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Estimated for England

and Wales 7500 9900 11500 10500

** 57/340 Datensatze
* mit freundl. Genehmigung G.Shapp MP
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Disinfection
Functionality testing
‘Packaging
Sterilisation
Storage

Prii [/




Identification and concentration of chemicals requirea for cleaning;

identification of water quality,

accessories required for cleaning process;

techniques to be used including rinsing;

..process temperature(s);

...limits on temperature, concentration of solution(s), exposure time,

...limits and monitoring of chemical residues

ISMMMI/
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To many different reprocessing cycles may lead to
difficulties in the daily routine and following the
specifications.
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Bestatigen

Stufe 2

Bestatigen

Nein

Manuelle Vorreinigung +
Stufe 3 zusatzliche Behandlung mit Ultraschall +
Maschinell im RDG

Ja——» Bestatigen

&

Nein

Nicht
N SMP:nv
1l
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Alkaline process: Step 1

Automated cleaning in the WD

The cleaning is performed only in a washer disinfector G 7735 CD (Miele) Directly
after contamination without manually precleaning (Program abortion before
disinfection step).

After dismantling the instruments are placed on the specific tray and the cleaning
and disinfection program Vario TD is started:

1 min pre-washing with cold water

- emptying

- 3 min pre-washing with cold water

- emptying

- 5 min washing with 0,5 % alkaline cleaner by 55°C (Dr. Weigert, Neodisher
FA)

- emptying

- 3 min neutralizing with warm water (>40°C)

- emptying

- 2 min intermediate rinsing with warm water (>40°C)

- emptying
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Alkaline process: Step 2

Manually pre-cleaning

The instruments are immersed into cold tap water for 5 minutes.

The instruments are brushed under cold tap water until all visible residues are
removed.

The instruments are dismantled and brushed again until all visible residues are
removed.

Inner lumens, threads and holes are flushed each with a water jet pistol for 5
seconds and brushed again.

Automated cleaning in the w/d

The cleaning is performed only in a washer disinfector G 7735 CD (Miele) (Program
abortion before disinfection step).

The instruments are placed on the specific tray and the cleaning and disinfection
program Vario TD gets started:

1 min pre-washing with cold water

emptying

3 min pre-washing with cold water

emptying

5 min washing with 0,5 % alkaline cleaner by 55°C (Dr. Weigert, Neodisher FA)
emptying

3 min neutralizing with warm water (>40°C)

emptying

2 min intermediate rinsing with warm water (>40°C)

emptying
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Alkaline process: Step 3

Manually pre-cleaning

The instruments are immersed into cold tap water for 5 minutes.

The instruments are brushed under cold tap water until all visible residues are
removed.

The instruments are dismantled and brushed again until all visible residues are
removed.

Inner lumens, threads and holes are flushed each with a water jet pistol for 5
seconds and brushed again.

Aditional pre-cleanig with ultrasonic:
The instruments are immersed into an ultrasonic bath with alkaline detergent
(Dr. Weigert neodisher FA 0,5%) and treatet with ultrasonic for 15 minutes at 40°C

Automated cleaning in the w/d
The cleaning is performed only in a washer disinfector G 7735 CD (Miele) Directly
after contamination without manually precleaning (Program abortion before
disinfection step).

After dismantling the instruments are placed on the specific tray and the cleaning and
disinfection program Vario TD is started:

1 min pre-washing with cold water

emptying

3 min pre-washing with cold water

emptying

5 min washing with 0,5 % alkaline cleaner by 55°C (Dr. Weigert, Neodisher FA)
emptying

3 min neutralizing with warm water (>40°C)

emptying

2 min intermediate rinsing with warm water (>40°C)

emptying
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Group 5:

Group 6:

Group 7:

need validation, as the result of the cleaning can not be
inspected

Micro surgical Instruments
need validation, as the result of the cleaning can not be
inspected

Complex Devices
have to be tested, as no analogical conclusions can be
made

Flexible Instruments
need validation, as the result of the cleaning can not be

' ted
HSpEEte N SMP:nv
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No drill hole with a relation smaller than 1 to 1

No dead end holes

No hinges and joints
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B: Box lock approx. 12 x 20 mm

C: Box lock approx. 16 x 25 mm

D: Instruments with pivot joint
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» Rinsing of Lumen

> Definition of Diameters
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SMP GmbH - Service fiir Medizi:lzuqrandukte

Pauk-Ehrlich-Strasse 90 72078 Tibingan Tel Q7071770

88/06

SMP GmbH - Service fiir Medizinnqrsogukte

FPaul-Ehrlich-Strasse 40 72078 Tdbingen Tel: 07071770 42 ax; Q7071770 42 94

88/06 *00.00.2000

Datum:07 09,2006 1431 @ MBq Te-89m

ROI-Auswertung

Faoc OFOFAT70 42 949

*00.00.2000

Datum:07 092006 1104 @ MBg Te-88m

ROI-Auswertung

Ergebnizze der ROI-Auswertung Ergebnisse der ROI-Auswsrtung

ROI-Hame Impulize Pixel Imp/Pixel Inp/Sec  Imp/Pixel/Sec RO -Name Tnpulsze Pivel Imp/Pixel Inp/Sec  Imp/Pixel /Sec
DR U SRR vditih o T E I % s e
[ Crile 7800 7432 2,27 52,000000, 40 V15152 I Crile 6 33 3432 2 MesSung? 206867 000643
1. Messung Vorreinigung 1. Messung nach
nach + 10 min 4. Messung nach Vorreinigung 3. Messung
Kontaminati 40°C nach Kontaminati + Ultraschall nach
on Einweichen Reinigung on 10 min 40°C  Reinigung
Nr.87/26 Zr Zr Zr Zr Zr Zr
Crile clamp 1 98 4 4 122 3 3
Crile clamp 2 66 3 3 97 3 3
Crile clamp 3 121 2 2 145 3 32” Vel
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SMP GmbH - Service flr Medizingrodukte SMP GmbH - Service fir Medizirlgrodukte

Paut-Enflich-Strasse 40 72076 Tibingen Tel 07074770 4242 Fax 07071/770 42 44 Faul-Ehtlich-Strasse 40 72078 Tibingen Tek 07071570

87/06 =00.00.2000 87/06 *00.00.2000

Datem 0500 2006 1213 @ MBq Te-00m Datum 0500 2008 1556 @ MBq Te-28m

43 Fawx OTO7TAT70 42 44

ROI-Auswertung ROI-Auswertung

e g LI

i "y gl AL T
i T 5 L - LY

Ergebnisse der RO[-Auswerturg ' El:gei:,f;.iﬁe der ROI-Ausuertung

ROI-Nave ——fwpuiss  Powel — Twp/Picel TupiSe o Tjgdaaiiiee ROl-Nane | Inpulse  Pixel  Inp/Pisal Tiip/ Sec Ing/PixelSec
U Sidecut S 1040 5950 A8 B, 9333350 001185 [ Sidecut S 545  grMessungos 3,677 000621
0 54 R 1006 G9E7 A7 B.7066EG 001124 B o :
oo & 1055 597 11Messungs:Vorreinigiing | gidecut B4 Mes$ling o dEREE e
nach + 10 min 3. Messung nach Vorreinigung - '3. Messung
Kontaminati 40°C nach Kontaminati + Ultraschall nach
on Einweichen Reinigung on 10 min 40°C  Reinigung
Nr.87/26 Zr Zr Zr Zr Zr Zr
Wire cutter 1 69 10 10 95 4 4
Wire cutter 2 79 9 7 57 4 4
Wire cutter 3 59 9 8 65 3 4 mﬂ,
.

Y YL gy [Ny [P [Ny --l..'
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Tischler-Morgan
(Not dismountable)

— Yes 1

h 4

Yes 2

h 4

Yes 3
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SMP GmbH - Semceﬁ.l Me izinnrodukt

Faul-Enilich- Strasse 41 T2078 Tibingen Tel: OTOTUTT0 42 43 Faw 0707 1770 42 44

Datum:07 092008 1100 9 MBgq Te-99m

§8/06 =00.00.2000

ROI-Auswertung

M
>

Ergebnizse der ROI-Auswertung

SMP GmbH - Service fiir Medizinprodukte

Faul-Ehdich-Strasse 90

72076 Tabingen Tel 07074770 42 43 Faw 0707770 42 44

88/06

Daturm07 08,2008 1928 0 MBg Te-99m

*00.00.2000 ng_

ROI-Auswertund

Fo 1 =Name Impulse Pixel Imp/Pixel Imp/Sec  Inp/Pixel/Sec ROI-Naps Inpulz= Pixel Inp/Pizel Imp/Sec  Imp/Pisel/Sec
[ grethra S 13432 4571 2,94 B9,546659 019595 [ frthro § 490 4571 A1 3,26B667 000715
[[frthra R 16734 4573 366 111 %l?ssu [ hrthra B 464 4573 L0 3, 120000 RI0EE2

Frthro G 13273 4791 2,77 ElxiEE‘ [ #rthra 6 &7 4731 A8 5,B4B667 001220

nach 2. Messung

1. Messung Vorreinigung 1. Messung nach

nach + 10 min 4. Messung nach Vorreinigung 3. Messung

Kontaminati 40°C nach Kontaminati + Ultraschall nach

on Einweichen Reinigung on 10 min 40°C  Reinigung

Nr.87/26 Zr Zr Zr Zr Zr Zr

Rongeur 1 85 14 16 249 13 7
Rongeur 2 121 11 10 311 12 7
Rongeur 3 88 17 17 245 30 17
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Keerizon Rongeur
(Dismountable)

Validation not
successfull
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Bronchoscopy
Forceps
(Dismountable)

Validation not
successfull
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manufacturer

oIf instruments are substituted due to repair, make sure
that the same instrument is not available in an easy to
clean version.
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