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Dental dentin adhesive

INSTRUCTIONS

IMPORTANT
READ ALL INSTRUCTIONS THOROUGHLY BEFORE USE.
KEEP THIS LEAFLET AND REFER TO IT PERIODICALLY.

Dental dentin adhesive

Reminera Universal Bond
[FOR DENTIST USE ONLY]

[Contraindications and Prohibitions]

Do not use Reminera Universal Bond for patients with a history of hypersensitivities
to methacrylate monomers or ethanol, including rash and dermatitis. Do not reuse
instilled Reminera Universal Bond Liquid and Reminera Universal Bond Bioactive
Brush (due to potential infections).

[Shapes, structures, and principles]

Reminera Universal Bond consists of the following components, which contain the
ingredients listed below.

* Reminera Universal Bond Kit:
Reminera Universal Bond Liquid -------------==--==--==----- 1 (5mL)
Reminera Universal Bond Bioactive Brush ---------- 1 (100 pcs)
*Components of the kit may be purchased individually.

Components Form Compositions

Reminera Universal Bond - Methacrylate ester monomer (phosphate
- Liquid
Liquid ester monomer), ethanol, water, others.

Reminera Universal Bond

Polymerization initiator, others.
Bioactive Brush Powder y

Accessories: None

[Principle]

Reminera Universal Bond is a self-etching bonding agent that cures by
photopolymerization and chemical polymerization to seal the interface between tooth
and dental restorative material or prosthesis, and is used for dental composite resins,
zirconia, and metals. In addition, the bond (mixture solution) applied on the surface
or interface suppresses dental hypersensitivity by sealing the dentinal tubules.

[Purpose of use or effect]

[Intended purpose]
+ Adhesion to a cavity or defect of teeth including dentin.
+ Adhesion to a zirconia restoration or device.
+ Adhesion to a metal restoration or device.
+ Desensitization of dental hypersensitivity on dentin or prepared dentin.
+ Sealing the dentinal tubules and the interface between tooth and dental
restorative material or prosthesis.

[Indications]
+ Restoration with composite resin
+ Desensitization of dentin hypersensitivity
+ Sealing/coating of a cavity as a pretreatment for indirect restoration
+ Repair/restoration with composite resin (repair/restoration of composite resin)

[How to use Reminera Universal Bond]

1. Preparation of the mixture solution
Dispense 1-2 drops of Reminera Universal Bond Liquid in a shallow dappen dish
to stir and blend Reminera Universal Bond Liquid with Reminera Universal Bond
Bioactive Brush.
Note:
Be sure to use a shallow dappen dish. A deeper dappen dish may enhance
chemical polymerization and increase the viscosity of the liquid to reduce the
performance. The mixture solution with reactivity for chemical polymerization
should be used as soon as possible. (The time of the solution to be used varies
depending on the use environment such as temperature and illumination. The
standard time is less than 90 seconds.)

N

. Usage method in indications

[Restoration with composite resin]

(1) Prepare a cavity in accordance with the common procedure.

(2) In cases of a cavity adjacent to the pulp and pulp exposure, protect the pulp
by an appropriate method.

(3) Prepare the mixture solution (refer to “1. Preparation of the mixture solution”
in [How to use Reminera Universal Bond]).

(4) Apply the mixture solution on the tooth surface while paying attention to avoid
contact of the solution with the gingiva.

(5) Blow air gently to the applied tooth surface until the surface of the applied
mixture solution becomes still during aspiration by the vacuum to avoid
scattering of the applied solution.

(6) Cure the solution by light irradiation for 5 seconds using a visible light
irradiation device.

(7) Fill and cure the composite resin. After curing, conduct some procedures,
including final polishing, in accordance with the common procedure. As for the
usage method of composite resin, follow the instructions for use of the
applicable product.

[Desensitization of dentin hypersensitivity]

(1) Use gingival protection material (e.g., vaseline), rubber dam, and gingival
retraction code to avoid contact of Reminera Universal Bond with the gingiva,
oral mucosa, and gingival sulcus.

(2) Clean and dry the tooth surface to which Reminera Universal Bond will be
applied in accordance with the common procedure.

(3) Prepare the mixture solution (refer to “1. Preparation of the mixture solution”
in [How to use Reminera Universal Bond]).

(4) Apply the mixture solution on the tooth surface while paying attention to avoid
contact of the solution with the gingiva.

(5) Blow air gently to the applied tooth surface until the surface of the applied
mixture solution becomes still during aspiration by the vacuum to avoid
scattering of the applied solution.

(6) Cure the solution by light irradiation for 5 seconds using a visible light
irradiation device.

(7) When the treatment is completed only by coating, remove the unpolymerized
layer with alcohol-impregnated cotton that was tightly wrung out.

[Sealing/coating of a cavity as a pretreatment for indirect restoration]

(1) Use a gingival protection material (e.g., vaseline) and rubber dam to avoid
contact of Reminera Universal Bond with the gingiva and oral mucosa.

(2) Clean and dry the tooth surface to which Reminera Universal Bond will be
applied in accordance with the common procedure.

(3) Prepare the mixture solution (refer to “1. Preparation of the mixture solution”
in [How to use Reminera Universal Bond]).

(4) Apply the mixture solution on the tooth surface while paying attention to avoid
contact of the solution with the gingiva.

(5) Blow air gently to the applied tooth surface until the surface of the applied
mixture solution becomes still during aspiration by the vacuum to avoid
scattering of the applied solution.

(6) Cure the solution by light irradiation for 5 seconds using a visible light
irradiation device.

(7) When the treatment is completed only by coating, remove the unpolymerized
layer with alcohol-impregnated cotton that was tightly wrung out.

[Repair/restoration with composite resin: repair/restoration of composite resin]

(1) Use a gingival protection material (e.g., vaseline) and rubber dam to avoid
contact of Reminera Universal Bond with the gingiva and oral mucosa.

(2) According to the instructions for the composite resin used for repair, roughen
the adhesion surface with a diamond bar.

(38) Clean and dry the adhesion surface in accordance with the common
procedure.

(4) Prepare the mixture solution (refer to “1. Preparation of the mixture solution”
in [How to use Reminera Universal Bond]).

(5) Apply the mixture solution on the adhesion surface while paying attention to
avoid contact of the solution with the gingiva.

(6) Blow air gently to the applied tooth surface until the surface of the applied
mixture solution becomes still during aspiration by the vacuum to avoid
scattering of the applied solution.

(7) Cure the solution by light irradiation for 5 seconds using a visible light
irradiation device.

(8) Fill and cure the composite resin. After curing, conduct some procedures,
including final polishing, in accordance with the common procedure. As for the
usage method of composite resin, follow the instructions for use of the
applicable product.

Light irradiation device and irradiation time

The standard light irradiation condition of the representative visible light
irradiation device used for Reminera Universal Bond is indicated in the table
below:

Light irradiation condition

Type Irradiation time

LED 5 seconds

*LED curing light: not lower than 1,000 mW/cm? of light intensity
*Refer to the instructions for use of your current light irradiation device in order to
use it under proper polymerization conditions.

[Precautions related to use]

1) For the etching treatment, do not use etching materials containing silica, which
reduce the performance.

2) Do not push the bottle hard to avoid discharge of a large amount of Reminera

Universal Bond from the bottle.

3) When the liquid adheres to the nozzle of the bottle, wipe the liquid before closing

the cap.

4) If Reminera Universal Bond is stored in the refrigerator, it should be returned to

room temperature before use.

5) Prepare the mixture solution immediately before use. Use the solution once it is

mixed.

6) When air blowing on the surface to which the mixture solution will be applied is

inadequate, please note that Reminera Universal Bond cannot exert sufficient
adhesion performance.

7) Avoid direct contact of the nozzle for the container of Reminera Universal Bond

Liquid with Reminera Universal Bond Bioactive Brush.

8) When temporary filling material or temporary luting cement is used on the

surface to be sealed/coated by Reminera Universal Bond, use a dental
separating agent.

9) Close the cap immediately after use.

10) Do not reuse the Reminera Universal Bond Bioactive Brush to ensure
performance and prevent infections.

11) The Reminera Universal Bond Liquid is flammable. Do not use or place near
fire.

12) Do not reuse the residual mixture solution.

13) If the Reminera Universal Bond container contacts saliva or blood, properly
clean and disinfect with alcohol to prevent infection.

14) Since the performance of Reminera Universal Bond depends on the irradiation
ability of the visible light irradiation device, cleaning and maintenance (e.g.,
lamp replacement) of the device should be conducted periodically.

15) Reminera Universal Bond cures even by ambient light and should be used as
soon as possible.

16) Patients and healthcare professionals should wear protective glasses while
using Reminera Universal Bond.

17) Pay attention to avoid contact with saliva and blood while using Reminera
Universal Bond. Conduct some procedures, such as rubber dam isolation, as
needed.

18) In cases of a cavity adjacent to the pulp and pulp exposure observed during
preparation of a cavity, pulp protection, such as pulp capping, should be
conducted.

19) Do not use eugenol-based material, sodium hypochlorite, and hydrogen
peroxide solution, which may inhibit curing and adhesion of Reminera Universal
Bond.

20) Do not blend Reminera Universal Bond with other products.

21) If dental materials, equipment, and instruments are used in combination with
Reminera Universal Bond, the instructions for use and the precautions
described in their package inserts should be followed.

22) Please avoid intraoral injury by Reminera Universal Bond Bioactive Brush. If
such an injury occurred, instruct the patient to see a physician if necessary.

23) Use Reminera Universal Bond exclusively for the purposes described in the
[Purpose of use or effect] section.

24) Dentists should wear dental gloves.

[Precautions for use]

1) IMPORTANT PRECAUTIONS
(1) Stop the use of Reminera Universal Bond and seek medical attention if the

patient has hypersensitivity symptoms of rash, eczema, redness, ulcer,
swelling, itching, or numbness.
Personnel with a history of hypersensitivity to Reminera Universal Bond or
methacrylate monomers or ethanol should wear gloves to avoid direct contact
with Reminera Universal Bond. In addition, if a person experiences
hypersensitivity symptoms due to the use of Reminera Universal Bond, seek
medical attention.
Furthermore, it is known that medical (dental) gloves prevent direct contact
with Reminera Universal Bond, while some of the monomers and organic
solvents penetrate the materials of the gloves in a short time. Therefore,
when Reminera Universal Bond contacts the gloves, discard the gloves
immediately, and wash the hands adequately with soap and running water.
Pay attention to avoid contact by Reminera Universal Bond with the oral
mucosa, skin, and eyes (use of a rubber dam is preferable). When Reminera
Universal Bond contacts the oral mucosa or skin, wipe the bond immediately
with alcohol-impregnated cotton followed by washing with plenty of running
water. In the case of contact with the eyes, rinse immediately with plenty of
running water and consult an ophthalmologist if necessary.
The gingiva and/or mucosa may turn whitish or develop some symptoms of
blisters and ulcers from contact with Reminera Universal Bond; such
symptoms are transient and may generally be recovered within a few days to
two weeks. If the symptoms do not improve, instruct the patient to see a
physician. Pay attention not to apply physical stimuli to the inflamed site by
brushing and other means.
(4) Use Reminera Universal Bond after determining whether or not the bond is

appropriate for the patient in consideration of differences among individuals.
(5) Do not allow the patient to accidentally ingest Reminera Universal Bond while
applying the bond and rinsing. If the patient accidentally ingests Reminera
Universal Bond, instruct the patient to gargle and see a physician as needed.
Reminera Universal Bond Liquid contains ethanol. Do not spill Reminera
Universal Bond while handling. Since inhalation of larger amount of
concentrated vapor may cause headache, use the bond in an area with
adequate ventilation. If a large volume of the vaporized bond at higher
concentrations is inhaled, move the person to a location with fresh air.
(7) When the gingiva and/or mucosa around the region to which Reminera

Universal Bond is applied has an injury or inflammation, avoid use of the

bond.

2) Malfunctions and adverse events
The use of Reminera Universal Bond may cause hypersensitivity symptoms of
rash and dermatitis.
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[Storage, disposal, and expiration date]

[Storage]
+ Keep the Reminera Universal Bond Liquid away from fire.
« Store in a dark place at room temperature (from 1°C to 25 °C) and avoid high
humidity and direct sunlight.
» Properly store and manage Reminera Universal Bond so that access is
restricted to dental staff.

[Disposal]

« Dispose of contents, containers or package in accordance with local regulations.
[Expiration date]

» Use Reminera Universal Bond by the expiry date* indicated on the label.

[The expiry date is determined based on in-house data.]
*( Example: YYYY - MM means the expiry date (MM month of year YYYY.)
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