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4 Premises

4.15 Airflow patterns within cleanrooms and zones should be visualised to demonstrate that there is no
ingress from lower grade to higher grade areas and that air does not travel from less clean areas (such
as the floor) or over operators or equipment that may transfer contamination to the higher-grade areas.
Where unidirectional airflow is required, visualisation studies should be performed to determine
compliance, (see paragraphs 4.4 & 4.19).

When filled, closed products are transferred to an adjacent cleanroom of a lower grade via a small egress
point, airflow visualization studies should demonstrate that air does not ingress from the lower grade
cleanrooms to the grade B area.

Where air movement is shown to be a contamination risk to the clean area or critical zone, corrective
actions, such as design improvement, should be implemented.

Airflow pattern studies should be performed both at rest and in operation (e.g. simulating operator
interventions). Video recordings of the airflow patterns should be retained.

The outcome of the air visualisation studies should be documented and considered when establishing

the facility's environmental monitoring programme.

AMM 3717t OISt 5 R 539 TN £2 539 THoE 377
% 12 AZSo2 AZBH0{0F B},
z Hob BChHIaz 2t

uy
ox
Ok
N
o
SoF
>
J'F
ot
re
4 C
mju
4>
o2
OF

=
A~

zohlolﬂgoldzolﬁwﬂrﬂ.:lo_iP
A
mn

1 UEH MBS M 7 NWS S0 o % S3IO AW YYAUE olssts ZL, 3755
25t @78 SOl %2 52 WYNUOIM BSS FYSE 3717t QUEIX| =L HES YTotoiof Ht
719) 580| BYFY EE FRIY 2F 0| Y= HNY Hol= FL UH MM S AYINE
Wotofof Bt
JISE WE NHEe Hl EY A" Y om Ao UK Y BT 2E MAIE|ojof B,
7|SE HEO| 3 5317188 HBoto{of Ht
Mo| 7 BLHY ZTEIUS YR 1 37|SENLS €7 ZIE Mt 125010} BLL,

2024-11-01(V00), K.M.Kim
Knowledge Sharing of Bio-Support




MZ2 HE 1(Annex 1)0A 2] Z7|SETIH (Airflow pattern) 2 TAIE2?

Bio-Support

4.20 The background environment for isolators or RABS should ensure the risk of transfer of
contamination is minimized.

i. Isolators: c. Airflow pattern studies should be performed at the interfaces of open isolators to
demonstrate the absence of air ingress.

ii. RABS: The background environment for RABS used for aseptic processing, should correspond to a
minimum of grade B and airflow pattern studies should be performed to demonstrate the absence of air
ingress during interventions, including door openings if applicable.

Lyophilization
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8.126 Points to consider for the design of loading (and unloading, where the lyophilized material is still
unsealed and exposed), include but are not limited to:

iii. Airflow patterns should not be adversely affected by transport devices and venting of the loading

zone.
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Environmental and personnel monitoring — viable particle

9.22 Where aseptic operations are performed, microbial monitoring should be frequent using a
combination of methods such as settle plates, volumetric air sampling, glove, gown and surface sampling
(e.g. swabs and contact plates).

The method of sampling used should be justified within the CCS and should be demonstrated not to
have a detrimental impact on grade A and B airflow patterns. Cleanroom and equipment surfaces should

be monitored at the end of an operation.
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GMP & Validation Solution Consulting Services
We know what YOU need in the area of GMP & Validation,

We offer a full scope of GMP & Validation Solution Consulting Services,

22|9| utEL{(Our Partner)

HIO|2MZE = CH3o| MEL|Qt e “H|2Hlo| WRAQ EctEd 0|4 MH|A(PharmaBio Value Chain

Collaboration Service)"E M35t Q&L Lt

Tofflon Science and Technology Group ~~ https://global.capa-city.cn/

v Aseptic Drug Product(DP + Lyophilization) Production Line Equipment
Tofflo” v' Clean Air Equipment(RABS, Isolator) for Production and QC Sterility Test
Tofflon Life Science ~~ https://www.tofflon-lifescience.com

v Biological Product(DS: USP & DSP)) + DP) Production Line Equipment

v Clean Air Equipment(RABS, Isolator) for Production and QC Sterility Test

9.0 Shanghai IVEN Pharmatech Engineering Co., Ltd.~~ https://www.iven-pharma.com/
’/VEn ’,‘ v Aseptic Drug Product(DP + Lyophilization) Production Line Equipment

v Clean Air Equipment(RABS, Isolator) for Production and QC Sterility Test

\/ﬂ Hangzhou Shengde Machinery Co., Ltd.(SED Pharma)~~ https://sedpharma.com/
Pwoa R v Aseptic Filling Line Equipment / OSD Production Line Equipment

\ @C@ Shanghai Pharmaceutical Machinery Co., Ltd (SPM)~~ https://www.spm.so/
v Aseptic Filling Line Equipment / OSD Production Line Equipment

Lives !;[]tnemﬁtsm”al Lives International~~ https://lives-international.com/

o NCd v . . .
SAMWOO S&T GMP Validator/Data Logger for Thermal Validation

“H|efuto| Wa Kol Z2te| o] AMH|A(PharmaBio Value Chain Collaboration Service)"S & 0{2{&£29]

Hio|X} DEL{Ql @HIO|2MEESQ} BH AESH BAZM 25249 : gmp@biosupport.co.kr
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