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Platform




Leading Supplier of Ampoules

Gerresheimer has established a of highly competitive portfolio of
pharmaceutical ampoules in type | pharma glass for different applications
and performance levels showcasing our commitment to diverse
healthcare needs.

Lothar Haaf

Senior Manager Technical Service
Tubular Glass
lothar.haaf@gerresheimer.com

A e
|

JN—

—_—
Straight-stem Funnel type Closed type
(Type B) (Type C) (Type D)

Five Great Reasons to Choose
Gerresheimer as Preferred Partner

for Ampoules

o High-quality glass ampoules
for parenteral drugs

We offer a comprehensive range of ampoules made

of flint and amber glass with filling capacities from

1 to 5O ml. With over 60 years of experience in ampoule
production, we are an industry-leading manufacturer.

9 Full-service provider
with a complete portfolio

Our range of ampoules includes straight-stem,
funnel-type and closed ampoules of ISO types B, C and
D with various break systems such as OPC (One Point
Cut), CBR (Color Break Ring) and Score Ring. In addition
to the ISO types customized shapes are available

on request. Identification with up to three coloured code
rings or customized opening forces is also available.
Inner treatments are offered as an option to improve
surface resistance or ease emptying.

6 Secure supply chain through
global sourcing

We operate six ampoule manufacturing sites across
Europe, North America and Asia to effectively mitigate
risk.

e The right ampoule for your needs

Based on our performance level system we offer

Gx® Value and Gx® Advance Ampoules. This allows you
to choose the ampoule level whose quality attributes
are perfectly tailored to our requirements.

e “Product by Process” Approach

The “Product by Process” approach leverages real-time
statistical process control integrated with dimensional
and cosmetic inspection systems to guarantee

Cpk values for specific attributes. This method meets
your expectations for a Zero-Defect Approach by
carefully monitoring and adjusting processes in real time
to maintain exceptional quality standards.



GXx® Performance Levels

Gx® Elite

Best-in-class quality and protection
for highly sensitive drugs.

higher efficiency in fill & finish.

Gx® Value

Proven solutions

- Gx® Advance
Improved quality for

in pharmaceutical quality.
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For All Your Needs and Applications

To make it as easy as possible for you to find the right Gerresheimer
product we have created a consistent structure with three performance
levels for our vials, syringes, ampoules and cartridges.

The new classification is based on an understandable systematic
with increasing performance from Gx® Value up to Gx® Elite and clearly
defined quality requirements and attributes for each level.

Products at all performance levels passed through multi-stage,

strict quality assurance processes and fulfill all regulatory requirements.
On all three performance levels we offer several standard products

in each product category: a broad range for all needs and applications.

Moreover, with Gx® Choice, we also offer you the opportunity to customize
products and solutions according to your requirements. Whether

you are optimizing for clinical efficiency, patient safety, or brand identity,
Gx® Choice ensures your product is as unique as your application.



Gx® Value Ampoules

Proven solutions in pharmaceutical quality.

-

Gx® Value Ampoules are functional products in proven pharmaceutical
quality made of type | borosilicate glass. They guarantee an efficient and
cost-effective fill & finish process at all times and comply with all
regulatory requirements. We produce Gx® Value Ampoules worldwide locally
for the respective markets and guarantee a high level of supply

availability.

Typical areas of application include heparins, generics and active
ingredients of veterinary medicine.

Product Benefits

Internationally standardized product
Full compliance to ISO standards to address
pharma quality

Local-for-local supply
Secured supply chain by global availability
with short lead times

Proven functionality

Seamless integration into all existing
fill & finish equipment
State-of-the-art material

Glass tubing from all major suppliers
available

Product Offerings

Gx® Value Level

Hydrolytic resistance CpK >1.33 CpK >1.67
Breaking force CpK >1.0 CpK >1.67
Cosmetic appearance <500 Micron <300 Micron



GX® Advance Am pOUIe Product Benefits

I m p I"Oved q U a | |ty fO I’ h |g he F effl C I e ﬂCy I ﬂ f' | | & fl ﬂ | S h . T Internationally standardized product Improved fill & finish efficiency
Full compliance to ISO standards to address Improved product quality leads to less
pharma quality defects on fill & finish lines with improved
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performance and reduced TCO
Local-for-local supply
Secured supply chain by global availability Higher product quality
with short lead times Tighter AQLs and reduced cosmetic
defects Increased dimensional consistency
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Proven functionality

Seamless integration into all existing a® o Advanced system variety

fill & finish equipment O;O-O Additional system features like surface
treatment and elastomer components available
State-of-the-art material

Glass tubing from all major suppliers

D

available

Gx® Advance Ampoules offer the properties of the Gx® Value Ampoules plus Product Offerings
additional benefits such as tighter dimensional tolerances, reduced
glass-to-glass and glass-to-metal contact and reduced cosmetic defects.

If more performance and even less risks are required for fill & finish,

then the Gx® Advance Ampoules are the right choice. Hydrolytic resistance CpK >1.33 CpK >1.67
Breaking force CpK >1.0 CpK >1.67
Gx® Advance Ampoules are suitable for vaccines and infectious diseases Cosmetic appearance <500 Micron <300 Micron

or aesthetics, for example.




Services
and Add-ons

Identifications

Our special treatments can enhance the inner
glass surface of ampoules with additional features.
For example, ammonium sulfate treatment
effectively reduces alkali ion emission, resulting

in improved surface resistance. Baked-on
Siliconization is an option to provide slide coating
for efficient and optimal emptying.

Code rings Printed Data-Matrix Code

Container-level traceability

= The Gerresheimer traceability system enables
“Product by Process” Approach J | complete traceability of our products throughout
' the value chain: from primary packaging to
{ . _—
R |-ti tatisti | t | ¢ secondary packaging, and from drug filling and
eal-time statistical process contro serialization up to the final application at the PoC.
- Integrated with dimensional and cosmetic B Therefore traceability helps to increase patient
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mspection syerems S safety and fight counterfeiting. Data can be linked
— Guaranteed Cpk values for specific attributes

— Reduced process variability through short quality to individual pI’OdUCtS, analyzed and evaluated

loops (react bgfore the process ge.ts out of control) via our powerful d igital infrastructure.
— Ampoule forming controlled at a higher level of
detail at specific chucks ' '
— Data available to customers for review ; i . -
— Analysis of data to provide enhancements : i ACC red |ted La b Se rvices
to maintenance program i i
— Create pareto analysis for cosmetic defects
Our analytical services help you to determine

the perfect glass packaging solution for your

Benefits

drug molecules. Whether material and mechanical

- Statistically driven process control testing, non-conformance identification,
— Tools allow to follow market requirements
(tighter limits)

— Very high process capability is the precondition

delamination or elemental extractables testing —

we are pleased to support you with our
for defect-free product

dedicated lab capabilities.

— Meeting customers expectation of a
Zero-Defect Approach




About Gerresheimer

Gerresheimer is an innovative systems and solutions provider and a global partner for the pharma, biotech

and cosmetic industries. The Group offers a comprehensive portfolio of drug containment solutions including
closures and accessories, as well as drug delivery systems, medical devices and solutions for the health
industry. The product range includes digital solutions for therapy support, medication pumps, syringes, pens,
auto-injectors and inhalers as well as vials, cartridges, ampoules, tablet containers, infusion, dropper and syrup
bottles and more. Gerresheimer ensures the safe delivery and reliable administration of drugs to the patient.
Gerresheimer supports its customers with comprehensive services along the value chain and in addressing
the growing demand for enhanced sustainability. With over 40 production sites in 16 countries in Europe,
America and Asia, Gerresheimer has a global presence and produces locally for regional markets. Together with
Bormioli Pharma, the Group generated revenues of around EUR 2.4bn in 2024 and currently employs around
13,600 people. Gerresheimer AG is listed in the MDAX on the Frankfurt Stock Exchange (ISIN: DEOOOAOLDGES).

www.gerresheimer.com



