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Glossary 20]

Operator - Any individual participating in the processing operation, including line set-up, filling,

maintenance, or other personnel associated with manufacturing activities.
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2 Principle / 2. %

2.1 The manufacture of sterile products is subject to special requirements in order to minimize risks of

microbial, particulate and endotoxin/pyrogen contamination. The following key areas should be
considered:

ii. Personnel should have adequate qualifications and experience, training and behaviour with a specific

focus on the principles involved in the protection of sterile product during the manufacturing, packaging

and distribution processes.
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7 Personnel / 7. Zigl

7.3 All personnel including those performing cleaning, maintenance, monitoring and those that access
cleanrooms should receive regular training, gowning qualification and assessment in disciplines relevant
to the correct manufacture of sterile products.

This training should include the basic elements of microbiology and hygiene, with a specific focus on
cleanroom practices, contamination control, aseptic techniques and the protection of sterile products (for
those operators entering the grade B cleanrooms and/or intervening into grade A) and the potential
safety implications to the patient if the product is not sterile.

The level of training should be based on the criticality of the function and area in which the personnel

are working.
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7.6 There should be systems in place for the disqualification of personnel from working in or given
unsupervised entry into cleanrooms that is based on aspects including ongoing assessment and/or
identification of an adverse trend from the personnel monitoring programme and/or after being
implicated in a failed APS.

Once disqualified, retraining and requalification should be completed before permitting the operator to
have any further involvement in aseptic practices.

For operators entering grade B cleanrooms or performing intervention into grade A,
this requalification should include consideration of participation in a successful APS.
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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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