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Taste Masked Actives

The success of your orally administered tablet depends on how the tablet tastes
and how easy it is to take. In fact, if a tablet has a bitter or unpleasant taste, it can
lead to patient noncompliance or even a failed product launch. That's why taste-
masking is an essential part of SPI Pharma's product development process, and
an essential element of patient friendly formulations.

There are several challenges to consider when taste-masking a drug. For
example, a physical barrier around the drug particle may be required to prevent
direct contact with the taste buds when flavors and sweeteners fail. Also, the
coating must provide a sufficient barrier to mask taste yet must also dissolve
quickly enough not to delay drug release. Finding the balance between
dissolution and taste masking of the drug requires expertise of materials and
application.

Actimask® Technology

SPI Pharma offers taste masked acetaminophen and
ibuprofen, two popular analgesic/antipyretic drugs, by
encapsulating the active particles within a gelatin coating
using a coaservation process. The hydrophilic coating
creates a smooth mouthfeel and provides an excellent
taste barrier. Additionally, the process is completely
aqueous, therefore there is no concern of residual solvents
as with many other taste masked products.
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Actimask Acetaminophen

Dissolution in 900mL pH 5.8 Phosphate Buffer - USP Compendial Media for IR Tablets

Actimask taste masked acetaminophen is an ideal choice IR Requirement is 80% or more dissolved in 30 minutes
for the formulation of chewable or orally dispersible b
dosage forms. The aqueous hydrophilic coating delivers an - o i s s
excellent taste barrier. In addition, the uniform hydrogel % / e “T’ R
coating provides a smooth surface that has an excellent 8 Wl
mouth feel, enhanced palatability, and is easy to swallow. g //
The gelatin coating provides effective taste masking by é ) /
delaying the release of the API while the product is still in % w 5
the oral cavity. This does not affect the product’s ability to < e s
meet compendial dissolution specifications for immediate ol — e
release acetaminophen as noted in Figure 1.
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Figure 1

Actimask Ibuprofen

Dissolution in 900mL pH 7.2 USP Compendial Media Average for 3 lots

It is well known that uncoated ibuprofen causes an intense IR Requirement is 80% or more dissolved in 60 minutes
burning sensation when exposed to the oral cavity and i;zz !
throat. The hydrophilic, Actimask coating effectively taste w0
masks the active and reduces to extremely low levels the s
burning sensation that many patients experience with é 600
poorly masked or unmasked ibuprofen products. E jzg
g 30:0
As with the Actimask Acetaminophen, dissolution is delayed 2 200
while the product is still contained in the oral cavity with e
virtually no effect on the overall dissolution. 0 10 0 20 40 50 50
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SPI Pharma is a global leader in highly engineered products and innovative solutions that improve
the formulation and delivery of medicine. We provide critical drug development services that focus on
efficiency and accelerated production, with the highest-quality standards.

Explore the possibilities by scheduling a technical review today.
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All information and statements given in this brochure are believed to be accurate at the time of publication. However, neither SPI Pharma nor any of their affiliates make any
representations or warranty with respect thereto, including, but not limit to, any results obtained in the processing of the products by customers or any third party. All information
and statements are intended for persons having the required skill and know-how and do not relieve the customer or user from verifying the suitability of information and
statements given for a specific purpose prior to use of products. It is entirely the obligation of the costumer or user to comply with applicable laws and regulations, and with

all patent or other intellectual property rights of third parties.

SPI PHARMA EXPRESSLY DISCLAIMS ANY REPRESENTATIONS OR WARRANTIES OF ANY KIND. WHETHER EXPRESS OR IMPLIED, AS TO THE ACCURACY, CURRENCY,
COMPLETENESS AND/OR THE MERCHANTABILTY OR FITNESS FOR A PARTICULAR PURPOSE OF ANY INFORMATION CONTAINED IN THIS BROCHURE AND/OR ANY PRODUCT
DESCRIBED OR PROMOTED IN THIS BROCHURE, INCLUDING WARRANTIES WITH RESPECT TO INFRINGEMENT OF ANY PATENT, COPYRIGHT, OR OTHER RIGHTS OF A THIRD
PARTY. We reserve the right to change product specification and not specified properties of the products without prior notice.
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