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** 57/340 Datensatze
* mit freundl. Genehmigung G.Shapp MP
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Packaging
eSterilisation
eStorage
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Identification of water quality,

Jdimits and monitoring of chemical residues

dimits on temperature, concentration of solution(s), exposure time,
.process temperature(s);

.techniques to be used including rinsing;
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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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|kaline process: Step 1

utomated cleaning in the w/d
he cleaning are performed only in a washer disinfector G 7735 CD (Miele) Directly after
ontamination without manually precleaning (Program abortion before disinfection step).

fter dismantling the instruments are placed on the specific tray and the cleaning and
isinfection 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

L SMP
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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

[ SMP

Priieq Falidieren farsehen



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

[ SMP
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]
Stufe 1

Bestatigen

Stufe 2
0

Manuelle Vorreinigung + Step 3: Manual pre-cleaning plus
Stufe 3 zusatzliche Behandlung mit Ultraschall + . .
Maschinell im RDG ultrasonic cleaning

Followed by automated cleaning
ok Ja———————» Bestatigen Confirm

Nein

Not validated IS”PH
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 forceps and scissors for open surgery
e devices for minimally invasive surgery
» devices for flexible endoscopy

L SMP
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« Validation method for cleaning processes
 Applied for ASTM — Standard
« Mentioned in AAMI TIR 30
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Tachnetium {Tc-98™) markierte Priifanschmutzung

m\-

—  Measuring of the devices
— AT after reprocessing
- B - —! « Analysation
[\

L SMIP i
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Radionuclide Method

e |n vitro contamination of devices:

The devices are introduced into the simulation model, the tip of the
device is submerged into
radioactively labelled blood.
The model is insufflated
with 15 mm Hg. During the
contamination time (10 min)
the jaws of the device will
be moved.

capillary forces and pump
effects lead to inside
contamination of the
device.

L SMPcuw
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Picture 3 shows the same device
after redesign. Two spots in the

area of the joints and the region

of the rinsing port show remaining
contamination. But the level of
remaining contamination is beneath
the acceptance criteria gV S/
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Group 6:

Group 7:

need validation, as the result o
Inspected

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

Flexible Instruments

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

€ Cleaning can not be

[ SMP
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No hinges and joints
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C: Box lock circa 16 x 25 mm
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SMP Gm

bH - Service flir Medizinprodukte

Pauk-Ehrlich-Strasse 40 72078 Tibingen Tel: 07071770 42 43 Faon 07071770 42 99

ledizinprodukt
) Fax

: 0707 14770 42 44

71770 42 42

e

88/06

*00.00.2000

Datum:O7 082006 1104 @ MBg Tc-88m

ROI-Auswertuna

Ergebnizze der ROI-Auswertung

ing

ROI=Hane Impulse Pixel Imp/Pixel ImpfSec  Imp/Pixel/Sec  ixel Imp/Sec  Imp/Pixel/Sec
Deriles 6637 3432 1,92 44246666 012832 |0 2,308667  LOOE7Z
[ Crile R 5284 3432 1.54  35,22B6E5 010264 9 2,100000 L0012
[ frilen 7800 2432 2,27 52000000 015152 Lo 2.20RSR7 L O00R4R
2. Messung
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 zZr Zr Zr Zr Zr
Crile clamp 1 98 4 4 122 3 3
Crile clamp 2 66 3 3 97 3
Crile clamp 3 121 2 2 145 3 (7
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SMP GmbH - Service fur Medizinprodukte

Faul-Enrlich-Strasse 40 72076 Tibingen Tel: 0707 1770 4

87/06

*00.00.2000

Datum 0500 2006 12:13 @ MBq Te88m

ROI-Auswertung

Eﬁéﬁﬁisse der ROI-Auswertung

SMP GmbH - Service filr Medizinprodukte

Paul-Ehrlich-Stragse 40 72078 Tibingen Tel 07071770 42 43 Fax 07071770 42 44

87/06 *00.00.2000

Datum 0509 2008 1556 @ MBq To-88m

ROI-Auswertung

5 [TReT i eimpsnniimid.

FRENE ) 1 CRITIA
R f EREE LR L Y

. Er:ge-lzsr;i&se der ROI-fuswertung

ROI-Nane Inpulse Pxet I“‘”’”Pi"";_fffﬁi.ziﬁﬁéﬁff FO1-Hame Inpulse Fixel Imp/Pixpl Inp/Sec  Imp/Pixel/Sec
[ Sidecut 5 1040 5450 18 6,933 001185 e I
fpeens B8 BR B Sorecmiod fogee s |~ ss |Bemossungis| semm e
J Sidecut & 1065 5957 LiMessunagesiVorreinigiing [ Bideeut § | L- Meggimg Q%h 09 | 3 G0BEG7 000604
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
Wire cutter 3 59 9 8 65 3 (74
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Tischler-Morgan
(Not dismountable)

14 7
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Dndkt

Faw 0707 4770 42 44

SMP GmbH - Service fiir Me

Faul-Ehrlich-Strasse 40 72078 Tdbingen Tel: 07079

88/06 =00.00.2000

Datum 07 082000 1100 8 MBg Tc-S98m

ROI-Auswertung

SMP GmbH - Service fiir Me ,,;Ei" produkte

Paul-Ennich-Strasse 90 72076 Tabingen Tel: 0707 Faw: OFOF 1770 42 44

88/06 *00.00.2000 ft’}

Daturm 07 00,2008 1428 & MBg Tc-00m

ROI-Auswertung

edizin
17770 42

>

Ergebnizse der ROI-Auswertung Ergebnizse der ROI=Ausuertung

RO 1-Nane Impulse Pixel ImpePivel IngfSec  Inp/Pixel/Sec ROI-Nane Inpulze Pixel Inp/Pizel Imp/Sec  Imp/Pixel/Sec
E;Es};;"é""""'15555'""'1551‘"“"5'5;"'&5‘5&&&5&""'“5;5555“ 0 frthro S w0 4571 A1 3,266667 000715
Rt 6 S ?&%&‘SS“ 469 0 frthre § 677 | 4 B saeey |01

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 zZr Zr Zr zZr 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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Forceps Step 1
(Dismountable)

Bronchoscopy

Validation not
successfull

“




Préien Falidleren forseher




produkte
D a2 43 Faw: 07071770 42 44




2 A Titan |2 A Ceramic 2B 2C 2D

2E

2F

Instruments sorted by category

Tab. 59: Zusammengefasste Ergebnisse Gruppe 2 ,Enzymatisch maschinell und ggf. manuelle Vorreinigung*“

[ SMP
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VOE SPULLEN: . 5. |s18/88

T0T {T=77EBH. (ELL CI:MAX=255 HIN-8 A¥=d .
COUNTS CELLS AVE
LER 3T T L T

-

" 2 MIN S8 szc

HACHIPULLEN, o+ 3, Eflcriw HIR=g B¥sl
A: 3792 330 1

o1

2 MIW 38 SEC i T FE RN

HACH SPUELEH. . & 17183

T0T CT=¢3404 . GELL CTNAX*188 1INsd Avat
CEUNTS CELLS AVE
Ai UI8) 23T b

2 HiN 3¢ SE¢

Picture 3 shows the same device
after redesign. Two spots in the

area of the joints and the region

of the rinsing port show remaining
contamination. But the level of
remaining contamination is beneath
the acceptance criteria gV S/
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cleaning, as damage

Cleaning:

1. RinSing under running tap water (<40°C)
until all visible soil has been removed. If
needed a soft bristle brush should be used to
remove visible soil;

2. Submerge instruments in an detergent (if
ultrasonic bath is used, ultrasonic process of
3 minutes and ultrasonic frequency of 35 kHz
have been shown to be effective). Follow the
instructions of the manufacturer of the
detergent;

3. Rinse the instrument under running tap
water to remove the detergent.

Automated Cleaning:
Connect the instrument to a rack for MIS-instruments
and start the program

e 4 min pre-washing with cold water (<40°C);
6 min washing with 0,5% detergent at 55°C;
3 min neutralising with warm water (>40°C);
2 min intermediate rinsing with warm water
(>40°C).
Special instructions of the manufacturer of the
automated washing machine have to be followed.

SMPun
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e-vacuum cycle:
es with at least 60 milli bar
inimum sterilization temperature of 132°-134°C
olding time: 3,5 min
Dgyihg time: minimum 10 min
Flash sterilization is not allowed on lumen instruments!

Storage:

Storage of sterilized instruments in a dry, clean and dust free environment at modest temperatures
of 5°C to 40°C.

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

1 SMPi
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NANUTENCAO E CUTDADOS COM 0
INSTRUMENTAL CIRURGICO ENDOSCOPICO

Guia de Recomendacoes
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H] EBI YWinlog 2000 - Auswertung

Datei Bearbeiten Ansicht Eigenschaften

=18 %]

|l nG e QTR R Q

| [fa
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— L
o=t =t Logger data’s;of the Cleaning .Cycle (WD 2)
s T O R L S s oy
Ll Y A LT
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—— |105.0 4 -80.0-
50.0 - 2
1000 —------ J
40.0 - ;
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20.0 - a
o000 - 200 , | | |
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Temperature

Chemical Agent
Water Quality

[ SMPi
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Reynoldsiumber
Density

Velocity

Length
Viscosity

kin. Viscosity




Internal/external 2 bar

 Pre-Rinse —internal &

external @ 2 bar
e Final Rinse
« Empty —each cycle

[ SMPi

Préien Falidleren forseher



A000.0 —

B

a00.0 —

f f
09:25:08 45 09:65:08 10:05.08
o 17.08.2008 17.02 2006 17.02.2006 17.02.2006 17.08.2006
— - = - |Erster Datensatz| = —
Dokument | Logger # | Mess... | “on | Bis | Grenz.-.\l Grenz..l Miml Man]  Mfel] V}arianzl Std, Al I ax, ...|_Zeitra... | Zeit .. | Zeitra.. |

15 1 {Druck’

al 1 ) 101
3l 2 (Temperatur)

10140384 2583

ooo:,, 00Ta..
15.3..000:., 00Q:. 00Ta..

e R B
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1 "« Final Rinse
-——e+ Empty — each cycle

17082008 AT.02:2008 A7 082006 17 08 2006 17.08.2006

E

-, o
Eehy

Kanal 1 {Drudk) 10140884 0680 1708 1708 10m.. 2006 0440 3835.. 110136230 6020.. 2802 000:. 000:.. O0Ta..
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Storz
Wolf

L SMP
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cleaning results of tubular instruments

It is important to analyze the reprocessing behavior before
purchasing new instruments

Check what kind of information are available from the manufacturer

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

£ SMP
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WWW. Smpambh. com
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