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melt extrusion (HME)
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Hot Melt Extrusion advantages

Hot melt extrusion, has several
advantages over other established
formulation approaches:

the absence of solvents o
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It is a continuous process
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HME
solubility/ Applications

Bioavailability
enhancement

Nanotechnology

Reactive
Extrusion

Chronotherapeutic
systems.

Synthesis of
co-crystals.

Shaped drug
delivery
systems (e.g.
rings,
implants

Nanocrystal _
solid dispersions

AIMPLAS HME recent
T LCHNGRGY applications/innovations

HME traditional applications




AIMPLAS ZSE 18 HP-PH extruder (qualified in accordance with the latest GMP guidelines,
including the control system) in a cleanroom ISO 7/GMP
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Formulation B Formulation C

Formulation A

1 ®

-General processing conditions to be used
considering polymer, drug and excipients. <
-Evaluation of extrudability, extrudate R

appearance and phase separation <
(visual+DSC+microscopy)

- To ssess the manufacturability, bioavailability and
stability.

-Improvement of main processing parameters: screw
design, screw speed, temperature profile and throughput.
-Evaluation of phase separation (visual+DSC+microscopy)
dissolution profiles, chemical and physical stability

Formulation selected and process ready for optimization
DoE/QbD (quality by design) approach focused on studying
process length, temperature profile, screw design,
specific energy, feed configuration. downstream
processing and scale-up

AIMPLAS
WOorking
protocol




AIMPLAS developments using HME

Nutraceutical products

% Vitamins/Antioxidants
Bl (Phenolics/flavonoids (e.g. tocopherols

and tocotrienols/ Resveratrol and
quercetin)

Osteoarticular (minerals combined with
vitamins)
3D printing developments

Rods for bone regeneration

Rods with APIs

® AIMPLAS

Pharmaceutical products

&

Painkillers (e.g combination of
paracetamol, aspirin or ibuprofen,
plus an opioid).

Pain relief (e.g. Tapentadol,
Hydromorphone).

Insomnia (e.g. zolpidem)
Antifungal (e.g posaconazole).

Dyslipidemia (e.g. fenofibrate)



How can we work
together?

1. We maintain confidentiality but to
make you feel safe, we sign an NDA.

2. Share with us your ideas, we will look
for the best solution.

3. Once's accepted our proposal we will

start the development, keeping you

informed in all project phases.
4. Analyses with us project results to

ensure we have fulfilled all objectives.
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