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Extractables - Chemical entities that migrate from the surface of the process equipment, exposed to an

appropriate solvent at extreme conditions, into the product or material being processed.
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Leachables — Chemical entities that migrate into products from the product contact surface of the process
equipment or containers under normal condition of use and/or storage.
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Single Use Systems (SUS) — Systems in which product contact components are used only once to replace
reusable equipment such as stainless steel transfer lines or bulk containers. SUS covered in this document
are those that are used in manufacturing processes of sterile products and are typically made up of

disposable components such as bags, filters, tubing, connectors, storage bottles and sensors.
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8 Production and Specific Technologies 8. M= U THXQl 7|&

8.131 SUS are those technologies used in manufacture of sterile products which are used as an alternative
to reusable equipment.

SUS can be individual components or made up of multiple components such as bags, filters, tubing,
connectors, valves, storage bottles and sensors.

Single use systems should be designed to reduce the need for manipulations and complexity of manual

interventions.
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8.132 There are some specific risks associated with SUS which should be assessed as part of the CCS.

These risks include but are not limited to:
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i. the interaction between the product and product contact surface (such _
and extractables),
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ii. the fragile nature of the system compared with fixed reusable systems,
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iii. the increase in the number and complexity of manual operations (including inspection and handling

of the system) and connections made,
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v. the performance of the pre- and post-use integrity testing for sterilising grade filters (see paragraph
8.87),
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vi. the risk of holes and leakage,
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vii. the potential for compromising the system at the point of opening the outer packaging,
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viii. the risk of particle contamination.
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8.133 Sterilisation processes for SUS should be validated and shown to have no adverse impact on system

performance.
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8.134 Assessment of suppliers of disposable systems including sterilisation is critical to the selection and
use of these systems.
For sterile SUS, verification of sterility assurance should be performed as part of the supplier qualification

and evidence of sterilisation of each unit should be checked on receipt.
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8.135 The adsorption and reactivity of the product with product contact surfaces should be evaluated

under process conditions.
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8.136 The extractable and leachable profiles of the SUS and any impact on the quality of the product
especially where the system is made from polymer-based materials should be evaluated.

An assessment should be carried out for each component to evaluate the applicability of the extractable
profile data.

For components considered to be at high risk from leachables, including those that may absorb processed
materials or those with extended material contact times, an assessment of leachable profile studies,
including safety concerns, should be taken into consideration.

If applying simulated processing conditions, these should accurately reflect the actual processing

conditions and be based on a scientific rationale.
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8.137 SUS should be designed to maintain integrity throughout processing under the intended
operational conditions.

Attention to the structural integrity of the single use components is necessary where these may be
exposed to more extreme conditions (e.g. freezing and thawing processes) either during routine
processing or transportation.

This should include verification that intrinsic sterile connection devices (both heat sealed and

mechanically sealed) remain integral under these conditions.
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8.138 Acceptance criteria should be established and implemented for SUS corresponding to the risks or
criticality of the products and its processes.

On receipt, each piece of SUS should be checked to ensure that they have been manufactured, supplied
and delivered in accordance with the approved specification.

A visual inspection of the outer packaging (e.g. appearance of exterior carton, product pouches), label
printing, and review of attached documents (e.g. certificate of conformance and proof of sterilisation)

should be carried out and documented prior to use.
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8.139 Critical manual handling operations of SUS such as assembly and connections should be subject to

appropriate controls and verified during 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.
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Tofflon Science and Technology Group ~~ https://global.capa-city.cn/

v Aseptic Drug Product(DP + Lyophilization) Production Line Equipment(Total Solution)

TOfron 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

Vﬁ;&l 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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