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Mix pcmder and liguid just before application.

Mixing ratio: 2 level spoens of powder [/ 3 drops of liquid.

NOTE! M proportions waristions may affec the strength and

durzbility chﬂEE material,

4, For mixing use metal spatulz and glass slab, The powder should be added
to the liguid in 2 portions (at least], until exact consistenc
Total mixing time is 60-%0 seconds.

5. The working area must be kept dry.

E. npply the mixed cement 'uth SLII"EbE instrument into cavity. Taotal

time is 2-3 minutes including mixing.

tes from start of mixing restoration ¢ cementation is ready

W

7

fer finishing.
WARMNINGS

Do not use in direct contact with pulp tissue. Higher amount of powder or higher
temperaturs, higher humidity shorten the working / setting time and lower
temperaturs, or higher amount of liquid prolong the working/zetting time. Do net use
i~ZOE* for patients whe have 2 ry of severe allergic or imitation reactions to
product or to any of the ingredients. i-ZOE* does not emit radiation and does not
cause any electromagnetic interferences.
PRECA.UTIONS
It is recommended to use cofferdam during applicaticn of the product. Ti EVES:
Rinse cautiously with water for several minutes. Remove contact lenzes, if present
and =asy to do. Continue rinsing. If &ye irritation persists: Get medical
=dvice/attention. IF ON SKIN OR MUCOSA: \ with plenty of water, If skin/mucosa
irritation or rash eccurs: Get medical advica/attention, Take off contaminated clothing
=fore reuse. IF SWALLOWED: Rinse mouth. Call a Poison Center cr
I phy: . IFINHALED: Remave person ta fresh air and keep
comfartzble for brea

Wash hands tl':ur:)ug’lv aFte-' handling. Avoid contact with eyes. It is recommendad
to wear protective gloves/protective clathing/eye protection/face protection for
doctor and patisnt.
Frecautions to be taken in the event of changes in the performance of the device:
I‘ cunrg the use of the product, after all the components are well mixed, oroduct
ncy is non- nurnoger'ous. or product doss not harden or does net adhere to
the applied surface while setting or any by-products/phases are released during the
time of curing, or sudden acite pain occur on application sits, or i any other
sbnormal behavior of the product is noticed while manipulating the device, that is
not mantioned above, discontinue to use immediately. Remove the restoration from
the tooth cavity with suitable dental instrument do noct let the product to be
svallowed, Ask patient how she/he is feeling, I patient noticed any undesirable side-
t=, im ztely call o 2 local poison ce Collect 2l availsble remaining
ELPP!iEsr do not use themn again and kesp them of reach in a s=fe place untl
furtrer notice. Contact the manufacturer immediztely and report of =ny noticed
changes in the performance of the product.
SHELF-LIFE

Pawdar: zinc cxide $0-99%, polymers 1-3%, exdpients 1-5%. Liguid: eugenol 99-
100%.

i-ZOE" dees not contain: medicinal_substance, induding
den\ate tizsues or cells, or their dervates, of human origing tissues or cells of animal
origin, or their dervates, 2s referred to in Regulation (EU) No, 722/2012; substances
ch are cardnogenic, mutagenic, toxic to reproduction or having endocrine-
rupting properties.

PERFORMANCE CHARACTERISTICS

man blood or plasma

Shelf-ife of i-ZOE" is 3 years of powder / 3 years of liquid from the date of
manufacture, Do not use after the ry date. The batch number should be quoted
in all correspondence, Ses packaging for batch and expiry date.
'ORAGE

Keep product tightu'i/ clozed in dry well-ventilsted place 3t 4-289C, Protect from
moisture, direct sunlight and heat sources. Do not freeze, Keep out of the reach of
children!

DISPOSAL

compressive strength 34 = 4.0 MPa |
INTENDED PURPOSE AND CLINICAL BENEFITS
i-ZOEY  restores/imgrow @esthetic  appearance  of restorsble  tooth;
restores/maintzins dentsl function of resterable tooth; protects biclogical structures
of restorzble tooth 2nd adizcent tizsues.
CLINICAL INDICATIONS

Dispose of contents/ container to s required by national regulstory requirements.
VIGILANCE

If any serious incdent that has oocurred in relation to the device '\:—;mrt to the
manufacturer and the competent suthority of the Member State in which the user
=nd/or patient is estzblished.

SUMMARY OF SAFETY AND CLINICAL PERFORMANCE

= For bases and linings under amalgams and glass ionomers; for
temporary fillings; for temporary fixing crowns and bridges.
CDNTRA—I NDICATIONS

o have a history of severe allergic or irritation reactions to product or to
any of the ingredients.
RESTRICTIONS TO COMBINATIONS

i-Z0E" should not be used with polymer-based restorstive materials 25 sugenol may
disturb polymerization process.
UNDESIRABLE SIDE EFFECTS

In susceptible individualz. i-Z0EN may cause allergic or irrtation reactions (skin, eye.
MUCOSa, respiratony tract)
_RESIDUAL RISKS

Rizk control measures have been implemanted and verified, rizk iz reduced 2= far 25
possible, the overzll residual risk is judged to be accepable.
PATIENT TARGET GROUP

No restrictions known regarding patient population, their age and generd heslth
conditions, There may be children, middle aged or elderly patient,

INTENDED PART OF THE BODY OR TYPES OF TISSUES OF BODY FLUIDS

LNTENDED USER

i-ZOE" is developed for professional in dentistry only. Its user only licensed doctor
knowledge how to use comman dental cements. There is no nead for specific

i-ZDEN is delivered non-sterle, There is no need of any preparatory sterili
dleaning or disinfaction, preventive, regular maintenance or calibration to enzure that
the device operates properly and SEFE|§ during its intended lifetime, However, do not
use if primary package is damags

USE ENVIRONMENT

i-ZOE™ is designed to be ussdin cenal office whers ambient temperature is 18-23°C.
Dizpensed amount of cement is fe for =|ng|= use {only for one patient), Do not
re-uss, Dispensed amount kept not in original package may lead 1o loss of function,

CONSUMABLE COMPONENTS AND ACCESSORIES

Mo scceszen mzbles, such 2= measuring scoop,
mixing pads, are supplied w
INSTRUCTION FOR USE

1. Prepars surface 2= always. For deep cavities use caldum kydroxide liner,

-Z0E™ iz safz and perfcrrns 25 intended 1 itis used in accordance to manufacturer's
instruction for use, Summary of s=fety and dinical performance is available through
manufacturer’s website i~dental.t/sscp/ until European Datzbase on Medical
Devices (EUDAMED) comes anline.

MANUFACTURERS RESPOMSIBILITY

Cur preducts have been developed Furprcfesﬂ:una' in dentistry, Asthe appllﬁnan
of our products is beyond cur control, the user is fully responsible for the application.
Of course, we guarantee the guality of our preducts in accordance with the applisd
stzndzrds,

VALIDITY

Upen publicatien of this instruction for use, 2l previous versions zre superseded,
PACKAGING

REE ICEKP 20g powder, Bg liguid, measuring scoop, mixing pad

REH ICETP 2x20g powder, 12g fiquid, meas scoop, mixing pad
APRASYMAS

i-Z0E™ yra cheminio kietéjimo derva modifikuotas cementas, pasifymints dideliu
SEIPTUMU.

SUDETIS

Miltai

inko ak_ ::Ias 90-59%, polimerai 1-3%; pagalbings medZiagos 1-3%, Shkystis:
5o-1

medziagy, |5kartart Zmogaus kraujz ar plazmos da
Hiy ar astnuu_ arba ju dariniuz gyvdnines ki 25
lasteliy arba jy dariniy, nurodyty Reglaments (ES) Nr. 722/2012; medisgy, ke
yr2 kancerogeninés, mutagenines, ":-ksa=.oo= reprod..ka]a. ar turinfiy endokrining
sistema ardan: rybiyl.
VEIKSMINGUMO EHARN"ERIE]'IKCE

gniuZdyme jega 34 =40 MPa 1
MNUMATYTA PASKIRTIS IR KLTNIKIME NAUDA

i-ZOE" atkuria/pagerina. restzurugjamo danties esteting iSvaizds:
stleuriame danties funkeija: apsaugo atkuriamy danty ir gretimy aud
strisktdras.

KLINIKINES INDIKACIIOS

- Skirtas bazé ir p zal po amal ir stikdo
jonomerais; laikini uzpild laikir karinéliy ir tilby
fiksavimui.



