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Hygiene requirements for processing medical
devices. Recommendation by the Commission
for Hospital Hygiene and Infection Prevention
(KRInKO) at the Robert Koch Institute (RKI)
and the Federal Institute for Drugs and Medi-
cal Devices BfArM) Federal Health Gazette -
Health Research - Health Protection (2012) 55:
1244-1310.

Regulationonsafetyandhealthprotectionwhen
handling biological substances (Biological Sub-
stances Regulation - BioStoffV) of 27 January
1999 (Federal Law Gazette.I p.50),amended by
Reg.805-3-130f15]July201312514 (BioStoffV)
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GermanMedical Devices Act(MPG) of 2 August
intheversionpublishedon7 August2002 (Fed-
eral Law Gazette I p.3146),lastamended by Ar-
ticle 11 of the Act of 19 October 2012 (Federal
Law Gazette.Ip.2192)

Regulation on installation, operation and use
of medical devices (Medical Devices Operator
Ordinance MPBetreibV) of 29 June 1998 in the
version published on 21 August 2002 (Federal
Law Gazette. I p. 3396), last amended by Arti-
cle4 ofthe Actof29]July 2009 (Federal Law Ga-
zette.Ip2326)

Regulationonprotectionagainsthazardoussub-
stances (Hazardous Substances Regulation -
GefStoffV) of 23 December 2004 (Federal Law
Gazette.Ip3758),lastamended on 18 December
2008 (FederalLaw Gazette.Ip2768)

Technical Regulation on Biological Substances;
Biological substancesin the health and welfare
sector (TRBA250) of november2003,amended
and supplemented in July 2006 (Federal Work
Gazette 7-2006, p 193) Supplement April 2007
(Joint Ministerial Gazette (GMBI) no. 25 of 27
July2007,p 720),lastamended and supplement-
edinnovember 2007 (Joint Ministerial Gazette
no. 4 of 14 February 2008, p 83), Amendment
and Supplementof April 2012, Joint Ministerial
Gazetteno.15-200f25April2012,p 380-382.

Guideline by the German Society for Hospital
Hygiene (DGKH),German Society for Sterile
Supply (DGSV) and Working Group Instrument
Preparation (AKI) for validation and routine
monitoring ofautomated cleaning and thermal
disinfection processes for medical devices as

MMM Group - your partner
inthefield of sterileprocessing

¢ Cleaning & Disinfection
¢ Packing & Sterilization
e Transportation & Storage

60yearsof experienceinbuilding Central Sterile Processing Departments

www.mmmgroup.com

e Documentation
e Services & Validation
e Consulting &Implementation

e Training in expert knowledge
e Hygienic oriented workflow
optimisation

well as advice on selecting washer-disinfectors,
3redition,2008.Central Service (2008) 16;Sup-
pl.2 (published in German only)

enISO 9001 - 1** Amendment - Quality manage-
ment systems - Requirements; 2008

en ISO 13485 - Medical devices - Quality man-
agement systems - Requirements for regulatory
purposes; 2012

en ISO 14971 - Medical devices - Application
ofriskmanagementto medical devices; 2012
en [SO/IeC 17025 2" Amendment - General
requirements for the competenceoftestingand
calibration laboratories; 2005

enISO 17664 - Sterilization of medical devices
- Information to be provided by the manufac-
turer for processing resterilizable medical de-
vices; 2004.

MMM.
Protectin
ghuman
health.

-
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TR TRUGER Sy o120 D1z roiE P T TR RE DT AL B
[ml] <G R pg/ml] [ug]
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5 20 100
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3 17 50

4 13 50

5 10 50
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SOP ZET L., Fut 2 &2 Haiii4 5,
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PCD D[R/ e
TatAETIELET S, S0P IEb
IO L CidZe b 7awy, SOP & ekGT
L., 7okt R&EHild 5,

.S’MFW

Prifen Validieren Farschen

RN AR R AR,
L7z &3 7e Shvzany,

Z DR T

PCD D

SOP [F5| & he& M L TLA, A K
% BERLT 5 72 DI <otk B & Bl
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Challenge devices for
process validation

PCD « H 57541 DEHe D 71 FE
A RERE S B TOIUE, xR
WBRTR N,
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N

- _The-safety of your patients
N Is'YOUR foremast cancern.

The safety of your processes
__Is OUR foremost misslon.

SMP GmbH
Praren, Validieren, Forschen
Service tir Medizinprodukre

H&W Technolagy, LLC / Stericert Co.

Hechingerstralle 262
72072 Tubingen

« PO Box 20281 -

Rochester « NY 14602-0281 USA -

Tel.  +£40{7071)857 893-100
Fax  449(707 1857 893-200

www.smpgmbh.om
infoosmpgmbh.om

Tel. +1-585-218-0385 - www.stericert.com « jwilder@stesicert.com
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Council Directive 93/42/eeC of 14 June 1993
concerning medical devices, Official Journal of
the european Communities; ABI. L 169, Volume
36,12 ]July 1993

Hygiene requirements for processing medical
devices. Recommendation by the Commission
for Hospital Hygiene and Infection Prevention
(KRInKO) at the Robert Koch-Institute (RKI)
and by Federal Institute for Drugs and Medi-
cal Devices (BfArM) Federal Health Gazette
- Health Research - Health Protection (2012)
55: 1244-1310.

en ISO 10993 - Biological assessment of medi-
cal devices

VAH Disinfectants List - Status: 2 April 2013:
List compiled by the Disinfectants Commission
of the Association for Applied Hygiene (VAH)
e. V. in cooperation with the following special-
ist societies/professional associations DGHM¥*,
DGKH, GHUP** and BVOGD***, and on the ba-
sis of the standard methods of the DGHM for
testing chemical disinfection processes, and
processes deemed effective for prophylactic
disinfection and hygienic hand washing. Wi-
esbaden: mhp-Verlag; 2013

* DGHM: German Society for Hygiene and Micro-
biology

** GHUP: Association for Hygiene, environmental
Medicine and Prevention

*#% BY(OGD: Federal Association of Public Health
Physicians
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deconex°— powerful, yet gentle

Manual instrument reprocessing with deconex-

deconex' 53 INSTRUMENT
v’ aldehyde-free instrument disinfectant

extremely broad spectrum of activity

v
v excellent cleaning performance
v

can be used in ultrasonic baths

deconex' POWER ZYME
v" multi-enzyme concentrated detergent

v’ for universal use
v excellent cleaning performance

v low dosage

advanced cleaning solutions
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PROFESSIONAL

NEW: super-quick protection with the
ProCare Protein Check. The simple
way to perform routine checks.
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The new ProCare Protein Check for instruments
makes possible qualitative verification of absence
of residual protein after manual or automatic clea-
ning and disinfection.

e Precise application with indicator pen

e Short dwell time of 3 minutes

e Gain claritysimply

To evaluate non-visible areas of surgical instru-
ments experts recommend using the Miele Test Kit.

www.miele-professional.com



