Cleaning and disinfecting agent
with activity against prions for
reprocessing thermostable and
thermolabile instruments

Liquid concentrate

Fields of application:

o Forthe automated reprocessing of thermostable and
thermolabile instruments in washer disinfectors.

¢ Also suitable for the automated and manual
disinfecting pre-cleaning with activity against prions.

e Reliably removes blood, protein and other residues
which are typical for operations.

e Suitable for surgical instruments made of stainless
steel, titanium, chromium-plated or nickel-plated brass
and hard metal as well as for anaesthetic utensils

o With titanium and titanium alloys, colour changes might
occur due to a change in the thickness of the colour-
producing titanium oxide layer.

Special properties:
o All-purpose detergent based on alkalis and surfactants.

e Prion destabilising, inactivating and decontaminating
activity. Confirmed by certification.’

e Fora preventive minimisation of the infection risk of
prion-related diseases (TSE’), that is with all patients
without an expressed suspicion for CJK / vCJK

e Bactericidal, fungicidal, mycobactericidal and virucidal
activity. Confirmed by certification.

e Excellent material tolerance.

Application and dosage:

neodisher SeptoClean can be used in washer disinfectors.
Depending on the desired activity it can be used in
various types of automated reprocessing processes.
Typical programme cycles for achieving the desired
activities are mentioned below:
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e Automated cleaning with prion destabilising activity
and thermal disinfection:

Process step Parameter
Pre-cleaning Cold water
Cleaning 5 ml/1 (0.5 %), 5 min, 55 °C

neutralisation (optional) 1 ml/1 (0.1 %) neodisher Z

Intermediate rinse

Final rinse with thermal disinfection Deionised water, 5 min., 90 °C

e Automated cleaning with prion destabilising,
inactivating and decontaminating activity and
thermal disinfection

Process step Parameter
Pre-cleaning Cold water
Cleaning 10 ml/l (1.0 %), 10 min, 55 °C

Neutralisation (optional) 1 ml/l (0.1 %) neodisherZ

Intermediate rinse

Final rinse with thermal disinfection Deionised water, 5 min, 9o °C

e Automated cleaning with prion destabilising, inactivating
and decontaminating activity and chemical-thermal
disinfection (SeptoClean-Process)

Process step Parameter

Pre-cleaning Cold water

1. cleaning step 5 ml/1(0.5 %), 5 min., 55 °C

2. cleaning step incl. chemical 10 ml/1 (1.0 %), 10 min., 55 °C
disinfection (bactericidal, fungicidal,

mycobactericidal, virucidal)

Neutralisation (optional) 1 ml/1 (0.1 %) neodisher Z

Intermediate rinse

Finalrinse Deionised water, 55 °C- 70 °C

e Automated disinfecting pre-treatment (e.g.in the OP-related
area) with activity against prions prior to central
reprocessing:

Activity Parameter

Pre-cleaning with chemical
disinfection (bactericidal, yeasticidal
and active against enveloped viruses
(incl. HIV, HBV, HCV))

10 ml/1 (1.0 %), 5 min., 55 °C

or

Pre-cleaning with prion inactivating
and decontaminating activity as well
as chemical disinfection (bactericidal,
yeasticidal and active against
enveloped viruses (incl. HIV, HBV,

e Automated cleaning and thermal disinfection:

HCV)) 10 ml/1 (1.0 %), 10 min., 55 °C C
Neutralisation (optional) 1 ml/1(0.1 %) neodisher Z
Final rinse Deionised water

Process step Parameter
Pre-cleaning Cold water
Cleaning* 1-3ml/1(0.1-0.3 %)

Neutralisation (optional) 1 ml/1(0.1 %)neodisher Z

Intermediate rinse

Deionised water,

Final rinse with thermal disinfection 5 min., 90 °C

" The working concentration depends on the degree of decontamination of the
medical devices to be reprocessed.

! Tested according to the method of |. Bertram, M. Mielke, M. Beekes, K. Lemmer,
M. Baier, G. Pauli: Inaktivierung und Entfernung von Prionen bei der Aufbereitung
von Medizinprodukten, Ein Beitrag zur Priifung und Deklaration geeigneter
Verfahren, Bundesgesundheitsblatt - Gesundheitsforschung -
Gesundheitsschutz 2004 - 47: 36 - 40
* TSE = transmissible spongiform enzephalopathies

In the cleaning step softened water respective water with
a maximum of 0.9 mmol/l should be used. We
recommend deionised water for rinsing as to achieve
optimum results. When using the recommended water
qualities the use of a neutralizing agent is not necessary.
When reprocessing ophthalmic instruments the use of a
neutralising agent is generally recommended.

In each of the above mentioned processes, 0.3 - 1 ml/l of
neodisher Mediklar can be added to the rinse water for
shortening the drying time
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o Forthe pre-treatment of instruments neodisher
SeptoClean can be used in dip and ultrasonic baths
prior to central reprocessing. Depending on the desired
activity the application parameter are as follows:

Activity Parameter

Pre-cleaning with chemical disinfection 20 ml/l (2,0 %), 30 min., 20 °C
(bactericidal, yeasticidal and active
against enveloped viruses)

or

Pre-cleaning with prion-destabilising,
prion-inactivating and prion-
decontaminating activity

10 ml/l (1,0 %), 60 min., 23 °C

Neutralisation (optional) 1 ml/1 (0,1 %) neodisher Z

After rinse Deionised water

Reprocess the instruments automatically immediately after
taking them out of dip and ultrasonic baths or, when it comes
to longer waiting times, rinse off possible residues of the
neodisher Septoclean working solution with water in order to
avoid the drying of the working solution residues on the
instruments.

Spots and stains of the neodisher SeptoClean working
solution must be removed quickly with a cloth because the
white stains which are formed during drying are difficult to
remove. Rinse fresh splashes and drops with water or remove
them with a cloth. Drying stains in dip and ultrasonic baths
have no influence on the efficacy of the process or the
functionality of the baths.

General instructions on use:
o For professional use only.
e Use suitable dosing devices for dosing.

e The neodisher SeptoClean working solution has to be
rinsed off completely (preferably with deionised water).

e Rinse out dosing system and suction hose with water
before changing product.

o Please, observe the instrument manufacturer’s
recommendations for use according to the requirements
of DIN EN ISO 17664.

e The instructions given by the manufacturer of the
washer disinfector are to be observed.

o Do not mix with other products.

Expert reports:

The disinfecting activity and the activity against prions
have been confirmed by certification.

Expert reports are available on request.

Technical data:

pH-value 11.3-12.3 (1 - 10 ml/l, determined in
deionised water, 20 °C)
10.2-11.2 (1 - 3 ml/l, determined in
deionised water, 20 °C)

Density 1.4 g/cm’ (20 °C)

Viscosity <50 mPa s (concentrate, 20 °C)

Titration factor 0.71 (according to neodisher titration

instructions)

Ingredients:

Ingredients according to Regulation (EC) No 648/2004 on
detergents:

<5 % non-ionic, cationic and amphoteric surfactants

15 - 30 % phosphates

CE-mark: c E 556

neodisher SeptoClean conforms to the European directive
93/42/EC, Annex | concerning medical devices.

Storage information:

Always store at a temperature range between -15 and 30 °C.
Usable for 2 years when stored as recommended. For expiry
date refer to the stamp mark on the label behind the hour glass
symbol 3.

Hazard and precautionary statements:

For safety information see EC safety data sheets.
These are available at www.drweigert.com under the
category “Download”.

Dispose only when container is empty and closed.
For disposal of product residues, refer to the Material
Safety Data Sheet.
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With the above information, to our current knowledge we describe our product regarding safety necessities, but we do not involve any quality description or promise certain properties.
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