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Disinfection

4 33 The disinfection of cleanrooms 1s particularly important. They should be cleaned and disinfected
thoroughly in accordance with a written programme. For disinfection to be effective. prior cleaning to
remove surface contamination should be performed. Cleaning programmes should effectively remove
disinfectant residues. More than one type of disinfecting agent should be employed to ensure that
where they have different modes of action, their combined usage 1s effective aganst bactena and
fungi. Disinfection should include the periodic use of a sporicidal agent Monitoring should be
undertaken regularly in order to assess the effectiveness of the disinfection programme and to detect

changes in types of microbial flora (e.g. orgamisms resistant to the disinfection regime currently in
use).

434 The disinfection process should be validated. Validation studies should demonstrate the
suitabihity and effectiveness of disinfectants in the specific manner in which they are used and on the
tvpe of surface material, or representative material if justified. and should support the m-use expiry
periods of prepared solutions.

435 Disinfectants and detergents used in grade A and grade B areas should be sterile prior to use.
Disinfectants used in grade C and D may also be required to be sterile where deternuned in the CCS.
Where the disinfectants and detergents are diluted / prepared by the stenile product manufacturer. this
should be done in a manner to prevent contamination and they should be monitored for microbial
contamination. Dilutions should be kept i previously cleaned contamners (and sterilized where
applicable) and should only be stored for the defined period. If the disinfectants and detergents are
supplied “ready-made” then results from certificates of analysis or conformance can be accepted
subject to successful completion of the appropriate vendor qualification

4.36 Where funugation or vapour disinfection (e.g. Vapour-phase Hvdrogen Peroxide) of cleanrooms
and associated surfaces are used. the effectiveness of any fumigation agent and dispersion system
should be understood and validated.

— v aRASH

Copyright © NITTA CORPORATION All Rights Reserved.

EN

EUROPEAN
COMMISSION

Brussels, 22.8.2022
C(2022) 5938 final

GUIDELINES

The Rules Governj )
Vol c oy o overning Medicina] p, :
ume 4 EU Guidelipes for Cn:od -‘huuh;r:.:)?nu:: in the E“'OPPnn Union
" £ Fracn

Human apgq s [_s:e for Medicing) Products for

Invention novation

NITTA




AAA

' PIC/S Annex-1 tf&Th FER

4.33 The disinfection of cleanrooms is particularly important. They should be cleaned and disinfected
thoroughly in accordance with a written programme. For disinfection to be effective, prior cleaning to
remove surface contamination should be performed. Cleaning programmes should effectively remove
disinfectant residues. More than one type of disinfecting agent should be employed to ensure that where they
have different modes of action, their combined usage is effective against bacteria and fungi. Disinfection
should include the periodic use of a sporicidal agent. Monitoring should be undertaken regularly in order to
assess the effectiveness of the disinfection programme and to detect changes in types of microbial flora (e.g.
organisms resistant to the disinfection regime currently in use).
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4.34 The disinfection process should be validated. Validation studies should demonstrate the suitability and
effectiveness of disinfectants in the specific manner in which they are used and on the type of surface

material, or representative material if justified, and should support the in-use expiry periods of prepared
solutions.

AAA
v

434 HE 7 0 R R ZIRAET RETH S, NV T — a VEBRIE, HEAISEN X3 KED LT,
7. RO oM, H 2 VI EY B2 S IRER MRS O WC, HEA Y1 & H %)
Mz EILT~&ECThH Y, HEEROEN T OEHIRZ X ff5~&TH 5,




’ PIC/S Annex-1 cR3Thi #I5R >

4.35 Disinfectants and detergents used in grade A and grade B areas should be sterile prior to use.
Disinfectants used in grade C and D may also be required to be sterile where determined in the CCS. Where
the disinfectants and detergents are diluted / prepared by the sterile product manufacturer, this should be done
in a manner to prevent contamination and they should be monitored for microbial contamination. Dilutions
should be kept in previously cleaned containers (and sterilized where applicable) and should only be stored
for the defined period. If the disinfectants and detergents are supplied “ready-made” then results from
certificates of analysis or conformance can be accepted subject to successful completion of the appropriate
vendor qualification.
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4.36 Where fumigation or vapour disinfection (e.g. Vapour-phase Hydrogen Peroxide) of
cleanrooms and associated surfaces are used, the effectiveness of any fumigation agent and

dispersion system should be understood and validated.
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