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A BOTTLE IS NOT JUST ABOTTLE.

Engineering PETG Bottles as Process Components for Bioprocess Integrity, Reliability, and
Regulatory Confidence

INTRODUCTION - WHY CONTAINERS MATTER MORE THAN
MOST TEAMS REALIZE

[In bioprocessing, attention naturally gravitates toward systems that feel complex, expensive, or visibly
“process critical”—bioreactors, chromatography skids, filtration assemblies, analytical platforms. Containers,
by contrast, are often treated as background items: familiar, necessary, and assumed to be low risk.

PETG bottles are frequently regarded as simple labware, purchased by habit, qualified once, and rarely
reconsidered. Yet when bioprocess deviations are examined closely, containers appear again and again at
critical interaction points:

* Media and buffer preparation

* Seed train expansion

* Intermediate holds

* QC sampling and analytical preparation
+ Material transport and staging
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Across these workflows, bottles repeatedly contact process fluids, operators, and the manufacturing
environment. They are opened and closed, moved between suites, staged in cold rooms, inspected under
pressure, and handled across shifts.

Any component that repeatedly contacts process fluids and operators is part of the process system - whether
or not it is formally labeled as such.

When bottles perform well, they are nearly invisible.

When they perform poorly, the consequences are rarely isolated: quarantined materials, delayed preparation,
extended investigations, disrupted schedules, and downstream uncertainty. The true impact of container failure
is therefore measured not by the cost of the bottle, but by the cost of interruption.

This eBook starts from a simple premise:

Containers that repeatedly contact process fluids must be treated as engineered
process components, not consumable labware.

WHY THIS EBOOK WAS WRITTEN

Despite the sophistication of modern bioprocessing, container decisions will often fall into an uncomfortable
middle ground. Containers are:

* Not treated with the rigor applied to fluid path assemblies

* Yet far more consequential than generic consumables

As a result, decisions are frequently driven by:
» Historical preference rather than workflow-specific risk
* Release specifications rather than in-use performance
» Purchase price rather than total operational impact

This eBook reframes PETG bottles as bioprocess components and provides a practical, workflow-based
framework for evaluating container performance across upstream, downstream, and QC operations.

WHO THIS EBOOK IS FOR

This content is written for professionals who are responsible for bioprocess materials, workflows, and risk
management, including:

» Scientists and process engineers supporting media and buffer preparation

¢ Manufacturing teams managing daily operations, staging, and transfers

* QC and analytical teams handling samples, holds, and method preparation

* Quality and technical leaders responsible for deviation reduction and supplier qualification

The goal is not to prescribe a single “correct” bottle, but to give teams a shared language and decision logic
that improves consistency and reduces avoidable risk.



HOW TO USE THIS EBOOK

This ebook mirrors how container decisions intersect with real workflows:

+ Early sections establish why bottles matter and how they function as process components

» Middle sections explore material science, sterility vs. purity, closure integrity, and manufacturing
» Later sections provide workflow-based selection guidance

* The closing perspective connects performance to operational outcomes and total cost of ownership

Each section can stand alone while reinforcing a consistent central message.

THE THREE PILLARS OF CONTAINER PERFORMANCE

Across bioprocess workflows, container performance consistently ladders to three outcomes:

Purity — protects the product
Controls particulates, extractables, and contamination risk that can compromise process fluid integrity and
analytical results.

Reliability — protects the process
Ensures consistent performance through handling, freezing, transport, storage, and repeated opening/closing.

Requlatory Confidence — protects approval
Provides validation, traceability, and audit-ready documentation to support inspections and filings.

Every section of this eBook maps back to one or more of these pillars.



ARTICLE 1: WHY BOTTLES ARE BIOPROCESS
COMPONENTS

In modern bioprocessing environments,
containers that contact process fluids
function as part of the manufacturing
system rather than incidental labware.

PETG bottles routinely interact with
media, buffers, intermediates, and
samples that directly influence process
performance and product quality.

Even when they sit outside the formal
definition of the fluid path, they operate
as process critical interfaces.

Across upstream, downstream, and

QC workflows, bottles are used during

media preparation, buffer preparation,

seed train expansion, sampling,
intermediate holds, and analytical testing. Each use represents a direct interaction between a container, fluid,
and operating environment.

Failures in bioprocessing rarely originate from dramatic component breakdowns. More often, they arise from
routine activities: opening and closing bottles, transporting them between suites, staging them in cold rooms,
and handling them across shifts.

Because PETG bottles are among the most frequently handled product contact components, they are
disproportionately influential in contamination, deviation, and interruption risk. The mindset shifts—from
consumable to engineered process component—aligns container selection with how risk actually manifests
across the manufacturing lifecycle.

PETG bottles appear repeatedly across the bioprocess lifecycle

Downstream QC/analytical
Buffer prep Sampling

Logistics/staging
Cold storage

Upstream

Media/buffer prep | 2

Seed train Chromatography Hold samples

Filtration Method prep

Transport
Material handling

Figure 1. PETG bottles across upstream, downstream, and QC workflows

CLICK HERE TO LEARN MORE ABOUT PURLLEX PETG
BOTTLES AND REQUEST A COMPLIMENTARY SAMPLE!



https://www.savillex.com/en/product/precision-labware-bottles/purillex-petg-bottles--160-04-VP

Shift evaluation from purchase specs to process performance

CONSUMABLE MINDSET PROCESS-COMPONENT MINDSET

Selected by availability Selected based on workflow risk
Checked for sterility only Evaluated for purity and sterility
Minimal focus on closure Closure integrity validated

Treated as “just a bottle” Managed over lifecycle
Unit price prioritized Total cost of ownership considered

ARTICLE 2: THE MATERIAL SCIENCE OF PETG IN
BIOPROCESS APPLICATIONS

PETG has become widely adopted in bioprocessing because its material properties align with the realities of
biological manufacturing.

Figure 3. PET versus PETG polymer morphology and impact response

The glycol modification that differentiates PETG from standard PET reduces polymer crystallinity, increasing
ductility, and impact resistance. Rather than concentrating stress at fracture points, PETG dissipates
mechanical energy during routine handling, transport, and staging.

In practical terms, this toughness:



In practical terms, this toughness:

* Reduces cracking and stress
whitening

* Minimizes visible debris formation

* Lowers particulate generation
during handling

Mechanical durability therefore
becomes a contamination control
variable, rather than merely a
convenience feature.

Material selection alone, however,
does not determine container
performance. Real-world risk
emerges at the intersection of
material behavior, manufacturing
precision, container is utilization.

ARTICLE 3: STERILITY, PURITY, AND CLOSURE INTEGRITY
ACROSS BIOPROCESS WORKFLOWS

Common post-sterilization failure pathways in real workflows

Particulates Microleak/CCI loss

Crack/stress whitening Closure loosening

Bottle event

Figure 5. Common container failure pathways after sterilization

Sterility is foundational in bioprocessing, but sterility alone does not ensure process safety.

Sterility confirms the absence of viable microorganisms at a point in time. It does not address particulates,
endotoxins, extractables, or whether sterility can be maintained during real world use.

Many container-related failures occur after sterilization.



Closure systems may lose integrity due to: These post sterilization failure pathways include:

* Dimensional variation * Microleaks and CCl loss

* Material creep + Particulate generation

* Purity failures + Stress cracking or whitening

* Inconsistent torque response * Closure loosening during transport or freeze/thaw

* Handling and temperature stress
Sterility Prevents Microbes.
Purity Protects the Process.

In upstream operations, particulates may interfere with filtration or chromatography. In QC workflows, they may
compromise analytical accuracy. Evaluating sterility alone leaves significant risk unaddressed.

Figure 6. Bottle-closure interface and seal compression

Visual Inspection as a Control Mechanism
PETG'’s optical clarity provides immediate operational value. Visual inspection remains one of the fastest tools
operators and scientists use to assess:

+ Media clarity

+ Buffer homogeneity

» Particulate presence

* Fill consistency

Clear containers enable real-time inspection without unnecessary transfers reducing handling risk while
improving confidence.

Container Closure Integrity
Container Closure Integrity determines whether sterility and purity are preserved across the container lifecycle.

Thread geometry, seal compression, liner performance, and material interactions collectively influence barrier

performance during cold storage, transport, and repeated opening. CCl must therefore be evaluated not only at
release, but under in-process conditions.



ARTICLE 4: MANUFACTURING PRECISION, SUPPLIER
DISCIPLINE, AND PROCESS RISK

Two PETG bottles may appear identical yet perform very differently in practice.

The difference is rarely resin alone. Manufacturing discipline plays a defining role. Dimensional consistency,
surface cleanliness, tooling condition, and process control determine whether container performance is
predictable or variable.

From a bioprocess perspective, variability is more dangerous than average performance. A container that fails
occasionally introduces uncertainty that complicates qualification, increases investigation burden, and disrupts
manufacturing schedules.

Common sources of variability that influence bottle performance

Resin handling Process parameters
(drying, lots) (temperature, pressure)

BOTTLE
PERFORMANCE

Tooling condition Cleanliness
(wear, maintenance) (environment, packaging)

Inspection & SPC
(tolerances)

Figure 7. Sources of manufacturing variability in polymer bottles

The Five Risks of Container Variability

« Scientific Risk — compromised data or process performance
* Operational Risk — interruptions, rework, and investigations
* Regulatory Risk — audit observations and approval delays

* Financial Risk — batch loss and wasted capacity

* Supply Risk — inconsistent performance across lots and time

Small container events can cascade into large operational impact when variability is unmanaged.

Supplier quality systems determine whether changes are:

« Controlled or unannounced
+ Validated or drifting
* Predictable or reactive



ARTICLE 5: CHOOSING THE RIGHT BOTTLE FOR
UPSTREAM, DOWNSTREAM, AND QC APPLICATIONS

Bottle selection is rarely framed as a design
decision, yet it shapes daily workflow more than
most teams realize. Upstream, downstream,
and QC workflows place different demands

on containers. Experienced teams start with
application risk, not material labels.

PETG is frequently selected not because it offers
the broadest chemical resistance, but because it
minimizes operational friction across the majority
of bioprocess workflows.

The goal is not maximum material capability it is
reliable performance under real use conditions.

WHAT WORKFLOW ARE YOU SUPPORTING?

Downstream,
buffer prep,
chromatogra-
phy support,
filtration,
intermediate
holds

Upstream,
media prep,
buffer prep,
seed train,
inoculation

staging

PETG
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handling
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samples,
method prep
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Figure 9. Decision tree for bottle selection across upstream, downstream, and QC workflows



CLOSING PERSPECTIVE

Across bioprocessing, PETG bottles influence purity, reliability, and scientific confidencenot because they are
simply “good enough,” but because they repeatedly operate at the intersection of chemistry, handling, and
inspection.

In daily operations, containers are exposed to:
» Temperature shifts during cold room staging
* Repeated open/close cycles
* Movement across suites and workflows
» Small mechanical stresses that accumulate over time

When bottles perform well, they remove
friction quietly.

When bottles perform poorly, the impact
rarely stops at one container. It can trigger
quarantines, investigations, and schedule
disruptions that ripple across operations.

The practical takeaway is to manage bottles the way
other process-facing components are managed:

» Select by workflow risk
* Qualify for in -process conditions
* Monitor outcomes over time

The mindset shift is simple but powerful:

Move from purchasing containers by habit to managing them as process components with lifecycle
performance expectations.

In modern bioprocessing, a bottle is not just a bottle.
It is part of the process architecture.

WHY PURILLEX PETG BOTTLES?

Savillex Purillex® PETG Bottles are engineered specifically for the realities described throughout this eBook.

Manufactured in ISO-certified facilities within Class 7 cleanrooms located in the United States, Purillex PETG
Bottles combine:

* High-purity materials

* Dimensional precision

* Robust closure performance

* Validation and traceability



This engineering discipline translates directly into:

* Fewer container-related deviations

* Reduced quarantined material

» Improved confidence in inspection and sampling
* More predictable daily workflows

Purillex PETG Bottles do not just hold critical fluids they protect process integrity, preserve valuable materials,
and reduce avoidable friction across upstream, downstream, and QC operations.

Continue the Conversation
LEARN

 Download technical specifications and validation overview

EVALUATE
» Compare bottle performance by workflow
* Request validation documentation

DECIDE
« Request samples
» Speak with a Savillex applications engineer

A bottle is not just a bottle. It is part of your process control strategy.

Purillex® is a registered trademark of Savillex, LLC.
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