Wash-Tray
Instructions
EXEMPTION FROM LIABILITY

This product is an accessory to a comprehensive treatment
concept and may be used exclusively in combination with the
associated original products according to the instructions and
recommendations of Medical Instinct® Deutschland GmbH (Medi-
cal Instinct). As a result of the non-recommended use of products
from third-party suppliers in combination with products from
Medical Instinct, the guarantee becomes null. In addition, other
express or implied obligations of Medical Instinct become invalid.
Medical Instinct does not assume liability, either express or
implied, for direct or indirect damage, penalties including com-
pensation or other damage which occurs as a result of or in
connection with errors in the professional assessment or practice
within the scope of use of Medical Instinct products. The user is
also obligated to regularly obtain information on the latest fur-
ther developments in regard to this Medical Instinct product and
its application. Medical Instinct should be contacted in cases of
doubt. Since the use of the product must be monitored by the
user, he/she assumes this responsibility. Medical Instinct does
not assume any liability for damage resulting from the use of the
product.

AREA OF APPLICATION OF THE INSTRUCTIONS FOR USE

These instructions for use are valid for the products described in
Table 1.

Table 1: Area of application of the instructions for use

Item no. Product name

190-300420 Wash-Tray, unequipped

190-300421 Tray Guide, singly

COMPATIBLE PRODUCTS

The Tray Guide shows the products which, among others, are
compatible in combination with and reprocessed with the wash-
tray.

DESCRIPTION

Figure 1: Medical Instinct Wash-Tray
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Figure 2: Medical Instinct Tray Guide for the Wash-Tray (optional)
Wash-Tray

The Medical Instinct Wash-Tray is used for the automated clean-
ing and sterilization of drills and other dental implantology in-
struments or accessories of the Medical Instinct BoneTrust®
implant system according to the instructions for use for repro-
cessing.
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Tray Guide

The Tray Guide for the Wash-Tray optionally specifies possible
positioning of the manual instruments and drills.

INTENDED PURPOSE

All multiple-use Medical Instinct system parts needed for implant
insertion can be individually assembled in the Wash-Tray. After
individual cleaning, the parts can be treated in the tray in the
thermal disinfector and then sterilized. The positions of the
system parts can be identified using the inserted Tray Guide (see
Fig. 2Fehler! Verweisquelle konnte nicht gefunden werden.).
The positions marked with “Extra Tool” can be individually
equipped by the staff. The cleaning, processing and sterilization
and admissibility of multiple uses of these parts are the sole
responsibility of the practitioner.

WARNING
General information

The applicable legal regulations as well as hygiene regulations of
the dental or medical practice or hospital must be followed.

The product is delivered non-sterile. It must be cleaned, disin-
fected, and sterilized before the first use and every additional use
on the patient. Effective cleaning and disinfection are essential
prerequisites for effective sterilization. For the use of instruments
not mentioned here, see the instructions for use for the pro-
cessing of instruments from Medical Instinct which are used for
surgical, periodontal or endodontic measures. The compatible
instruments of this wash-tray can, unless specified otherwise in
the associated instructions for use, be reprocessed as often as
they have successfully passed the required inspection in accord-
ance with these processing instructions.

Layout of the safety information

Notes are general precautionary
measures. Its disregard can lead to a
negative impact or short-term incon-

NOTE =
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veniences.

The signal word CAUTION identifies

hazards which, if disregarded, can lead
CAUTION & to mild to moderate injuries or to a

negative impact on transport and

security.

The signal word WARNING identifies
WARNING iht hazards which, if disregarded, can lead

to serious injuries or severe negative

impacts via transport and security.

Opening the Wash-Tray

After sterile removal of the wash-tray from the sterile packaging,
the tray can be opened on a sterile support surface. To do so,
push in on the locking plates on the left and right side. Then the
lid can be removed.

Division of the Wash-Tray

The Wash-Tray is subdivided into three main areas. Drills and
insertion tools for the torque ratchet and handpiece can be
stored in the upper area. The Counter- and Measure Tool and the
torque ratchet, for example, can be inserted in the lower right-
hand area. In the lower left-hand area, in the screen basket, there
is space for additional accessories, such as the instruments for
guided surgery, of the BoneTrust® guide system.

The screen basket has a separate lid which can be unlocked by
pushing the plastic closure in the direction of the screen basket
and then removed.

INSTRUCTIONS FOR CLEANING AND STERILIZING

NOTE

IIED It is recommended to perform reprocessing of the
wash-tray no later than one hour after use.

f CAUTION

The incorrect processing or the use of nonsterile

products can cause allergic reactions through
which inflammation can occur. Therefore ensure
that the Wash-Tray is processed according to these
instructions.

After use on the patient, the manual instruments and drills
should be placed in a container with physiological saline solution
or water and coarse contamination should be removed. In doing
so, the torque ratchet should be disassembled beforehand in
accordance with the associated instructions for use from the
manufacturer.

For preparation for the thermal disinfection, the manual instru-
ments and drill bits should be removed from the container and
wiped with a lint-free disposable cloth. After wiping, place them
in a second container with unused physiological saline solution or
water. Then arrange the components in the wash-tray.

Thermal disinfection
NOTE

For the thermal disinfection, the Tray Guide should
=" be removed from the wash-tray and placed sepa-
rately in the thermal disinfector.

CAUTION

No blood and tissue residue should be allowed to
dry on the trays. Coarse contamination on the tray
must be removed immediately.

The thermal disinfection must be started within 2
hours after the surgery.

The Tray Guide may be cleaned only with mildly
alkaline cleaning chemicals in order to preserve
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the protective surface layer.

Automated cleaning and disinfection is recommended strictly
according to the information in Table 2 and 3 and is subject to a
validated method:
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Table 2: Validated automated alkaline cleaning and thermal disinfection of the
Wash-Tray without Tray Guide

Step T [°C/°F] t [min] Water quality Chemical/info
Pre-rinsing <25/77 3 Drinking -
water
Cleaning 55/131 10 Demineralized Concentrate,
water alkaline:
-pH~13
-<5 % anionic
surfactants
Intermediate >10/50 1 Demineralized | -
rinsing water
Thermal 90/194 5 Demineralized | -
disinfection water
Drying - - - According to
the program
for the
cleaning and
disinfecting
device

Table 3: Validated automatic mildly alkaline cleaning and thermal disinfection of
the Tray Guide

o /o B . Chemi-
Step T [°C/°F] t [min] Water quality oy
2x pre-rinsing <25/77 3 Drinking -
water
Cleaning 55/131 10 Demineralized Concentrate,
water mildly
alkaline:
-pH~10
(e.g.
Mediclean
Fort Dr.
Weigert)
Intermediate >10/50 1 Demineralized | -
rinsing water
Thermal 91/196 5 Demineralized | -
disinfection water
Drying, 100/212 30 - Rinse aid (e.g.
pulsating Mediclar Dr.
Weigert)
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NOTE

After automated cleaning and disinfection, all
visible sites on the product should be checked for

2=~ residues, deficiencies and intactness. It is recom-
mended to perform an 8x magnification of a visual
inspection.

CAUTION
If residual contamination can still be detected on
j the instrument after automated processing, repeat

cleaning and disinfection until no more contamina-
tion is visible.

The following deficiencies necessitate rejection of the product:

Distorted shapes (bent, twisted or fractured parts)

Corroded surfaces

Sterilization
NOTE

=" Sterilization is to be performed in a disposable
paper/film pouch. Closures should not be under
tension.

CAUTION

& A drying time of at least 20 minutes is recom-
mended.

The sterilizers used must be regularly maintained
A and checked. The validated parameters must be
adhered to each cycle.

Permissible sterilization methods are fractionated vacuum meth-
ods (type B) with sufficient product drying. Other sterilization
methods are not permissible. The sterilization hold time is at least

4 minutes at 132°C (270°F) or at least 3 minutes at 135°C (275°F).
The maximum sterilization temperature should not exceed 137°C
(279°F).

The steam sterilizers used must have a CE mark and meet the
requirements of EN 13060 or EN 285. As a general rule, only
sufficiently device- and product-specific validated methods
according to I1SO 17664 may be used for the sterilization.

HANDLING AND STORAGE

The products must be stored after processing in a sterile pa-
per/film pouch. The packaged sterile materials are transported
and stored protected from dust, moisture and recontamination. It
must always be ensured that the materials are stored such that
they are protected from dust, moisture and recontamination.
Improper storage can affect product characteristics and lead to
failure of the treatment.

DisPOSAL

Disposal of the product must be done according to the locally
applicable regulations and environmental standards and the
respective degree of contamination must be taken into account.

Medical Instinct® Deutschland GmbH

Graseweg 24
D-37120 Bovenden
Phone: +49 5593 95196

E-Mail: info@medical-instinct.de

www.medical-instinct.de
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