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Apinovex™ Polymers

Solubility-enhancing polymers for oral amorphous
solid dispersions

Lubrizol Life Science Health's (LLS Health's) Apinovex™ polymers are high molecular
weight linear polyacrylic acids that enhance the solubility of BCS Class Il and IV APIs.

Formulation Benefits
e High, stable drug loading (up to 80%) via
spray drying.

 Significantly improved drug release profile
compared to crystalline APls.

e Enables IP protection and 505(b)(2)
formulations/ lifecycle management.

Processing Benefits

e Designed for standard spray drying and
solvent-based processing.

e Soluble in water and common
pharmaceutical solvents.

e Produces low viscosity solutions for ease
of processing.

Competitive Advantages

e 2x more drug loading than other solubility-enhancing excipients (Soluplus®, AFFINISOL™
HPMC, and HPMC-AS).

e Up to 10x improvement in dissolution for Apinovex dispersions compared to crystalline APIs.

¢ Stable amorphous solid dispersions, even after 6 months under accelerated conditions.
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Product Details Key Properties
e Chemistry: High molecular weight
olyacrylic acid Apinovex™
pobeey Property Polymer

e Form: White powder
* Quality: IPEC Excipient GMP Viscosity*, cP, 25 (C°) 100 - 460

Loss on drying, % 3.0 max

Oral Safety profile

Residual solvent, %

Apinovex chemistry is similar to LLS Health's Ethyl acetate 0.5
[ID-listed Carbopol® polymers, which have
been used in oral drug products for decades. )
Tg (C°) - first heat cycle 128
Test Results Tg (C°) - second heat cycle 130
Not acutely toxic *Brookfield RVT, 20 rpm, 4 wt% mucilage, neutralized to pH 7.3-7.8

Acute oral toxicity (LD50 > 5000 mg/kg)

Solvent Compatibility

) ; Apinovex polymers are soluble in common
Genotoxicity Non-genotoxic pharmaceutical solvents:

Apinovex™
concentration

Solvent System

Well tolerated

28-day oral toxicity

(2000 mg/kg/day)
Ethanol 15% w/w
Isopropanool 10% w/w
For additonal safety and
toxicity data, including study Ethanol/Acetone 1/1 10% w/w
details, contact our team.
DCM/Ethanol 1/1 10% w/w

Request your sample today OF: |0

Visit apinovex.com to learn more.
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The information contained herein is believed to be reliable, but no representations, guarantees or warranties of any kind are made as to its accuracy, suitability for particular
applications or the results to be obtained. The information often is based on laboratory work with small-scale equipment and does not necessarily indicate end-product
performance or reproducibility. Formulations presented may not have been tested for stability and should be used only as a suggested starting point. Because of the variations
in methods, conditions and equipment used commercially in processing these materials, no warranties or guarantees are made as to the suitability of the products for the
applications disclosed. Full-scale testing and end-product performance are the responsibility of the user. Lubrizol Advanced Materials, Inc., shall not be liable for and the
customer assumes all risk and liability for any use or handling of any material beyond Lubrizol Advanced Materials, Inc.'s direct control. The SELLER MAKES NO WARRANTIES,
EXPRESS ORIMPLIED, INCLUDING, BUT NOT LIMITED TO, THE IMPLIED WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE. Nothing contained
herein is to be considered as permission, recommendation nor as an inducement to practice any patented invention without permission of the patent owner. Lubrizol
Advanced Materials, Inc., is a wholly owned subsidiary of The Lubrizol Corporation.
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