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Dear Sir or Madam,

Aesculap AG
Forschung und Entwicklung

Postfach 40
78501 Tuttlingen

Contact: Marcus Waczakowski

Fon: +49 7461 95-31486

Email: marcus.waczakowski@aesculap.de
Internet: http://www.bbraun.com

Date: July 19, 2022

Aesculap AG confirms herewith that the automated processing of non-dismountable MIS instruments (see
appendix) by using the PowerPulseCleaning (PPC) technology, developed by Miele & Cie. KG /[ Steelco S.p.A., is
permitted. This PPC technology is currently available as an option on the Steelco PWD 8626 and PWD 8628

washer-disinfectors.

e Effective cleaning was demonstrated in comprehensive tests at an independent and accredited test
laboratory. A mild-alkaline detergent was used in all test cycles. Test results are available at Aesculap AG /

Miele & Cie. KG / Steelco S.p.A.

e The repeated automated process was performed in a durability test of 200 cycles, using the Aesculap-
specific cleaning and disinfection process in combination by using PowerPulseCleaning. No irreqularities or
failures were detected on the tested products in the durability test.

The differences and simplifications for the user are shown in the following table.

Standard IFU by Aesculap AG

Process by using PPC

Manual pre-cleaning

15-20 Min per instrument
Water and process chemicals
(for details reference to our IFU)

Not necessary

Automated cleaning

Washing phase 10 Min 55°C

Washing phase 5 Min 55°C
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The product family of non-dismountable MIC instruments includes the following articles:

PL404R DUROGRIP NEEDLE HOLDER STRAIGHT 5MM/370MM
PL405R DUROGRIP NEEDLE HOLDER LEFT CURVED 5MM/370MM
PL406R ANVIL GRASPER 10MM/370MM

PL407R DUROGRIP NEEDLE HOLDER STR. 5MM/310MM

PL408R DUROGRIP NEEDLE HOLDER LEFT CURVED 5MM/310MM
PL409R ASSIST. NEEDLE HOLD. 2X3 TEETH 5MM/310MM
PL413R DUROGRIP NEEDLE HOLDER RIGHT CURVED 5MM/310MM
PL414R DUROGRIP NEEDLE HOLDER SUPER RIGHTING 5MM/310MM
PL415R DUROGRIP NEEDLE HOLDER RIGHT CURVED 5MM/370MM
PL416R DUROGRIP NEEDLE HOLDER STR. 5SMM/420MM

PL417R DUROGRIP NEEDLE HOLDER LEFT CVD. 5MM/420MM
PL418R DUROGRIP NEEDLE HOLDER STR. 3.5MM/290MM
PL419R DUROGRIP NEEDLE HOLDER STR. 3.5MM/200MM
PL503R CLIP APPLICATOR F. MED. LARGE CLIP PL568T

PL504R CLIP APPLICATOR F. MED. SIZED CLIP PL567T

PL528R CLIP APPLICATOR F. LARGE CLIP PL561T

PL530R CLIP APPLIER/REMOVER ANGLE 12.5MM/350MM
PL531R CLIP APPLIER/REMOVER 12.5MM/350MM

PL8OTR DS-SINGLE FIRE LAP. APPLIER S 5SMM/310MM

PL802R DS-SINGLE FIRE LAP. APPLIER SM 5MM/310MM
PL806R DS-SINGLE FIRE LAP. APPLIER M 10MM/310MM
PL807R DS-SINGLE FIRE LAP. APPLIER ML 10MM/310MM
PL80OSR DS-SINGLE FIRE LAP. APPLIER L 12MM/310MM

PLBOSR DS-SINGLE FIRE LAP. APPLIER XL 12MM/310MM
PL816R DS-SINGLE FIRE LAP. REM. FORC. M 10MM/310MM
PL817R DS-SINGLE FIRE LAP. REM. FORC. ML 10MM/310MM
PL818R DS-SINGLE FIRE LAP. REM. FORC. L 12MM/310MM
PL822R DS-SINGLE FIRE LAP. APPLIER SM 5MM/420MM
PL826R DS-SINGLE FIRE LAP. APPLIER M 10MM/420MM
PL827R DS-SINGLE FIRE LAP. APPLIER ML 10MM/420MM
PL828R DS-SINGLE FIRE LAP. APPLIER L 12MM/420MM



