Kollicoat® MAE:
A trusted choice for
enteric flm coatings

Gastric resistance is key to many patients
for ensuring either targeted release in the
intestine, protecting gastro-sensitive drugs,
or for protecting the gastric mucosa from
certain APlIs.

Kollicoat® MAE (Methacrylic Acid Ethyl
acrylate copolymer) delivers proven
performance as a high-quality gastric-
resistant film-coating polymer, ensuring
formulation consistency and manufacturing
efficiency.

The Kollicoat® MAE line meets the highest
industry standards for performance, quality,
and regulatory compliance, delivering
reliable performance batch after batch.
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Methacrylic acid

Carboxylic
acid functional group

Insoluble in the gastric juice at pH < 5.5

Deprotonated
carboxylic acid group

Readily soluble in the intestine at pH > 5.5
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Enteric release

Kollicoat® MAE key benefits

= Reliable, versatile, and proven for enteric film-coatings:
® Ensures effective gastric resistance for targeted drug delivery.
= Rapid and predictable release in the intestine at pH > 5.5.

= Suitable for tablets, capsules, pellets, soft gels, and granules.

® Designed for smooth, efficient, and consistent film-coating application.

» Created to meet the performance expectations of established gastric-resistant coatings.

mycophenolic sodium

Protection of gastro-sensitive active ingredients

Protection of gastric mucosa from irritative drugs

Drugs targeted to release in the intestines

omega 3 capsules (prevent ,fishy“ reflux)

Inspiring Medicines for Better Lives

— Duloxetine, lansoprazole, pantoprazole, esomeprazole, omeprazole, enzymes, peptides

— Acetylsalicylic acid, diclofenac sodium, donepezil, prednisolone, sodium valproate,

— Tamsulosin, pancreatin and other pancreatic enzymes (e.g. trypsin, amylase, and lipase),
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Kollicoat® MAE is available as a 30% aqueous polymer dispersion, as well as pre-neutralized and non-neutralized powder
grades with varying particle sizes. While the dispersion offers the most straightforward application, the powder grades
provide enhanced storage and transportation stability, as well as additional functionalities.

Polymer dispersion
Kollicoat® MAE 30 DP

Polymer powder
Kollicoat® MAE 100-55
Kollicoat® MAE 100-55 Fine

= \ersatile powder grade suitable
for both aqueous and organic
coating formulations.

= Requires neutralization for
redispersion in water.

Pre-neutralized powder
Kollicoat® MAE 100 P

= A 30% aqueous polymer
dispersion optimized for efficient
enteric film coating applications.

= “Ready-to-disperse” for simplified
handling and preparation.

= |nnovative pre-neutralized powder
grade for aqueous coating.

= Ready-to-redisperse for faster,
more efficient preparation.

= Pre-neutralized with NaOH—
eliminates the need for hazardous
handling, enhancing workplace safety.

= Expands formulation possibilities,
including applications in sustained-
release matrixes of zero-order

= Recognized for low tackiness,
supporting fast process with
reduced interruptions.

® Fine grade offers equivalent PSD
to the standard market products.

® Regular coarse particle grade
with enhanced flow and reduced
dusting. Ideal for HME process.

= Equivalent to the other market
dispersion grades, ensuring

seamless formulation integration. release.
Kollicoat® MAE at a glance:
Attributes Kollicoat® MAE 30 DP Kollicoat® MAE 100 55 Kollicoat® MAE 100 P
Kollicoat® MAE 100 55 Fine
Regulatory compli- USP-NF: Methacrylic Acid and Ethyl USP-NF: Methacrylic acid and Ethyl USP-NF: Partially-Neutralized

ance and compendial
name

Acrylate Copolymer Dispersion

Ph. Eur.: Methacrylic Acid - Ethyl Ac-
rylate copolymer (1:1) dispersion

30 percent

JPE: Methacrylic Acid Copolymer LD

Acrylate Copolymer
Ph. Eur.: Methacrylic Acid - Ethyl
Acrylate copolymer (1:1), Type A

JPE: Dried Methacrylic Acid
Copolymer LD

Methacrylic Acid and Ethyl
Acrylate copolymer

Ph. Eur.: Methacrylic Acid -
Ethyl Acrylate copolymer (1:1),
Type B

CAS number

25212-88-8

25212-88-8

25212-88-8

Appearance

Milky-white or slightly yellowish
liquid of low viscosity with a faint
characteristic odor

White redispersible powder with a faint
characteristic odor

White redispersible powder with
a faint characteristic odor

Retest period

24 months

36 months

36 months

Packaging and article 25 Kg PE drum ART: 50893396

numbers

20 Kg box with PE inliner
100-55: ART: 50435436
100-55 Fine: ART: 50655762

20 Kg box with PE inliner
ART: 51209751

Storage temperature

5t025°C

Below 25 °C

Below 25 °C

Discover how Kollicoat® MAE can optimize your enteric film-coating formulations. Leverage ZoomLab® to accelerate
drug development and connect with our experts for tailored formulation and process support.

Sign-up today at:
virtualpharmaassistants.basf.com

For sample requests contact us at
pharma.basf.com/request-a-sample

Access to standard quality and regulatory documentation is now more efficient than ever. Retrieve
your documents 24/7. Sign-up for RegXcellence®, your free online Quality & Regulatory Assistant that
provides a unified platform for compliance documents, filing assistance and audit information.

This document, or any information provided herein does not constitute a legally binding obligation of BASF and has been prepared in good faith and is believed to be accurate as of the date of issuance. Unless expressly agreed otherwise in writing in
a supply contract or other written agreement between you and BASF:

(a) To the fullest extent not prohibited by the applicable laws, BASF EXPRESSLY DISCLAIMS ALL OTHER REPRESENTATIONS, WARRANTIES, CONDITIONS OR GUARANTEES OF ANY KIND, WHETHER EXPRESS OR IMPLIED, WRITTEN OR ORAL,
BY FACT OR LAW, INCLUDING ANY IMPLIED WARRANTIES, REPRESENTATIONS OR CONDITIONS OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE, SATISFACTORY QUALITY, NON-INFRINGEMENT, AND ANY REPRESENTATIONS,
WARRANTIES, CONDITIONS OR GUARANTEES, ARISING FROM STATUTE, COURSE OF DEALING OR USAGE OF TRADE and BASF HEREBY EXPRESSLY EXCLUDES AND DISCLAIMS ANY LIABILITY RESULTING FROM OR IN CONNECTION
WITH THIS DOCUMENT OR ANY INFORMATION PROVIDED HEREIN, including, without limitation, any liability for any direct, consequential, special, or punitive damages relating to or arising therefrom, except in cases of (i) death or personal
injury to the extent caused by BASF's sole negligence, (i) BASF's willful misconduct, fraud or fraudulent misrepresentation or (i) any matter in respect of which it would be unlawful for BASF to exclude or restrict liability under the applicable laws;

(b) Any information provided herein can be changed at BASF's sole discretion anytime and neither this document nor the information provided herein may be relied upon to satisfy from any and all obligations you may have to undertake your own

inspections and evaluations;

(c) BASF rejects any obligation to, and will not, automatically update this document and any information provided herein, unless required by applicable law; and
(d) The user is responsible for confirming that the user has retrieved the most current version of this document from BASF as appropriate
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