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Isokinetic sampling head — A sampling head designed to disturb the air as little as possible so that the
same particles go into the nozzle as would have passed the area if the nozzle had not been there (i.e.
the sampling condition in which the mean velocity of the air entering the sample probe inlet is nearly

the same (+ 20 percent) as the mean velocity of the airflow at that location).

xt. “S&4 MM S (sokinetic sampling head)" 8 ZHM3 Al 37|25 WS HASHEE HA
AHMH SISE WHCH Y THM =0 §1g S ALIZHs M SUH SEO YK} £E2
g0z & rt | =

. (&, dM EX|EX| Y (sample probe inlet)2 UL
x| 2 37|58 S22 Aol SYUSHAl LIEtL=(@XAMHR +20%) ZHIXHFH

' n
_ EHAF OFS LHEPE n|
0|2i2 |22 GMP & #z|djo]4 CHH 3};; 7|&T} Alole
= =]=] . 0=
7122 JHersta Hashs 7| =y
\_ T — [ -] )
r ™

Hefo|le S5 SSkEoldS
ot TIELRIS| AHIAIE
dasts 71Y

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




ME2 HE 1(Annex 1)0|A 2| MH|(Equipment) 2 TAFE2?

Bio-Support

ujo

AH|(Equipment)2} ZHHE LHES F2

us
L4
=
olo

5 Equipment 5. 43H]|

5.1 A written, detailed description of the equipment design should be available (including process and
instrumentation diagrams as appropriate).

This should form part of the initial qualification package and be kept up to date.
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5.2 Equipment monitoring requirements should be defined in “user requirements specifications” during
early stages of development, and confirmed during qualification.

Process and equipment alarm events should be acknowledged and evaluated for trends.

The frequency at which alarms are assessed should be based on their criticality (with critical alarms

reviewed immediately).
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5.3 As far as practicable, equipment, fittings and services should be designed and installed so that
operations, maintenance, and repairs can be performed outside the cleanroom.

If maintenance has to be performed in the cleanroom, and the required standards of cleanliness and/or
asepsis cannot be maintained, then precautions such as restricting access to the work area to specified
personnel, generation of clearly defined work protocols and maintenance procedures should be
considered.

Additional cleaning, disinfection and environmental monitoring should also be considered.

If sterilisation of equipment is required, it should be carried out, wherever possible, after complete

reassembly.
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5.4 The cleaning process should be validated to be able to:
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i. remove any residue or debris that would detrimentally impact the effectiveness of the disinfecting
agent used,
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ii. minimize chemical, microbial and particulate contamination of the product during the process and

prior to disinfection.
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5.5 For aseptic processes, direct and indirect product contact parts should be sterilised.

Direct product contact parts are those that the product passes through, such as filling needles or pumps.
Indirect product contact parts are equipment parts that do not contact the product, but may come into
contact with other sterilised surfaces, the sterility of which is critical to the overall product sterility (e.g.

sterilised items such as stopper bowls and guides, and sterilised components).
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5.6 All equipment such as sterilisers, air handling systems (including air filtration) and water systems
should be subject to qualification, monitoring and planned maintenance.

Upon completion of maintenance, their return to use should be approved.
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5.7 Where unplanned maintenance of equipment critical to the sterility of the product is to be carried
out, an assessment of the potential impact to the sterility of the product should be performed and

recorded.
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5.8 A conveyor belt should not pass through a partition between a grade A or B area and a processing

area of lower air cleanliness, unless the belt itself is continually sterilised (e.g. in a sterilising tunnel).
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5.9 Particle counters, including sampling tubing, should be qualified.

The manufacturer’'s recommended specifications should be considered for tube diameter and bend radii.
Tube length should typically be no longer than 1m unless justified and the number of bends should be
minimized.

Portable particle counters with a short length of sample tubing should be used for classification purposes.
Isokinetic sampling heads should be used in unidirectional airflow systems.

They should be oriented appropriately and positioned as close as possible to the critical location to
ensure that samples are representative.
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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.

HIO|@MZE ‘HEH QAL ZE 00| M| THEL{(Qur Partner)

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

Collaboration Service)"& M35t &L Lt

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

v Aseptic Drug Product(DP + Lyophilization) Production Line Equipment(Total Solution)
Tofﬂan 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(Total Solution)
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/
I/VEn ’9‘ v Aseptic Drug Product(DP+Lyophilization) Production Line Equipment(Total Solution)
v Clean Air Equipment(RABS, Isolator) for Production and QC Sterility Test

Vvu-\'ﬁ's'\.e\n Yichun Wonsen Intelligent Equipment Co., Ltd. ~~ http://www.wonsen.net/
v" OSD Production Line Equipment(Total Solution)

5@ Hangzhou Shengde Machinery Co., Ltd.(SED Pharma)~~ https://sedpharma.com/
B v Aseptic Filling Line Equipment / OSD Production Line Equipment

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

_QLWES International” | Lives International~~ https://lives-international.com/
SRMWOO S&T v GMP Validator/Data Logger for Thermal Validation

“H|2Hio| 2 WHEHQl ZEtE 0] AMH|A(PharmaBio Value Chain Collaboration Service)"S & 0{2{&£9|
HO[X} DELHQ @HIO|RMEELQ} SH A™sH BAIZM £ 522 : gmp@biosupport.co.kr
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