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Ikaline process: Step 1

utomated cleaning in the w/d

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

fter 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

Ikaline 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.

utomated 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




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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has to be tested, as no analogical conclusions can be
made

Group 7: Flexible Instruments
need validation, as the result of the cleaning can not be

inspected
















SMP GmbH - Service fur Medizinprodukte

Y s Srate 30 P70 Tiibingen Tel: 0707 1/770 42 43 _Fax: 07071770 42 44

88/06 *00.00.2000

Datum.07.00:2008 1104 @ MBg Tegom

ROI-Auswertundg

Ergebnisse der ROI-fluswertung
RDI-Newe  Inpulse  Pixel  Imp/Pixel Inp/Sec  InprPixeliSec

SMP GmbH - Service fiir Medizinorodukte

Paul-ERflich. Strasse 40 72076 Tubingen Tel: 070711770 4 43 Fax: 070714770 42 44|

88/06 *00.00.2000

Datum 07 092008 1431 @ MBq Te-gam

ROI-Auswertung

Ergebnisse dar ROI-fusuartung
ROI-Nane  Inpulse  Pixel  Imp/Pixel Inp/Sec Imp/Pixel/Sec

Cerilp s 6837 3432 1,93 44246565 Maaﬁﬁﬁ Driles 346 am a 2,306867 L 000B72
[ Crile R 5284 3@ 1,54 39,22866% ME 9 Crile B 315 2,100000  000E1Z
Crile G 70 4R 227 52000000 g 15152 Crile G E 2. Meﬁungz 06667 L0043
1. Messung Vorreinigung 1. Messung nach
nach + 10min 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 zZr zr zr zr zZr zZr
Crile clamp 1 98 4 4 122 3 B
Crile clamp 2 66 3 3 97 3 3
Crile clamp 3 121 2 2 145 3 %

SMP GmbH - Service fiir Me |2|an9rodukte

Paul Enrlich-Stiasse 40 72078 Tabingen T 43 Fae 7071770 42 34

87/06 *00.00.2000

Datum 05002006 12:43 9 MBq Te80m

ROI-Auswertundg

Ergebnisse der ROI-fusuertung

SMP GmbH - Service fir Medizinorodukte

Faul Emh:n Stizsse 0 72075 Tabingen Tel: 07071770 42 88 Fax 070717770 42 44

87/06 *00.00.2000

Datum 05 09.2008 15:56 ¢ MBq Te-80m

ROI-Auswertunda

Ergebnisse der ROI-Pusuertung

ROI-Nase — Inpulse Fixel — TyePioel TiprSee 5 Iy g FOI-Nave | Inpulse Pixel  Inp/Pixel TigSsc  Inp/Pivelf/Sec
U sidecut 5 o0 9EE0 18 Bginach 0% I cMessunges | 36333 | oooeel
| gigm B iestingtvonamniging §§§§E§ E‘ 1 Me§§§mg ggﬁh ?33 yEms |
nach + 10 min 3. Messung 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

y. o]
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Tischler-Morgan
(Not dismountable)

SMP GmbH _ - Service fiir Medizinprodulkte

PautEnflich. Strasse 40 72076 Tabing

8/06

- 070717770

*00.00.2000

Datum0708.2008 11:00 & MBg Te-99m

43 Fax 070747770 42 44

SMP GmbH - Service fiir Medizinprodukte
770 42 43

PaulERflich-Stiasse 40 72076 Tabingen Tel: 07071 Fax 070717770 42 44

88/06 *00.00.2000 1’}

Datum07 032008 1428 @ MBg Tc99m

ROI-Auswertunyg

Ergebnisse der RDI-Ruswertung

RO1~Nane

Inpulse

Pixel

4571

ROI-Auswertung

Ergebnisse der ROI-fuswertung
Inpulse Pixel Inp/Pixel Imp/Sec  Imp/Pixel/Sec
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Keerizon Rongeur
(Dismountable) Step 1

Step,
2

B

‘alidation not
successfull
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Bronchoscopy
Forceps
(Dismountable)

“

Validation not
successfull
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2. Submerge instruments in an detergent (if e 3 min neutralising with warm water (>40°C);

ultrasonic bath is used, ultrasonic process of e 2 min intermediate rinsing with warm water

3 minutes and ultrasonic frequency of 35 kHz (>40°C).

have been shown to be effective). Follow the | special instructions of the manufacturer of the

IdnSttrUCﬂOtﬂS of the manufacturer of the automated washing machine have to be followed.
etergent;

3. Rinse the instrument under running tap

water to remove the detergent. %

Reprocessing validation
study information

The following testing test devices, materials & machines have been used in this valdition study;

Detergent: deconnex 28 Alka One, (Borer, Zuchwil, Switzerland)
deconnex 23 Neutrazym, (Borer, Zuchwil, Switzerland)

Washer / Disinfector: Miele 7735 CD
Instrument Rack: Miele E450-1
Details: See report SMP 05506011407-1
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external @ 30psi
* Final Rinse
* Empty —each cycle

15



uRg way ung ann nan
. o L) - )

T = = B == LTS B e Empty — each cycle

2B
B Soed i Dul S G L SO e P Sl NN 0L R $E0 000 00 Oifa
m

16



17



