OptiFlow II Instruction for use
FLOWABLE COMPOSITE, LC

OptiFlow Il is a resin based, low viscosity, flowable light cure restorative
dental composites. The restorative is packaged in syringes. The inorganic
fillers make up approximately 57% of the mass (40% by volume). All
shades have a radiopacity of 200%.

INDICATIONS FOR USE

Restoration of minimally invasive cavity preparations (including non-stress
bearing areas), pit and fissure sealant, class Ill-V restorations, repair of
porcelain restorations, and repair of ceramic/composite veneers.

CONTRAINDICATION

OptiFlow Il is contraindicated in a patient who is known to be allergic to any of
the ingredients. Acrylate-based resin in OptiFlow Il is a common ingredient

in composites which can ftrigger allergic reactions in sensitized
individuals. These reactions can range from mild (such as skin irritation or
rash) to severe (such as anaphylaxis, which is a potentially life-
threatening condition).

COMPOSITION

Bis-GMA, Bis-EMA, ETPTA, EHA, and barium glass.

Total content of inorganic fillers: approximately 57% by weight.
Average particle size of inorganic filler: 0.7 pm

PRECAUTIONS AND WARNINGS

4. If any allergic reactions are experienced, discontinue the use of the
product and” refer to a physician.

Avoid contact of paste with skin. If accidental contact occurs, wash the
area immediately with soap and water. In case of contact with eyes,
rinse with copious amounts of water and consult a physician
immediately.
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Hazardstatements as per MSDS

Causesskin irritation.

May cause an allergic skin reaction.
Causes eye iritation.

May cause respiratory irritation.

Precautionary statements as per MSDS

Avoid breathing vapor.

Avoidrelease to the environment.

Wear protective gloves / protective clothing/ eye protection/face protection.
Use only outdoors or in a well-ventilated area.

Ifinhaled: Call a poison center / doctor if you feel unwell.

If skin irritation or rash occurs: Get medical advice / attention.

IF eye iitation persists: Getmedical advice / attention.

Dispose of contents / container as per local andnational regulations.

INTENDED PURPOSE
OptiFlow Il is a light curable dental resin-based composite intended for restoration
of functionally compromised teeth.

INTENDED USER
Foruse only by a dental professional in the recommended indications.

INTENDED PATIENT POPULATION
Patient requiring dental restorations as recommended by a dentist.

CLINICAL BENEFIT
Restoration of tooth esthetics and function.

NOTICE

Any serious incident that has occurred in relation to the device due to a
malfunction should be reported to the manufacturer and the competent authority
of the Member State in which the user and / or patient is established.

The Summary of Safety and Clinical Performance (SSCP) can be retrieved from
the European Database on Medical Devices (EUDAMED) at https://ec.europa.eu/
tools/eudamed.


https://ec.europa.eu/

DIRECTIONS FOR USE
1. Cavity Preparation

Using a bur or air abrasion unit, slightly roughen the surface tobe built-up.
). Use of Light-cured Bonding System

Applybonding agent in a thin layer according to manufacturer's instructions.
3. Shade Selection

Select desired shade of OptiFlow II.

4. Placement of OptiFlow Il
1). Avoid intense light in the working place. Exposure of paste to
intense light may cause premature polymerization.
2). Dispense OptiFlow II: Start dispensing in the deepest portion of the
preparation, holding the tip close to the preparation surface. As material is
extruded, slowly raise the tip so it is slightly above the dispensed
material to minimize air entrapment. Do not allow the tip to be immersed
in the material.
3).Place and light cure restorative in increments as indicated in
Section 5. The thickness of each layer should not be more than 2mm.

Light Curing
Light cure the OptiFlow Il using a light curing unit for 30 seconds. The light

curing unit should have a minimum intensity of 1000mW/cm?. Cure each
increment by exposing its entire surface.

Note:

a. When light curing the material, wear protective glasses.

b. Light curing units should have 450nm output and should be
checked regularly.

¢. Placethe light as close as possible to OptiFlow II.

Shaping and Finishing
Shape and finish with diamond burs and fiexible disks of increasing grits.

PROPERTIES
Flexural strength (MPa) 134 |Wavelength (nm) for 450470
curing
Compressive strength (MPa) 370  |Depth of cure (mm) 50
Light intensity (mW/cm?) for 1400  |Curing time (Sec) 30
curing
Water absorption (ug/mm3) 25 |Radiopacity 200%
Water solubility (pg/mm3) 0 |Sensitivity to light Homogenous
at 60 sec
STORAGE

Store at room temperature (64-73°F). Do not use after expiry date. (Shelf life: 2
years from the date of manufacture).

SHADES

A1, A2, A3, A35, A4, B1, B2, B3, B4, C1, C2, C3, C4, D2, D3, D4

Note: All shades are based on Vita shade.

COMPOSITION
4-pack: 4X1.5gm Syringes and 20 Blue Flo-Tips
High Viscosity 4-pack: 4X1.5gm Syringes and 20 Blue Flo-Tips

DISPOSAL

o Before disposal: Never dispose of paste directly into the trash or
down the drain. Uncured composite should be fully cured before
disposal.

e Sunlight curing: Put the composite into a clear container and
expose it to direct sunlight. UV light will cure the resin composite.
Alternatively, use a UV lamp if sunlight is not sufficient.

Solidification: Once the composite is fully cured and solidified, it
can generally be disposed of as regular trash. However, always
verify with local regulations, as there may be specific guidelines for
cured resin composites.



e Gloves and masks: Used gloves, masks, and any other
PPE contaminated with the composite should be disposed of in
accordance with hazardous waste regulations.

e Cleaning materials: Materials used to clean spills or tools, such
as paper towels or cloths, should also be cured if saturated
with uncured composite before disposal.

e Stay informed: Regularly review disposal practices and stay
informed of any changes in regulations.

Legal Disclaimer
Gingi-Pak Release of Liability

Gingi-Pak ("the Company") expressly disclaims any and all
liability associated with the improper use of its products, including but
not limited to its resin composites, tools, and equipment intended
for dental applications. The end user ("User") acknowledges
and agrees that strict adherence to the instructional
guidance provided by the Company is essential for the correct
function and performance of the medical device ("Product").

The User understands that deviation from the provided
instructional  guidance, or the wuse of invalidated or
unauthorized equipment in conjunction with the Product, may
result in alterations to the function and performance of the
Product. The Company shall not be held responsible or liable for
any such alterations or any consequences thereof.

By using the Product, the User agrees to indemnify, defend, and hold
harmless Gingi-Pak, its officers, directors, employees, agents,
affiliates, successors, and assigns from and against any and all
losses, claims, damages, expenses (including reasonable
attorneys' fees), or liabilities of any kind arising out of, related to, or
in connection with the User's deviation from the provided
instructional guidance or use of invalidated equipment.

This release of liability is binding upon the User, and, as applicable, the User's
heirs, executors, administrators, legal representatives, and assigns. It is the
User's responsibility to ensure comprehension and observance of this disclaimer
and all the accompanying instructional materials provided by the Company.

THE COMPANY'S LIABILITY UNDER THIS DISCLAIMER, IF ANY, SHALL
BE LIMITED TO THE PURCHASE PRICE PAID BY THE USER FOR THE
PRODUCT. IN NO EVENT SHALL THE COMPANY BE LIABLE FOR ANY
SPECIAL, INCIDENTAL, CONSEQUENTIAL, OR INDIRECT DAMAGES ARISING
OUT OF OR IN CONNECTION WITH THE USE OR PERFORMANCE OF THE
PRODUCT.

The User's acceptance of the Product constitutes acceptance of these terms and an
agreement to be bound hereby.

No person is authorized to provide any information which deviates from the
information provided in this instruction sheet.

Lins Service & ConsultingGmbH
Pranckhstrasse 47, 67061 Ludwigshafen am Rhein,
Germany
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