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INTENDED USE OF THE MEDIVATORS® ISA®

ENDOSCOPE REPROCESSOR

The MEDIVATORS ISA Endoscope Reprocessor is a
medical device designed for the cold chemical
washing and disinfection of rigid and flexible

endoscopes and endoscopic accessories.

The MD must NOT be used for any purposes not
envisaged by the manufacturer and/or NOT reported
in the present manual.

THE MAIN CHARACTERISTICS OF THE MEDIVATORS ISA
ENDOSCOPE REPROCESSOR INCLUDE:

e Configuration conforming with the current
European regulations and international
standards UNI EN ISO 15883-1/4 and UNI
CEN ISO/TS 15883-5.

e A personal and touch-screen computer (PC)
dedicated to the user interface and recording of
the cycle parameters.

e A spacious basin for the reprocessing of
endoscopes and/or endoscopic accessories.

e The possibility to have a drying cycle with
alcohol (optional).

e The use of safe and validated single shot
detergent and sterilizing/disinfectant chemical
solutions, compatible with the various brands
of endoscope available on the market.

e A validated process (equipment and chemicals)
for use at room temperature.

e Continuous monitoring of the channel pressure,
the flow rates in the channels and the general
parameters throughout the entire cycle.

e Arapid and unique interconnecting system
for the endoscope channel connectors
Warrantying the proper control of flow rates
in the endoscope channels.

Operator and endoscope recognition system
using RFID (Radio-Frequency Identification).

The possibility to perform the self-disinfection
cycle using programmable automatic start-up.
Air filtration system capable of Warrantying the
complete sterility of the process, and dual filter
system for the water feed (0.45 pm - 0.1 pm).
Traceability of the processes in hardcopy format
(using the integrated printer) and electronic
format (using complete traceability management
software).

Opening of the lid by pedal (hands-free).
Capable of adapting to all hospital situations,
even in small spaces, thanks to compact size.
Acoustic and visual alarm signals with a
description of the type of fault to allow the
operator to immediately identify the type of
problem.

Tanks for the detergent/decontaminant and high
level sterilizing/disinfectant solutions A and B,
that are safe with no harmful emissions.

The equipment must only be used by qualified personnel and only after
having attended a training course organized by the manufacturer or by

personnel authorized by the manufacturer.

Digitally s
Date: 2025.12.10 09:40:04 EET

Reason: MoldSign Signature
Location:

Moldova

[MOLDOVA EUROPEANA




46 | CHAPTER 4

ENDOSCOPE TREATMENT CYCLES

The MEDIVATORS® ISA® Endoscope Reprocessor The self-disinfection cycle refers to sterilization of
has numerous cycles that are validated for the the circuit and the water filters.

treatment of endoscopes, as reported in the

following table (Table 1).

Cycle Duration Description

Complete Disinfection 20 min Washing and disinfection cycle
Disinfection 12 min Disinfection cycle only, with no cleaning
Auto-Disinfection 20 min Internal circuit sterilization cycle

Table 1. The MEDIVATORS ISA Endoscope Reprocessor pre-set cycles

It is also possible to perform a final drying cycle using isopropyl alcohol (optional).

STEPS IN THE “COMPLETE DISINFECTION CYCLE”

duration:
Initial leak test (with monitoring throughout the entire cycle) o) TG O
Water and detergent loading

Cleansing

Discharge

Water loading

Rinsing

Water discharge

Water and disinfectant solution loading

9. Disinfection

10. Solution discharge

11. Water loading

12. Rinsing

13. Water discharge

14. Endoscope channel drying
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TANK REPLACEMENT PROCEDURE

During the cycle, if the equipment detects a lack or When an absence of product load is detected, the
partial load for one of the products, it informs the screen displays one of the following messages:
user of the need to replace the relevant tank by

means of visual and acoustic messages.

This warning is managed so as to allow the operator
to be able to replace the corresponding product
tank without the need to interrupt and restart the
cycle from the start.

Substivde sofuton 1 tank Substtanbs solution 2 mnk

Substituie detergont tank Subabiuibo alcohol tonk
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