Instructions for Use
Dental Instruments

MANUFACTURER

devemed GmbH
take-off GewerbePark 30
78579 Neuhausen ob Eck

Tel.: 0049 (0) 7467-949199-0
Fax: 0049 (0) 7467-949199-19
E-Mail: info@devemed.de

Web:  www.devemed.de

Dear Customer!

Dental Instruments:

REICO
vDENT

(Class I, Rule 1, 5 & 6)

IMPORTANT PRODUCT INFORMATION - PLEASE
READ CAREFULLY BEFORE EACH CLINICAL
APPLICATION!

q

With the purchase of this instrument, you have acquired a high-quality product. The proper handling and use is described below. In order to
minimize hazards to patients and users, we ask that you carefully observe the instructions for use.

Attention
Please read the information in this instruction for use
carefully. Improper handling and care as well as
improper use can lead to premature abrasion or
risks for patients and users. Please also note the
imprints on the packaging.

INTENDED USE / INDICATION / MATERIALS

Intended Use/Indication

Our dental instruments are designed for invasive and surgical-
invasive treatments in dental medicine. A list of intended purposes
of the individual product groups can be found in Appendix A.

Contraindication
The products are contraindicated for all applications apart from the
intended use and indication and must not be used:

¢ Outside dentistry

e For direct application by the patient

The generally known contraindications for surgery must also be
considered. Compromising anatomical structures around the
planned measure must also be avoided. Improper use may lead to
damage to tissues, premature wear, destruction of the instrument,
and hazards for the patient, user, or third parties.

To preclude compromising adjacent structures such as blood
vessels and nerve fibers, the user must have precise anatomical
knowledge. A good view of the surgical site must be assured at all
times.

The products are not intended for use in direct contact with the
central nervous system or for correcting defects in the heart or the
central circulatory system.

For product group-specific contraindications,

please refer to Annex A.

Possible complications/side effects/risks
After contact with the instrument, hypersensitivity
reactions can be triggered in a patient with material
intolerance to stainless steel.

In case of such a reaction, the intervention must be
stopped immediately and the necessary steps taken.

In the course of post market surveillance, further potential
complications / side effects could be identified:

» breakage of device

e breaking out of TC inserts

» swallowing of device pieces
¢ wound infection

e carryover of bacteria

e Oversizing of working parts

For product group specific complications / side effects / risks,
please refer to Annex A.

Warnings

e Use only for the intended use

« All specifications described in the accompanying documentation
must be strictly observed.

e The instruments may only be used by persons who are specially
trained or instructed for this purpose.

e Caution during handling and transport

Material

Dental Instruments are made of stainless steel according to DIN EN
ISO 7153-1 and therefore biocompatible, corrosion-resistant and
non-toxic in a biological environment.

Attention
The instruments may only be used by people who
have been specially trained or instructed to do so.

>

INSTRUCTIONS FOR USE & SAFETY
The dental instruments must not be used as a lever
(with exception of the root elevators).

When using dental instruments, users may be injured
by sharp-edged tips or jamming of tissue.

The products must be checked for defects, cracks,
notches or other damage before use. Damaged
products must be sorted out.

The products are delivered in a non-sterile state and
must be completely cleaned, disinfected and sterilized
by the user before the first and any further use.

>

B>

COMBINATION PRODUCTS & ACCESSORIES

Products from devemed GmbH may not be combined
with products, components and instruments from
other manufacturers under any circumstances.
Combinations with products from other manufacturers
may negatively affect the result of the operation and
are not allowed, since the used components might not
be compatible with one another.

It is recommended to only use instruments and
accessories from devemed GmbH.

>

REPROCESSING
Improper reprocessing of the instruments may cause
inflammatory reactions and infections.

The products are in principle able to be reprocessed. The service
life of the instruments is only negligibly affected by the number of
reprocessing cycles performed provided the reprocessing is carried
out according to the validated processes described here. The
service life depends more on gentle and careful handling of the
instruments in all phases of use, reprocessing, transport, and
storage. The end of the service life is reached when any signs of
wear and tear or defects that limit the functioning of the product are
detected during the prescribed visual and functional inspection.

Instructions for Use: Dental Instruments

IFU_PG00-001-EN_20-08_REICO Page 1/7


mailto:info@devemed.de

Instructions for Use
Dental Instruments

The instruments in this case must be identified and excluded from
further use and must be replaced by functioning instruments. The
end of the useful life is also reached if clear identification of the
instrument is no longer assured as a result of missing labeling. The
products must no longer be reused:

e If there is damage on the surface (e.g., rust formation, cracks,
sharp edges, or similar)

e If the inscription is no longer legible and the traceability is thus no
longer assured

o After treatment of a patient infected with Creutzfeldt-Jakob
disease

o If the instruments no longer perform their function.

In the cases indicated, the products must be disposed of.

PREPARATION & TRANSPORT

The products are delivered non-sterile. They must
therefore be cleaned and sterilized before use on the
patient.
Transport of the instruments in a closed container to the
reprocessing department in order to avoid damage to the
instruments and contamination of the environment.

ASSEMBLY / DISASSEMBLY
Products that must be disassembled prior to reprocessing are listed
in Annex B.

CLEANING & DISINFECTION

Principles

For cleaning and disinfection, if possible, an automated procedure
[WD (washer-disinfector)] should be used. A manual procedure —
even using an ultrasound bath — should only be used according to
country specific requirements (e.g. in Germany for critical B
products automated procedure binding) and if an automated
procedure is not available due to the significantly lower
effectiveness and reproducibility.

Pretreatment must be carried out in both cases.

Pretreatment

Immediately after use (within maximum 2 h), large impurities must
be removed from the products. If observation of this time is not
possible in consequence of duration of application or of
organizational reasons, it is the responsibility of the user to define
and validate measures in order to avoid complete drying of
contamination:

1. Disassemble the products as possible

2. Rinse the products for at least 1 min under running water
(temperature < 35 °C/95 °F). Rinse all lumina of the products
at least three times (aids and minimum volume depend on the
cavity to be rinsed).

3. Insert the disassembled products for the predefined soaking
time in the pre-cleaning bath (in an ultrasound bath that is not
already activated), so that the products are completely
submerged. Ensure that the products do not touch. Support
the pre-cleaning by completely brushing all internal and
external surfaces (at the beginning of the soaking time). The
diameter of the brushes to be used for the channel is required
to be slightly larger as the inner diameter of the corresponding
channel. The length of shaft of the brush must not be shorter
as the length of the channel.

4. Activate the ultrasound for an additional minimum soaking time
(but not less than 5 min).

5. Then remove the products from the pre-cleaning bath and
rinse them at least three times thoroughly (for at least 1
minute) with water. Rinse all lumina of the products at least
three times at the beginning and end of the soaking time (aids
and minimum volume depending on the cavity to be rinsed).

When selecting the cleaning agent. ensure that,

- itis generally suitable for cleaning invasive medical devices
made of metals and plastics
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- the cleaning agent is suitable for ultrasound cleaning (no foam
formation),

- the cleaning agent is compatible with the products

The concentrations, temperatures and soaking times specified by
the manufacturer of the cleaning agent or the cleaning/disinfecting
agent as well as the specifications for rinsing, must be adhered to.
Only use freshly prepared solutions, sterile or low-germ (max. 10
bacteria/ml) and low-endotoxin (max. 0.25 endotoxin units/ml) water
(e.g. purified water/highly purified water) or only with a soft, clean,
lint-free cloth (Attention: caution in case of products with rough
surfaces, threads, sharp edges or comparable aspects with danger
of attachment of particles from the cloth!) and/or filtered air to dry.

Automated Cleaning/Disinfecting
[WD (Cleaning and Disinfection Device)])
When selecting the WD, ensure that,

- the WD generally has verified effectiveness (e.g. DGHM or FDA
approval/clearance/registration or CE marking in accordance
with DIN EN ISO 15883),

- if possible, a tested program for thermal disinfection (AO value =
3000 or — for older devices — at least 5 min at 90 °C/194 °F) is
used (in chemical disinfection danger of disinfecting agent
residues on the products),

- the program used is suitable for the products and contains
sufficient rinsing steps (at least three degrading steps after
cleaning (respectively neutralization, if applied) or conductance
based rinsing control recommended in order to prevent
effectively remnants of the detergents),

- forrinsing only sterile (max. 10 bacteria/ml) and low-endotoxin
(max. 0.25 endotoxin units/ml) water (e.g. purified water/highly
purified water) is used,

- air used for drying is filtered (oil-free, low-bacteria and low-
particle) and

- the WD is regularly maintained, inspected, and calibrated.

When selecting the cleaning system, ensure that,

- itis generally suitable for cleaning medical instruments made of
metals and plastics,

- providing no thermal disinfection is used — a suitable
disinfecting agent with verified effectiveness (e.g. VAH/DGHM
or FDA/EPA approval/clearance/registration or CE marking) is
also used and that it is compatible with the cleaning agent used,
and

- the chemicals used are compatible with the products

The concentrations, temperatures and soaking times specified by
the manufacturer of the cleaning agent and, if applicable, the
disinfecting agent as well as specifications for rinsing must be
adhered to.

Procedure:
1. Disassemble the products as much as possible

2. Place the disassembled products into the WD. Ensure that the
products do not touch Enable active rinsing by connecting to
the WD rinse port.

3.  Start the program.

4. Disconnect the WD and remove the products after the program
has completed.

5. Inspect and pack the products as soon as possible after
removal.

The verification of products’ general suitability for effective
automated cleaning and disinfecting was provided by an
independent, governmentally accredited and recognized (8§ 15 (5)
MPG) test laboratory using the G 7836 CD washer-disinfector
(thermal disinfection, Miele & Cie. GmbH & Co., Giitersloh) and the
Neodisher MediClean forte pre-cleaning and cleaning agent (Dr.
Weigert GmbH & Co. KG, Hamburg). Here, the procedure
described above was taken into consideration.

FUNCTIONAL TESTING AND PACKAGING

Instructions for Use: Dental Instruments

IFU_PG00-001-EN_20-08_REICO Page 2/7



Instructions for Use
Dental Instruments

The products must be checked for cleanliness and functionality
after preparation and before sterilization. If necessary, the
reprocessing process must be repeated until the product is optically
clean. In the event of damage to the product (e.g. corrosion, cracks,
etc.), the products may not be used further.

Please pack the products or the sterilization trays in sterilization

containers or very large products in single-use sterilization

packaging (single or double packaging) in accordance with the

following requirements (material/process):

- DIN EN ISO/ANSI AAMI ISO 11607 (for USA: FDA-Clearance)

- suitable for steam sterilization (temperature stability up to at
least 138 °C (280 °F) sufficient steam permeability)

- sufficient to protect the products or sterilization packaging from
mechanical damage

- - undergo regular maintenance according to the manufacturer's
specifications (sterilization containers)

- do not exceed a maximum weight of 10 kg per
package/contents of the sterilization container

STERILIZATION

For sterilization, only the following sterilization methods may be
used; other sterilization methods are not allowed.

Steam sterilization:

- fractionated vacuum procedure (with sufficient product drying)

- Steam sterilizer in accordance with DIN EN 13060/DIN EN 285
or ANSI AAMI ST79 (for USA: FDA-Clearance)

- validated in accordance with DIN EN ISO 17665 (valid 1Q/0Q
(commissioning) and product-specific performance assessment
(PQ)

- maximum sterilization temperature 134 °C (273 °F; plus
tolerance in accordance with DIN EN ISO 17665)

- Sterilization time (exposure time at sterilization temperature):

Country Fractionated vacuum procedure

Germany at least 5 min at 134 °C (273 °F)

USA at least 4 min at 132 °C (270 °F),
drying time at least 20 min

France at least 5 min at 134 °C (273 °F)
if required for prion inactivation

sterilization time 18 min

other countries atleast 5 min at 132 °C (270 °F) / 134 °C

(273 °F)

Verification of the general suitability of the products for effective
steam sterilization was provided by an independent, governmentally
accredited and respected (8 15 (5) MPG) test laboratory using the
HST 6x6x6 steam sterilizer (Zirbus technology GmbH, Bad Grund)
and using the fractionated vacuum procedure, as well as the
instrument oil LAWTON MEDOIL. Here, the typical conditions in the
clinic and medical practice and the procedure described above
were taken into consideration.

A

Notice:

Further details and information on cleaning,
disinfection and sterilization can be found in the
document

AA_PGO00-001-EN_20-08

which can be found by following this link
https://www.reicodent.de/en-US/downloads/
and is available for download.

STORAGE

There are no specific product storage requirements. However, we
recommend storing the sterilized instruments in a dry, clean and
dust-free environment. No indication of durability or functional
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restriction for the products after manufacture is given, if they are
stored properly.

REPAIRS & SERVICES

Do not carry out any repairs or changes to the product by
yourself. Only authorized personnel of the manufacturer are
responsible and provided for this. If you have any complaints,
or information about our products, we ask you to contact us.

HANDLING

The products must be handled and stored carefully. Damage or
scratches can significantly affect the strength and fatigue resistance
of the product. The products must not be overstressed by twisting
or levering (with exception of root elevators), as this can damage or
break instrument parts.

DISPOSAL
Risk of Infection!
The product or parts thereof may be contaminated
after use. Clean and disinfect the product before
disposal.
The disposal of the products, packaging material and accessories
must be carried out in accordance with the applicable national
regulations and laws.

LIMITATIONS OF LIABILITY & GUARANTEE

The products are made of high-quality materials and are subjected
to a quality control before delivery. Should errors nevertheless
occur, please contact our service. However, we cannot guarantee
that the products are suitable for the respective intervention. This is
to determine by the user. We cannot accept liability for accidental or
resulting damage.

Any type of product liability expires,
¢ in the event of damage due to improper storage, handling,
cleaning and / or sterilization
e incorrect cleaning and aterilization
o failure to follow these instructions for use

REPORTING OF INCIDENTS

All serious incidents relating to the device must be notified to the
manufacturer and the competent authority of the Member State
where the user and/or patient is established.

DEVEMED GMBH DOES NOT TAKE LIABILITY IFIT IS
PROVIDED TO BE INFRINGEMENT OF THESE INSTRUCTIONS.
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EXPLANATION OF SYMBOLS

Manufacturer

Non sterile

Attention

Consider Instruction for Use

CE-sign

Batch

Catalogue Number

Medical Device

HEEREEE
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PG # Product Group Intended Use Contraindication Possible complications /
side effects / risks

1 Cutting, degrading Instruments

01.01 Scissors Cutting tissue, bandages, sutures and other medical aids.

01.02 Knives, Knife holders, Cutters Cutting tissues, tendons and medical aids.

01.03 Curettes, Scalers, Sharp spoons Curettes: removal of subgingival dental calculus
Scaler: removal of supragingival dental calculusn
Sharp spoons: Surgical bone curettage

01.04 Chisels & Osteotomes Enamel chisel: smoothing enamel edges
Periodontal chisel: removal of bone material from the tooth and soft tissue
Bone chisel: opening and widening of the alveolar ridge and bone
Osteotomes: bone condensation

01.05 Bone files Smoothing bones by scraping and / or rasping

01.06 Periosteal elevators Separation of soft tissue and periosteum

01.07 Bone Rongeurs Smoothing of bone

01.08 Bone scrapers Scraping of bone parts for bone extraction

01.09 Excavators Removal of carious dentin

2 Clamping, clasping Instruments

02.01 Needleholders Holding the needle while suturing

02.02 Forceps Tooth extraction

02.03 Tweezers Holding tissues and medical aids

02.04 Haemostatic forceps Grasping and holding severed blood vessels

02.05 Forceps/Tweezers/Clamps for medical aids Holding medical aids

3 Reusable Instruments with Scales

03.01 Calipers Measurement of the alveolar ridge and wall thickness of crowns and bridges

03.02 Depth Gauges Measurement of cavities, tissue and anatomical structures

4 Diagnostic Instruments

04.01 Explorers, Periodontometers Examination of teeth and gingiva

04.02 Mouth Mirrors Intraoral, visual inspection for diagnostic purposes of not directly visible areas in
dentistry.

5 Restorative, modelling Instruments

05.01 Filling & Modelling Instruments Inserting, placing, processing and modeling fill materials

05.02 Applicators Application of bone materials

05.03 Thread / Cord packers Placing retraction threads / cords
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05.04 Spatulas Mixing of cement, filling materials or small doses of impression material
05.05 Paro-Instruments, others Instruments for parosurgery / tunnel technique
05.06 Amalgam- / Bone carriers Placing of Amalgam and/or Bone

05.07 Matrixes and Matrixes-Instruments Assisting Instruments for placing a dental filling
6 Spreading, retracting Instruments

06.01 Mouth Gags Used to hold the patient’s mouth open

06.02 Retractors Hold back (soft) tissue

06.03 Tongue Depressors Hold back tongue

06.04 Elevators, others Lift periosteum

06.05 Rubber-Dam-Instruments Instruments for the Rubber-Dam-Technique

7 Trays & Containers

07.01 Trays + Racks Storage and organization of dental instruments
07.02 Containers Container for sterilization of dental instruments
07.03 SETs div.

8 Levering Instruments

08.01 Root elevators Tooth and root extraction

9 Misceallaneous

09.01 Miscellaneous div.

09.02 Mallets medical aid

09.03 Grinding miscellaneous Aids for sharpening Curettes and Scalers
09.04 Bone Preparation Aids for bone extraction and processing

09.05 Instruments for implantation, other Aids for Implantation

10 Flushing, sucking Instruments

10.01 Syringes = see specific IFU(s): 10.01-001-EN_19-07 & 10.01-002-EN_19-07
11 Prosthodontic & Orthodontic Instruments

11.01 Cutting Instruments for wires Cutting wires

11.02 Tweezers for articulating paper Holding and grasping articulating paper

11.03 Gauze packers Lifting and placing pads and tooth pads

11.04 Impression Trays Dental impression

11.05 Crown-/Inlay-removers Removal of crowns and inlays

11.06 Wax knives Processing of wax models in dental technics
11.07 Forceps, others Pliers for dental technics
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Below you will find an overview of the products for which devemed GmbH provides specific disassembly/assembly instructions including a reference to the corresponding manual!

Art.No. Product Group Assembly / Disassembly
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