrobci ani distributorovi.

- Vyrobce ani distributor nenesou Zadnou zodpovédnost za vyrobky, které
uzivatel resterilizoval.
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ZNACENI

A SYMBOLY

Na nékterych mezindrodnich balenich mohou byt pro snadnou identifikaci pouzity

symboly.

Nepouzivejte znovu

Pouzit do data

Cislo $arze

[ f 1 ®

Datum vyroby

[sTERILE[R]

Sterilizovano pomoci ozareni

Katalogové &islo

Nepouzivejte resterilizaci

Chrarite pfed slune¢nim svétlem

3 \
=
H % O B

Zplnomocnény zéastupce v Evropském spolecenstvi

~

Cislo notifikované osoby

Pozor, prostudujte si doprovodné dokumenty

Vyrobce

Prectéte si ndvod k pouziti

Nepouzivejte, pokud je obal poskozen

Rx Only

Pouze na predpis

Udrzujte v suchu

A

Teplotni limit

TruAbutment Inc.

17742 Cowan, Irvine, CA 92614, USA
Phone: +1 714 956 1488

Fax: +1 714 956 1491
www.truabutment.com
www.urisimplants.com

AeMi World e.K.

Bugenhagenstr. 8, 10551 Berlin, Germany
Phone: +49 (030) 8620 3461

Fax: +49 (030) 8620 3789

|Seznam katalogovych ¢&isel|

URIS OMNI

OMF 35085, OMF 35100, OMF 35115, OMF 35130, OMF 35145,
OMF 40070, OMF 40085, OMF 40100, OMF 40115, OMF 40130,
OMF 40145, OMF 45070, OMF 45085, OMF 45100, OMF 45115,
OMF 45130, OMF 45145, OMF 50070, OMF 50085, OMF 50100,
OMF 50115, OMF 50130, OMF 50145, OMF 55070, OMF 55085,
OMF 55100, OMF 55115, OMF 55130, OMF 55145, OMF 60070,
OMF 60085, OMF 60100, OMF 65070, OMF 65085, OMF 65100

URIS OMNI Tapered

NTF 35085, NTF 35100, NTF 35115, NTF 35130, NTF 35145,
NTF 40070, NTF 40085, NTF 40100, NTF 40115, NTF 40130,
NTF 40145, NTF 45070, NTF 45085, NTF 45100, NTF 45115,
NTF 45130, NTF 45145, NTF 50070, NTF 50085, NTF 50100,
NTF 50115, NTF 50130, NTF 50145, NTF 55070, NTF 55085,
NTF 55100, NTF 55115, NTF 55130, NTF 55145, NTF 60070,
NTF 60085, NTF 60100, NTF 65070, NTF 65085, NTF 65100
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