magle

Solid State
Inhalation
Support.

Solid-state expertise
that de-risks inhalation
product development

Combining academic and industrial excellence
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We solve the hardest
solid-state challenges in
inhalation development

 Introduction of surface amorphicity after
micronisation

+ Physical instability at low dose / high specific
surface area

« Humidity-driven variability (device & formulation)

+ Batch-to-batch PSD drift affecting FPF and
MMAD

« Spontaneous, or induced, particle surface

relaxation

With more than 35 years of
experience in the global
inhalation area, we provide
world-leading solid-state
services.

Why solid-state decisions
determine project success

Incorrect form selection can delay development by
YEES

Uncontrolled amorphicity®
can cause late-stage stability failures

Poor particle properties impact manufacturability
and'scale-up

Inadequate solid-state understanding weakens
regulatorvifilings

) Rt

“We help you make the right
solid-state decisions early —
and defend them throughout
development.”




Service Areas*

Reverse engineering of dry powder inhalation
products including identification of polymorphic
form and excipient quality in formulation.

Relaxation studies; small scale micronisation,
amorphous content and relaxation kinetics.

Batch characterization: quantify and control
amorphous content after micronisation to ensure
long-term DPI stability.

Development and cGMP validation of methods for
determination of surface amorphicity and particle
size distribution.

Development of conditioning methods for
controlled restoration of crystallinity, with
maintained particle size properties, post
micronisation

IP and regulatory support. E.g. CMC sections for
inhalation products, PSD justification, amorphicity.

* We also offer standard solid state services. Please enquire for
more information.
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Our customers are at the center of our work process.

We provide solid-state guidance
throughout your product
development process

You will interact with a dedicated project
manager, supported by a team of expert
scientists with years of experience and
background from both the pharmaceutical
industry and academia.

We have a deep understanding of our
customer’s processes and quality demands.
Together, we tailor-make investigations to help
you find solutions to your challenges, and design
what will make a true difference to your
customers and patients.

You are in control of timelines,
costs, and your product’s time-to-
market

We are a flat organization that strives to work in
an agile and efficient way to deliver high quality
services on time.

We are cost-conscious. We understand that
timely delivery of reports and status updates are
of critical importance for your project.

Our response to your request is individually
optimized, no matter if it is a 24-hour fast
turnaround service or a phase Il submission
consultation.




From API to inhalation-
ready material

‘ Magle Chemoswed, a Contract
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Together with our (CDMO) based in Malmo anq

Lund, Sweden, serves companies
customers we take . . .
. : f q . Aor oty & <tabiity contra in the pharmaceutical and medical
Innovations from idea to § OTPRIC & Sty COmro device industry on a contract
product basis, and operates under full

cGMP and ISO 13485.

Size reduction strategy

Conditioning & scale-up readiness

Regulatory & IP support

We bring innovations from idea to product

“Talk to us early- solid state Contact
decisions made today
determine inhalation

success tomorrow.”

XRPD / TAM / GVS Predict physical stability under inhalation-relevant RH

0000000
Conditioning Restore crystallinity without PSD growth
Micronisation/characterization Achieve respirable PSD without compromising solid-state integrity Building 401, Scheeletorget

Reverse Engineering Enable generic DPI development with confidence 223 63 Lund, Sweden

specialist@maglechemoswed.com
enquiries@maglegroup.com
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www.maglechemoswed.com
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