Cleaning & Disinfection

Reusable Medical Device

Point of use processing
Wﬂ] g | [h Cleaning & Disinfection

Guidelines

Sterilization Controls & Assembly

Packaging

Adequate cleaning is considered the most essential step in the reprocessing cycle of sterile goods.
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. Preparation for Cleaning and
Disinfecting

The first steps in a proper reprocessing cycle are taken in the operating
theater. Coarse contaminants, residues from hemostatics, skin
disinfectants and lubricants, as well as caustic drugs should, wherever
possible, be removed before the instruments are set down.

Never immerse stainless steel instruments in an isotonic solution
(such as physiological saline solution). This is because prolonged
instrument contact with saline solution leads to pitting and stress
corrosion cracking.
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Waste, skin disinfectant residues, saline solutions etc., may not be put in

disposal containers.

In hospitals with a Reprocessing Unit for Medical Products, self-contained
systems are used to transport contaminated medical products from the
operating theaters and wards to the unit. Dry disposal always preferable as
a more conservative method aimed at retaining value.

Wet disposal involves damp cloths being placed on the instrument trays

during transport or the use of an appropriate foam spray. The damp
conditions increase the risk of corrosion and may encourage the growth of

microorganisms.
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Because of the comosion risk and the cleaning factors, long intervals
between instrument use and reprocessing (e.g. overnight or over the
weekend) should be avoided. Field experience has shown that in the case
of dry disposal, intervals of up to 6 hours pose no problem. Contamination
and pre-cleaning are factors that have a critical impact here.
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PreCleaning at Point of Use
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Water treatment

Drinking Demineralized
Softened water
water water

Evaporation residue (ppm)
Elec. conductivity (uS/cm)
Total hardness (°d)
Sodium salts (mag/l)
Chlorides (mg/l)

Silicates (ppm Si0)
pH value

*Chloride content do not exceed 100 mg/l at room temperature.



Spotting caused by Lime

Y o AA T

ﬁ’“?‘iﬂ ] eﬁﬂmnmﬂwmummaa calcium
Stains on instruments. Cause: v

Dried water with high salt content m@ magnesium ¢ m‘lumumumﬁmama

ell‘l—!ﬂ’t")uﬂ1§ﬂ1\‘lﬂ’3fj‘lﬂ ﬁﬂ‘l’nﬂ (final rinse)



Discoloration by silicate
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Due to the fact that silicates do not increase the conductivity of the water, the presence of
silicates may be overlooked easily.

\




autia . 1Ma1nle1 (condensate steam)

AT Spotting caused by
NUAIHUNANUD silicon dioxide silicon dioxide in the steam condensate.
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Chloride pitting o

Chlorides are dangerous Chlorides

Chlorides dissolved in the water are particularly critical substances, as
they tend to cause pitting even on stainless steel instruments if present in
higher concentrations.

The danger of chloride-induced pitting generally rises with:

B An increase in the chloride content,

B An increase in temperature,

B Declining pH value,
Chloride-induced pitting on B Increasing exposure time,
instrument.

B |nsufficient drying,

. B Concentration of chloride resulting from adherence of dry residues to
Chlorides are dangerous instrument surfaces after evaporation.

While the causal relationships between the chloride content of the water
and pitting are not always predictable, laboratory testing has shown sign
of corrosion on instruments after just two hours with a chloride content of

100 mg/I at room temperature. As chloride concentrations increase, the risk

Scanning electron microscope image, of pitting also increases rapidly.
chloride-induced pitting




5. Preparation for Cleaning and
Disinfecting

The first ste feprocessing
2r. Coarse contaminanits, residues from hamostatics, skin

disinfactants and Iubricanta as well as caustic drugs shnuldi wherever

sible, be removed before the instruments are set down.
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Because of the comrosion risk and the cdeaning factors, long intervals
between instrument use and reprocessing (2.g. overnight or over the
weekend) should be avoided. Field experience has shown that in the case

of dry disposal, intervals of up to & hours pose no problem. Contamination

Meverimmerse stainless steal instruments in an isotonic solution and pre-cleaning are factors that have a critical impact here.

(such as physiological saline solution). This is because prolonged

instrument contact with saline solut™gleads to pitting and stress
corrosion cracking.

Careless dropping can also damage instruments. For axatswgle, tha
hardened (tungsten carbide) tips of scissors may come off, or s

clamps may be bent. To avoid damage, always put your instruments dihwg
carefully after usa. Do not overload instrument trays.

Waste, skin disinfectant residues, saline solutions etc., may not be put in

disposal containers.

In hospitals with a Reprocessing Unit for Medical Products, self-contained
systems are used to transport contaminated medical products from the
operating theaters and wards to the unit. Dry disposal always preferable as
a more conservative method aimed at retaining value.

; e o clothe b - Corrosion caused by immersion in physiclogical
Weat i5Eusa involves amp oths eing placed on the instrument trays soluti .
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Chloride pitting
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Chloride pitting
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Disinfecting cleaning
Whean performing disinfecting cleaning, please also note that the
disinfecting capability should have been proven under "dirty conditions®

(high protein load) in accordance with European (EN) standards or
corresponding national regulations. When using disinfecting cleaning

agents, the producer's specifications regarding concentration,

temperature, exposure time and material compatibility must be observed.

The cleaning/disinfecting solutions used should be freshly prepared on a
daily basis. If it becomes visibly contaminated, it is advisable to prepare

fresh solutions at even shorter intervals.
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Under dirty conditions
(non-pre-cleaned instruments) 20 °C

bactericidal, yeasticidal
(VAH)

10 ml/l (1.0 %), 15 min

bactericidal
(EN 13727, EN 14561),
yeasticidal
(EN 13624, EN 14562)

10 ml/l (1.0 %), 5 min
or
5mi/l (0.5 %), 15 min

Active against enveloped
viruses (incl. HIV, HBV,
HCV) (EN 14476, EN

17111) |

10 ml/l (1.0 %), 5 min
or
5 ml/l (0.5 %), 15 min

Active against enveloped
viruses (incl. HIV, HBV,
HCV) (DVV/RKI)

15 mi/l (1.5 %), 5 min
or
10 ml/l (1.0 %), 15 min

Rotavirus
(EN 14476, EN 17111)

10 ml/l (1.0 %), 15 min

Polyoma SV 40
(EN 14476, EN 17111)

20 ml/l1 (2.0 %), 15 min
or
15 ml/l (1.5 %), 30 min
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Chloride sources in the instrument usage and processing cycle:

B Fresh-water chloride content (depending on the source of the

supply)
B Insufficient demineralization of the water used for the final rinse

and steam sterilization

B Regeneration salt carryover, leakage or spillage from ion
exchangers used for water softening

B Use of agents not permitted for or incorrectly used during
reprocessing

¥ |sotonic solutions (e.g. a physiological salt solution), etchants and
drug residues

B Organic residues (body fluids such as blood, chloride content
3200-3550 mg/ltr, saliva, sweat) dried on the surfaces

*Chloride content do not exceed 100 mg/l at room temperature.
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Neodisher Préstop
Foam Spray
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Neodisher Prestop

normal saline

0 )

normal
saline+neodisher
prestop

normal saline
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Video/Dr. Weigert tutorial - specific prevention of chloride-induced pitting corrosion.mp4
Video/Prestop testing.mp4
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Bacteriostatic Test
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Regulation No. 1907/2006 B39 1U2NDI318AZDAN ) 11 HHAN
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daunannuounse ’Jﬁfﬂ’iﬂmﬂu anHazMIMmamMn aNuunivane
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N HY uagmmﬂé’au
fggiggioaga sheet in accordance with regulation (EC) No E @@D WEH@E@T
neodisher MultiZym

Version: 2/GB Replaces Version: 1/ Date revised: 11.03.2015 Print date: 01.04.15
GB

SECTION 1: Identification of the substance/mixture and of the company/undertaking

1.1. Product identifier
neodisher MultiZym
1.2. Relevant identified uses of the substance or mixture and uses advised against

Use of the substance/preparation
Washing and cleaning products (including solvent based products)

1.3. Details of the supplier of the safety data sheet
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(Toxicology Test EN ISO 10993-1 biological assesment of medical

products)

Toxicological Profile for page 2 of 4

Neodisher LM 2

Genotoxicity (Mutagenicity)
The product does not contain any ingredients classified or known for such properties(4,8).

Reproductive toxicity
The product does not contain any ingredients classified or known for such properties (4,8).

Carcinogenicity
The product does not contain any ingredients classified or known for such properties(4,8).
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(slightly water contaminating) MNIIAIFIUIGDF WY

Biological degradation

- Ultimate or inherent degradation

OECD 301 A-F:

All organic components are readily biodegradable.

The surfactants contained in the product are biodegradable according to the requirements of
the Detergent Directive 648/2004/EC (10).

Bioaccumulation
The product does not contain any bioaccumulating substances.

German water hazard class 1
Slightly harmful to aquatic organisms.
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6. USHNANAN IATUMITUTOINAIFIUNINANA19] 17U

U

ISO 9001 (quality management system)

ISO 14001 (environmental management system)

CE 0297 (full quality assurance system from design to final control)

EN ISO 13485 (developing producing and distributing of Medical Device)

Y
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uN1Ueuilu Medical device class I 1182 11 a1119391ug 151
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