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Description

HyperFIL+® is a radiopaque, nanofilled dual-cure, paste, composite
restorative designed for quick and easy placement of tooth-colored
restorations. It eliminates the need for flowable liners and
incremental curing. It is available in shades A1/B1, A2/B2 and A3/
A3.5/B3, all of which are suitable for posterior and anterior
placement. HyperFIL+ is available in either a 10 ml cartridge for gun
dispensing or a 2.5 ml syringe for hand-dispensing.

Indications for Use

HyperFIL+ is a dual-cure, resin composite for the restoration of
Class |, II, 1l IV and V cavities in permanent and deciduous teeth.

Contraindications

Not for use on or by persons with a sensitivity to methacrylates,
dimethacrylates or similar resins.

Precautions

When using any resin restorative material, avoid eugenol containing
cements or liners.

IMPORTANT: Before placing HyperFIL+, confirm that your bonding
agent is compatible with dual-cure composites. HyperFIL+ is
compatible with all currently available Parkell bonding agents.

Some bonding agents (particularly self-etchers) do not bond
effectively to self-cure and dual-cure resins. For non-Parkell
bonding agents, check with the manufacturer for compatibility.

For 10 ml cartridge dispensing: Excessive or intense squeezing
force may cause gun breakage and/or cartridge cracking. To avoid,
only apply slow, and steady pressure on the trigger.

Stated set times are estimates, and may vary based upon storage
condition, temperature, humidity, age of product, when the
cartridge was first opened, among other factors.

Storage and Use

Avoid excess heat and storage near eugenol containing materials.
Store at room temperature in a cool, dry place. Refrigeration, (avoid
freezing) while not required, can help provide a stable storage
environment which is important for maintaining consistency of the
material’s properties up to the expiration date. If refrigerated, bring
to room temperature before use.

Instructions for Use

1. Complete tooth preparation as usual. Apply and cure a bonding
agent thatis compatible with dual-cure resins.

2. Double-bleed the cartridge:

m For 2.5 ml Syringe:
Insert the plunger into the back end of the syringe. Remove the
shipping cap, but do not discard as you will be using it later to
recap and reseal the cartridge. Bleed a small amount of
material onto a pad to assure that material is flowing from
both orifices.

m For 10 ml Cartridge:
Place the HyperFIL+ cartridge into a 10 ml 1:1 cartridge
dispensing gun. Remove the shipping cap, but do not discard
as you will be using it later to recap and reseal the cartridge.
Bleed a small amount of material onto a pad to assure that
material is flowing from both orifices.

3. Affix a 19-gauge brown-base mixer with a bendable metal canula
(Rl S622) and gently adjust the angle of the canula for optimal
placement of HyperFIL+ into the prep. Express a small amount of
HyperFIL+ through the mixer and tip onto a mixing pad to ensure
even and equal flow from each barrel. Immediately proceed to
step 4.

4. To avoid trapping air and creating voids, place the end of the tip
into the bottom of the preparation and slowly express the
composite while slowly withdrawing the tip. IMPORTANT:
Always keep the tip immersed in the HyperFIL+ as you withdraw
until the prep is adequately filled. It is not necessary to use a
flowable liner to adapt to the prep floor, or to build/cure the
restoration in incremental layers, as HyperFIL+ will accomplish
both those tasks.

For restoration creation, note that curing time (for any
dual-cure composite) may be affected by mouth
temperature, room-temperature, and/or by the
temperature of the composite itself in the cartridge.

Therefore, please utilize the following curing sequence:
I. Allow HyperFIL+ to self-cure for at least 90 seconds.

1. An additional 10 second light-curing is optional but
recommended to produce a harder surface when
immediate prepping or recontouring is anticipated.

CLINICAL TIP: For clinical situations where maintaining a dry
field may be problematic, the advantages of immediate light
curing, or light curing at any point prior to 1 minute 30 -seconds,
should be weighed against the potential effects of increased
shrinkage. For light-cure: 40 seconds for up to 5 mm depth.

5. Contour and carve the restoration using appropriate diamonds,
disks, and stones. Finish and polish using a sequential series of
burs, disks, strips and pastes suitable for the restoration.

6. To avoid possible cross-contamination of the base and catalyst,
clean the previously removed shipping cap of any excess
residual material and tightly secure it back onto the cartridge.

Tips for Dental Practitioners for
Cross-Contamination Control

Apply disposable barrier sleeves/wraps over multiple-use dental
dispensers before use with each patient; use new, uncontaminated
gloves when handling multiple-use dental dispensers; utilize dental
assistants to dispense material for the dentist; avoid contact of the
reusable parts (e.g., the body of the multiple-use dental dispenser)
with the patient’s mouth; do not reuse the multiple-use dental
dispenser if it becomes contaminated; do not reprocess a
contaminated multiple use dental dispenser by using chemical



wipes or disinfectants; do not immerse multiple-use dental
dispensers in a high level chemical disinfectant, as this may
damage the dispenser and the material contained in the
device; do not sterilize multiple-use dental dispensers, as
this may damage the material contained in the device.

Warranty and Terms of Use

For full Warranty and Terms of Use information, please go to
www.parkell.com. Safety Data Sheets (SDS) are available at
www.parkell.com. Parkell’s Quality System is certified to
I1SO 13485.

Available Kits and Refills

m HyperFIL+ 2.5 ml A1/B1 Shade Kit — [ S234
+ (1) 2.5 ml syringe w/ plunger
+ (6) 19-gauge applicator tips (refill & S622)

m HyperFIL+ 2.5 ml A2/B2 Shade Kit — & S235
+ (1) 2.5 ml syringe w/ plunger
- (6) 19-gauge applicator tips (refill RE S622)

m HyperFIL+ 2.5 ml A3/A3.5/B3 Shade Kit —E&# S236
+ (1) 2.5ml syringe w/ plunger
« (6) 19-gauge applicator tips (refill REA S622)

= HyperFIL+ 10 ml A1/B1 Shade Kit — el 5237

+ (1) 10 ml cartridge (NOTE: Requires a 10 ml Dispensing
Gun notincluded)

- (16) 19-gauge applicator tips (refill R S622)

m HyperFIL+ 10 ml A2/B2 Shade Kit — &l 5238

+ (1) 10 ml cartridge (NOTE: Requires a 10 ml Dispensing
Gun notincluded)

- (16) 19-gauge applicator tips (refill R S622)
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+2.5ml Syringe

+ 2.5 ml Syringe Plunger

+ 19-Gauge Needle Tip

10 ml Cartridge (Requires a 10 ml
Dispensing Gun)
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« Store product tightly sealed away from direct sunlight.




