PIC/S (EU) GMPAA R®D
BETAnnex1 D26

XEERERMENE

B IR VT T

! il




.1 PIC/S GMP Annex1DHGETHRA >+ <>

~EERIERIBZDHE/RE~
JO0-)OVTORETA

202348H25H

(0

Disinfection ((RIERE) (CBATRRA>M
<IY=II—=LDEHSDEEEICOWVWTEHAEE>

OERSF DTERAN M5

OIRE T Z REE SN = ZE B o

QML CEAIZERT HE

v EEN[eSEEns: eI U5 MFIEE. 2RiwmE
BAHAENCLBBEREZIIRVSSICERE M REOROEE. HARN TERA

DIEZFB & U BB AT hossisrizm.. FREEI NS



’ wzzsmirnon PIC/S GMP b

PIC/S GMP’ 1%,

EESICBITF3GMPD

HREE

> EERERRENVEZRERARAFT—A(22FRTE540NEEE)
> EEmDEFICHITIERNBRGMPREESSUERIF/OmMEBE S AT LAORFE - Eit - xR T2 B8Y
> BENBRIERDEHDFEANEE _LOEIFEHE

PIC/S»a#

PIC/S¥ 32

> SEOERBICHE- No——>J ofariMtU. J0-/NIVREREEDR,
> SEATIR S SUEBRERECOERL T HEBFEZI DI SAPHE LI —neoiRiE.
> MNELBEORADEGRZ#R{IEL. GMPEEDE R EZHEME,

% Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation Scheme®Bg



’\aaslﬁwm\ +B&LPIC/S GMPOBIR "

AFRRTE. PIC/S GMPIZE S ¥,

EII’EIO)G M P%é’\t:}iﬂy&

BAld, PIC/S GMPI220 | 4 #n88

(BHEDR5Y)
o HADGMPREIREALFRF
o EHIFMICRmMDBEVmEBEZHENR
o MEEEIDTHIEMIE - ISR EIRHHR
o NNKEDERDRIF
o EXEmOEHICRIFHRTOREE(L
=y apRaH

Copyright © NITTA CORPORATION All Rights Reserved.




S QA i

Q1. HATIXPIC/s GMP \LWOhE{TEnEIh ?
Al. 70— ToOEITAIK2023F8A258TTH BRICEWTIZAE TIZ% L BIRREHE
L5 REROLHYE T,

Q2. PIC/SOI—IVICHEDBWEEREDBDEITH ?
A2 ENMRADRBHY FEAHN  AEXCEHGORREXRTHIVABNMIBASTRELIHYET,

Q3. FEFREFIL ?
A3, —fiRHEE. ERXRVMILANDHR 5T FREKBISTLTORMHLREERTY,

Q4. RE. JV-YI—-LDiEHR. HEDI—IIDELROTNS ?
A4 BEERFRRIIRBTEINTELWED. 7)) —VIL—LANEFRRIRT TOIETEN L
YErL<KRHSNTWET,

Q5.PIC/S GMPRECTHERRINIEXWLWWTIH ?
AS.BEHEEDOHPE ZHRLIEIW,
=y SR A

Copyright © NITTA CORPORATION All Rights Reserved.




<4
)
<

(&FEM)
PIC/S Annex-1g%5]
[RX. HIER
HE ., FRE(CEEY FIEB IR

Z v ARt

CCCCC ight © NITTA CORPORATION All Rights Reserved




' PIC/S Annex-1 e¥&ThR

Disinfection

4.33 The disinfection of cleanrooms 1s particularly important. They should be cleaned and disinfected
thoroughly in accordance with a written programume. 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 against 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. organisms resistant to the disinfection regime currently in
use).

434 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 m-use expiry
periods of prepared solutions.

4.35 Disinfectants and detergents used in grade A and grade B areas should be stenle 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 i a manner to prevent contamination and they should be monitored for mucrobial
contanunation. Dilutions should be kept in previously cleaned contamers (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 furmgation or vapour dismnfection (e g Vapour-phase Hydrogen Peroxide) of cleanrooms
and associated surfaces are used, the effectiveness of any fumugation agent and dispersion system
should be understood and validated.
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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.
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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 @ 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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